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INTRODUCTION 

PEPFAR’s Technical Considerations consolidates into one document recommendations for 

program planning and implementation across a range of programmatic areas. The Technical 

Considerations are not intended to serve as policy guidance or establish required criteria within 

PEPFAR country programs, nor are they guidelines, as these are produced by normative bodies 

(e.g., the World Health Organization (WHO), the United Nations Programme on HIV/AIDS 

(UNAIDS)). Rather, the Technical Considerations are meant to assist PEPFAR teams and 

implementing partners in applying those normative guidelines, as well as the most recent 

scientific evidence, to the planning and implementation of programs.  

PEPFAR’s five action agendas – Impact, Efficiency, Sustainability, Partnership and Human 

Rights – direct our work and catalyze the goal of controlling the epidemic and achieving an 

AIDS free generation.  This goal and these five agendas are underpinning the content of 2015 

Technical Considerations.  PEPFAR program technical decisions must focus on doing the right 

things in the right places at the right time.   

 

Doing the right things means improving our site monitoring, strengthening our program quality, 

and scaling-up our core interventions—ART, PMTCT, VMMC and condoms. Scaling-up the 

core interventions for maximum impact on the epidemic, with substantial declines in HIV 

incidence, is the only way to reach a truly sustainable response and the final pathway to ending 

AIDS one country at a time. The right things also means targeting populations -   HIV/TB co-

infected, and populations at highest risk for HIV -  to increase their access to these core 

interventions, strengthen  resilience, and decrease gender-based violence, discrimination and 

other barriers to HIV prevention, treatment and care.   

 

The right places mean we will focus our efforts on pinpointing the geographic areas at sub-

national levels with the highest disease burden in every country. To maximize resources and 

reach epidemic control, we should be focusing on geographic areas with the greatest need for 

treatment and prevention.  We must become even more efficient and strategic with our efforts to 

achieve the greatest impact, save the most lives, prevent the most infections and change the 

course of the epidemic. 

The 2015 Technical Considerations adopt a structure that brings together core program areas, 

focus or priority populations, systems, and supporting elements for quality and sustainability.  

Each technical section leads off with the key programmatic priorities that should feature in your 

technical COP 2015 planning discussions.  Each section concludes with a reference to the SIMS 

(Site Improvement through Monitoring Systems) Core Essential Elements (CEEs), providing a 

reference for technical approaches for quality program improvement.   

PEPFAR team members with technical questions may contact headquarters Technical Working 

Groups (TWGs), keeping their PEPFAR Coordinator and Country Lead (CL) at the State Office 

of the Global AIDS Coordinator and Health Diplomacy (S/GAC) informed. CLs can provide 

contact information for relevant TWG co-chairs, as needed. Country and Regional teams needing 

on-site technical support (TS) should send their request through their PEPFAR Coordinator (or 

Point of Contact) to their CL. The CL will forward the request to the chairs of the appropriate 

HQ TWG. 



 

 

12 

 

HIV TESTING AND COUNSELING 

 

1 Technical Background 

1.1 Identifying PLHIV 

Despite the significant scale up of HTC, UNAIDS analyses of DHS survey data suggest that 55% 

of HIV-infected persons in developing countries are unaware of their infection (UNAIDS, 2014), 

and fewer know the HIV status of their partner (s) (WHO, 2013) (Deribe, Woldemichael, 

Wondafrash, Haile, & Amberbir, 2008) (Sarna, Luchters, Geibel, Kaai, & Munyao, 2008) . 

Moreover, many PLHIV continue to be diagnosed and enrolled into care late in their infection, 

compromising the success of prevention, care, and treatment efforts 
 
(Mugglin, Estill, Wandeler, 

Bender, & Egger, 2012). A combination of targeted facility, community-based and other HTC 

strategies, along with effective linkage interventions are necessary to identify PLHIV earlier, and 

help overcome psychosocial, environmental, and health system barriers to their timely 

enrollment into care and treatment services. Certain HTC and demand creation approaches may 

be more effective than others in reaching specific populations (e.g., HIV-infected, men, working 

populations, asymptomatic HIV-infected, first-time testers, pregnant women, key populations 

(KP)) (Sweat, Morin, Celentano, Mulawa, & Singh, 2011). Additionally, published evidence 

continues to suggest that HTC is correlated with a positive impact on behavior change among 

HIV-infected individuals and serodiscordant couples (JHSPH, 2012) (JHSPH, 2012) (Fonner, 

Denison, Kennedy, O'Reilly, & Sweat, 2012) (Kennedy, Fonner, Sweat, Okero, & Baggaley, 

2012) (Denison at al, 2008) (Sherr, Lopman , Kakowa, Dube , & Chawira , 2007) (The 

Voluntary HIV-1 Counseling and Testing Efficacy Study Group, 2000) (Dunkle, Stephenson, 

Karita, Chomba, & Kayitenkore, 2008) (Bunnell et al, 2008) (Coates, 2013) (WHO, 2012). 

The 2012 WHO Strategic HTC Programme Framework describes diverse models for HTC 

services, including provider-initiated testing (PITC) in health care facilities, stand-alone centers 

offering client-initiated HTC (VCT), and a range of community-based approaches. PEPFAR 

programs should choose service delivery models and mobilization strategies on the basis of the 

specific populations they are seeking to reach, efficiency in identifying previously undiagnosed 

PLHIV (i.e., maximize case finding), and available resources. The mix should facilitate 

Technical Priorities:  

1. Use epidemiological, program, and financial data to support the geographic and 

population prioritization of the HTC portfolio.  

2. Reach priority populations with quality HTC services to identify PLHIV. 

3. Diagnose HIV as early as possible after acquisition of HIV infection to optimize the 

benefits of antiretroviral therapy.  

4. Effectively link all PLHIV, their sexual partners and their families to appropriate HIV 

testing, and treatment, care and support services. 

5. Effectively link those who are HIV-negative and members of priority prevention 

populations with prevention services such as voluntary medical male circumcision, 

condom promotion and provision, and other comprehensive interventions. 
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diagnosing as many PLHIV as early as possible to enable timely linkage to care and treatment 

services to achieve the mortality, morbidity and prevention benefits of early treatment. The 2013 

WHO Consolidated ARV Guidelines recommend that community based testing efforts are 

prioritized, in addition to facility based testing, as they are likely to find PLHIV at an earlier 

stage of infection. In particular: 

 In generalized HIV epidemics, community-based HIV testing and counseling with 

linkage to prevention, care, and treatment services is recommended, in addition to 

provider-initiated testing and counseling (strong recommendation, low-quality evidence); 

and 

 In all HIV epidemic settings, community-based HIV testing and counseling for key 

populations, with linkage to prevention, care, and treatment services is recommended, in 

addition to provider-initiated testing and counseling (strong recommendation, low-quality 

evidence). 

 

In targeting services to the right people, in the right places, HTC strategies should prioritize high 

prevalence geographic areas and populations who are most vulnerable and marginalized (see 

priority populations below). Community mobilization and promotion of HTC are important for 

increasing awareness about the availability and benefits of HTC services as well as the 

availability and value of ART for all PLHIV, and are essential complimentary components of the 

recommended HTC strategies. Well-coordinated, culturally appropriate social marketing and/or 

community mobilization efforts can increase demand for HTC and follow-up services. 

1.2 Effectively Linking HTC Clients to HIV-related services: 

 

1.2.1  Linking PLHIV to Treatment, Care and Support 

Once individuals have been diagnosed as HIV-positive, effective linkage to HIV care and 

treatment services is critical for the health of PLHIV as well as for preventing HIV transmission 

to uninfected sex/needle-sharing partner (s) and children. Improving availability and access to 

the full cascade of HIV care and treatment services for PLHIV depends on successful linkages 

between HIV diagnosis and HIV care & treatment (LTC). Factors associated with low rates of 

LTC include individual-level factors (e.g. stigma, fear of disclosure, perceived health), 

environmental factors (e.g. difficult roads, distance, lack of transport,) program (e.g. negative 

HTC experience) and system-level factors (e.g. long wait times, rude staff), and monitoring and 

documentation strategies (Population Council) (MacPherson, 2012). Recent literature has 

identified a number of promising approaches to overcoming each of these types of barriers to 

LTC (Govindasamy, 2014) (Wynberg & Cooke, 2014) and successful models will vary by 

context. Given the limited evidence base for linkage to care interventions, innovative approaches 

are encouraged.  

PEPFAR programs supporting HTC services are encouraged to leverage existing programming 

or, where necessary, introduce new programming to support linkage to care.  Many PEPFAR 

programs and partners are developing innovative approaches to strengthening LTC from HTC, 

including strategies such as telephone follow-up systems (Zambia), paper-based referral and 

tracking (Zimbabwe), community support structures and cadres (Malawi), and provision of ART 

clinic appointments at diagnosis (Zambia) (Bergmann, 2011). Other strategies include assistance 
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with transport, involvement of community outreach workers to identify those lost to follow-up; 

support from peers or “expert patients” and use of reminders via mobile phone text message.  

HTC services are provided in various community-based and facility settings to individuals, 

partners, and families (discussed further below). Based on person’s test results and prevention 

needs, HTC services facilitate linkage of clients to other essential prevention, care, treatment, 

and supportive services (see Figure 1).  

 

Figure 1:  HTC is a Gateway to Treatment, Care and Support, and Prevention Services 

1.2.2 Linking HIV-negative patients to prevention services 

As shown by Figure 1, HTC also acts as a gateway to prevention services, and effectively 

referring and linking patients to the appropriate prevention services is extremely important. 

Patients who test HIV-negative need to be linked to the appropriate prevention services. For 

instance, men who test negative should be linked to voluntary medical male. Youth and children 

who test negative can be referred to OVC services. Key Populations who test negative should be 

referred to peer education programs and condom distribution points.   

1.3  Using Data for HTC Program Planning 

 In order to use donor and host country funds efficiently and effectively, HTC approaches should 

prioritize those approaches that most effectively and inexpensively identify HIV-infected persons 

and sero-discordant couples, with a goal of reaching PLHIV earlier in infection. PEPFAR 

country and regional teams should use their expenditure data to inform the decision-making 

process for allocating HTC resources, alongside other relevant sources including program 

costing studies and published literature.  When planning COPs and ROPS, it is important for 
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teams to take into account not just the cost of providing a test, but the cost of identifying a 

PLHIV. Additionally, effectively reaching some priority populations with HTC might be more 

costly than reaching other, lower priority populations – reaching priority populations should 

always take precedent. 

Country teams should also ensure the alignment of HTC services to geographic HIV burden and 

populations with higher (e.g., above national average) HIV prevalence, and consider how shifts 

in the mix of services can improve overall case-finding. 

Considerations such as the stage of the epidemic, level of development in the country, 

anticipated timeline for transition of activities to government, and an examination of cost versus 

expenditures should also inform your prioritization of activities.  For example, as a greater 

proportion of PLHIV are identified, the cost per new PLHIV identified will lower. We encourage 

teams to examine the HVCT budget allocation against HTC targets to ensure sufficient funds for 

the testing necessary to meet treatment, care and, VMMC and PMTCT targets, as well as the cost 

of any ongoing programs.  

1.4  HTC Strategic Framework 

The following recommendations for prioritizing HTC approaches according to epidemic type 

and setting are based upon the WHO (2012) Strategic HTC Programme Framework (WHO, 

2012).  

The following table was presented in the WHO (2012) Strategic HTC Programme Framework 

and suggests prioritizing HTC approaches according to epidemic type and setting. All 

approaches will require substantial effort to ensure successful linkages from HTC sites to 

additional HIV treatment, care and support, and prevention services. Countries should refer to 

this framework when planning to expand or restructure their HTC programs and in discussions 

with implementing partners. 
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1.4.1 General and Mixed Epidemics 

All HTC programs should be monitored carefully and on a monthly basis, the site level yield of 

HIV positive persons identified must be evaluated to ensure that resources are being utilized 

most efficiently and effectively - focused in regions and in communities and facilities with the 

heaviest burden of HIV.  Should testing yields be below the sub-national prevalence, steps must 

be taken to improve program quality and/or relocate HTC resources to communities and facilities 

where the likelihood of identifying more HIV positive persons is higher.   

 

 Target population for HTC:  In HIV burdened areas; all patients (adults, pregnant and 

breastfeeding women, and children) in health-care settings and all partners and family 

members of PLHIV should be provided with HTC services.  All residents or members of 

communities in HIV burdened areas including KP such as SW, MSM, and PWID should 

be provided with HTC services. 

 

 HTC Approaches: Populations and defined areas should be prioritized based on where the 

greatest burden of HIV exists; 

o Decisions about how to implement PITC in mixed and generalized epidemics 

should be guided by an assessment of the epidemiological context at the sub-

national level. Typically, some regions or districts will have very high prevalence 
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within the general population, while others will have much lower prevalence. 

HTC strategies should take these sub-national level differences into account, with 

care to concentrate resources where prevalence is highest. 

 Where prevalence is high at the sub-national level, PITC for all in-patients 

including pregnant and breastfeeding women, and children accessing 

health care services in health facilities; and 

 Where prevalence is low at the sub-national level, PITC for all patients in 

TB or STI clinics, or with opportunistic infections or other signs and 

symptoms suggestive of HIV infection and children known to be exposed 

to HIV perinatally. Consideration should also be given to PITC in ANC 

settings based on setting/population prevalence as well as for KP. 

o Mobile and Outreach HTC for targeted sub-populations, including KP and other 

populations with elevated prevalence; 

o Home-based HTC (HB HTC) for partners. children, and other family or 

household members of PLHIV or people diagnosed with TB (index patient 

model); a door-to-door model may be indicated for communities with high 

population density and high (>5%) HIV prevalence; and 

o Standalone, workplace, and facility-based VCT sites for additional communities 

or populations as needed to complement the approaches above. In some countries, 

VCT has been effective at reaching men who may be more difficult to reach 

through hospital and clinic-based PITC and VCT.  Depending on the context, 

countries will need to determine whether or not stand-alone VCT sites are the best 

approach for increasing access to and utilization of HTC services. VCT sites may 

be appealing to KP and hard-to-reach populations in mixed epidemics, 

particularly if they specifically target these populations and provide KP-friendly 

services. 

 Private Sector Approaches:  Since the relative socio-economic and risk profile of clients 

who receive an HIV test from a private provider varies considerably across countries, 

strategies for supervising and engaging private health providers with regard to HIV 

testing should be country specific and take into account local context, there may be 

opportunities to leverage the HTC efforts ongoing within the private sector clinics and 

pharmacies to expand the yield, reach and uptake of HTC by difficult to reach or high-

risk populations (Johnson & Cheng, 2014).  

 

1.4.2 Concentrated Epidemics 

 Target population for HTC: patients in selected health-care settings (noted below), all 

sexual, and drug-using partners of PLHIV, and sub-populations in which estimated HIV 

prevalence exceeds 5%, percent, including, KP (men who have sex with men (MSM), sex 

workers (SW) and people who inject drugs (PWID)); and 

 HTC Approaches: The following HTC approaches should be prioritized based on the 

order below in countries with concentrated epidemics. Populations and defined areas 

should be prioritized based on where, and in what specific populations, the greatest 

burden of HIV exists; 

o Mobile and outreach HTC for targeted sub-populations including KP (i.e., SW, 

MSM, PWID). Since many KP do not access health care services due to stigma 

and discrimination, mobile and outreach HTC approaches need to be equally 
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prioritized to provide HTC in settings where KP feel comfortable. Examples may 

include mobile units or organized testing event for KP. Appropriate settings for 

these services will vary by community and sub-population, and programs should 

work with local organizations and community representatives to determine where 

and when to offer mobile and outreach HTC services; 

o VCT may also be an effective approach for reaching KP through drop-in centers 

or fixed sites that provide KP-friendly services. Depending on the context, 

countries will need to determine whether stand-alone VCT sites are the best 

approach for increasing access to and utilization of HTC services among KP. 

o Home-based HIV Testing and Counseling (HB HTC) using the index patient 

model or partner notification (contact tracing) services may be appropriate for 

partners and families of PLHIV or TB. 

o PITC is recommended for all adults, adolescents, and children who present to 

health facilities with signs and symptoms suggestive of underlying HIV infection, 

including TB and other opportunistic infections, and children known to have been 

exposed perinatally to HIV; 

o PITC may be considered for sexually transmitted infection (STI) patients, KP, 

ANC and TB patients. Decisions about how to implement PITC in concentrated 

epidemics should be guided by an assessment of the epidemiological context; and 

1.5  Priority Populations 

The decision to prioritize a population for HTC services should always be based on data about 

HIV prevalence in that population. Key populations (men who have sex with men (MSM) and 

transgendered persons (TG), sex workers (SW) and people who inject drugs (PWID)) should be 

a prioritized population for HTC in all epidemic settings. Other setting-specific populations 

where HIV prevalence may be higher than the general population include sexually active 

adolescents, uniformed/military personnel, migrant populations, truck drivers, and fishing 

communities. In clinical settings, populations with higher prevalence may include pregnant 

women in antenatal care (ANC) clinics, TB and STI patients. HTC services should prioritize 

identification of PLHIV and discordant couples within high prevalence populations, by focusing 

on those at disproportionate risk for HIV infection. This includes sexual partners and children of 

PLHIV, and adolescents in high prevalence areas.  

1.5.1 Partners of PLHIV 

All sexual partners of PLHIV should be offered voluntary HTC with support for mutual 

disclosure. Partner testing should be offered as standard of care through Care and Treatment 

Programs and as a core component of prevention services for PLHIV. In addition, index patient 

partner testing through home-based testing programs, contact tracing and partner notification 

programs are emerging as viable strategies for increasing testing of partners of PLHIV outside of 

health facilities. More evidence is needed but promising programmatic practices are emerging 

suggesting that these approaches are feasible. Couples counseling and testing through facility 

and community HTC programs can also be an effective strategy for testing partners of PLHIV.  

PEPFAR programs particularly care and treatment programs should pursue efforts to test regular 

partners of PLHIV in order to identify discordant couples who may be eligible to initiate early 

treatment according to WHO guidance 

(http://whqlibdoc.who.int/publications/2012/9789241501972_eng.pdf). The most appropriate 

approaches may vary across countries and settings (e.g. HTC integrated with the defaulter 

http://whqlibdoc.who.int/publications/2012/9789241501972_eng.pdf
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tracing by care & treatment, partner notification by HTC). Regardless of the approach, efforts 

should include strategies to support effective linkage to HIV prevention, care and treatment 

depending on the serostatus of each partner, 

1.5.2 Children 

The WHO now recommends immediate initiation of anti-retroviral treatment (ART) in children 

under five years of age at the time of an HIV diagnosis, without waiting for clinical or 

immunological disease progression.  However, coverage of HIV diagnostic testing among HIV-

exposed infants and children (defined as people aged zero through nine years) remains 

unacceptably low.  In 2012, only one-third of HIV-exposed infants received an HIV test, and 

only three in ten eligible children received ART.  (WHO). To maximize treatment coverage 

among infants and children, early diagnostic testing should be performed with the aim of 

identifying as many HIV-infected infants as early as possible.  

WHO recommends universal (“opt-out”) PITC to any infant presenting to a health facility with 

an unknown HIV exposure or infection status 

(http://www.who.int/hiv/pub/paediatric/testing_counselling/en/index.html).    

Within this broader recommendation, there are several strategies that can be used to improve 

pediatric case finding.  These include: 

1. Strengthening early infant diagnosis testing for HIV-exposed infants.  All HIV-exposed 

infants should receive an HIV virologic test by four to six weeks after birth, even if their 

mothers received ART or ARV prophylaxis.    There should be systematic follow-up of 

HIV-exposed infants until 18 months or the end of the breastfeeding period, including 

access to DNA-PCR testing, final status determination at the end of breastfeeding, and 

rapid linkage to pediatric care and treatment services for infants identified with HIV 

2. The timing of any repeat testing should consider breastfeeding practices, as the risk of 

acquiring HIV infection from mothers continues throughout the breastfeeding period. 

3. Routine, systematic offer of PITC to all children of adults receiving any HIV service 

(PMTC, Care, ART) through facility or home-based index case testing. 

4. Routine, systematic offer of PITC to all children in a range of clinical settings, 

specifically inpatient pediatric wards, malnutrition clinics, and TB clinics.  PITC should 

be offered for siblings of these children, as well.  

5. Routine, systematic HTC for all children receiving HIV-related orphan and vulnerable 

children (OVC) services. 

6. In high prevalence settings (>5%) with poor PMTCT coverage, programs may consider 

testing mothers or infants attending immunization or under-5 clinics to identify HIV-

exposed infants in need of further diagnostic testing. 

Whatever the method for identifying pediatric patients living with HIV,  programs will need 

to plan adequate support for disclosure of HIV status to children and adolescents and for 

support of disclosure to family members/significant others, including availability of 

appropriate job aids. 

 

 

http://www.who.int/hiv/pub/paediatric/testing_counselling/en/index.html
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1.5.3 Adolescents 

Two factors are leading to a growing population of adolescents living with HIV (ALHIV). The 

first is the “aging up” of children perinatally infected in the 1990s and early 2000s. Recent 

evidence suggests that more children than originally believed may be surviving perinatal 

infection and reaching adolescence undiagnosed (Ferrand R. A., 2010) (Ferrand R. A., 2009). 

These children often present at primary healthcare clinics with symptoms of respiratory or other 

infection. The second is a population boom in sub-Saharan Africa which has led to the largest 

generation of adolescents and young people in history. While 40% of new HIV infections occur 

in young people aged 15 to 24 years, evidence indicates that adolescents are not accessing HTC 

and HIV clinical care services in numbers commensurate with their population (UNAIDS, 2013) 

(WHO, 2013). The 2013 WHO Consolidated Guidelines contains new recommendations on HIV 

testing and counseling including disclosure and delivery of services for adolescents: 

 HIV testing and counseling, with linkages to prevention, treatment and care, is 

recommended for adolescents from key populations in all settings (generalized, low and 

concentrated epidemics) (strong recommendation, very-low-quality evidence).  

 HIV testing and counseling with linkage to prevention, treatment and care is 

recommended for all adolescents in generalized epidemics (strong recommendation, 

very-low-quality evidence).  

 We suggest that HIV testing and counseling with linkage to prevention, treatment and 

care be accessible to all adolescents in low and concentrated epidemics (conditional 

recommendation, very-low-quality evidence).  

 We suggest that adolescents be counseled about the potential benefits and risks of 

disclosure of their HIV status and empowered and supported to determine if, when, how 

and to whom to disclose (conditional recommendation, very-low quality evidence).  

Several of the HIV case finding strategies described in the section on children above can also be 

used to increase coverage of HTC services among adolescents.  In addition, sexual and 

reproductive health clinics and medical male circumcision services may also be considered as 

service delivery points for reaching adolescents with HTC services. 

For adolescents who test positive, the period immediately after HIV diagnosis may require 

specific, targeted, psychosocial and mental health services tailored to both the situation in which 

infection happened and the developmental age of the individual (Thom, 2009). The period after 

HIV testing is a time for ALHIV to work with counselors to develop individualized plans to 

disclose their HIV status and engage their families and peers in providing support for the 

ALHIV, understanding the family environment (Naar-King, S et al, 2009)
 
(Petersen, Bhana, 

Myeza, Alicea, & John, 2010). In addition, adolescent-friendly services are needed to address the 

physical and psychological needs of this group [35-36].  These needs include adherence 

counseling and support, sexual and reproductive health services, mental health support, and 

social services if homeless.  Programs should also help transition adolescents from pediatric to 

adult ART services. Tools for managing this transition have been developed and are available at: 

http://www.hivguidelines.org/wp-content/uploads/2012/11/transitioning-hiv-infected-

adolescents-into-adult-care-11-06-2012.pdf.  Involving adolescents in the design, delivery, and 

evaluation of HIV care, treatment, and support services is also necessary to ensure these 

programs address their unique needs. Programs should also identify issues that create specific 

barriers for adolescents to access HTC (e.g., health care worker attitudes, age of consent policies) 

http://www.hivguidelines.org/wp-content/uploads/2012/11/transitioning-hiv-infected-adolescents-into-adult-care-11-06-2012.pdf
http://www.hivguidelines.org/wp-content/uploads/2012/11/transitioning-hiv-infected-adolescents-into-adult-care-11-06-2012.pdf
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and actively work to address these in order to increase case-finding and linkage to care for 

ALHIV.   

1.5.4 Key populations 

Key populations are defined by WHO and PEPFAR as MSM, TG, SW (male, female and 

transgender) and PWID. These populations tend to have very high rates of HIV infection, yet are 

typically underserved by HIV services. On-site rapid HIV testing with same-day results is an 

essential component of all KP-friendly HIV testing services. HTC services for KP are often 

offered as a package of HIV prevention services, which may increase uptake and reinforce 

counseling messages. See Section of the Technical Considerations on Key Populations for more 

information. 

2 Emerging Approaches to HTC―a need for more evidence 

There are a number of emerging approaches to HTC requiring further evidence to inform 

programming. 

2.1 HIV Self-testing 

WHO’s working definition of HIV self-testing is using a test that is “collected, performed and 

interpreted in private by an individual who wants to know about their HIV status.” HIV self-

testing (HIVST) does not confer ‘knowledge of status’ or provide a definitive diagnosis. HIVST 

involves a screening test that provides an individual with information upon which to base further 

action; this approach is often labeled “self-testing,” however a single test result is insufficient for 

diagnosis (WHO, 2013). Use of HIV tests for self-testing may or may not be accompanied by 

limited training. While this is occurring in some countries informally and with little or no 

regulation (Wong & Johnson, 2014) (Nersesian & et al., 2013), there have also been recent pilot 

trials exploring HIVST as an intervention. To date, these trials have used only single rapid HIV 

tests without immediate confirmatory testing. Furthermore, outside of the USA, there have been 

no HIV test kits developed and indicated specifically for self-testing use by the general public, 

though efforts continue to develop an appropriate diagnostic (Peck & JM, 2014). HIVST has 

been investigated among health care workers in Kenya and MSM in developed countries 

(Kalibala, Tun, Muraah, Cherutich, & Oweya, 2011) (WHO, 2013). Community-based self-

testing with facilitated ART eligibility screening and initiation has shown promise to increase 

uptake of testing and enrolment in care (McPherson et al. 2013).  

In general, there are both concerns and opportunities with this HTC approach. Studies on the 

accuracy of HIVST among intended users have been mixed, with high accuracy where some 

instruction is provided (Choko & Desmond, 2011), and poorer results for open-market 

approaches to HIVST (Pant Pai & Behlim, 2013). Ensuring quality test kits, accurate and reliable 

test results 
1
 and access to counseling and linkage to confirmatory testing pose challenges to the 

latter approach. Opportunities and potential unintended consequences have also been raised in 

the context of motivations to test and potential coercion among couples (Kumwenda, 2014).  

Nevertheless, HIVST may also provide opportunities to dramatically increase coverage of under-

tested populations and access to HIV testing through both the private and public sectors, if 

                                                 
1
 In the USA, preliminary studies of the recently FDA-approved, over-the-counter OraQuick rapid test showed 92% 

sensitivity—meaning one out of 12 positive tests would be false negativeInvalid source specified.. 
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implemented in a way that is accurate, acceptable and feasible. Further policy and regulatory 

analysis and programmatic research are needed to determine how to strategically position HIVST 

and prepare for its introduction. The HTC TWG is active in these efforts, and welcomes inputs 

from PEPFAR teams interested in HIVST.  

2.2 Partner notification and linked HTC 

Partner notification is included as an approach within WHO’s Couples HTC Guidelines and has 

recently been explored in a Malawian pilot program which compared passive and active referral 

of partners of PLHIV to HTC (Brown, Miller, Kamanga, Nyirenda, & Mmodzi, 2011) (Brown, 

Miller, Kamanga, Kaufman, & Pettifor, 2011). This pilot achieved high yield; 64% percent of 

returning partners were HIV-positive, and 81% percent of those were newly diagnosed. Partner 

notification with linked HTC may be cost effective depending on prevalence and relative to other 

modalities such as door-to-door home-based HTC (Armbuster et al., 2011). Partner notification 

approaches are used in some home-based care models (index patient testing) and have also been 

used in the US for a number of years. In the US, a Disease Intervention Specialist (DIS) follows 

up the sexual partners of individuals with certain STIs; HIV was recently added to this subset 

(CDC, 2003). PEPFAR countries could explore the feasibility and potential cost efficiency of 

such programs and consider integrating HTC for the children of people living with HIV with 

partner notification efforts, where appropriate. 

2.3 Pre-exposure Prophylaxis 

PEPFAR does not yet support Pre-Exposure Prophylaxis (PrEP) through its service platforms. If 

this were to change, HTC would be a critical component of any PrEP program. HTC would be 

needed to determine those truly uninfected to minimize resistance risks, and for those persons on 

PrEP, periodic retesting would be needed to identify new infections. WHO has not yet published 

recommendations on retesting frequency; however U.S. guidelines require 3-month retesting:   

http://www.aids.gov/hiv-aids-basics/prevention/reduce-your-risk/pre-exposure-prophylaxis/ 

2.4 Post-Exposure Prophylaxis (PEP) 

PEPFAR supports HIV testing and counseling within PEP programs delivered as soon as 

possible within 72 hours of a possible HIV exposure related to injection safety among health care 

workers and victims of sexual violence (WHO 2013) and other HIV-negative persons who have 

had a specific incident of possible HIV exposure within the past 72 hours (WHO retesting 2010). 

3. Standards in HIV Testing and Counseling 

WHO has established minimum standards for all HTC implementation: “Regardless of the model 

of service delivery, HTC must adhere to the five Cs—Consent, Confidentiality, Counselling, 

Correct test results and linkage to Care. The following are key principles that apply to all 

models of HTC and in all circumstances: 

• Persons receiving HTC must give informed Consent to be tested and counselled. They 

should be informed of the process for HTC and of their right to decline testing.  

• HTC services are Confidential, meaning that what the HTC provider and the person 

discuss will not be disclosed to anyone else without the expressed consent of the person 

being tested. Although confidentiality should be respected, it should not be allowed to 

reinforce secrecy, stigma or shame. Counsellors should raise the issue of whom else the 

person may wish to inform, how they would like this to be done, etc. (Shared 
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confidentiality—with partner, family members, or others and with health care 

providers—is often highly beneficial.)  

• HTC services must be accompanied by appropriate, high-quality pre-test information and 

post-test Counselling. Quality assurance mechanisms and supportive supervision and 

mentoring systems should be in place to ensure the high quality of counselling.  

• HTC providers should strive to provide high-quality testing services, and quality 

assurance mechanisms should be in place to ensure the provision of Correct test results. 

Quality assurance may involve both internal and external measures and should include 

support from the National Reference Laboratory as needed.  

• HTC should provide Connections to prevention, Care, and treatment services. This 

includes the provision of effective referrals to follow-up services as indicated, including 

long-term prevention and treatment support”.  

Additionally, through SIMS, PEPFAR is implementing a spot-check audit process across every 

type of HTC setting supported by PEPFAR. This process is designed to identify potential 

problem areas for quality improvement and to ensure services meet existing HTC standards: 

1. Compliance with National Testing Algorithm and Strategy: Each site should perform 

rapid HIV testing in accordance with national testing algorithms and strategies. 

2. HIV Testing QA: Each site should have QA procedures in place for HIV rapid testing 

that include direct observation, the use of standardized laboratory logbooks, running 

quality controls on rapid test kits, and annual refresher trainings for HTC providers. 

3. HTC Documentation: Each site should maintain accurate and complete standard data 

collection and reporting tools for all nationally required HTC indicators.  

4. HTC Referrals to HIV Care and Treatment: All service delivery points that provide HTC 

should have a standardized system for tracking successful referral of HIV-infected clients 

to HIV care and treatment services. 

5. Site Level HIV Proficiency Testing: Where PT is available, sites should participate in 

(and pass) proficiency testing (PT/EQA) for HIV testing. 

6. Supply Chain Reliability (Rapid Test Kits): There may be multiple service delivery 

points that do HIV testing within a site. Each service delivery point should have a reliable 

supply of RTKs. 

7. HTC Safety Measures: Each site should have appropriate safety measures in place and 

properly implemented by all testing providers. These measures should include use of 

disposable gloves, personal hygiene, and proper waste management.  

3.1 Rapid HIV Testing and Updated HIV Testing Strategies 

WHO has recently updated its recommended testing strategies for HIV diagnosis in both high- 

and low-prevalence settings. Because the positive predictive value of rapid testing declines with 

HIV prevalence, it is critical that country testing strategies be carefully chosen on the basis of 

prevalence to avoid misdiagnosis. PEPFAR programs should advocate for alignment of national 

testing strategies with this guidance: 
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 Testing strategies are based on the prevalence of the population to be tested (i.e., ≥5% 

or <5%). 

o In high prevalence settings (≥5%), patients with reactive screening and 

confirmatory tests are diagnosed as positive. 

o In low prevalence settings (<5%), patients with reactive screening and 

confirmatory tests should also be tested with a third assay. Only patients with 

reactive results on all three tests should receive a positive diagnosis. If the 

third assay is non-reactive, results should be reported as inconclusive (with 

A1+, A2+, A3-) and the client retested after 14 days. 

 

 In both high and low prevalence settings: Cases where screening and confirmatory 

tests are discrepant, immediate repeat testing should be performed with both tests on a 

new specimen to eliminate technical, clerical, and individual device errors. In cases 

where repeat screening and confirmatory tests are discrepant: 

o In low-prevalence settings: If screening and confirmation tests are still 

discrepant results should be reported as negative, unless the screening test is 

antigen/antibody based and the confirmatory test is antibody only, then the 

result should be reported as inconclusive. The client should be retested after 

14 days if results are inconclusive. 

 

 In high-prevalence settings: a third assay should be used. If reactive, results 

should be reported as inconclusive (with A1+, A2-, A3+) and the client 

retested after 14 days. If the tiebreaker test is negative, the patient should be 

reported as negative (with A1+, A2-, A3-). 

Please refer to the WHO (2012) Service delivery approaches to HIV testing and counselling: a 

strategic HTC programme framework (Section 7.1) for further details 

(http://www.who.int/hiv/pub/vct/htc_framework/en/index.html). 

3.2 Re-testing 

Retesting among persons who are HIV negative is defined as “testing performed…after a defined 

period of time for explicit reasons, such as a specific incident of possible HIV exposure within 

the past three months, or ongoing risk of HIV exposure…” (WHO, 2010). Retesting of newly 

diagnosed persons for confirmation of HIV positive status prior to ART initiation is also 

recommended by WHO (WHO, 2014). Each scenario is described below. 

3.2.1  Retesting of HIV negative individuals. 

Most people who test HIV-negative do not need to be immediately re-tested, and providers may 

need additional training to change outdated standard messages that encourage re-testing after the 

“window period”.  At least annual re-testing is important, however, for, sexually active persons 

in hyper endemic settings such as southern Africa. More frequent retesting is recommended for 

persons with ongoing risk of infection such as KP, pregnant women in hyper endemic settings, 

and the HIV-negative partner in a serodiscordant couple. Recommendations on re-testing are 

available in WHO guidance referenced below, and PEPFAR teams should work to align 

messages in post-test counseling with this guidance to more accurately target re-testing and 

reduce unnecessary re-testing among low-risk HIV-negative persons. 

http://www.who.int/hiv/pub/vct/htc_framework/en/index.html
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3.2.2 UPDATE: Retesting of persons newly diagnosed with HIV 

In October 2014, the WHO issued an information note reminding ministries of health and 

national HIV programs to retest persons newly diagnosed as HIV positive with a second 

specimen and the same algorithm at or before initiation of ART. This is an existing 

recommendation, based on 2012 and 2013 WHO Frameworks and Guidelines. The WHO Note 

recommends retesting of newly diagnosed persons at or before initiation of ART, in accordance 

with the previously issued guidance:  

http://www.who.int/hiv/pub/vct/retest-newly-diagnosed-plhiv-full/en/ 

Evidence around the overall magnitude of misdiagnosis is limited; however, emerging evidence 

indicates that rates of misclassification can range widely, and discordance has been documented 

between ANC program results and results at enrollment, as well as between ANC results and 

surveillance data. Some misdiagnoses have been attributable to use of “tie-breaker” algorithms 

which are insufficient to minimize rates of false positives (Baggaley, 2014) 

Evidence around root causes of misclassification is also limited. Documented causes relate to the 

quality or age of test kits, the strategies/algorithms used for testing, operator error, 

misinterpretation of “weak positives,” patient characteristics, lack of quality standards and/or 

training issues at the HTC site (Baggaley, 2014).   

Of particular concern is the potential for misdiagnosis within expanding “test and treat” 

approaches (e.g., Option B+, children under 5, TB patients, etc.), given that persons are often 

enrolled immediately in treatment programs without interim serology such as CD4 count testing. 

ART initiation may occur at the same visit as the diagnosis for HIV positive persons identified in 

such settings.  To rule out potential misdiagnosis, retesting HIV-diagnosed persons with a 

second specimen and second tester following the national testing algorithm, and other 

rapid test quality assurance strategies, should be prioritized in settings where an HIV 

diagnosis is followed by treatment initiation.  

In settings where treatment eligibility is based on other clinical or serologic criteria, retesting 

PLHIV at care enrollment is also an option.  A more robust evidence base will serve to inform 

programmatic prioritization and approaches.  

3.3 Quality Assurance (QA) and Quality Improvement (QI) 

Ensuring the quality of HTC service delivery is essential for both testing and counseling 

processes. Quality assurance and improvement activities for HTC are especially imperative for 

programs adopting Option B+ or any other “Test and Treat” approach to ensure correct 

diagnoses before treatment initiation, as outlined above. Some countries have successfully used 

quality improvement techniques to conduct iterative tests of programmatic changes as they strive 

to improve their HTC or linkage to care program outcomes.  

Key quality indicators may be established to help partner governments and PEPFAR programs 

assess and improve the quality of their services over time. In some PEPFAR programs, QA/QI 

working groups with representation from various agencies and technical areas have been formed 

to strengthen QA/QI efforts. National policies and guidelines may also set out QA and QI 

requirements or expectations. The SIMS system has QA elements for HTC and assists programs 

in ensuring that minimum quality standards are being met at the sites.  

http://www.who.int/hiv/pub/vct/retest-newly-diagnosed-plhiv-full/en/
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3.4 HTC Commodities and Supply Chain Management  

Rapid HIV test kit stock outs are as serious and urgent a problem as a stock-out of ARVs, and 

should be prioritized. Section on Supply Chain Management of the Technical Considerations for  

detailed information about activities and interventions―along with cross-cutting supply chain 

management technical considerations―that country teams should consider to avoid potential 

supply chain disruptions.  

3.5 Task-shifting  

WHO guidance supports the use of lay counselors to perform HTC; shifting HTC to lower-level 

cadres can ease the burden on already overworked healthcare staff. A review of the evidence and 

recommendations by WHO is planned for 2015. 

4  Monitoring and Evaluation 

Monitoring and Evaluation (M&E) of HTC is an essential component of quality service delivery, 

and allows programs to follow trends in HTC outcomes, utilize program data for strategic 

planning, and report on key indicators at the national level and to PEPFAR. Data quality should 

be regularly assessed by supportive supervisors as part of QA/QI systems, and improvements 

should be made as needed. Key HTC indicators should be captured and reported in every setting 

where HTC occurs.  

PEPFAR’s 2014 Monitoring, Evaluation and Reporting Guidance include indicators for 

monitoring HTC services and linkages of HIV positive persons to care and treatment services. In 

some countries, national M&E tools and systems are inadequate for documenting enrollment in 

HIV care and treatment following diagnosis; some programs are making adaptations to existing 

M&E tools and developing procedures to document enrollments into HIV care.  Such adaptations 

can help to measure progress and guide improvements to linkage to care (LTC) interventions for 

PLHIV in need of additional follow-up. PEPFAR-supported HTC services should implement 

effective, active referral systems and work with their HTC and care and treatment partners to 

develop appropriate procedures to monitor the number of PLHIV referred who enroll in care.  

The 2014 MER Guidance includes new indicators for programs to collect data on and monitor 

LTC, including a Level 3 indicator for monitoring the number of newly-diagnosed individuals 

linked to HIV care. Countries with integrated HMIS or that otherwise have the ability track the 

records of diagnosed individuals from HTC to care and treatment are encouraged to consider the 

MER Level 3 indicator as a measurement tool for capturing this information. Countries that do 

not currently have the capacity for records-based measurement of LTC can compute the ratio of 

the number newly diagnosed PLHIV to the number newly enrolled in HIV care, a proxy measure 

of LTC described by the WHO. Programs that are developing or have already developed linkage 

to care indicators with governmental stakeholders should continue with that process; the MER 

indicators may also be helpful.  

Programs should work with partners to modify or develop HTC registers and other data 

collection tools in order to capture the required and recommended information. The 

aforementioned WHO guidance on M&E for HTC programs is another useful guide for 

establishing national level indicators for monitoring HTC programs over time, and is aligned 

with PEPFAR required and recommended indicators. 
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As M&E systems are strengthened, efforts should be made to also build capacity for program 

evaluation to complement program monitoring data. Program evaluation may provide a more 

rigorous assessment of specific HTC interventions or elements that are successful, or where 

modification needs to be made.  

5 Additional Resources 

Programmatic Approaches 

 WHO Information Note: WHO reminds national programmes to retest all newly 

diagnosed people with HIV: http://www.who.int/hiv/pub/vct/retest-newly-diagnosed-

plhiv-full/en/ 

 WHO Consolidated ARV guidelines, Section 5: Clinical guidelines across the 

continuum of care: HIV diagnosis and ARV drugs for HIV prevention:  June 2013: 

http://www.who.int/hiv/pub/guidelines/arv2013/clinical/en/ 

 Service delivery approaches to HIV testing and counseling: a strategic HTC 

programme framework: 

http://apps.who.int/iris/bitstream/10665/75206/1/9789241593877_eng.pdf  

 WHO Self Testing 

o AIDS and Behavior Supplement http://www.who.int/hiv/pub/hiv-self-testing-

intro/en/  

o WHO UNAIDS Technical Update HIVST 

http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/docum

ents/unaidspublication/2014/JC2603_self-testing_en.pdf   

 Guidance on provider-initiated HIV testing and counseling in health facilities: 

http://www.who.int/hiv/pub/vct/pitc/en/index.html 

 WHO PITC One Day Training, 2011 

http://www.who.int/hiv/pub/vct/training_programme/en/  

 Planning, implementing and monitoring home-based HIV testing and counselling: 

http://apps.who.int/iris/bitstream/10665/75366/1/9789241504317_eng.pdf 

 WHO (2010) Delivering HIV test results and messages for re-testing and counseling 

in adults: http://www.who.int/hiv/pub/vct/hiv_re_testing/en/index.html 

 WHO Task shifting: global recommendations and guidelines: 

http://data.unaids.org/pub/Manual/2007/ttr_taskshifting_en.pdf 

 Handbook for improving HIV testing and counseling services: 

http://www.who.int/hiv/pub/vct/9789241500463/en/index.html  

 

HTC Programming in Specific Populations 

 Guidance on couples HIV testing and counselling - including antiretroviral therapy 

for treatment and prevention in serodiscordant couples 

http://apps.who.int/iris/bitstream/10665/44646/1/9789241501972_eng.pdf 

 HIV testing and counseling in prisons and other closed settings: 

http://www.unodc.org/documents/hiv-

aids/Final_UNODC_WHO_UNAIDS_technical_paper_2009_TC_prison_ebook.pdf 

 WHO guidelines on HIV testing and counselling for adolescents and care for 

adolescents living with HIV: 

http://www.who.int/hiv/pub/posters/iaspost_htc/en/index.html  

http://www.who.int/hiv/pub/vct/retest-newly-diagnosed-plhiv-full/en/
http://www.who.int/hiv/pub/vct/retest-newly-diagnosed-plhiv-full/en/
http://apps.who.int/iris/bitstream/10665/75206/1/9789241593877_eng.pdf
http://www.who.int/hiv/pub/hiv-self-testing-intro/en/
http://www.who.int/hiv/pub/hiv-self-testing-intro/en/
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/unaidspublication/2014/JC2603_self-testing_en.pdf
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/unaidspublication/2014/JC2603_self-testing_en.pdf
http://www.who.int/hiv/pub/vct/pitc/en/index.html
http://www.who.int/hiv/pub/vct/training_programme/en/
http://www.who.int/hiv/pub/vct/hiv_re_testing/en/index.html
http://data.unaids.org/pub/Manual/2007/ttr_taskshifting_en.pdf
http://www.who.int/hiv/pub/vct/9789241500463/en/index.html
http://www.unodc.org/documents/hiv-aids/Final_UNODC_WHO_UNAIDS_technical_paper_2009_TC_prison_ebook.pdf
http://www.unodc.org/documents/hiv-aids/Final_UNODC_WHO_UNAIDS_technical_paper_2009_TC_prison_ebook.pdf
http://www.who.int/hiv/pub/posters/iaspost_htc/en/index.html
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 WHO Online Tool Adolescent HIV testing, counselling and care Implementation 

guidance for health providers and planners 

http://www.who.int/maternal_child_adolescent/documents/hiv-testing-counselling/en/ 

 WHO Guidance on HIV disclosure counselling for children 12 years of age and 

younger: http://whqlibdoc.who.int/publications/2011/9789241502863_eng.pdf 

 WHO Recommendations on the diagnosis of HIV infection in infants and children: 

http://whqlibdoc.who.int/publications/2010/9789241599085_eng.pdf 

 Policy requirements for HIV testing and counseling of infants and young children in 

health facilities: http://whqlibdoc.who.int/publications/2010/9789241599092_eng.pdf 

 PEPFAR Guidance for integrating a gender-based violence response in PEPFAR 

programming – HTC: http://www.aidstar-

one.com/sites/default/files/HTC_AIDSTAR-One_GBV_Guidance.pdf 

 

Linkage and Retention 

 Retention in HIV Programmes – WHO Meeting Report: 

http://whqlibdoc.who.int/publications/2012/9789241503686_eng.pdf 

 PEPFAR Field Driven Learning Meeting - Linkages to and retention in HIV care and 

support programs: http://www.aidstar-one.com/sites/default/files/AIDSTAR-

One_Field_Driven_Learning_Meeting.pdf 

 

Monitoring and Evaluation 
Guide for monitoring and evaluating national HIV testing and counseling (HTC) 

programmes: field test version: 

http://www.who.int/hiv/pub/vct/9789241501347/en/index.html 

 

 

6 Tracking to the CEEs 

CEE Number Standard 
Domain 7: HTC  

7.1 Compliance with 

national testing 

algorithm and strategy   

 

Each site should perform rapid HIV testing in accordance with 

national testing algorithms and strategies 

7.2 HIV Testing QA  Each site should have QA procedures in place for HIV rapid testing 

that include direct observation, the use of standardized laboratory 

logbooks, running quality controls on rapid test kits, and annual 

refresher trainings for HTC providers. 

7.3 HTC Documentation   Each site should maintain accurate and complete standard data 

collection and reporting tools for all nationally required HTC 

indicators. 

7.4 HTC Referrals to 

HIV Care and 

Treatment  

All service delivery points that provide HTC should have a 

standardized system for tracking successful referral of HIV-infected 

clients to HIV care and treatment services. 

7.5 Site Level HIV 

Proficiency Testing   

Where PT is available, sites should participate in (and pass) 

proficiency testing (PT/EQA) for HIV testing 

http://whqlibdoc.who.int/publications/2011/9789241502863_eng.pdf
http://whqlibdoc.who.int/publications/2010/9789241599085_eng.pdf
http://whqlibdoc.who.int/publications/2010/9789241599092_eng.pdf
http://www.aidstar-one.com/sites/default/files/HTC_AIDSTAR-One_GBV_Guidance.pdf
http://www.aidstar-one.com/sites/default/files/HTC_AIDSTAR-One_GBV_Guidance.pdf
http://whqlibdoc.who.int/publications/2012/9789241503686_eng.pdf
http://www.aidstar-one.com/sites/default/files/AIDSTAR-One_Field_Driven_Learning_Meeting.pdf
http://www.aidstar-one.com/sites/default/files/AIDSTAR-One_Field_Driven_Learning_Meeting.pdf
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7.6 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs for PMTCT. 

7.7 HTC Safety 

Measures  

Each site should have appropriate safety measures in place and 

properly implemented by all testing providers. These measures 

should include use of disposable gloves, personal hygiene, and 

proper waste management. 

Domain 27: Supply Chain  

27.2 Data Use for 

Commodity 

Procurement and 

Forecasting  

HIV/AIDS programs should routinely collect and use supply chain 

data and work with health facilities in their respective region (could 

substitute region with district/province/state) to ensure a continuous 

supply of ARVs and other HIV-related commodities.   
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VOLUNTARY MEDICAL MALE CIRCUMCISION 

 

 

1  VMMC Scaling for Impact 

Three randomized controlled trials (RCT) demonstrated voluntary medical male circumcision 

(VMMC) reduces males’ risk of HIV acquisition by approximately 60%, making it one of the 

most effective known HIV prevention interventions. (Bailey, 2007) (Gray, 2007) (Auvert, 2005) 

Extended follow-up of participants in the Uganda and Kenya RCTs through 5 and 6 years post-

trial indicated that the protective effective was sustained or increased at 67-73% and 58%, 

respectively. (Gray, 2012) (Mehta, 2013).  VMMC also reduces the risk of herpes simplex virus 

type 2 (HSV-2), human papillomavirus (HPV), and syphilis infection in men (Sobngwi-

Tambekou, 2009) (Tobian, 2009) (Auvert, 2009) (Pintye, 2014). In addition, women with 

circumcised male partners have a decreased risk of sexually transmitted infections, including 

syphilis, HPV, and cervical cancer. (Pintye, 2014) (Wawer M. e., 2011) (Casteluega, 2002) 

WHO/UNAIDS issued normative guidance in March 2007, recognizing that VMMC is an 

additional important intervention to reduce the risk of male heterosexually acquired HIV 

infection, (World Health Organization, 2007) and subsequently issued the Joint Strategic Action 

Framework to Accelerate the Scale-Up of Voluntary Medical Male Circumcision for HIV 

Prevention in Eastern and Southern Africa, which set a target of reaching 80% circumcision 

coverage among males aged 15-49 years in 14 priority countries in the region, equivalent to 20.3 

million VMMCs, by the end of 2016. (Joint United Nations Programme on HIV/AIDS, 2007)  

Modeling exercises funded by PEPFAR and published in 2011 suggested that such a scale-up 

scenario could avert 3.4 million new HIV infections within 15 years and save as much as $16.5 

billion USD in averted HIV care and treatment costs.  (Njeuhmeli, 2011)Through the end of FY 

2014, PEPFAR had supported over 6.5 million VMMC procedures in the 14 priority countries.  

1.1  Strategic Pivot to Maximize Epidemic Control and Rationalize Resources 

By the end of FY 2014, PEPFAR resources for VMMC were largely focused on establishing 

services to meet latent client demand or increasing demand where it could be more readily 

Technical Priorities:  

1. Strategic pivot of VMMC services (targets/results) to maximize epidemic control and 

rationalize resources 

2. Comply with PEPFAR 11 policy directives for VMMC activities 

3. Provide the WHO-prescribed minimum package of services 

4. Ensure that External Quality Assurance (EQA) and Continuous Quality Improvement 

(CQI) activities are conducted 

5. Provide counseling and referral of HIV-positive clients to HIV care and treatment 

services 

6. Implement systems for monitoring and reporting, with an emphasis on follow-up and 

adverse events  
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created.  While VMMC reduces any male’s risk of heterosexually acquiring HIV, maximum 

epidemic impact is achieved in most countries by approximately 2030 when those at greater risk 

of HIV infection are reached with services first (timeline consistent with UNAIDS goals).  For 

this reason,  PEPFAR is prioritizing VMMC investments to maximize epidemic impact through: 

1) targeting VMMC services to geographic areas with highest HIV burden and low male 

circumcision prevalence;  2) focusing VMMC demand creation and service design to reach age 

groups most immediately at risk of acquiring HIV heterosexually; and, 3) reaching highest risk 

sub-populations of the VMMC eligible population as dictated by country epidemics (e.g., males 

in serodiscordant relationships with HIV-positive female partners, clients of commercial sex 

workers, males attending STI clinics, military populations, migrant workers in transport sectors). 

PEPFAR programs supporting VMMC are advised to prioritize demand creation activities and 

service delivery based on the following criteria: 

1. Mapping services to subnational units (SNUs) with highest HIV burden , in coordination 

with ART scale up and other prevention interventions; and, 

2. Within priority SNUs, focusing demand creation and service delivery to reach clients in 

the age groups most immediately at risk of acquiring HIV heterosexually. 

In order to achieve the greatest epidemiological impact within the current funding scenario, 

programs are asked to prioritize services.  Services should be phased out in low priority SNUs 

and at sites with marked or consistent underutilization relative to other sites, as indicated by 

higher unit expenditures and lower service volumes. New modeling results from the Decision 

Makers Program Planning Toolkit (DMPPT) 2.0 enable impact projections across a range of age 

groups, as well as sub-national geographic areas in many countries.  

Looking forward in time approximately 15 years—congruent with UNAIDS 2030 epidemic 

control goals—the greatest magnitude and most immediate reduction in HIV incidence result 

from circumcising older adolescent and young adult males, primarily those between 15-29 years 

of age, in most countries.  Males aged > 30 years and < 15 years should not be specifically 

recruited for routine services, though those clinically eligible should be provided with age-

appropriate medical male circumcision methods if they present to sites as walk-ins.  No funding 

of demand creation activities for males aged > 30 years is permitted.  School/holiday-break 

campaigns may continue for adolescent males aged 10-14 years, as long as such activities do not 

detract from the core work of mobilizing and providing VMMC services to males aged 15-29 

years.   

Proposed VMMC_CIRC targets should reflect the above prioritization strategy by geography 

and age, as well as the phase-out of services in low priority regions and underutilized sites. Sites 

and implementing partners targeting and/or reaching predominately males aged < 15 years 

should examine their mobilization and demand creation strategies and invest additional resources 

and efforts to achieve a more strategic age profile.  Programs should present rationale and budget 

availability for proposed service delivery targets outside of the geographic and age distribution 

strategy described above.       

1.2 Comply with PEPFAR Policy Guidance Directives for All VMMC Activities 

All implementing mechanisms funded to support DSD VMMC services must fully comply with 

the following policy guidance directives: 
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1.2.1  PEPFAR funds may not be used to provide VMMCs that require sedation or general 

anesthesia. 

1.2.2 PEPFAR-funded VMMC service locations must have emergency equipment and supplies 

on site to manage the very unlikely life-threatening complications that may occur. Staff trained 

in the use of emergency equipment and supplies must be on site at all times VMMC surgeries are 

being provided. [Related to SIMS CEE 5.2] 

1.2.3  PEPFAR-funded VMMC service providers must document (through written records or 

electronic source documents) all components of the pre-defined minimum package of clinical 

and prevention services provided to each client, with particular attention to the medical history 

and physical examination for eligibility screening, client weight and weight-based dose of local 

anesthetic administered, inta-operative adverse events, follow-up care provided, and post-

procedure adverse events.   [Related to SIMS CEEs 5.2, 5.3, 5.5] 

1.2.4 PEPFAR-funded VMMC service providers must obtain written informed consent from all 

clients (or parental/guardian consent for minor clients) before performing VMMC. Informed 

consent documentation must be maintained on file and available as needed.  [Related to SIMS 

CEE 5.1] 

1.2.5  PEPFAR-funded implementing partners must report any VMMC client’s death or 

occurrence of notifiable adverse event(s) occurring within 30 days of circumcision provided at a 

site receiving DSD support, per the current Reporting Protocol, even if the relatedness to the 

VMMC procedure is uncertain, to the PEPFAR agency country lead (mission chief, country 

director, health team lead, etc.), or his or her designee, and the country PEPFAR coordinator 

within the same day that the implementing partner becomes aware of the  incident. 

1.2.6 PEPFAR funds may not be used to support VMMC for clients between 61 days and 10 

years of age. Boys 10 years of age and above may be candidates for VMMC supported by 

PEPFAR funding, if in alignment with national VMMC policy and if the clinician determines 

that the client is mature enough to cooperate with the VMMC under local anesthesia and has the 

agency to provide assent. 

1.2.7 PEPFAR-funded VMMC services may not circumcise boys 10-14 years of age using the 

forceps guided surgical method.  Clients this age must be circumcised by the dorsal slit or sleeve 

resection surgical method or a WHO-recognized device-based method by a properly trained 

provider (which may require referral), or the procedure should be deferred until the client is 

older.  This same restriction and guidance applies to any client 15 years or older with immature 

penile anatomy precluding adequate glans palpation.  If dorsal slit, sleeve resection, or a WHO-

recognized device-based method cannot be provided by a trained provider, he should be referred, 

or the procedure should be deferred until the penile anatomy has fully matured. 

1.2.8 PEPFAR support for early infant male circumcision (EIMC) formative work and/or service 

delivery may be in the form of TA to national programs or sites providing EIMC; PEPFAR 

support for EIMC activities may not qualify as DSD support.  The amount of funding for EIMC 

TA activities is capped at a proportion of the overall CIRC budget.   

1.2.9 All VMMC clients must receive written instructions outlining clinically recommended 

post-procedure wound care  that explicitly address the risk of infection and tetanus if the 



 

 

36 

 

circumcision wound is exposed to substances that potentially contain Clostridium tetani spores. 

Clients must be strongly advised against caring for the wound with home remedies containing 

animal dung, dirt, or herbs, or in any manner different than clinically recommended. 

1.2.10 PEPFAR funds may only be used to support surgical circumcision methods that are 

described in the WHO/UNAIDS/Jhpiego Manual for Male Circumcision Under Local 

Anesthesia. (WHO, UNAIDS, Jhpiego, 2007)  PEPFAR funds may only be used to procure 

medical devices that have been prequalified by WHO, and supported use of medical devices 

should be in accordance with instructions provided the manufacturer(s).   

1.2.11 PEPFAR-supported VMMC services for males aged < 15 years or > 30 years may 

continue, in accordance with the criteria stipulated in the Technical Considerations above; 

however, PEPFAR teams will be closely monitoring implementing mechanism-level and site-

level targets and results by age to ensure conformity with PEPFAR’s strategy for proximal, 

maximum epidemic control.  Implementers and sites with relatively high numbers of clients aged 

< 15 years and/or lagging numbers of clients aged 15-29 years may be subject to inquiry/audit of 

demand creation and service delivery activities to help better align with PEPFAR strategy.  

Implementing mechanisms funded to provide technical assistance (TA)-only support to sites not 

in compliance with the above may continue support, but should use their presence to compel site 

management and staff on the merits of the above guidance.  Implementing mechanisms should 

maintain a list of sites receiving TA-only support that are not in compliance with any of the 

above policy directives, including the specific directive(s), and provide this list to the funding 

agency in country.   

1.3  Providing the WHO Minimum Package of Services 

In response to the 2007 WHO normative guidance, PEPFAR continues to support 

implementation of a minimum package of health services as part of the VMMC for HIV 

prevention program.  Sites providing PEPFAR-supported VMMC services must include all of 

the following: 1) offer (and make available) HIV testing and counseling for all male clients and, 

where possible, their partners;  2) active referral of clients determined to be HIV-positive to HIV 

care and treatment programs, including determination of  successful linkage [Relates to SIMS 

CEE 5.4]; 3) age-appropriate sexual risk reduction counseling and counseling, including 

recommendations for abstinence during wound healing; pre-procedure clinical screening 

(focused physical exam and medical history) to detect sexually transmitted infections (STI) and 

contraindications to circumcision; 4) treatment of STIs that are detected; 5) circumcision by a 

medical method recognized by WHO (surgery or device); 6) post-procedure follow-up, including 

systematic assessment of adverse events [Relates to SIMS CEEs 5.2, 5.3, 5.5]; and, 7) provision 

and promotion of correct and consistent use of condoms, preferably both male and female 

condoms.   

1.4 Ensure External Quality Assurance (EQA) and Continuous Quality Improvement (CQI) 

Activities are Conducted 

Activities for in depth assessments of quality and safety of services must be in place. PEPFAR’s 

MC TWG conducts interagency external quality assurance (EQA) assessments to objectively 

gauge the safety, quality, and compliance of programs with clinical standards of care, 

international best practices, and PEPFAR Policy Guidance.  Though EQA assessments may 

occur on an as-needed basis, continuous quality improvement (CQI) activities should also be 
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routinely conducted at all PEPFAR-funded sites and coordinated with EQA assessments where 

and when EQA activities occur.  Chapter 13 of PEPFAR’s Best Practices for Voluntary Medical 

Male Circumcision Site Operations: A Service Guide for Site Operations, provides additional 

information about EQA and CQI activities, and the PEPFAR instruments for EQA assessments 

and CQI self-assessments, are available from the VMMC TWG. (PEPFAR, 2013).  SIMS 

assessments are not sufficiently technical or detailed to substitute for EQA and CQI activities, 

though an EQA assessment at a site may qualify as a SIMS site visit.  [Related to SIMS CEE 

5.5] 

1.5 Counseling and Referral of HIV-positive Clients to Care and Treatment Services 

For HIV-positive men, it is important to ensure that comprehensive post-test counseling includes 

information that circumcision is not recommended for them for HIV prevention purposes, as 

VMMC does not protect them against acquiring HIV and does not lower their risk of 

transmitting HIV to others. If an HIV-positive client elects to undergo VMMC for reasons other 

than HIV prevention, however, he should be allowed to do so, provided he is healthy enough for 

the procedure.  While scientific studies have demonstrated that both HIV-positive and HIV-

negative males experience complete wound healing by 6 weeks post-circumcision (Rogers, 

2013) (Kigozi, 2014), research has also demonstrated increased penile viral shedding shortly 

after circumcision in HIV-positive clients (Odoyo-June, 2013).  Because some couples report 

resumption of sex before complete wound healing (Wawer M. , 2009) (Hewett, 2012) (Kigozi, 

2014), which increased the risk of HIV transmission from men to women in one study (Wawer 

M. , 2009), it may be preferable to first link HIV-positive clients to HIV care and treatment, so 

that those treatment-eligible can be initiated on ART and virally suppressed prior to VMMC.  

Regardless, it is very important that HIV-positive VMMC clients receive intensive counseling on 

the need for abstinence during wound healing, and other risk reduction strategies to protect their 

own health as well as the health of others.  Until further research has been completed, 

circumcision of HIV-positive men should be provided by surgical instead of device-based 

VMMC methods. 

1.6 Implement Systems for Monitoring and Reporting 

Programs supporting VMMC must include systems for monitoring and reporting of VMMC 

indicators so that progress towards established targets and frequency of adverse events can be 

tracked.  For more information, please see the PEPFAR Guidance for Monitoring and Reporting 

VMMC Indicators (PEPFAR, PEPFAR Guidance for Monitoring and Reporting Voluntary 

Medical Male Circumcision Indicators, 2013), the PEPFAR Monitoring, Evaluation and 

Reporting Operational Guidance, (PEPFAR, PEPFAR Monitoring, Evaluation, and Reporting 

Operational Guidance, 2013) and Chapter 11 of PEPFAR’s Best Practices for Voluntary Medical 

Male Circumcision Site Operations: A Service Guide for Site Operations. (PEPFAR, 2013)  

[Related to SIMS CEE 5.3] 

2 OTHER CONSIDERATIONS/SUPPORTING INFORMATION 

2.1 Training 

Programs should ensure appropriate and adequate training for health care workers and non-

clinical staff providing VMMC services and include mechanisms for assuring initial and 

continued competency post-training. Health care providers designated to provide a higher 

volume of services or services at a fixed frequency should be prioritized for training. Programs 
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should monitor how many VMMCs each provider trained with PEPFAR funds actually conduct 

following his/her training.  Those performing a “low” number in specific periods and/or 

cumulatively, as determined in conjunction with the training programs, may be prioritized for 

supportive supervision, competency assessment, or retraining.   For additional information 

related to training, please see PEPFAR’s Best Practices for Voluntary Medical Male 

Circumcision Site Operations: A Service Guide for Site Operations, Chapter 6. (PEPFAR, 2013)  

Due to high rates of MC-related complications in non-clinical settings, PEPFAR funds cannot be 

used to train or provide support for traditional (non-medical) providers to perform male 

circumcision, by surgical, device-based, or other methods.  

2.2 Client-level Expense Reimbursement 

Depending on the need for overcoming barriers for VMMC uptake, countries may consider 

offering reimbursement for travel expenses typically incurred by clients as a result of undergoing 

VMMC. Such reimbursements should be set based on reasonable transport costs within the 

specific geographic and population context and must be monitored closely to avoid inappropriate 

or unethical practices, including coercion. Chapter 14 of PEPFAR’s Best Practices for Voluntary 

Medical Male Circumcision Site Operations: A Service Guide for Site Operations provides 

additional information on reimbursing clients for incurred expenses related to undergoing 

VMMC. (PEPFAR, 2013) 

2.3 Incentivizing Staff 

Community mobilizers may be rewarded for exceptional performance. Programs electing to give 

rewards to highly successful mobilizers must take steps to prevent the coercion of clients by 

mobilizers who may otherwise be financially motivated to pressure individuals. Mobilizers 

should never be compensated on a one-to-one basis, meaning that an individual mobilizer should 

not receive money for each client that undergoes VMMC. For example, it is better to reward a 

team of mobilizers that exceed expectations, so that the any reward is based upon collective (vs. 

individual) success. The above approach limits the likelihood of coercion by separating any 

immediacy of reward resulting for an individual mobilizer referring a particular client. Reward 

mechanisms that may even further distance perceived or actual rewards on a per-client/per-

mobilizer basis are encouraged.  Community mobilizers may be effective at increasing demand 

for VMMC. Programs that use mobilizers must develop systems to monitor their activities to 

assure that recruited clients are well-informed about the risks and benefits of VMMC and have 

not been pressured to attend the program.  Chapter 14 of PEPFAR’s Best Practices for Voluntary 

Medical Male Circumcision Site Operations: A Service Guide for Site Operations provides 

additional information on performance-based incentives for community mobilizers. (PEPFAR, 

2013) 

 Clinicians who work overtime to provide VMMC services may be compensated for their time at 

a scale consistent with national standards. However, clinicians should not be compensated on a 

per-procedure basis, to avoid actual or perceived motivation to coerce clients to undergo the 

procedure.  Chapter 14 of PEPFAR’s Best Practices for Voluntary Medical Male Circumcision 

Site Operations: A Service Guide for Site Operations  provides additional information on 

appropriate approaches to clinician compensation. (PEPFAR, 2013) 
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2.4 Balancing Supply & Demand 

Over the course of launch, expansion, maintenance, and contraction periods, VMMC programs 

need to continually assess and recalibrate the balance of VMMC supply (capacity of the system 

to deliver VMMC services) and  demand (number of males seeking services) . The AIDSTAR-

One Case Study Series Matching Supply with Demand: Scaling Up Voluntary Medical Male 

Circumcision in Tanzania and Zimbabwe provides examples of country efforts to maintain this 

balance (Kanagat N, 2013), and Chapter 5 of PEPFAR’s Best Practices for Voluntary Medical 

Male Circumcision Site Operations: A Service Guide for Site Operations, defines the scope of 

potential service delivery models that can be leveraged to keep VMMC supply nimble and 

responsive to demand. (PEPFAR, 2013)  Most VMMC programs benefit from naturally 

occurring demand when launching services due to the presence of informed early adopters or 

culturally supportive environments in service delivery areas; however, the same programs must 

also proactively generate demand in order to reach performance targets. Demand creation 

involves making available simple, compelling, and accurate information on the risks and benefits 

of VMMC (including those beyond HIV prevention) that can be delivered through multiple 

credible channels to reach VMMC target audiences, including mass media, community 

engagement, and interpersonal communication; demand also hinges on high service quality, both 

clinical and interpersonal, to create a cascade of favorable word of mouth from VMMC clients to 

their uncircumcised peers and those who influence them. Most importantly, programs must work 

to understand and address the personal and cultural values of their target audiences, and work 

with local community gatekeepers to ensure VMMC can serve their constituents while 

preserving dignity and tradition.  PEPFAR/CDC developed The Voluntary Medical Male 

Circumcision (VMMC) Demand Creation Toolkit, a resource summarizing considerations for the 

development and execution of VMMC demand creation strategies, which may be useful 

(PEPFAR, The Voluntary Medical Male Circumcision Demand Creation Toolkit, 2013). The 

Toolkit offers strategic recommendations, template tools to support the spectrum of demand 

creation work, and creative template social and behavior change materials, including stock 

photos, for testing and adaptation to fit local language, culture, and preferences. The PEPFAR 

Monitoring, Evaluation, and Reporting Operational Guidance also outline the necessary 

approach to VMMC demand creation monitoring and evaluation, including community 

engagement and linkages to other health and HIV services. (PEPFAR, PEPFAR Monitoring, 

Evaluation, and Reporting Operational Guidance, 2013)  

2.5  Innovation and Program Efficiencies 

WHO published Considerations for Implementing Models for Optimizing the Volume and 

Efficiency of Male Circumcision Services (MOVE) in early 2010, based upon observations of a 

highly efficient service delivery model in Orange Farm, South Africa. (WHO, 2010)  PEPFAR 

programs are strongly encouraged to adopt as many of the recommended efficiencies in the 

MOVE document as possible, working in coordination with partner country governments.  

Though existing health facilities may not be readily equipped to absorb a high demand for 

VMMC quickly, immediate services for men have been mobilized in some countries utilizing 

novel implementation approaches, such as mobile/outreach services, volunteer health care 

workers, and time-limited VMMC campaigns. Such novel approaches, and other country 

appropriate strategies, should be explored. Conventional service models that are integrated into 

government health facilities are also encouraged, as long as sufficient demand, staff, 

commodities and space are dedicated to VMMC services, including space appropriate for storage 
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of commodities.  It is critical to ensure that appropriate follow-up and treatment of any 

complications is available, which may be a particular challenge in mobile/outreach settings.  

3 TRACKING TO CEEs 

CEE Number CEE Standard Technical Consideration #  
Domain 5: VMMC 

5.1 Voluntarism 

and Informed 

Consent  

  

Each VMMC site should assure voluntarism 

and written informed consent among 

clients.  Per the 2014 COP Guidance, 

PEPFAR-funded VMMC service providers 

must obtain written informed consent from 

all clients (or parental/guardian consent for 

minor clients) before performing 

VMMC.  Informed consent documentation 

must be maintained on file and available as 

needed. 

#1c4 

5.2 Adverse Event 

prevention and 

management  

Each VMMC site should have processes in 

place to ensure the VMMC services 

provided are safe. 

#1c2, #1c3, #2a 

5.3 VMMC clinical 

follow-up  

Adherence to post-operative follow up visits 

is an important component to VMMC 

service delivery, and it was recently 

upgraded to a required indicator for 

PEPFAR. Is it not possible to adequately 

assess post-operative AEs, AE rates, and 

overall program safety without providing 

follow-up care and documenting the post-

operative care provided. Sites should strive 

to improve follow-up rates and actively 

attempt to contact clients that do not return 

for follow-up within 14 days of VMMC. 

#1c3, #2a, #2g 

5.4 HTC referrals 

to HIV care and 

treatment  

All service delivery points that provide 

HTC should have a standardized system for 

tracking successful referral of HIV-infected 

clients to HIV care and treatment services. 

#2a 

5.5 QM/QI VMMC  Each national VMMC program should have 

a national (or sub-national) quality 

assurance (QA) committee/body that 

reviews VMMC service quality and safety 

outcomes data.  The QA review 

committee/body could be part of an existing 

national system, a sub-committee, or a task 

force of the national system. Functionality 

of the QA body would be evidenced by a 

source document (e.g., Terms of Reference) 

that defines the scope of QA review 

activities. 

#1c3, #2a, #2b 
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PREVENTION OF MOTHER TO CHILD TRANSMISSION 

 

 

 

1 Evidence and Supporting Information for Technical Priorities 

1.1 Ensuring the quality of rapid testing 

Incorporating quality assurance (QA) systems in all settings providing HIV rapid testing is a 

PEPFAR priority. While most non-pregnant HIV+ individuals undergo CD4 testing to confirm 

immune status before initiating ART, programs which provide lifelong ART to all HIV+ 

pregnant and breastfeeding women regardless of CD4 rely solely on rapid test results to 

determine treatment eligibility. While false negative results will be missed opportunities for 

PMTCT, false positive results will misdiagnose women and commit them to lifelong ART. 

PEPFAR has recently launched a Rapid Test Quality Improvement Initiative (RTQII) in several 

countries to support expanding and strengthening rapid test quality assurance systems. For 

further information please see the Laboratory Technical Considerations.  

All countries are encouraged to implement rapid test QA systems and follow WHO 

recommendations to ensure correct HIV rapid test results.  Current WHO guidelines recommend 

retesting HIV positive individuals before ART initiation.  The newly released WHO Information 

Note on retesting of newly diagnosed HIV-positive individuals provides a reminder to retest all 

persons newly diagnosed with HIV prior to ART initiation, with a second specimen and 

following the national testing algorithm,  to rule out potential misdiagnosis.PMTCT sites 

implementing test and treat for pregnant and breastfeeding women (Option B+) should be 

Technical Priorities:  

The 2015 version of the PMTCT Technical Considerations is structured to guide PEPFAR 

programs in addressing the four prongs of PMTCT through focused technical priorities for 

2015 followed by other considerations.  The technical priorities are meant to target 

clinical and operational interventions and highlight critical considerations for countries as 

they look to improve access and retention through more integrated service delivery and 

stronger linkages between MNCH (including family planning), PMTCT, ART and OVC 

programs. Specific technical priorities to focus on include: 

1. Implement rapid test quality assurance programs in PMTCT settings while offering 

testing to all pregnant women 

2. Option A phase out  

3. Focus on retention and tracking joint mother-infant pair follow-up  

4. Improving M&E systems (B+ M&E framework cohort monitoring and enhanced 

monitoring)  

5. Expanding and strengthening national, regional, and facility level commodity 

management and task-sharing strategies  
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prioritized to initiate retesting prior to ART initiation and other rapid test quality assurance 

strategies.  

 1.2 Option A Phase Out- Anti-retroviral Drug Treatment (ART) and Lifelong Care for 

Pregnant, Postpartum and Breastfeeding Women HIV Exposed Infants, and their Families 

The 2013 WHO Consolidated Guidelines on the use of Antiretroviral Drugs for Treating and 

Preventing HIV Infection (http://www.who.int/hiv/pub/guidelines/arv2013/en/) recommend ART 

for all HIV-positive pregnant and breastfeeding women to protect a women’s own health and 

prevent HIV transmission to her infant and sexual partner. These guidelines were in large part 

based on the “treatment as prevention” benefits demonstrated in the HPTN 052 study and 

Malawi’s early success in implementing their innovative Option B+ approach for PMTCT 

(Cohen, et al., 2011) (Schouten, Jahn, Midian, Makombe, & Mnthambala, 2011). Implicit in 

these guidelines is that pregnant and breastfeeding women should also receive the same quality 

of HIV care as other individuals on ART. In addition, the recently released PROMISE study 

results demonstrated significantly lower transmission rates with triple therapy regimens 

compared to Option A of zidovudine (AZT) or nevirapine (NVP) monotherapy with additional 

peripartum drugs. The link to the press release can be found here 

http://www.nih.gov/news/health/nov2014/niaid-17.htm 

Key priorities include: 

 Training and Commodity considerations: 

o Commodities: only ART should be procured for PMTCT; maternal AZT or 

NVP alone are no longer approved options 

o Training should be aligned with Option B/B+ and HIV exposed infant (HEI) 

testing and care 

o Targets should not include Option A or SD-NVP 

 All pregnant postpartum and breastfeeding women with  HIV should be encouraged to 

initiate ART after a thorough discussion of benefits and risks;  

o In countries with generalized epidemics, for programmatic and operational reasons, 

all pregnant and breastfeeding women should be encouraged to initiate ART as 

lifelong treatment (Option B+); and  

o In countries with concentrated epidemics that have high access to CD4 testing, 

adequate capacity to provide ART to the pregnant and breastfeeding women eligible 

for treatment, low fertility rates and/or where breastfeeding for mothers with HIV is 

not recommended, consideration can be given to stopping the ARVs in women not 

eligible for ART after breastfeeding is discontinued (Option B); 

o Starting lifelong ART is a major decision and is ultimately the woman’s choice to 

accept treatment or not. 

 Use of the preferred first-line ART regimen harmonized for adults, pregnant women and 

older children: a once-daily, fixed-dose combination (FDC) pill containing tenofovir 

(TDF), lamivudine (3TC) or emtricitabine (FTC), and efavirenz (EFV). 

 

1.3 Retention and Tracking of the Joint Mother-Infant Pair for Follow-Up 

Early evaluations of Option B/B+ have demonstrated challenges with retention, particularly 

among those initiating ART during pregnancy and among young women (Tweya & Gugsa, 

2014), as well as early in the course of treatment (Tenthani, 2014). Strategies to improve 

http://www.who.int/hiv/pub/guidelines/arv2013/en/
http://www.nih.gov/news/health/nov2014/niaid-17.htm
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retention including family-centered care and use of peer educators and community health 

workers (Kim, 2012) are important interventions to consider for COP 2015.  

1.3.1 Strengthening and Expanding Early Infant HIV testing services as part of a 

package of care for HIV-exposed infants 

Coverage of infant HIV testing services (including initial dried blood spot (DBS) collection at 4-

6 weeks of age and rapid serological testing 6 weeks after cessation of breastfeeding) and linkage 

of HIV-infected infants and children to ART should be scaled up in close coordination with 

offering ART to pregnant and breastfeeding women. Active follow-up of HIV-exposed infants as 

part of a mother-infant pair throughout the breastfeeding period, increased number of sites 

offering infant HIV testing (by DBS collection and  rapid serological tests), adequate infant HIV 

testing commodities, and rapid return of results should accompany PMTCT scale-up. More 

information in early infant diagnosis is available in the Pediatric Technical Considerations.    

1.3.2 Service Integration, Linkage, and Retention  

Clear strategies are required for timely initiation and continuation of pregnant, postpartum and 

breast feeding women on ART in maternal and child health clinics, with appropriate 

arrangements for ongoing HIV care and treatment in a delivery model that provides high-quality 

HIV services, including retention and ART adherence as well as MNCH services, including 

NACS. Linkage should be understood to mean linking women and their children to HIV 

services. The location and responsibility for mother-baby pair follow-up, and 

timing/transition/location of long-term treatment should be determined based on demand and 

capacity of the site. This may or may not mean transfer to another location. Regardless of 

location, the following strategies should be strongly considered within integrated PMTCT/ART 

programs:  

Key priorities are summarized below: 

 Integrating HIV care and treatment services within maternal and child health clinical sites 

and emphasizing joint mother-infant pair follow-up to support retention on ART, follow-

up of infants through final outcome, and  receipt of both HIV and  MNCH services; 

 Combined visits during which mothers and HEIs are seen together can improve provision 

of all services critical to quality HIV care and facilitate retention of both mothers and 

HEI; 

 Peer counselors (e.g., “mother-to-mother” programs) and/or community health workers 

should be used to provide psychosocial and adherence support and defaulter tracing; 

 Use of longitudinal registers and cohort monitoring – longitudinal registers organized by 

ART initiation date of the mother (e.g., the ART program register) and by birth month of 

the HEI facilitate quality retention monitoring of both mothers on ART and infants 

through final (post-breastfeeding) outcome. Please see M&E section below for more 

details. 

 Combined mother-infant tracking systems for finding those lost-to-follow-up and 

tracking of HIV exposed infants through final diagnosis;  

 Clear linkages with community and OVC programs. 
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1.4 Improving Monitor and Evaluation Systems 

1.4.1  Improved Monitoring & Evaluation 

PMTCT programs must move beyond measuring coverage of testing and ART initiation toward 

intensified efforts measuring ART retention of mothers and final outcomes for their infants to 

better understand program quality. Delivery of ART services within the MNCH setting will 

require the measurement of retention for mothers on ART to ensure the quality of care is the 

same for services delivered in a MNCH setting as in a dedicated HIV Care and Treatment 

setting. Assessing the final status of HIV-exposed infants at the end of the breastfeeding period is 

critical as the majority of new infant infections now occur during the breastfeeding period 

(UNAIDS, 2014). In addition, HIV-infected infants must be linked to care and treatment 

services. PEPFAR and WHO have introduced both maternal ART retention and final infant 

outcome as additional routine PMTCT indicators. Both longitudinal ART and HIV-exposed 

infant birth cohort registers will be needed to facilitate routine monitoring and evaluation of the 

outcomes of mother-infant pairs. PEPFAR programs are encouraged to support register revision, 

electronic systems, and training on cohort monitoring in order to begin tracking these outcomes. 

Longitudinal registers also facilitate assessment of the program quality and health outcomes 

along the PMTCT cascade. In countries that have not transitioned to cohort monitoring, special 

program evaluations may be needed. 

In addition to retention monitoring, there is a need for enhanced monitoring during the early 

implementation of Option B or B+. Based on country experience, enhanced monitoring should 

be focused on commodity availability, quality assurance of rapid testing and one-month maternal 

retention on ART to trigger timely identification of implementation problems and challenges that 

need corrective action. For more information, please reference the Monitoring and Evaluation 

Framework for Antiretroviral Treatment for Pregnant and Breastfeeding Women and their 

Infants which will be available on-line at the IATT website http://www.emtct-iatt.org/ in early 

2015. 

1.4.2  PMTCT Impact Evaluation 

Evaluations that measure impact/effectiveness of PMTCT interventions and mother-infant pair 

final outcomes under option B+ are crucial in describing PMTCT and pediatric program goals, 

especially in light of global goals to eliminate MTCT of HIV. Currently, the HIV impact 

assessment (household survey) funded by PEPFAR in some countries will not be powered to 

show impact/effectiveness of the PMTCT program. For this reason, it is recommended that 

countries conduct PMTCT impact/effectiveness evaluations to measure both early (4-8 week) 

and late (18-24 months) transmission. These evaluations not only measure PMTCT program 

impact/effectiveness, but also provide valuable information on program interventions and drop-

offs in mother and infant PMTCT cascade that inform program planning. Please see the WHO 

short guide on options for measuring and modeling PMTCT outcomes based on country context 

(http://www.who.int/hiv/pub/mtct/national_pmtct_guide/en/index.html).  

Key priorities are summarized below: 

 Both longitudinal ART and HIV-exposed infant birth cohort registers will be needed to 

facilitate routine monitoring and evaluation of the outcomes of mother-infant pairs. 

http://www.emtct-iatt.org/
http://www.who.int/hiv/pub/mtct/national_pmtct_guide/en/index.html
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 During the early implementation of Option B or B+, enhanced monitoring should be 

focused on commodity availability, quality assurance of rapid testing and one-month 

maternal retention on ART to trigger timely identification of implementation problems 

and challenges that need corrective action. 

 Conduct PMTCT impact/effectiveness evaluations to measure both early (4-8 week) and 

late (18-24 months) transmission, as well as provide high quality information on gaps in 

mother and infant PMTCT cascades to inform program planning. 

1.5  Expanding and strengthening national, regional, and facility level commodity 

management and task-sharing strategies 
1.5.1 Simplifying Commodity Management and strengthening supply chain 

Co-planning, co-forecasting, and co-budgeting is required between treatment and PMTCT 

programs, including the contribution of pregnant and breastfeeding women in consensus 

targeting, budgeting and forecasting for Rapid Test Kits (RTKs), ART, EID supplies, and co-

trimoxazole (see Sections 0 (Adult Care and Support), Error! Reference source not found. 

(Error! Reference source not found.) and Error! Reference source not found. (Error! 

Reference source not found.) of the Technical Considerations). During the initial scale-up of 

ART for all HIV-positive pregnant and breastfeeding women, all costing projections must 

include newly identified pregnant and breastfeeding women and those women switching from 

Option A prophylaxis to ART. After the initial scale-up, each new annual cohort of HIV+ 

pregnant and breastfeeding women as well as those already initiated in previous years requiring 

maintenance on ART will create an ever-increasing number of reproductively active HIV+ 

women on ART. This means that as Option B+ programs mature, the percentage of HIV+ 

women already on ART when they become pregnant will continually increase. Additionally, 

forecasting of DNA PCR test kits and reagents as well as infant nevirapine and cotrimoxazole 

prophylaxis must be included in national commodity plans. Investing in commodity management 

and distribution systems that reach the lowest level sites providing services will be critical to the 

success of the PMTCT program. 

1.5.2 Task Sharing 

Initiation and continuation of ART for adults and children by non-doctor health workers is 

essential to support the scale-up and decentralization of PMTCT programs. Depending on the 

demand and capacity of health facilities, other community based ART delivery and/or ARV 

dispensing strategies may need to be implemented to reduce workload. Many preparatory actions 

(e.g., regulatory, educational, informational) may need to support task sharing within the 

PMTCT platform (see Section Error! Reference source not found. of the Technical 

Considerations (Error! Reference source not found.). PMTCT advisors should collaborate with 

HRH advisors when discussing task-sharing of ART services within the PMTCT platform to 

identify and resolve all obstacles to task sharing for ART delivery in PMTCT. 
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Key priorities are summarized below: 

 There should be joint planning and forecasting for all commodities (RTKs, ART, CTX, 

and DNA PCR) between all programs (PMTCT, ART, and lab) and between all 

commodity purchasers (example: PEPFAR, Global Fund, national government); 

 Invest in commodity management and distribution systems to ensure a reliable supply of 

commodities at the lowest level; 

 Task sharing strategies are required to allow nurses and midwives to initiate and maintain 

ART, and allow community health workers to dispense ARVs and/or deliver ART 

between regular clinic visits, within the national regulatory framework. 

2 Other Considerations 

2.1  HIV Testing and Counseling as a gateway to PMTCT 

HTC is a critical component and gateway to PMTCT services for both mothers and HIV-exposed 

infants. All women receiving ANC, and/or attending labor and delivery, and PNC services 

should be routinely offered HTC. In high-prevalence settings, repeat testing in the 3
rd

 trimester 

and postpartum is a cost-effective strategy to identify, and initiate on ART, women who may 

have acquired HIV during pregnancy or breastfeeding (Soorapanth, Sansom, Bulterys, Besser, & 

Theron, 2006). Additionally, PMTCT programs present a unique opportunity to offer HIV 

testing to partners and family members, including previous children, of pregnant and 

breastfeeding women and to link them to appropriate prevention, care and treatment services. 

Key strategies for HTC in the context of PMTCT within PEPFAR-supported programs include: 

 Training and use of lay counselors for HTC;  

 Provider-initiated HIV testing and counseling (PITC) with same-visit return of results; 

 Designing HTC strategies and interventions based on the type of epidemic: 

o Generalized epidemics: Offer HTC to all pregnant/breastfeeding women and 

their children and partners in all ANC, childbirth, postpartum and pediatric 

care settings. Women who initially test negative in the first or second trimester 

should be offered re-testing during the 3rd trimester, at L&D, and during the 

postpartum period; and 

o Low level and concentrated epidemics: Offer routine PITC during ANC for all 

pregnant women, targeting geographic settings or population groups with higher 

HIV prevalence among pregnant and breastfeeding women for retesting at labor 

and delivery and PNC.  

2.2 Partner and couples HTC and linkage to HIV or VMMC services 

Integrating partner and couples HIV testing and counseling (CHTC) into PMTCT services can 

identify HIV-positive male partners in need of HIV care and treatment, as well as HIV-negative 

male partners who can benefit from evidence-based prevention interventions such as VMMC. 

CHTC used to identify serodiscordant couples has been shown to reduce HIV transmission, 

increase condom use, and increase ART uptake among pregnant women in antenatal clinic 

(ANC) settings (Allen, Meinzen-Derr, Kautzman, Zulu, & Trask, 2003;17) (Dunkle, Stephenson, 

Karita, Chomba, & Kayitenkore, 2008) (Farquhar, Kiarie, Richardson, Kabura, & John, 2004).  
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In addition, when an HIV-infected pregnant woman is newly identified, she should be 

encouraged to have all of her previous children tested for HIV if they have not been previously 

tested after conclusion of breastfeeding.  

Strong linkages from PMTCT to VMMC and HIV care and treatment programs for eligible 

clients should be prioritized as part of Prong 1 interventions. Referral of HIV-negative male 

partners for VMMC can reduce the risk of HIV acquisition for men by 60% to 70% (Auvert, 

Taljaard, Lagarde, Sobngwi-Tambekou, & Sitta, 2005) (Bailey, Moses, Parker, Agot , & 

Maclean, 2007) (Gray, Kigozi, Kong, Ssempiija, & Makumbi, 2012) (Gray, Kigozi, Serwadda, 

Makumbi, & Watya, 2007) (see sub-section Error! Reference source not found. (Error! 

Reference source not found.) of Section Error! Reference source not found. of the Technical 

Considerations (Error! Reference source not found.)). HIV-positive partners in serodiscordant 

couples should be advised that ART can reduce HIV transmission to the uninfected partner by as 

much as 96% (HPTN052). WHO guidelines and PEPFAR policy now endorse ART regardless of 

CD4 count for the HIV positive member of a serodiscordant couple wherever national guidelines 

support it (WHO, 2012). Specific efforts to link key populations (especially female sex workers 

and women who inject drugs) and their partners to HTC and relevant PMTCT, care and 

treatment, and family planning services should be a priority.  

Given the possibility of negative unintended consequences of involving men in PMTCT, teams 

are encouraged to only include a male involvement component in PMTCT programs when it 

reflects the recommendations for constructive male engagement outlined in the WHO 2012 

document and when programs can ensure that women’s rights will be upheld 

(http://www.who.int/reproductivehealth/publications/rtis/9789241503679/en/index.html). When 

male partners participate in PMTCT services, studies show higher uptake of ARV prophylaxis 

and treatment, and better adherence to the suggested infant feeding option (Farquhar C, 2004) 

(Msuya, et al., 2008). An extensive literature review by the WHO (WHO, 2012) highlights 

benefits of men’s engagement in PMTCT of HIV, barriers to men’s engagement, and promising 

strategies to involve men. PEPFAR programs should support partners to improve male 

involvement in PMTCT services as well as family-centered care. 

2.3  Key Populations and linkage to PMTCT services 

Specific efforts to link key populations, especially female sex workers (FSW) and women who 

inject drugs (WWID), and their partners to HTC and relevant PMTCT, care and treatment, and 

family planning services should be a priority.  

The following strategies should be considered to increase access of FSW and WWID to PMTCT 

services: 

 

1. Modify existing service delivery systems to integrate or co-locate PMTCT and FP 

services into existing community-based KP programs serving FSW and WWID 

2. Provide mobile and community-based services for FSW and WWID who face difficulties 

accessing health facilities due to stigma and discrimination, to ensure that these women 

and their HIV exposed and infected children receive care and treatment. 

3. Actively involve female sex workers or drug-using peers, as well as community-based 

FSW and WWID organizations, in the design, promotion and improvement of PMTCT 

http://www.who.int/reproductivehealth/publications/rtis/9789241503679/en/index.html
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services targeting FSW and WWID who face difficulties accessing health facilities due to 

stigma and discrimination. 

Please refer to the Key Populations section for more information.  

2.4 PMTCT and Family Planning Integration 

Of the 22 high burden countries targeted in the Global Plan to Prevent new Pediatric Infections 

and Keep Mothers Alive, rates of unmet need for family planning vary between 13% and 38% 

(UNAIDS, 2012). Access to voluntary family planning (FP) is a critical component of a 

comprehensive PMTCT strategy. Researchers have estimated that meeting the unmet need for 

family planning in the 20 countries with the highest burden of HIV would result in six million 

fewer unintended births and 61,000 fewer children with HIV in the year 2015 alone (Stover & 

Mahy, 2011). 

The PMTCT platform can provide wide-ranging benefits to women living with HIV (WLHIV) 

and their children, including FP education, counseling and services- especially for women in the 

postpartum period and during routine newborn and infant and under five services.  In the 

antenatal setting, PMTCT presents an opportunity for the provision of FP information and 

education. FP efforts can be integrated within this platform at the levels of policy, program 

administration, and service delivery.  Countries should explore integration opportunities to link 

PEPFAR-funded activities with those supported by national government, other USG agencies, 

and bilateral or multilateral donors (PEPFAR, 2011).  

 

PEPFAR-funded activities that integrate FP in any way must meet all USG requirements for 

compliance, monitoring and reporting. Further guidance on FP can be found in the Error! 

Reference source not found. Technical Considerations and at 

http://www.who.int/mediacentre/factsheets/fs351/en/index.html. 

Key strategies for integrating FP and PMTCT services within PEPFAR-supported programs 

include: 

 Addressing the unmet need for FP through appropriate education, counseling and 

provision or referral for comprehensive contraceptive services, including counseling on 

exclusive BF over the first six months postpartum, the lactational amenorrhea method 

(LAM), and modern contraceptives;  

 Providing safe pregnancy counseling for women living with HIV who wish to have 

children; and 

 As appropriate, linking PEPFAR-funded activities with other programs (e.g. host country 

government activities, multilateral and bilateral donors, USAID Population and 

Reproductive Health and Ending Preventable Child and Maternal Deaths resources, etc.) 

to support PMTCT-FP and ART-FP service integration. 

 

2.5  Provision of Cotrimoxazole to Mothers and HIV-Exposed Infants 

The provision of cotrimoxazole (CTX) prophylaxis against opportunistic infections for both 

mothers and their HIV-exposed children is the most cost-effective non-ART intervention to 

reduce morbidity and mortality due to HIV/AIDS. This intervention is a critical component of all 

PMTCT programs. Cotrimoxazole should be part of the basic package of services for pregnant 

http://www.who.int/mediacentre/factsheets/fs351/en/index.html
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and breastfeeding women with HIV. Provision of CTX to HIV-exposed children beginning at 

four to six weeks of age and continuing until the risk of HIV transmission ends or HIV infection 

is ruled out is necessary to minimize mortality in HIV-exposed infants in the event that they 

become infected. Programs should determine ways to link CTX refills to other services for 

infants and their mothers such as maternal ART refills and infant immunization and growth 

monitoring visits  For more detailed guidance regarding CTX, see the WHO’s new guidance on 

CTX prophylaxis for HIV-exposed and HIV-infected infants, children, adolescents, and adults 

(http://www.who.int/hiv/pub/guidelines/arv2013/december2014supplementARV.pdf?ua=1). 

Please refer to the Care and Support section for more information on CTX.  

2.6  Prevention and treatment of tuberculosis 

TB in pregnant and breastfeeding women presents a risk to the health of the woman as well as to 

her newborn and young children, including increasing the risk of transmitting both TB and HIV 

to their infants (Gupta A B. R., 2011) (Gupta A N. U., 2007) (Getahun H, 2012). Focusing 

efforts on prevention, identification, and treatment of TB disease in HIV-infected pregnant 

women has the potential to improve health outcomes not just for women, but for their children as 

well (Gupta A B. R., 2011) (Gupta A N. U., 2007) (Getahun H, 2012). The TB/HIV activities 

outlined below, especially intensified TB case finding, infection control, and isoniazid preventive 

therapy (IPT) or TB treatment as needed should be implemented in all PMTCT programs:  

a. Screen all HIV-positive pregnant women for TB at each encounter using the WHO-

recommended symptom-based algorithm (including specific questions related to 

current cough, fever, night sweats, or weight loss/poor weight gain) or national TB 

symptom screening algorithms and expedite evaluation of those screening positive. In 

addition, pregnant women should be queried about household exposures to persons 

with active TB or with prolonged cough; 

b. HIV-infected pregnant women with active TB should be treated promptly for TB and 

should also be started on ART as soon as possible (if not already on ART), regardless 

of CD4 count. Initiation of ART for TB patients with a CD4 <50 should be 

considered urgent and should occur within two weeks of TB treatment initiation, 

except for patients with TB meningitis, per WHO guidelines.  

c. Evaluate all infants and children of women with TB disease or who have a history of 

contact with a TB case, regardless of the child’s HIV status, and ensure that children 

who are not found to have active TB are given IPT for six months (followed by BCG 

vaccination for infants in countries where this is usually administered at birth);  

d. Establish linkages and referral mechanisms between PMTCT and TB programs to 

ensure that pregnant women and infants who are suspected of having TB are properly 

evaluated, and that those found to have TB disease receive appropriate treatment and 

follow-up per national policy/international guidelines;  

e. Establish mechanisms to document, monitor, and evaluate TB screening, diagnostic, 

and treatment activities as well as outcomes among pregnant women and children; 

and  

f. Implement TB infection control activities in PMTCT settings in accordance with 

international guidelines. 

 

http://www.who.int/hiv/pub/guidelines/arv2013/december2014supplementARV.pdf?ua=1
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Further information on TB prevention and TB/HIV co-infection can be found in the TB/HIV 

section of the Technical Considerations  

2.7 Malaria prevention 

Malaria is a major co-morbidity with HIV and is particularly dangerous in pregnant women and 

infants and children under five. Pregnant women are therefore strongly encouraged to sleep 

under an ITN to prevent malaria. Women and children receiving treatment for both HIV and 

malaria should be monitored closely for adverse reactions (increased risk in patients taking 

amodiaquine-containing artemisinin-based regimens with either efavirenz (hepatotoxicity) or 

zidovudine (neutropenia). Sulfadoxine-pyrimethamine (SP) should not be used for intermittent 

preventive treatment (IPTp) in HIV-infected women on cotrimoxazole. A well-tolerated safe 

alternative to SP has not been identified and cotrimoxazole offers some protection against 

malaria (Gonzalez & Desai, 2014). Given the risk of malaria to pregnant women with HIV and 

HIV-exposed infants, PEPFAR programs can support distribution and use of ITNs, and malaria 

screening, testing (if symptomatic), and treatment for HIV-positive pregnant women and HIV-

exposed and infected children. 

2.8 Syphilis screening and treatment 

Maternal syphilis infection increases the risk of HIV transmission to the infant, and can cause 

stillbirth or congenital syphilis if undetected and untreated. In endemic countries and in 

accordance with country guidelines, PEPFAR programs may support syphilis testing and 

treatment within ANC/PMTCT settings and where PITC offered, as relevant. 

2.9  Nutrition Assessment, Counseling, and Support (NACS) 

NACS integrates nutrition and health interventions within clinic and community services to 

establish a continuum of care and support as a part of PMTCT.  Counseling includes nutrition 

and health information at key points when infant feeding decisions may be made: 

o Before birth when the decision of the primary feeding method is chosen; 

o At or before six months with progressive introduction of complementary feeding 

o Beyond one year of age, at a point when the infant may be weaned if safe and 

adequate replacement feeding can be assured. 

 

The full 2010 WHO Guidelines on HIV and Infant Feeding are available online 

(http://www.who.int/child_adolescent_health/documents/9789241599535/en/index.html). The 

counseling and support services are linked to other maternal and infant interventions and 

emphasize the importance of ART adherence to minimize transmission through breastfeeding. 

Inclusion of health and nutrition screening, referral and tracking systems allow early 

identification and intervention of maternal and infant malnutrition and health problems.  

 

2.10 Gender Based Violence Assessment 

PMTCT programs and outcomes can be improved by assessing and identifying gender norms 

and inequalities, and targeting interventions to overcome them. Gender- specific barriers may 

impede women’s ability to adhere to services for PMTCT and HIV treatment and care. Gender- 

based violence (GBV), including intimate partner violence (IPV), is a serious issue in many high 

burden countries and may hinder PMTCT programs, for example, where the experience or fear 

of violence may affect the ability to disclose or to adhere to treatment. Special care should be 

http://www.who.int/child_adolescent_health/documents/9789241599535/en/index.html
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taken to address GBV, keeping in mind safety and confidentiality, in PMTCT programs. 

Integrating training and counseling for GBV as well as strengthening referrals/linkages to GBV 

services should be a part of PMTCT programs. Recently released WHO Clinical and Policy 

Guidelines: Responding to Intimate Partner Violence and Sexual Violence against Women 

recommends against universal screening for GBV, but calls for providers to be trained to ask 

about exposure to intimate partner violence when assessing conditions that may be caused or 

complicated by the violence and where it may serve as a barrier to optimal care. 

Further information on Gender Based Violence Assessment can be found in the Gender Section 

of the Technical Considerations. 

2.11 Clinical Monitoring  

Viral load (VL) is the preferred method for monitoring individuals on ART. In the absence of 

VL, CD4 is a reasonable alternative and preferred to symptom-based monitoring. CD4 can also 

be valuable at the time of ART initiation. It is necessary to assess which women are eligible to 

stop ART after completion of breastfeeding in countries implementing Option B. It can also be 

helpful to assess eligibility for cotrimoxazole and other opportunistic infection (OI) prophylaxis. 

Scale-up of viral load monitoring should occur in close collaboration with ongoing scale-up of 

infant virologic testing, to ensure optimal use of resources to support both services, and to avoid 

parallel systems.  

2.12 Community Engagement  

Community-based activities are a critical element of any PMTCT program as they ensure the full 

range of services throughout the continuum of services across all four prongs of PMTCT. 

Specifically, evidence supports the use of community-based systems for demand creation, testing 

of pregnant women, partner testing, support for retention and adherence provided through expert 

patients, community liaisons, or mentor mothers, and EID services for HIV-exposed infants 

(UNAIDS, 2012). Community-based approaches to service provision (including distribution of 

ARVs between regularly scheduled clinic visits) offers multiple benefits including less travel 

burden for patients, decongestion of busy clinics, development of close ties and support among 

the community groups that share drug pick up, and even self-monitoring of adherence by group 

members – all of which translate to better retention in the PMTCT and treatment cascade and 

ultimately, better health outcomes. Ensuring that at a minimum all PMTCT clients are referred 

for assessment by OVC and other care programs providing socio-economic support services, and 

that these programs are engaged to assist in the identification of mothers and children lost to 

follow up should be priorities in all PEPFAR countries. 

2.13 Monitoring for HIV drug resistance (HIVDR) 

As detailed in the Adult Treatment Technical Considerations, support for HIVDR surveillance 

activities as a core component of the national ART program is encouraged. It is important that 

PEPFAR programs supporting implementation of expanded access to ART in pregnancy assist 

with the design and implementation of targeted HIVDR surveillance activities to ensure that 

pregnant and breastfeeding women are included. 

2.14 Pharmacovigilance 

The new WHO 2013 Consolidated ARV guidelines recommend TDF-based regimens for first 

line therapy in pregnant women and other adults. There are many advantages to using a TDF-

based regimen, including the ease of administration as a once-daily regimen and overall 
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simplification of regimens. Many studies highlighting the efficacy of TDF have been performed 

in settings where screening for kidney dysfunction (usually through a blood test for creatinine 

and/or creatinine clearance calculation) is possible, and in some of these studies TDF has been 

associated with the development of renal toxicity, as well as changes in bone density (Gallant, 

Parish, Keruly, & Moore, 2005) (Stellbrink, Orkin, Arribas, Compston, & Gerstoft, 2010). HIV 

infection itself has been clearly identified as a risk factor for kidney dysfunction, and TDF-

containing ARVs effectively treat HIV-related kidney disease (Islam, Wu, Jansson, & Wilson, 

2012) (Lucas, et al., 2008) (Ross & Klotman, 2001) (Fabian & Naiker, 2009). On balance, given 

the low risk of TDF-associated renal dysfunction and demonstrated benefits of ART for HIV-

associated renal disease, TDF-based regimens can be used as first-line ART in patients with low-

risk of renal disease. Further discussion of HIV and TDF-associated renal dysfunction can be 

found in the Adult Treatment section of the Technical Considerations.  

2.15  Birth Defects Surveillance 

Any drug has the potential for risk in pregnancy. Current data do not indicate an increased risk of 

birth defects with use of any ARV in the first trimester of human pregnancy. Given currently 

available information on serious side effects of some drugs, costs, dosing, potential drug 

interactions, and antiretroviral efficacy, the regimen of TDF/FTC or 3TC/EFV appears to be the 

best choice foror wr first line treatment for pregnant women. The benefits of early initiation of 

ART (reduced MTCT, improved maternal heath) using this simple, once-daily fixed drug 

combination likely outweighs any potential risk in pregnant women. Countries implementing B+ 

as recommended in the consolidated 2013 WHO guidelines are not required to have a birth 

defects surveillance program. PEPFAR is funding birth defects surveillance programs in selected 

countries to provide birth defects information to the global community. Inappropriately designed 

and implemented birth defects surveillance programs are not only ineffective but may create 

unnecessary anxiety and apprehension over using ART in women of reproductive age.  If any 

PEPFAR team requires further information about birth defects risks, please request support from 

the PMTCT-Pediatric TWG.  

2.16 Human Resources for Health 

As PMTCT services become more decentralized and integrated with ART, a systematic approach 

to workforce development and task sharing should be orchestrated in parallel to expansion and 

decentralization of HIV services. This approach would take into consideration factors such as 

client convenience, maintenance of high quality and efficiency, and need based on HIV 

prevalence and population size. WHO has released global recommendations and guidelines to 

help in planning redistribution of tasks among health workforce teams (see sub-section X) 

The following priority areas should be addressed in planning related to PMTCT program 

expansion:  

Determination of the workforce necessary for implementing PMTCT (the “Who”) 

 Who is competent and capable of delivering and supporting high quality PMTCT and/or 

integrated PMTCT/ART services (according to PMTCT Prong and stage services are 

received along the Continuum of Care)? 
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Assuring provider competency and quality (the “How”) 

 How has PMTCT been (or is being planned to be) incorporated into national, 

institutionally-based provider pre-service and in-service curricula for all providers, 

including medical doctors? 

 What type of PMTCT quality assurance, clinical mentoring, and/or supportive 

supervision program is in place to routinely assess whether providers are meeting current 

standards of practice?  

 Are clinical laboratories available at or within referral to PMTCT site accredited and is 

there a quality management system in place for laboratory services? 

 

Strategizing for Staff Deployment (the “Where”) 

 What systems are in place to ensure that the distribution of HRH qualified and authorized 

to provide/support PMTCT services aligns with population needs for PMTCT? (Does the 

country have a workforce deployment data base or Human Resource Information System 

used in HRH deployment decisions)? 

 What structure or support is being provided to ensure that facility staffing plans been 

updated to meet the increase in service demand? 

 

Further information on Human Resources for Health can be found in the Human Resources for 

Health Technical Considerations.  

3 Additional Resources 

Primary prevention of HIV: 

 WHO 2013 on the “Consolidated guidelines on the use of antiretroviral drugs for treating 

and preventing HIV infection”: 

http://www.who.int/hiv/pub/guidelines/arv2013/en/index.html 

 WHO 2010 on quality assurance and HTC services “A Handbook for Improving HIV 

Testing and Counseling Services”: 

http://whqlibdoc.who.int/publications/2010/9789241500463_eng.pdf 

 WHO 2010 recommendations on “Delivering HIV test results and messages for re-testing 

and counseling in adults”: www.who.int/hiv/pub/vct/hiv_re_testing/en/index.html 

 WHO 2012 Service delivery approaches to HIV testing and counselling: a strategic HTC 

programme framework: http://www.who.int/hiv/pub/vct/htc_framework/en/index.html 

 WHO 2012 Guidelines entitled “Couples HIV Testing and Counseling and Antiretroviral 

Therapy for Treatment and Prevention in Serodiscordant Couples: Recommendations for 

a Public Health Approach”: www.who.int/hiv/pub/guidelines/9789241501972/en/ 

 A two day training curriculum for CHTC in clinical settings including PMTCT: 

www.cdc.gov/nchstp/od/gap/CHTCintervention/. 

 WHO 2012 “HIV Testing and Counselling Policy Framework” 

 WHO 2014 “WHO Information Note: Reminder to retest all newly diagnosed HIV-

positive individuals in accordance with WHO recommendations” 

 

 

http://www.who.int/hiv/pub/guidelines/arv2013/en/index.html
http://www.who.int/hiv/pub/vct/hiv_re_testing/en/index.html
http://www.who.int/hiv/pub/vct/htc_framework/en/index.html
http://www.who.int/hiv/pub/guidelines/9789241501972/en/
http://www.cdc.gov/nchstp/od/gap/CHTCintervention/
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TB prevention and TB/HIV co-infection: 

 WHO policy on collaborative TB/HIV activities: guidelines for national programmes and 

other stakeholders: 

http://www.who.int/tb/publications/2012/tb_hiv_policy_9789241503006/en/  

 Guidelines for intensified tuberculosis case-finding and IPT for people living with HIV in 

resource constrained settings: 

http://whqlibdoc.who.int/publications/2011/9789241500708_eng.pdf  

 

Supporting community engagement: 

 “Community strategies that improve care and retention along the prevention of mother-

to-child transmission of HIV cascade: a review.” J Int AIDS Soc. 2012 Jul 11;15 (4):1-10. 

 WHO Expanding Capacity for Operations Research in Reproductive Health: Summary 

Report of a Consultative Meeting. WHO Geneva 2001: 

http://whqlibdoc.who.int/hq/2003/WHO_RHR_02.18.pdf 

 WHO Guide to Operational Research in Programs Supported by the Global Fund. WHO 

Geneva 2008: http://www.who.int/hiv/pub/operational/or_guide_gf.pdf 

 

Gender: 

 Male Involvement in the Prevention of Mother-to-Child Transmission of HIV: 

http://apps.who.int/iris/bitstream/10665/70917/3/9789241503679_eng.pdf 

 WHO Clinical and Policy Guidelines: Responding to Intimate Partner Violence and 

Sexual Violence against Women: 

http://apps.who.int/iris/bitstream/10665/85240/1/9789241548595_eng.pdf.  

 Program Guide for Integrating GBV Prevention and Response in PEPFAR Programs: 

www.aidstar-one.com/focus_areas/gender/resources/pepfar_gbv_program_guide 

 

Human Resources for Health: 

Task Shifting: Global Recommendations and Guidelines: 

http://www.who.int/healthsystems/TTR-TaskShifting.pdf 

 

4 Tracking to CEEs 

 

CEE Number Standard 

Domain 1: Adult Treatment   

1.2 Adherence Support  Each site that provides ART should have a standard adherence 

support protocol for providing and documenting all the following 

core elements:  

1) Adherence counseling prior to ARV treatment initiation 

2) Routine adherence assessments during ARV therapy 

3) Counseling interventions for patients with poor adherence 

http://www.who.int/tb/publications/2012/tb_hiv_policy_9789241503006/en/
http://whqlibdoc.who.int/publications/2011/9789241500708_eng.pdf
http://whqlibdoc.who.int/hq/2003/WHO_RHR_02.18.pdf
http://www.who.int/hiv/pub/operational/or_guide_gf.pdf
http://apps.who.int/iris/bitstream/10665/70917/3/9789241503679_eng.pdf
http://apps.who.int/iris/bitstream/10665/85240/1/9789241548595_eng.pdf
http://www.aidstar-one.com/focus_areas/gender/resources/pepfar_gbv_program_guide
http://www.who.int/healthsystems/TTR-TaskShifting.pdf
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Domain 4: PMTCT 

4.1 ART in PMTCT  

 

All HIV-infected MCH clients should have documented 

prescription of ART within 2 months of SIMS visit. 

4.2 CTX for HIV-

infected Pregnant and 

Breastfeeding Women 

All HIV-infected pregnant and breastfeeding women should have 

documented prescription of cotrimoxazole (CTX), according to 

national guidelines. 

4.3 PITC for Maternity 

Patients 

Routine PITC is provided to all eligible women attending maternity 

for labor and delivery (L&D). 

4.4 ARVs at Labor and 

Delivery 

ARV prophylaxis should be provided at maternity/L&D for all 

HIV-infected women and their exposed infants. 

4.5 Early Infant 

Diagnosis 

All HEIs should have DBS collected for PCR testing. 

 

4.6 Enrollment of the 

HIV-infected Infants in 

ART services 

All HIV- infected infants should be enrolled into ART services. 

4.7 CTX for HIV 

Exposed Infants 

All HEIs should initiate CTX by 8 weeks of age. 

4.8 Supply Chain 

Reliability (EID) 

Each PMTCT site should have a reliable supply of Early Infant 

Diagnosis (EID), dry blood spot (DBS) supplies (if DBS are 

collected at this site), which consist of: a collection card, alcohol 

swabs, gauze, lancets and latex gloves (or a DBS bundle). 

4.9 Supply Chain 

Reliability (Adult ARVs) 

Each site should have a reliable supply of adult ARVs. 

4.10 Supply Chain 

Reliability 

(Cotrimoxazole)  

Each site should have a reliable supply of cotrimoxazole (CTX) for 

PMTCT programs. 

4.11 Supply Chain 

Reliability (Rapid Test 

Kits)  

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs for PMTCT. 

4.12 Tracking Mothers 

and Infants for PMTCT  

Each PMTCT site should have a standard protocol for identifying 

and tracking MCH patients (HIV-infected pregnant women, 

mothers and their HIV-exposed infants) that have defaulted on their 

appointments or transferred out. It should be fully implemented and 

contain the following core elements: defined staff 

roles/responsibilities, procedures for patient identification and 

tracking, and standardized documentation. 

Domain 7: HTC  

7.1 Compliance with 

national testing 

algorithm and strategy   

Each site should perform rapid HIV testing in accordance with 

national testing algorithms and strategies 
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7.2 HIV Testing QA  Each site should have QA procedures in place for HIV rapid testing 

that include direct observation, the use of standardized laboratory 

logbooks, running quality controls on rapid test kits, and annual 

refresher trainings for HTC providers. 

7.3 HTC Documentation   Each site should maintain accurate and complete standard data 

collection and reporting tools for all nationally required HTC 

indicators. 

7.5 Site Level HIV 

Proficiency Testing   

Where PT is available, sites should participate in (and pass) 

proficiency testing (PT/EQA) for HIV testing 

7.6 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs for PMTCT. 

7.7 HTC Safety 

Measures  

Each site should have appropriate safety measures in place and 

properly implemented by all testing providers. These measures 

should include use of disposable gloves, personal hygiene, and 

proper waste management. 

Domain 8: TB/HIV 

8.1 TB Screening for 

Adults and Adolescents   

All sites should have a protocol for performing and documenting 

screening for active tuberculosis (TB) on intake and at each clinical 

visit for all HIV-infected patients. The screen should contain all 4 

of the following symptoms: cough, fever, night sweats, and weight 

loss at a minimum. 

8.2 TB Diagnostic 

Evaluation Cascade  

Every site should have a protocol for documenting PLHIV with 

presumptive TB (line list/register) and a referral and follow-up 

mechanism to ensure TB diagnostic evaluation.  

Domain 18: Site Management- Finance and Planning  

18.2 Family Planning/ 

HIV Integration  

All clients attending HIV services (e.g. Care, Treatment, and 

PMTCT) should have access to high quality voluntary family 

planning counseling and services, including safer pregnancy 

counseling and contraceptives, depending upon their fertility 

intentions. 

See Pediatric Care and Treatment Section for relevant CEEs if pediatric care and treatment is 

provided at PMTCT/MCH sites.  
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IMPLEMENTING A STRATEGIC COMMUNITY HIV PREVENTION PORTFOLIO 

 

As the science of HIV prevention, care and treatment has evolved, so too must programming. 

Increasingly, prevention efforts must be made across the continuum of prevention, care, and 

treatment (Jones, Cremin, & et al, 2014) (Coates, 2013) (Chang & Serwadda, 2013). At the same 

time, budget pressures necessitate an increased focus on efficiencies and quality to maximize the 

impact of PEPFAR prevention dollars. Activities that fall under the prevention portfolio must be 

appropriately targeted – by population and geography – informed by qualitative and quantitative 

research, implemented at a scale to achieve population-level change, and appropriately 

monitored and evaluated.  

While prevention portfolios will be country-specific, there are several key principles that are 

integral for the success of all prevention programs.   

 Have an explicit strategy for averting new infections. The portfolio of prevention 

activities should ultimately aim to reduce HIV incidence through reduced sexual risk 

behaviors, safer drug-using behaviors, and increased health-seeking and maintenance 

behaviors for PLHIV and HIV-negative individuals. This strategy should identify priority 

populations and locations, and include time-delineated targets for reductions in incidence 

as well as targets for coverage.  

 Make HIV prevention an integral aspect of every platform and program: All 

PEPFAR-funded activities– from community mobilization, to ART programs, to TB care, 

to human resources for health – should ultimately contribute to averting new infections. 

For example, ART programs should actively address barriers to treatment for populations 

with the highest prevalence, to ensure that these populations are accessing life-saving 

ART and minimizing transmission to others.  

 Geographically align prevention activities with areas of highest HIV prevalence: 

Research demonstrates wide variation in the distribution of HIV at the sub-national and 

community level, even in countries with very high national prevalence (Tanser, 

Bamighausen, & al, 2009)
, 
(Cuadros & Abu-Raddad, 2014). Given limited resources 

relative to need, PEPFAR programs should focus on those geographic regions and 

localities where the most transmission is likely occurring, taking into consideration 

Technical Priorities:  

1. Have an explicit strategy for averting new infections.  

2. Make HIV prevention an integral aspect of every platform and program 

3. Geographically align prevention activities with areas of highest HIV prevalence 

4. Identify priority populations for prevention programming 

5. Align prevention and treatment activities  

6. Eliminate lower-impact programs  

7. Employ effective program models for social and behavior change 

8. Support a coordinated and sustainable national response 

9. Routinely monitor quality and evaluate impact 
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prevalence among specific populations (e.g. key populations, migrant laborers, 

adolescent girls), as well as population size. Where sufficient high quality data are 

unavailable, strategic information efforts to gather such data should be undertaken. 

PEPFAR prevention programs should be aligned geographically with care and treatment 

services to ensure that linkages and referrals to HIV-related services are possible.  

 Identify priority populations for prevention programming: Within geographic areas 

of high HIV prevalence, PEPFAR programs should be population-specific, (see the 

PEPFAR 2011 Guidance on the Prevention of Sexually Transmitted HIV Infections), 

with a primary goal of reducing new infections. In identifying priority populations for 

programs to target, teams should use the best available epidemiological and 

social/contextual data to form hypotheses about which sub-populations are at highest risk 

of acquiring HIV. It is essential to validate these hypotheses with some kind of data 

confirming elevated HIV prevalence, even if that data comes just from HTC programs. 

Teams and implementing partners should constantly review program data to ensure that 

they are successfully targeting the priority population, and that the population selected is 

indeed at higher risk.  

 Align prevention and treatment activities: PEPFAR prevention programs and care and 

treatment services should be aligned geographically to ensure that linkages and referrals 

to HIV-related services are optimal. 

 Eliminate lower-impact programs: all PEPFAR-supported HIV prevention programs 

should focus on populations at highest risk, in locations of high prevalence, and deliver a 

core package of evidence-based interventions at an intensity and scale likely to 

substantially reduce new infections. Programs that do not meet these criteria should be 

eliminated or phased out.  

 Employ effective program models for social and behavior change: Interventions 

across the prevention, care, and treatment continuum require participants to adopt and 

maintain certain behaviors to be effective. From seeking out HIV testing and counseling, 

to acquiring and using condoms correctly and consistently, to adhering to a drug regimen, 

HIV efforts rely on effective behavioral components. Interventions components that aim 

to change behaviors should be theory-driven, and use evidence-based models, and should 

also address the social determinants that contribute to risky behaviors and promote 

healthy behavior change. Ongoing monitoring should validate the effectiveness of these 

models in driving uptake of and adherence to the most easily measured activities: HTC, 

care, etc. 

 Support a coordinated and sustainable national response: PEPFAR efforts should 

strategically support partner government strategies and plans to achieve an AIDS-free 

generation (UNAIDS, 2012). At the national level, PEPFAR should contribute to the 

coordination of prevention efforts across donors, implementing partners, and government 

entities. Such efforts can include establishing clear processes and mechanisms to ensure 

the integration of prevention programming into care, support, and treatment initiatives, 

and to reinforce key messages relating to care, support and treatment within prevention 

programming. However, PEPFAR programs should not support elements of national 

plans that are likely to have an impact on incidence. 

 Routinely monitor quality and evaluate impact: To maximize efficiency, monitoring 

and evaluation should be a core component of all HIV prevention interventions. SIMS 

provides an opportunity to assess the quality of programs, and to engage partners in an 
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ongoing dialogue about maintaining fidelity to the original intervention. In addition, the 

impact of HIV prevention efforts on both shorter term outputs and longer term impacts 

needs to be measured (Zimmerman & Morisky, 2014). (Davey & Boulay, 2014)
, 

(Abraham, Johnson, & et al, 2014). 

 

1 Programming prevention interventions for adults in priority populations 

Components of a package for adults in priority populations must include: 

 Targeted risk assessment and provision of risk reduction information, education and/or 

counseling to correctly identify HIV prevention methods, reject misconceptions about 

HIV transmission, and accurately gauge and personalize risk for HIV infection.  

 Condom promotion, condom skills training – including negotiation skills – and facilitated 

access to condoms whether through direct provision, linkages to social marketing outlets 

or other means. 

 Small group, community mobilization and health communication activities to increase 

health-seeking and maintenance behaviors that increase awareness, acceptability, and 

uptake of relevant clinical services such as VMMC, HTC, PMTCT, HIV care and 

treatment, TB testing and treatment, and reproductive health. Small group and 

community mobilization activities should be based on curriculum that has been 

previously evaluated or is currently under-going an evaluation.
2
  

 Referrals to or the provision of HTC services, as well as other clinical services. 

 Activities which promote gender equitable principles; address harmful norms related to 

sex, sexual orientation, and gender; seek to reduce stigma and discrimination associated 

with HIV; and prevent gender-based and homophobic violence.  

2 Referrals and Linkages  

All PEPFAR-supported programs should refer and link beneficiaries to other HIV-related health 

services. All prevention service points should have a system in place to track referrals made and 

whether the beneficiary/patient received those services. Prevention programs should refer 

beneficiaries to variety of services including HTC, OVC, PMTCT, TB/HIV programs, VMMC, 

condom provision and post-GBV care. For more information on linkages and referrals, please 

see relevant sections of the Technical Considerations. 

3 Male and female condoms and lubricants for HIV prevention 

Condom use is a critical element in a comprehensive, effective, and sustainable approach to HIV 

across the continuum of response and all types of HIV epidemics. Condom distribution and 

promotion should be a key component of all packages of interventions for all populations, where 

appropriate. Where programs are reaching populations having anal intercourse, lubricants should 

also be promoted and distributed. 

PEPFAR programs should assist countries in articulating a strategy for condom programming 

that addresses key supply and demand issues related to increasing condom use. In PEPFAR 

                                                 
2
 See: www.globalhivarchive.org; www.aidstar-one.com/promising_practices_database/about_promising_pract;    
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programs, male and female condoms and lubricants should be made available and accesible to 

target populations in accordance with their product preferences.  

Improving national commodity forecasting and procurement planning is essential to ensuring a 

steady supply of male and female condoms. PEPFAR teams should work closely with national 

governments to enable them to accurately forecast their needs for male and female condoms and 

lubricants, funding technical assistance in this area when necessary. When condom or lubricant 

stockouts or shortages occur in a country, PEPFAR teams are encouraged to fill any gap through 

an emergency order submitted to USAID’s Central Contraceptive Procurement (CCP) project. 

For former non-focus countries, these emergency orders can be processed through the 

Commodity Fund while former focus countries can access PEPFAR’s centrally-funded ‘Condom 

Emergency Fund’. At the same time that an emergency shipment is processed, PEPFAR country 

programs should identify the causes of the gaps that occurred and work with national 

counterparts to devise solutions to prevent similar gaps in the future.  

In most countries where PEPFAR operates, people access condoms through three routes or 

market sectors: public, private and socially marketed. Publicly provided condoms are free and 

typically found at clinics and HTC sites. Privately marketed condoms are sold at market value at 

a variety of outlets such as pharmacies, kiosks and vending machines. Socially marketed 

condoms are sold at a subsidized rate, and branded with an aim of increasing uptake among 

populations with a lower income. A “total market approach” (TMA) to condom distribution and 

promotion uses all three of these routes. Within TMA “free” public sector condoms will 

primarily be distributed to population segments lacking disposable income and especially those 

most at risk of HIV transmission or acquisition. Socially marketed condoms will be sold to 

individuals with some ability to pay but who are not yet able to afford a more expensive, private 

sector condom. Private sector condoms will be marketed and sold to higher income segments of 

the population. PEPFAR implementing partners should adopt TMA in their condom 

programming. 

Whenever possible, social marketing programs should adopt a phased process of gradually 

increasing cost recovery for social marketing products while simultaneously working with the 

private sector to improve the market share of sustainable, private sector condoms.  

PEPFAR country programs should include programs to create demand for condoms, as program 

experience has demonstrated that these can increase condom sales and use. Programs should 

ensure that high-quality condoms and lubricants are available and that these products align with 

consumers expressed desires and preferences, including specialty condoms (i.e. scented). 

Programs should design high-quality behavior change communication and social marketing 

campaigns based on evidence-based theories relevant to a given setting and target population. 

For demand creation among sub-groups, programs will want to use a variety of formats from 

individual to peer to community behavior change interventions. In general, multiple channels can 

be deployed to reinforce key messages and in generalized epidemics, to ensure that all people 

receive motivational messaging to use condoms.  

It is important to use water- or silica-based lubricants with condoms, particularly during anal 

intercourse, as these lubricants have been shown to significantly reduce the likelihood of condom 

breakage during anal sex. Recently, some laboratory and animal studies have indicated that some 

lubricants may cause cell inflammation and affect tissues in the vagina and rectum, raising the 
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possibility that some lubricants might make individuals more vulnerable to HIV infection and 

other STIs. It is important to note that none of these studies was done as part of randomized 

controlled trial in humans, and it remains unclear whether these studies have any implications for 

the safety of lubricants in humans.  

For now, the available evidence clearly suggests that use of water-based lubricants with condoms 

during anal sex should be strongly encouraged. USAID currently procures water-based lubricants 

which can be procured from the CCP. For more information on lubricants, see the 

WHO/UNFPA/FHI Advisory Note, Procurement of additional lubricants with male and female 

condoms (http://apps.who.int/iris/bitstream/10665/76580/1/WHO_RHR_12.33_eng.pdf). 

Female condom promotional efforts should be part of an overall condom strategy that takes into 

account the broader condom market in country and that considers the unique product attributes of 

the female condom for specific populations. Decisions about the volume of female condoms to 

be purchased and marketed in all epidemics should be based upon the perceived need to expand 

prevention methods for women, consumer and stakeholder feedback regarding use of the female 

condom, in-country market analyses, and considerations of planning for sustainable condom 

programming over the long-term.  

PEPFAR country programs in concentrated epidemics that distribute the female condom should 

increase awareness about female condoms among peer educators and sexual and reproductive 

health service providers. Providing client counseling that includes a demonstration of how to 

insert the female condom, as well as a discussion of effective strategies for negotiating female 

condom use, is more likely to result in the adoption and correct use of the method. Also, 

providers and peer educators require the tools necessary to support successful female condom 

promotion, such as pelvic models and information, education, and communication materials 

produced in local languages.  

In generalized and mixed epidemics, PEPFAR programs and partners should take special care in 

marketing female and male condoms and lubricants so that they do not become exclusively 

associated with KP and take on a stigmatized status. 

4 Programming and prevention packages for youth in generalized epidemics 

Prevention programs for young people, including adolescents who are not yet sexually active, 

represent an opportunity to change course in a range of epidemics. In sub-Saharan Africa, many 

countries with large HIV epidemics have especially youthful populations, with more than 50% of 

the citizenry under the age of 18. Moreover, population trends across this region suggest 

continued growth of this cohort over the next 30 years (UNICEF, 2013). In these countries, it is 

especially critical that PEPFAR work with partner governments and other stakeholders to 

provide strong HIV prevention programs for at-risk young people.  

The definition of “youth” remains a challenge, since it can range from 15-34 years, depending on 

the country. PEPFAR teams should use (and explain) country-specific definitions of youth where 

they are appropriate, but resist pressure to provide youth programs to what are clearly adult 

populations. Just as with adults, prevention programs must be designed to take into account the 

significant sub-population differences and needs between various age groups within the youth 

category. Not all youth are at equal risk, and not all at-risk youth will be effectively reached by 

the same interventions.  

http://apps.who.int/iris/bitstream/10665/76580/1/WHO_RHR_12.33_eng.pdf
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Additionally, the risks faced by young men and young women differ and should be addressing in 

programming. In generalized epidemics, adolescent girls and young women aged 15-24 have 

significantly higher rates of HIV infection and acquisition compared to males of the same age. In 

some countries in sub-Saharan Africa, adolescent girls and young women are more than two 

times more likely than their male peers to have HIV. Country teams need to prioritize effective 

interventions targeted at the geographic regions and populations most at-risk in this priority 

population. Additional guidance on such programming is found in the DREAM Initiative 

guidance. 

4.1  Components of a package for youth 

Components of a package for youth in priority populations must include: 

 Targeted risk assessment and provision of risk reduction information, education and/or 

counseling to correctly identify HIV prevention methods, reject misconceptions about 

HIV transmission and increase perception of risk for HIV infection.  

 Curriculum-based, age-appropriate, HIV prevention skills and sexuality education to 

prevent HIV acquisition and encourage safer sex strategies for sexually active youth 

(Kirby & Laris, 2007).  

 Informational sessions on HIV testing and counseling with active referrals to or provision 

of youth-friendly HTC services.  

 Community programs targeting adults to raise awareness of HIV risks for young people, 

promote positive parenting and mentoring practices, and effective adult-child 

communication about sexuality and sexual risk reduction.  

 Demand creation to increase awareness, uptake and acceptability of youth-friendly 

clinical services such as VMMC, HIV care and treatment, and TB testing and treatment.  

 Condom promotion, condom skills training – including negotiation skills – and facilitated 

access to condoms whether through direct provision, linkages to social marketing outlets 

or other means (or referrals for condom promotion, provision and related skill 

development) for sexually active youth.  

 Activities which promote gender equitable principles; address harmful norms related to 

sex, sexual orientation, and gender; seek to reduce stigma and discrimination associated 

with HIV, and to prevent gender-based and homophobic violence.  

5 Social and behavior change and health communication programming  

The 2011 PEPFAR Guidance for the Prevention of Sexually Transmitted HIV Infections 

recognizes two desirable sets of outcomes of social and behavior change (SBC) and health 

communication programming. The first is minimized sexual risk or increased protection; the 

second is increased acceptability, demand for, and uptake of proven, high impact biomedical 

interventions.  

Prevention programs need to address both sets of outcomes, as part of a comprehensive approach 

that:  

 Helps individuals and communities understand their risk of HIV;  

 Mobilizes them to adopt behaviors that reduce their risk and to use products and services 

that prevent HIV acquisition and transmission; and 
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 Supports changes in social and gender norms that increase HIV risk through approaches 

that focus collectively on communities to ensure long-term sustainability of HIV 

prevention efforts.  

 

SBC and health communication programs should incorporate the following best practices: 

 Support biomedical interventions relevant to the population and setting. While 

promoting safer sexual behaviors and condoms, programs also need to increase 

acceptability of and create demand for HTC, VMMC, and PMTCT and care and 

treatment programs. Such linked programs should assess their effectiveness in increasing 

uptake of and adherence to biomedical interventions as part of their monitoring and 

evaluation. 

 Base program design and evaluation on theory. Behavioral theories offer explanations 

of how behavior change occurs and describe a variety of factors that may influence 

behavior (Kaufman, Comish, & et al, 2014). Understanding how to address and measure 

these factors, or behavioral determinants, is the key to effective health communication 

and social and behavior change programs. 

 Link activities to clear behavioral objectives. Outcomes of community-based and 

health communication activities should be based on behavioral determinants and should 

provide individuals with the relevant knowledge, motivation, attitudes, and skills needed 

to overcome barriers and adopt safer behaviors and increase uptake/maintenance of 

clinical interventions. 

 Address social and gender norms. SBC programs should address gender and sexuality 

norms and inequities as well as other elements of the social, cultural, and community 

environment that influence individuals’ abilities to engage in safer behaviors and uptake 

of services. PEPFAR-funded programs should include strategies to empower women and 

engage men in choosing safer sexual behaviors for themselves and protecting others. In 

addition to the direct beneficiaries of intervention efforts, influencing audiences should 

also be considered; efforts to engage leaders, peers, family members, local organizations, 

and the media may be essential to facilitate the widespread adoption and maintenance of 

healthy behaviors. 

 Engage faith and traditional leaders. Where possible, PEPFAR teams should 

proactively engage religious and traditional leaders in designing and delivering 

contextually appropriate prevention programs. Faith and community leaders can be 

essential actors in reducing stigma, setting norms and values, and increasing utilization of 

services.  

 Address structural barriers to prevention (Parkhurst, 2013).
3
 Prevention programs 

should not only focus on individual susceptibility and risk but also on societal and 

economic factors that affect individual risk and vulnerability. Structural interventions 

may include: policy work with government and civil society to reduce discrimination; 

actions to improve educational opportunities and to make school environments safer for 

girls; and advocacy to increase property and other legal rights and create economic 

opportunities for women.  

                                                 
3
 For more information, see: http://aidstar-one.com/focus_areas/prevention/resources/structural_prevention_series 

http://aidstar-one.com/focus_areas/prevention/resources/structural_prevention_series
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 Treat behavior change as a process. Proposed activities should extend beyond single 

contacts with intended audiences, to support an ongoing systematic approach that delivers 

results and facilitates and sustains the adoption and maintenance of prevention behaviors. 

Monitoring and evaluation should be an important part of these program activities. 

 Above all, tailor the prevention programs. Activities should be designed around 

available information about the needs of intended audiences, the factors that expose them 

to HIV risk, and the context in which they live. Where such information is not available, 

activities should include a formative assessment that informs program design.  

 

6 Community prevention programs for PLHIV 

In 2013, UNAIDS and the Global Network of People Living with HIV (GNP+) jointly issued a 

framework describing the range of health and prevention needs of people living with HIV 

(PLHIV) (UNAIDS, GNP+, 2013). PEPFAR has broadly adopted this framework, and identified 

PLHIV as a priority population for HIV prevention programming in both clinical and community 

settings. Community programs that serve individuals, couples, and families living with HIV offer 

opportunities for providing condoms (and, for MSM and SW, lubricants), reinforcing prevention 

messages and ensuring strong linkages to care and treatment services. These programs are 

especially important for targeting PLHIV who know their HIV status but are not yet eligible for 

ART as these patients may not be accessing regular care or services in clinic settings. PLHIV 

support groups and prevention programs should be directly implemented by PLHIV, who are 

typically best positioned to address the special needs and issues of fellow PLHIV and their 

partners. Other community-based forums for reinforcing prevention messages and services 

include community and home-based care and support interventions for PLHIV and their families. 

These can also be important avenues for providing HTC services for spouses and children of 

PLHIV, along with community and mobile HTC programs.  

Components of an effective community program consist of the following (details of each 

component can be reviewed in the care section of this document): 

 Assessment/discussion of sexual activity and provision of condoms (and lubricant) and 

risk reduction counseling (if indicated) 

 Assessment/discussion of HIV serostatus disclosure to sex partners and family members 

and support of safe disclosure (if indicated) 

 Assessment/discussion of partner status and (if indicated) provision of partner testing or 

referral for partner testing 

 Assessment/discussion for STIs and (if indicated) provision of or referral for STI 

treatment and partner treatment 

 Assessment/discussion of family planning needs and (if indicated) provision of 

contraception or safer pregnancy counseling or referral for family planning services 

 Assessment/discussion of adherence and (if indicated) support or referral for adherence 

counseling 

 Assessment/discussion of alcohol use and provision of alcohol reduction counseling (if 

indicated) 

 Assessment/discussion of community norms (including stigma), how they may affect 

risky and health-seeking behaviors, and how one manages oneself with regard to them  
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 Assessment/discussion of children’s HIV status and (if indicated) provision of testing or 

referral for testing 

These assessments and counseling sessions can be done individually or in groups. Either way, 

they should be led by a PHDP educator and include linkage to HIV support groups, condom 

demonstrations including condom distribution, and cover the topics of nutrition, family planning, 

partner disclosure and testing, STI and on staying healthy and avoiding onward transmission. 

Direct referrals should be made to clinical settings for any identified concerns during an 

assessment or for further screening that cannot be done in the community setting.  

7 Prevention programming for Key Populations  

Key populations (KP) are persons who are affected by punitive laws, regulations and policies, 

are stigmatized and marginalized, and are disproportionately affected by HIV. This includes men 

who have sex with men (MSM), sexual minority youth, transgender persons, (TG), sex workers 

(SW), and people who inject drugs (PWID). While reached to a certain degree by broad, non-

specific prevention programming, specific complementary approaches targeted for key 

populations is vital for epidemiologic control of HIV. For more information on specific 

interventions for Key Populations and programming options and considerations, please see the 

designated key populations section. 

8 Tracking to the CEEs 

There are several critical prevention-related SIMS CEEs that should be considered in the design, 

implementation, monitoring, and evaluation of the PEPFAR prevention portfolio. The following 

lists several of the relevant prevention CEEs. PEPFAR country teams should also consider 

additional CEEs, including those in site management, OVC, and community care and support 

domains. 

CEE Number Standard 
Domain 2: Care and Support  

2.6 PHDP All HIV-infected clients should receive all of the following HIV 

prevention messages and services as part of routine care: 

1. Risk reduction counseling (e.g. condom use and other safer 

sex practices, alcohol and other drug reduction, HIV 

serostatus disclosure) 

2. Condom provision 

3. Adherence counseling 

4. Partner HIV testing and counseling 

5. STI diagnosis/treatment 

6. Contraception/safer pregnancy counseling and provision 

Domain 10: Gender  

10.2 Gender Norms  

 

Intervention points that provide gender norms interventions should 

have staff trained in these interventions, monitor client 

participation, and ensure that clients receive at least 10 hours of 

intervention.   

Domain 11: Key Populations 

11.1 Monitoring Each intervention point serving a key population (sex workers, 
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Outreach for Key 

Populations  

MSM, transgender persons or people who inject drugs) should 

maintain a record of outreach services provided and know the 

approximate number of that population in the area it serves.  This 

record is safe and secure and protects locations, populations, service 

providers and individuals from being identified through unique 

identifier codes. When individuals are registered in this system they 

provide consent, and when the services they receive are tracked 

these data are aggregated and analyzed to improve services 

including at the point of service. Data are maintained in an 

organized database allowing for easy accessibility and patient 

confidentiality.  Service target analytics are made available to 

outreach service providers, including peers, in formats they can 

understand, to foster service improvements at the level of the 

outreach provider. 

11.2 Peer Outreach 

Management 

Where outreach services to key populations (sex workers, MSM, 

transgender persons or people who inject drugs) are supported, a 

work plan should be in place that includes peer education activities, 

objectives and targets, understood by peers for the outreach service 

provision they deliver.  Members of the key population community 

including but not only peers, should be involved in the development 

of the work plan and documented results shared with them. Targets 

reached should be shared with peer educators on a routine 

(monthly) basis but at minimum each six months. A system should 

be in place to recognize peers outstanding performance. 

Domain 12: OVC 

12.9 Preventing HIV in 

Girls  

The intervention point supports households caring for children 

affected by and vulnerable to HIV to identify girls who are 

vulnerable to HIV and to ensure families and girls receive the 

support and services they need. 

Domain 19: Prevention 

19.1 Condom Access and 

Accessibility at point of 

service  

Each intervention point that provides condoms should have 

condoms and associated materials readily available, along with a 

plan for monitoring condom supply.  Condoms should have at least 

a month of shelf life before expiration, and should be displayed so 

that they are easily available and convenient to patrons/clients.  

Condom stock outs should not have occurred in the past six months. 

The intervention point should have tools available for condom 

promotion and education, and should train its staff in these areas as 

well as on off-site distribution on a regular basis. The intervention 

point should have a plan for monitoring condom supplies. 

19.2 Condom and 

Lubricant Access and 

Accessibility at point of 

service  

Each site that is expected to provide condoms and lubricant should 

have condoms and lubricant and associated materials readily 

available.  Condoms and lubricant should have at least one month 

of shelf life before expiration, and should be displayed so that they 

are easily available and convenient to patrons/clients.  Condom and 

lubricant stock outs should not have occurred in the past six 
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months. The site should have tools available for condom and 

lubricant promotion and education, and should train its staff in these 

areas as well as on off-site distribution on a regular basis. The site 

should have a plan for monitoring condom supplies. (This CEE 

should be scored at sites that serve sex workers, MSM, Transgender 

persons, and/or PWID the following CEE is required.) 

19.3 Service Referral 

and Linkage System  

Prevention programs refer participants to other high-impact HIV 

services (both community and facility) and track those referrals to 

support successful completion. Data on successful completion of 

referrals are reviewed with site staff at least monthly to track and 

improve performance. 

19.4 Faciliation of Small 

Group Sessions for HIV 

Prevention 

All interpersonal HIV prevention group work is facilitated by staff 

who have been trained within the last year, use updated materials, 

and whose performance is regularly assessed by supervisors. The 

intervention point regularly reviews and utilizes its data to improve 

quality of program activities 

Domain 25: Cross-Cutting 

25.1 Health 

Communication  

The health communication effort (inclusive of campaigns, 

platforms and tools) was developed and is implemented using best 

practice and evidence-informed methods and addresses individual 

risks, sexual and health seeking behaviors, and/or socio-cultural 

(e.g., gender) and health-seeking (e.g. demand creation) norms that 

affect HIV transmission 

25.2 Referrals  Institutions and organizations that oversee HIV programs across 

multiple sites (e.g. district health offices or NGOs that coordinate 

large programs in a geographic region) have a process in place to 

assess the effectiveness of referral and linkage systems within their 

catchment areas in accordance with national guidelines and 

policies. The process includes referrals to and from both facility and 

community entities, and examines both the provision and 

completion of referrals. The institution meets with entities from 

within the catchment area on a regular basis to review successes 

and challenges with referral and linkage systems. 
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ADULT CARE AND SUPPORT 

 

1 Introduction 

In November 2014, PEPFAR released the PEPFAR Care and Support Prioritization Framework 

to assist country teams in prioritizing adult care and support interventions.  The Framework 

builds on a recent extensive, in-depth review of the evidence for impact of care and support 

interventions (“Prioritization of PEPFAR Care and Support Interventions:  Evidence summaries 

and resources to assist country teams in prioritizing Adult Care and Support Interventions”) 

conducted by the Adult Care and Support TWG and released to the field in February 2014.  The 

latter document includes evidence summaries for care and support interventions and additional 

resources to help countries determine care and support priorities, including an evidence summary 

table, a discussion of contextual considerations, and a matrix/worksheet.   

The Care and Support Prioritization Framework (November 2014) builds on the evidence review 

process, incorporating the evidence base, potential impact, and country context to help guide 

decisions about priority interventions.  The Framework is meant to guide prioritization of 

activities that fall under the care portfolio, serving as a companion to the previously released 

evidence summaries and associated resources, and should be used together with the evidence 

summaries and relevant in-country data to help countries prioritize care and support 

interventions.      

Figure A below indicates the potential range of PEPFAR-supported care and support services. 

Most of these services are applicable in the pre-ART and ART phases of HIV care. Though 

many of these services can be provided in either facility or community settings, the diagram 

below emphasizes the key role of the community, which can potentially provide critical support 

for many or all of the services below.   

  

Technical Priorities:  

1. Regular clinical and laboratory monitoring, including WHO staging, and if possible 

CD4 count and/or viral load, per country guidelines 

2. Screening for active tuberculosis (TB) or intensified case finding, with referral for 

diagnosis and  treatment as appropriate  

3. Cotrimoxazole (CTX) prophylaxis for those who are eligible, per country guidelines 

4. Evidence-based interventions (both clinical and non-clinical) to optimize retention in 

care and adherence to antiretroviral therapy (ART), which address local gaps and 

barriers.  

 

https://www.pepfarii.net/twg/CT/cs/SitePages/Home.aspx
https://www.pepfarii.net/twg/CT/cs/SitePages/Home.aspx
https://www.pepfarii.net/twg/CT/cs/SitePages/Home.aspx
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Figure A. Schematic diagram of Care and Support Services  

 

2 Technical Area Priorities 

A brief overview of the Care and Support Framework is provided below.  Teams should refer 

to the Framework document for critical details and a more complete discussion of the care 

and support prioritization process.   

The Care and Support Framework groups Care and Support interventions into two categories:  

universal and contextual.   

UNIVERSAL INTERVENTIONS:  This category includes interventions which are expected to 

have the greatest impact on morbidity and mortality, which are supported by a strong evidence 

base, and which are universally applicable - in every country, for every person living with HIV; 

thus they are deemed universal.  This category includes the following interventions: 

1. Regular clinical and laboratory monitoring, including WHO staging, and if possible CD4 

count and/or viral load, per country guidelines; 

2. Screening for active tuberculosis (TB) or intensified case finding, with referral for 

diagnosis and  treatment as appropriate ; 

3. Cotrimoxazole (CTX) prophylaxis for those who are eligible, per country guidelines; 

4. Evidence-based interventions (both clinical and non-clinical) to optimize retention in 

care and adherence to antiretroviral therapy (ART), which address local gaps and 

barriers.  
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Because these interventions are deemed universally applicable and critical to saving lives, they 

meet the criteria for “core” activities, and should be considered core, unless these interventions 

are adequately supported by governments or other donors with high-quality programming and 

evidence of impact.   

CONTEXTUAL INTERVENTIONS:  All other Care and Support interventions (those not 

defined as “universal” above) fall into this category, requiring further consideration based on the 

country context to determine appropriate prioritization.  Country teams should consider the 

evidence for each intervention, prioritizing interventions expected to have the greatest impact on 

morbidity and mortality based on the individual country context.  Information provided in the 

previously released evidence summaries should be helpful in assessing the evidence base for 

each intervention; teams may also want to consider in-country data as appropriate.  In addition to 

weighing the evidence for each intervention, a number of country contextual and programmatic 

factors should be considered, as described in the Framework.   

Weighing the strength of the evidence and the potential impact of each intervention in a given 

country context, and considering the need for PEPFAR support in the context of overall support 

from government and other donors, country teams should determine whether each contextual 

intervention should be categorized as core, near-core or non-core.  (Please see the Framework 

for further key considerations on this issue and a more complete discussion of the care and 

support prioritization process.) 

Determining priorities at the country/regional level:  As described in the Framework 

document, the Framework and evidence summaries are applicable to all PEPFAR programs.   

PEPFAR country and regional programs should consider the Framework, the evidence 

summaries, and associated resources within their country context, and should use these 

documents to help determine care and support priorities and to guide program planning.   

The Framework and evidence summaries provide a relatively comprehensive overview of 

Care and Support technical priorities, the prioritization process, and supporting evidence, 

only limited information is provided here, primarily to address gaps which may not have been 

adequately covered in the evidence summaries and Framework (e.g. critical updates or key 

programmatic considerations).  In this regard, it is important to note that the length of each 

intervention section below does not have any implication regarding the importance of the 

intervention.  Teams should use the Framework and evidence summaries as the primary 

resources to guide planning for Care and Support activities, with the FY15 Technical 

Considerations providing limited supplemental information.  Headquarters support is 

available as needed to help country teams with the prioritization process.        

2.1 Additional Intervention for consideration  

Please refer to the Care and Support Prioritization Framework and evidence summaries as the 

primary resources to guide planning for Care and Support activities.  Some additional 

considerations are provided below for selected interventions.    

2.1.1 Retention in care and adherence to ART 

Though the evidence review examined retention as an outcome, the review did not focus on 

specific interventions designed to optimize retention and/or adherence.  However, given the 
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critical importance of retention and adherence, the Framework categorizes evidence-based 

interventions (clinical and non-clinical, facility- and community-based) that are expected to 

improve retention and adherence in the local context as universal interventions. Interventions to 

address retention and adherence are not specifically defined, as these may vary depending on the 

local context.  In selecting appropriate interventions to address retention and adherence, country 

teams need to understand local gaps and barriers and identify interventions which address these.  

Interventions to improve retention and adherence should be supported by evidence, ideally from 

published literature, or in-country data.   

See also the Retention and Adherence Technical Considerations section. 

2.1.2 Clinical staging and measurement of CD4 count and/or viral load 

Clinical and laboratory (CD4 and/or viral load) monitoring, though not specifically examined in 

the evidence review, are necessary for appropriate follow-up of all patients in all settings and so 

are deemed universal interventions.  Clinical and laboratory monitoring, as defined, are vital to 

determine eligibility for ART and need for other interventions (e.g. screening and prophylaxis 

for opportunistic infections); they are also key to assessing response to ART and potential need 

for alternative regimens. 

See also the Adult Treatment Technical Considerations, Section 2.3 Monitoring Patients for 

Treatment Failure. 

2.1.3 Cotrimoxazole (CTX) prophylaxis  

Because of the universal importance of CTX prophylaxis and its documented impact on 

morbidity and mortality, the Framework categorizes CTX prophylaxis as a universal 

intervention.   

Of particular note, WHO has just released updated guidelines for CTX (WHO, 2014). New 

recommendations include: 1) in areas where malaria or severe bacterial infections are common, 

starting and continuing CTX regardless of CD4 count or WHO stage, and 2) providing CTX to 

all patients with active TB/HIV infection, regardless of CD4 count.  Key elements of the 

guidelines are summarized below.   

Adults and pregnant/breastfeeding women:  

 CTX prophylaxis should be initiated for adults (including pregnant women) with severe or 

advanced HIV clinical disease (WHO stages 3 or 4) and/or with CD4 ≤350 cells/mm
3
. 

o In settings where malaria and/or severe bacterial infections (SBIs) are highly 

prevalent, CTX prophylaxis should be initiated regardless of CD4 cell count or WHO 

stage.   

 CTX prophylaxis may be discontinued in adults (including pregnant women) with HIV 

infection that is clinically stable on ART, with evidence of immune recovery and virologic 

suppression.  

o In settings where malaria and/or SBIs are highly prevalent, CTX prophylaxis should 

be continued regardless of CD4 cell count or WHO clinical stage  
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Children and adolescents:  See the Pediatric Treatment and Care Technical Considerations 

HIV/TB confection: 

 Routine CTX prophylaxis should be administered to all HIV-infected patients with active TB 

disease regardless of CD4 cell counts. 

 

All PEPFAR countries should have guidelines for CTX use in HIV-infected persons.  Countries 

are encouraged to review the updated WHO guidelines and consider implications for their 

country context and approaches to optimize access to and use of CTX.  Of note, in some 

countries CTX is recommended for all HIV-infected persons.    

2.1.4 Screening, treatment and prevention of tuberculosis (TB) 

Because of the universal importance of TB screening and its documented impact on morbidity 

and mortality, the Framework categorizes TB screening as a universal intervention.  Isoniazid 

preventive therapy (IPT) is categorized as a contextual intervention.  Please see further 

information in the Framework and the evidence summaries. 

See also the TB/HIV Technical Considerations. 

2.1.5 Prevention interventions: Positive Health, Dignity and Prevention (PHDP)  

PHDP includes multiple prevention interventions for PLHIV; the evidence review process and 

Framework examined these interventions separately.  Because of the critical importance of 

adherence, the Framework categorized evidence-based interventions that are expected to 

improve adherence (e.g. adherence counseling) as universal interventions.  Other interventions 

included in PHDP were categorized as contextual interventions.   

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support the contextual interventions within PHDP, teams should be aware of the following 

considerations. 

PHDP services should be delivered as part of the routine care offered to HIV-positive persons in 

clinical settings serving PLHIV (e.g. HIV care and treatment sites and TB, PMTCT, and STI 

clinics); services should also be provided in community settings serving PLHIV.  PHDP services 

can be effectively delivered in facility and community settings by health care providers, lay or 

peer counselors, or community and home-based care (CHBC) providers.  

Ideally, the full package of PHDP HIV prevention messages and services should be offered to all 

PLHIV at every clinical encounter as standard of care. Many elements of the package can be 

delivered effectively by expert patients and lower cadres of health care workers, reducing burden 

on clinical staff. However, where resources are limited, programs are encouraged to prioritize 

patients who are at high risk for transmitting HIV. For example, prioritizing pre-ART patients  

for HIV prevention messages and services is key, as these patients are at higher risk for LTFU 

and for transmitting HIV compared to patients with suppressed viral loads (Larson, et al., 2010) 

(Cohen, et al., 2011). Other patients at high risk for transmitting HIV may include patients who 

have difficulties with adherence, those with substance abuse issues, and those in sero-discordant 

partnerships. 
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Key PHDP prevention interventions for PLHIV include: 

2.1.5a  Assessment of sexual activity and provision of condoms (and lubricant) and risk 

reduction counseling  

Safer sex counseling should include messages on partner reduction, mutual monogamy with a 

partner of known HIV status, and consistent condom use at every sexual encounter, along with 

skills development (e.g., condom negotiation, correct condom use) and other behavioral 

interventions that encourage safer sex.   All PLHIV should be coached on the importance of 

correct and consistent condom use and provided with condoms at every health facility encounter.  

Condoms should also be provided in community settings serving PLHIV.  For more information 

on condom programming, please see the Error! Reference source not found. sub-section of the 

“Implementing a Strategic Community HIV Prevention Portfolio” Technical Considerations. 

2.1.5b  Assessment of HIV serostatus disclosure to sex partners and family members and 

support of safe disclosure  

All PLHIV should be supported to disclose their status to partners and family members, and 

should be asked sensitively about disclosure at every visit. In particular, staff should be 

responsive to women who may fear GBV or other consequences following disclosure, and offer 

appropriate support. . For PLHIV who feel able to disclose safely, strategies for safe disclosure 

should be discussed. Provider- or counselor-assisted disclosure is an option for those who are not 

comfortable disclosing on their own; peer support programs may also facilitate safe disclosure. 

See the HIV Testing and Counseling Section of the Technical Considerations for more 

information.   

2.1.5c  Assessment of partner status and provision of partner testing  

Programs should consider that sex partners and children of PLHIV are at high risk for HIV 

infection, yet studies show that many PLHIV do not know their partner (s)’ HIV status (Kaiser, 

et al., 2011). Clinical programs should integrating some form of index-patient testing into routine 

clinic- and community-based services to identify infected partners and family members in need 

of HIV care and identify HIV-negative partners in serodiscordant relationships who may benefit 

from prevention services.  

Providers should regularly ask PLHIV about partner status and offer ongoing opportunities for 

testing to accommodate new sexual partnerships and to offer repeat testing for HIV-negative 

partners in serodiscordant couples. Where possible, couples’ testing should be encouraged to 

facilitate disclosure and enhance health of couples and families as individuals, as a couple, and 

as a family. Annual HIV testing of partners of PLHIV is needed to assess whether HIV 

transmission has been successfully prevented (WHO, 2010). 

2.1.5d  Assessment for STIs and provision of STI treatment and partner treatment 

Routine assessment, treatment, and partner management of STIs is important for addressing the 

care and prevention needs of PLHIV and partners (WHO, 2008). Some STIs may be more 

complicated and difficult to treat in HIV-infected individuals (WHO, 2003). For example, HIV-

infected patients with genital herpes (HSV) may experience more protracted, severe episodes and 

may require antiviral treatment for HSV at higher doses for longer durations (WHO, 2003) 
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PLHIV who are co-infected with an STI should be given risk reduction counseling about the 

importance of condom use, and patient and partner(s) should be offered or referred for STI 

treatment to prevent further transmission of STIs and HIV.  Facility and community staff serving 

PLHIV, including lay and peer educators, should have appropriate  training on the symptoms of 

common STIs and should be able to counsel and educate PLHIV on STI prevention, and refer 

PLHIV with STI symptoms to an appropriate health care provider.  

2.5.5e  Assessment of family planning needs and provision of contraception or safer 

pregnancy counseling or referral for family planning services 

Prevention of unintended pregnancy in HIV-positive women is an important intervention for 

prevention of mother-to-child transmission of HIV (PMTCT). See the Family Planning/ HIV 

Integration Technical Considerations for more information on integrating family planning 

services with HIV care and treatment.  PLHIV who want to conceive should be offered safer 

pregnancy counseling on methods to reduce the risk of HIV transmission to uninfected partners, 

as both women (Moodley, Esterhuizen, Pather, Chetty, & Ngaleka, 2009) and men (Mugo, 

Heffron, Donnell, Wald, & Were, 2011) are at increased risk for acquiring HIV during the 

woman’s pregnancy. To prevent new HIV infections among pregnant women and their partners, 

it is essential that partner/couples testing and risk reduction counseling be offered to all pregnant 

women and their partners, with referral to PMTCT programs for HIV-positive pregnant women.  

2.1.5f  Assessment of adherence and adherence counseling 

Adherence counseling and support should be offered to both HIV-positive individuals and 

serodiscordant couples. In addition to focusing on ART adherence, programs should consider 

interventions that increase adherence to other key medications (e.g., cotrimoxazole). Effective 

interventions include provider-delivered adherence counseling, couple-based counseling, mobile 

phone text messages, treatment supporters, pillbox organizers, reminder devices, and home 

visits. Ongoing adherence support can be successfully delivered in facility, community, or home 

settings.  

2.1.5g  Assessment of alcohol use and provision of alcohol reduction counseling  

Alcohol use, which is frequent in many PLHIV in sub-Saharan Africa, is associated with risky 

sexual behavior (Shuper, Joharchi, Irving, & Rehm, 2009)
 
(Fisher, Bang, & Kapiga, 2007)

 
and 

reduced adherence to ART (Palepu, Horton, Tibbetts, Meli, & Samet, 2004), which leads to 

inadequate viral suppression, accelerated disease progression and poorer health outcomes (Baum, 

et al., 2010) (Ghebremichael, et al., 2009), as well as increased levels of depression 

(Ghebremichael, et al., 2009). Although the rate of alcohol use in many PLHIV in sub-Saharan 

Africa is high, assessment of alcohol use and its impact on the health and behavior of PLHIV as 

part of patients’ care is lacking. Health care providers and counselors should assess alcohol use 

in HIV-positive persons and encourage abstinence from alcohol or reduction in use. Moreover, 

patients with substance (i.e., cocaine, marijuana, and/or injecting drugs) and/or alcohol problems 

should be linked to substance abuse treatment programs where available, but at a minimum 

should be offered risk reduction counseling by a health care provider.  Programs serving PWID 

are encouraged to provide PHDP services to HIV-positive PWID and their sexual partners. 

While these technical considerations focus on preventing sexual transmission of HIV, the PHDP 

Task Force also recognizes the importance of preventing HIV transmission among persons who 

inject drugs through harm reduction interventions. HIV-positive persons who inject drugs and 
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their sexual partner (s) are also an important, yet underserved population in need of sexual risk 

reduction counseling and other HIV prevention messages and services. Programs working with 

these populations should integrate HIV prevention into the routine services offered to HIV-

positive persons who inject drugs. 

2.1.6   Screening and treatment to prevent Cryptococcal Meningitis (CM) 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support screening and treatment to prevent cryptococcal meningitis, teams should be aware of 

the following considerations, in addition to those outlined in the relevant evidence summary.  

Cryptococcal meningitis(CM) is a leading cause of death among persons with HIV/AIDS in sub-

Saharan Africa and Southeast Asia.  Severely immunocompromised HIV-infected individuals 

with a CD4 count <100cells/µL are at greatest risk for developing CM.  Cryptococcal antigen 

screening of severely immunocompromised individuals and preemptive treatment with high dose 

fluconazole has the potential to impact morbidity and mortality associated with cryptococcal 

meningitis in high burden settings.  In 2011, WHO issued a conditional recommendation for 

cryptococcal screening and treatment in persons with advanced HIV infection in settings with 

>3% prevalence of antigenemia 

(http://whqlibdoc.who.int/publications/2011/9789241502979_eng.pdf?ua=1). 

In programs implementing screening with cryptococcal antigen and treatment to prevent 

cryptococcal meningitis (as described in the evidence summary), screening and treatment should 

be performed prior to ART initiation.  Any patient with signs or symptoms suggestive of 

cryptococcal meningitis should undergo a prompt diagnostic evaluation, with prompt initiation of 

antifungal treatment if cryptococcal meningitis is diagnosed.  In patients with active or recent 

cryptococcal meningitis, ART initiation should be deferred until there is evidence of a sustained 

clinical response to antifungal therapy due to the risk of immune reconstitution inflammatory 

syndrome with central nervous system disease, which may be life-threatening (WHO, 2013). 

2.1.6   Viral hepatitis in HIV-infected persons 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support Hepatitis B virus (HBV) surface antigen screening, teams should consult the evidence 

summary addressing viral hepatitis, which reviews Hepatitis B (HBV)/HIV co-infection, 

specifically prevalence and impact of co-infection, impact of ART, and the performance and use 

of the HBV rapid strip assay to screen for HBV.  Other supplemental information on viral 

hepatitis is included below.   

Co-infection involving HIV and HBV and/or HCV is linked with more rapid progression of liver 

disease, including cirrhosis, end-stage liver disease, hepatocellular carcinoma and mortality 

(Thein, Yi, Dore, & Krahn, 2008) (Thio, Seaberg, Skolasky, Phair, & Visscher, 2002).   In HIV-

positive individuals co-infected with HBV and/or HCV, ART may diminish liver disease 

progression by preserving or restoring immune function and reducing HIV-related immune 

activation and inflammation (Macias, Berenguer, Japon, Giron, & Rivero, 2009) (Verma, Goldin, 

& Main, 2008) (Ragni, M, Nalesnik, Schillo, & Dang, 2009) (Peters, Andersen, Lynch, Liu, & 

Alston-Smith, 2006) (Matthews, Avihingsanon, Lewin, Amin, & Rerknimitr, 2008) (Brau, 

Salvatore, Rios, Fernandez-Carbia, & Paronetto, 2006). As countries move towards adopting and 

http://whqlibdoc.who.int/publications/2011/9789241502979_eng.pdf?ua=1
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implementing national guidelines based on the WHO 2013 Consolidated HIV Treatment 

Guidelines
2
, this will expand access to ART for many individuals co-infected with HBV and/or 

HCV, as the Guidelines recommend ART for all HIV-infected adults with CD4 counts <500 

cells/mL. Further, currently recommended ARV regimens contain two HBV-active drugs (TDF 

plus 3TC or FTC), providing treatment for both HIV and Hepatitis B infection. For individuals 

who do not otherwise qualify for ART, the guidelines recommend initiating ART regardless of 

CD4 count for individuals co-infected with HIV and HBV with severe chronic liver disease 

(defined as those with cirrhosis and end-stage liver disease).  

The WHO 2013 Consolidated HIV Treatment Guidelines
 
do not formally address other aspects 

of hepatitis infection, such as prevention, screening for hepatitis B and C, hepatitis B 

vaccination, or specific management of hepatitis B and C infection, although they do suggest a 

broad, comprehensive approach to care of individuals co-infected with HIV and hepatitis B or C 

(WHO, 2013). 

PEPFAR country teams should follow national guidelines for the diagnosis of HBV and HCV in 

HIV Care and Treatment programs, as epidemiologically appropriate. However, initiation of 

ART at CD4 >500 for those co-infected with HBV or HCV should not be supported, unless there 

is evidence of chronic HBV-related liver disease. Patients who meet criteria for ART initiation 

should be treated with at least 2 drugs active against HBV. PEPFAR funds should not be used to 

support treatment of HBV mono-infection. PEPFAR funds should not be used to support 

treatment for HCV, given extremely high costs, limited availability, and complexity of treatment, 

as well as the toxicity of some treatment regimens. 

2.1.7   Malaria prevention 

The benefits of cotrimoxazole prophylaxis (CTX) extend to the prevention of malaria.  CTX may 

reduce the incidence of malaria episodes by as much as 90%, with further reductions conferred 

by ART and insecticide-treated nets (ITNs)  (Mermin J, 2006)Furthermore, discontinuation of 

CTX in persons stable on ART results in an increased of risk of malaria in high-risk areas 

(Campbell JD, 2012)Recent WHO recommendations therefore recommend continuation of CTX 

in HIV-infected persons who are stable on ART in areas with high risk of malaria or severe 

bacterial infections (WHO, 2014).  Evidence related to the expected impact of ITNs on malaria 

prevention in PLHIV is more limited. However, distribution of free ITNs in antenatal clinics, 

which is focused on pregnant women and children, has the potential for better coverage of ITNs 

in other populations, including non-pregnant persons with HIV. In settings where HIV and 

malaria burden is high, PEPFAR and the President’s Malaria Initiative (PMI) have the 

opportunity to work together to leverage available resources (i.e., ITNs) to maximize the impact 

of investments to reduce the impact of both diseases.  

2.1.8 Safe water, sanitation and hygiene (WASH) 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support safe water, sanitation and hygiene (WASH), teams should be aware of the following 

considerations. 
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PEPFAR can support access to safe drinking water, hand-washing and improved sanitation in 

facility-based care settings; PEPFAR can support PLHIV with household water treatment 

methods, safe water storage, and hand-washing.  

Technologies for treating water in the home include chlorination and storage in an appropriate 

vessel, various types of filters, proper boiling, solar disinfection (SODIS) using heat and UV 

radiation and combined chemical coagulation, flocculation, and disinfection. Hand washing at 

critical times, with soap or ash and with proper hand washing technique, is the most important 

hygiene measure to be integrated across all care and support programs. Consistent and correct 

hand-washing can be facilitated by installation of simple, home-crafted hand-washing devices, 

e.g. a tippy tap. Disposing of excreta safely, isolating excreta from flies, and preventing both 

human and animal fecal contamination of water supplies and food are critical to reduce the 

spread of disease.  

PEPFAR can provide support for construction of water/sanitation facilities associated with health 

care facilities, subject to PEPFAR guidance for construction and renovation; such projects 

require specific review and approval (see FY2015 COP Guidance and Appendices, sections on 

Construction and Renovation). 

2.1.9 Nutritional assessment, counseling and support (NACS) 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support nutritional assessment, counseling and support (NACS), teams should be aware of the 

following considerations. 

Weight loss and wasting, commonly caused by anorexia, nausea, difficulty swallowing 

associated with oral/esophageal thrush, and diarrhea, are associated with a significantly elevated 

risk of HIV disease progression and mortality. In addition, micronutrient deficiencies are 

prevalent among PLHIV, linked to poor diet, malabsorption and metabolic defects associated 

with HIV and opportunistic infections.  

Nutritional assessment, counseling and support (NACS) should be integrated into care of HIV-

infected persons in the pre-ART and ART phases of care. Routine nutrition assessment includes 

determination of anthropometric status, nutrition-related clinical symptoms and dietary 

adequacy, which informs clinical management, counseling and what support the patient should 

receive from the clinic and the community.  Dietary and nutrition counseling can be individual or 

in support groups and emphasizes good adherence to all medications and retention in clinical 

care and treatment as absolutely essential to improving nutrition status and health.  Nutrition 

support can include provision of micronutrient supplements, particularly for patients whose diets 

are unlikely to meet vitamin and mineral requirements, as well as therapeutic or supplementary 

feeding support for patients with clinical wasting.  

At the community level, HIV patients should be linked to household food security and resilience 

assessment and referred to economic strengthening and livelihood services and support as 

appropriate, while promoting retention in clinical care and adherence to ART.  Community 

health workers can serve a critical role in screening individuals who are chronically ill and 

experience unexplained weight loss, including use of MUAC (mid-upper-arm circumference) 

tapes as a basis for referral to health facilities for HIV testing and clinical assessment.  
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Recognizing that ART is the most powerful nutrition intervention for AIDS patients, NACS 

programs in facility and community settings also emphasize retention in clinical care and 

adherence to ART.    

2.1.10 Screening and treatment to prevent cervical cancer 

In PEPFAR programs that review the evidence and contextual considerations and opt to support 

cervical cancer screening and treatment, teams should be aware of the following considerations. 

 PEPFAR can support secondary prevention for cervical cancer targeting HIV-positive 

women, specifically screening and treatment for precancerous cervical lesions using visual 

inspection with acetic acid (VIA) and outpatient treatment using cryotherapy or loop 

electrosurgical excision procedure (LEEP).   

 PEPFAR teams should work collaboratively with host country leadership, WHO, and other 

key partners in planning and program implementation. To assure sustainability, country 

leadership must be committed to ongoing support for cervical cancer prevention. Teams 

should be familiar with national cervical cancer prevention policy and assess in-country 

capacity to provide services related to cervical cancer. In addition, country teams need to be 

aware of the technical complexity and quality assurance needs of cervical cancer prevention 

programming.  

 Designated members of the Care and Support TWG with cervical cancer expertise can 

provide technical assistance and should be kept informed about country plans and 

experience. 

PEPFAR-supported cervical cancer prevention programs should be guided by the following 

considerations: 

 PEPFAR can support procurement of supplies and equipment for VIA, cryotherapy and 

loop electrosurgical excision procedure (LEEP, for treatment of more complex lesions) 

 To optimize accessibility for HIV-positive women, services should be provided in HIV 

care and treatment settings if possible 

 Teams should assure systems for referral and follow up are in place if appropriate 

treatment is not available on-site. In general, screening should not be provided for 

pregnant women or in ANC settings because of the need to delay interventions in 

pregnant women 

 PEPFAR does not provide funding for primary prevention (HPV vaccine), cytologic 

screening (Pap smears), HPV testing, or treatment for invasive cervical cancer. 

 

2.1.11 Mental Health 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support mental health interventions, teams should be aware of the following considerations. 

Mental disorders are common co-morbid conditions affecting PLHIV and may affect access to 

and adherence to medication and retention in HIV care and treatment programs (Owe-Larsson, 

Sall, Salamon, & Allgulander, 2009) (Smith Fawzi, Eustache, Oswald, Louis, & Surkan, 2012). 

Mental health and substance abuse services may be needed to reduce behaviors that increase the 

risk of HIV infection or transmission (e.g., alcohol or illegal drug use) and increase vulnerability 
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to sexual exploitation or impair judgment required to engage in safe sexual practices (Collins, 

Holman, Freeman, & Patel, 2006) (Smit, Myer, Middelkoop, Seedat, & Wood, 2006) (Crepaz & 

Marks, 2002) (Baliunas, Rehm, Irving, & Shuper, 2010) (Shuper, Joharchi, Irving, & Rehm, 

2009). Mental health services may also be needed to treat conditions such as depression or 

anxiety that may reduce adherence to HIV treatment, or to address neuro-psychiatric 

complications of HIV disease or medication side effects (Catz, Kelly, Bogart, Benotsch, & 

McAuliffe, 2000) (Ammassari, Trotta, Murri, Castelli, & Narciso, 2002) (Heaton, Franklin, Ellis, 

McCutchan, & Letendre, 2011)  (Norton, 2000). Routine screening and management of mental 

health disorders (depression and psychosocial stress) should be provided for people living with 

HIV in order to optimize health outcomes and improve their adherence to ART. Management 

can range from co-counselling for HIV and depression to appropriate medical therapies. 

(http://www.who.int/hiv/pub/guidelines/keypopulations/en/). 

PEPFAR teams are encouraged to identify potential opportunities to support and strengthen 

mental health services. Affected family members may need psychological services to cope with 

the HIV disease or death of a spouse, child or parent. Integrating mental health treatment and 

preventive services must be considerate of the existing health infrastructure and cultural context. 

These services can be captured under the scope of clinical, psychological or social services based 

on the specific aims of the intervention―such as psychiatric care given under the direct care of a 

clinician, drug rehabilitation services provided by a trained social worker, or peer support group 

or family counseling provided by trained community care providers. This will require a 

collaborative approach with mental health and primary health care providers, identifying 

standard operating procedures for seamless integration of mental health care components at 

varying health system levels. Lay community-based care givers can be trained with the basic 

skills for screening and identifying early signs of mental health issues among PLHIV and then 

can refer for appropriate services.  

2.1.12 Pain management
4
 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support pain management interventions, teams should be aware of the following considerations. 

While the need for pain management has diminished with the wide-scale implementation of 

ART, patients still frequently present with advanced HIV infection and painful opportunistic 

infections (e.g., candida esophagitis, cryptococcal meningitis). Special attention should be given 

as to how pain assessment and management is being advanced within care and support programs. 

Concrete steps can begin with policy activities that assist governments with the development and 

integration of policies for access and use of analgesics into national HIV plans and guidance. In 

addition, clinical care providers should assess for the presence of pain and other symptoms as 

part of routine HIV care and treatment. PEPFAR teams can work with governments and other 

partners to develop or revise standard training for health care providers in pain assessment and 

management in pre-professional and professional training.  

 

 

                                                 
4
 The term “palliative care,” in the PEPFAR context, refers to pain and symptom management and end-of-life care. 
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2.1.13 End-of-life care 

In PEPFAR programs that review the evidence and contextual considerations and choose to 

support end of life care, teams should be aware of the following considerations. 

The need for end-of-life care has also diminished with the wide-scale implementation of ART, 

but there will always be patients in need of these services. End-of-life services (e.g., hospice 

care) should always be available to provide this assistance. However, such interventions are of 

limited public health benefit, and PEPFAR should work with governments and other donors to 

encourage country ownership and transition support for these services.  

2.2  Community-based services 

An increasing number of ART and pre-ART clients will need community based services to 

address their physical, psychosocial, and prevention needs. In order to meet the HIV care and 

support needs of all PLHIV, PEPFAR teams should consider the establishment of community-

level service delivery models to assist with linkage to and retention in HIV care. Community 

care models may also be helpful in providing other care services such as nutritional assessment 

and counseling, HIV peer support and psychosocial counseling to promote healthy living, PHDP 

services to reduce the spread of HIV and stigma associated with testing, and social services, 

including linkages to social services (income-generating activities and sustainable livelihood 

programs) as appropriate, and referrals for other services (e.g. family planning).  

PEPFAR teams are strongly encouraged to examine the benefits of community-level service 

delivery models for expanding outreach services and increasing the numbers of HIV infected 

persons receiving care services, improving retention, and empowering communities to provide 

services to their peers. To achieve these goals, programs are encouraged to strengthen the “Hub-

and-Spoke” model where appropriate to ensure that community-based programs are affiliated 

with facilities that provide supportive supervision of community service delivery. This will 

require the establishment of simple M&E tools that allow documentation and formalization of 

the bi-directional referrals between facility and community based programs. Programs should 

formulate a reconfigured list of priority care and support services that could be considered 

standard/required for ART and pre-ART patients enrolled in care. Of note, given the overall 

significantly improved health status of PLHIV in most settings, programs should no longer 

support broad provision of basic home-based care kits for PLHIV. 

Provision of some services in the community by community health workers or community-based 

organizations offers many advantages, especially given human resource shortages, inadequate 

infrastructure, and challenges related to distance and lack of transportation, particularly in rural 

areas. Facility-based programs also need to acknowledge and formally coordinate with 

community based services in order to assure the continuum of response to comprehensively 

address patient needs. In all cases, programs should take into account features of the health 

system that will affect the scalability and sustainability of optimization of existing service 

delivery models (e.g., degree of functional decentralization or institutionalization of community-

based cadres in the national health system) and engage Health Systems Strengthening/Human 

Resources for Health Advisors in program planning. 
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3 Tracking to the CEEs 

The following quality measures are addressed in SIMS as part of the facility and community 

modules. 

CEE Number Standard 
Domain 2: Care and Support  

2.1 Cotrimoxazole  

 

All patients should have documented prescription of cotrimoxazole 

(CTX), according to national guidelines. 

2.2 Patient Tracking 

(Pre-ART Patients)  

Each care/treatment site should have a standard procedure for 

identifying and tracking pre-ART patients who have defaulted on 

their appointments.  Pre-ART patients are defined as patients in 

care but not yet on ART – either those not yet eligible, or those who 

are eligible but have not yet started ART.  The system should be 

fully implemented and contain the following core elements: defined 

staff roles/responsibilities, procedures for patient identification and 

tracking, and standardized documentation. 

2.3 ART Eligibility  All patients not on ART should have determination of ART 

eligibility with WHO staging or CD4 count at each clinical 

assessment, and each site should implement a standard protocol for 

referral of eligible patients for ART initiation. 

2.4 Facility Linkage to 

Community Care and 

Support Services  

All health facilities treating PLHIV should be able to demonstrate 

successful referrals of pre-ART and ART patients to community 

services. 

2.5 Supply Chain 

Reliability (Adult 

Cotrimoxazole)  

Each site should have a reliable supply of adult cotrimoxazole 

(CTX). 

2.6 PHDP All HIV-infected clients should receive all of the following HIV 

prevention messages and services as part of routine care: 

7. Risk reduction counseling (e.g. condom use and other 

safer sex practices, alcohol and other drug reduction, 

HIV serostatus disclosure) 

8. Condom provision 

9. Adherence counseling 

10. Partner HIV testing and counseling 

11. STI diagnosis/treatment 

12. Contraception/safer pregnancy counseling and provision 

2.7 Community-Based 

Care and Support 

Services  

Each community intervention point that provides care and support 

services should have a standard protocol for providing and 

documenting all the following core elements: 

1) Support for retention for pre-ART and ART patients; 

2) Adherence support; and 

3) Formal assessment and documentation of clinical and 

psychosocial needs, with linkage/referral to other 

services as appropriate 

Domain 6: Food &Nutrition 

6.1 Adult Care and Each ART site should perform routine monitoring of nutrition 
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Treatment- Nutrition status through regular anthropometric assessments (BMI or 

MUAC) per national guidelines, patient nutrition status should be 

categorized and results should be documented in the medical 

record.  Nutrition counseling and referrals should also be provided 

based on assessment results. 

6.3 Nutrition 

Assessment- Community  

Each HIV care intervention point should perform routine 

monitoring of adults’ nutrition status through regular 

anthropometric assessments (BMI or MUAC) per national 

guidelines. Patient nutrition status should be categorized and results 

should be documented in the medical record.  Nutrition counseling 

and referrals should also be provided based on assessment results. 
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TB/HIV 

 

 
 

1 Supporting Information for Technical Priorities 

1.1  Ensure HIV testing for patients with presumptive TB or TB disease and immediate access 

to ART for HIV-positive TB patients  

Addressing TB/HIV is an essential aspect of effective control of the HIV epidemic.  In 2013, 

there were 360,000 deaths from HIV-associated TB, equivalent to 25% of all TB deaths during 

that year and 25% of the estimated 1.5 million deaths from HIV/AIDS . Ending HIV-associated 

TB among PLHIV is possible through high impact interventions such as intensified scale-up of 

TB prevention, screening, diagnosis, and treatment interventions and earlier initiation of ART 

among TB patients.     

 

In most countries, HIV prevalence among individuals diagnosed with TB disease (as well as 

those who present with symptoms of TB) is much higher than that of the general population. In 

2013, 1.1 million (13%) of the 9 million people who developed TB worldwide were HIV-

positive; 78% of these HIV-positive TB cases were in the African Region (WHO, 2014). 

According to the 2014 WHO Global TB Report, the percentage of persons diagnosed with TB 

with a documented HIV test result in the African Region increased from 59% in 2010 to 76% in 

Technical Priorities:  
Across the cascade of TB/HIV services, the FY15 COP should reflect these priorities: 

1. Ensure all patients with presumptive TB or TB disease receive HIV testing and 

provide immediate access to antiretroviral therapy (ART) for patients with TB that are 

infected with HIV, with the goal of providing universal (100%) ART coverage among 

HIV-infected TB patients.  

2. Support integration of TB/HIV care and treatment to ensure linkage and retention. 

3. Implement, track, and report on TB screening among people living with HIV 

(PLHIV), ensure diagnostic follow-up for PLHIV with presumptive TB and TB 

treatment for PLHIV with TB disease, and provide isoniazid preventive therapy (IPT) 

for PLHIV who do not have active TB disease.   

4. Support TB infection control (TB IC) measures to prevent transmission of TB in 

healthcare and community settings. 

5. Expand interventions, including Xpert MTB/RIF assay, to improve early diagnosis 

and treatment of TB among PLHIV.  

6. Strengthen TB/HIV program monitoring and evaluation (M&E). 

7. Ensure that children, pregnant women, and other vulnerable populations (people in 

prisons, miners, people that use illicit drugs or abuse alcohol) are included in all 

TB/HIV program activities and that the design and implementation of these activities 

leverages and coordinates with initiatives targeting these vulnerable populations, 

including the Accelerating Children’s HIV/AIDS treatment (ACT) initiative and 

PMTCT programs. 
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2013. Among persons diagnosed with TB, 41% of those tested were HIV-positive, ranging from 

7% in Mali to 79% in Lesotho and Swaziland. Worldwide, 48% of persons diagnosed with TB 

notified in 2013 had a documented HIV test result, up from 34% in 2010 (WHO, 2014). Among 

persons with TB known to be HIV-positive worldwide, 85% were provided with cotrimoxazole 

prevention therapy (CPT) and 70% were on ART, an increase from 60% in 2012 (WHO, 2014). 

This is encouraging but the 364,000 HIV positive TB patients receiving ART in 2013 represents 

only a third of the estimated number of PLHIV who developed TB in that year. 

PEPFAR teams should support the development of national policies, training, infrastructure, 

procurement of HIV rapid test kits, development of referral/tracking systems for PLHIV 

diagnosed with TB, and provision of ART in TB clinics. Specifically, programs should support 

the adoption of the revised WHO 2013 ARV Consolidated guidelines to ensure that all TB 

patients that are infected with HIV receive ART as soon as possible regardless of CD4 count 

(WHO, 2013). Specific activities may include: 

 

 Training providers at TB clinics to perform HIV testing and counseling for all individuals 

with presumptive TB or diagnosed with TB (including children) and their partners; 

 Ensuring that minimum standards are met for all HTC as outlined in the 2013 WHO 

consolidated guidelines including retesting of all persons newly diagnosed as HIV positive, 

with a second specimen at the time of ART initiation (WHO, 2013) (WHO, 2014). 

 Reducing the ART gap among HIV positive TB patients by ensuring enrollment into HIV 

care and initiation of cotrimoxazole and ART for all HIV-infected persons with TB 

regardless of CD4 count (WHO, 2013). Several trials have demonstrated that early initiation 

of ART during TB treatment reduces mortality by up to 56%, with an additional mortality 

benefit when ART is started within the first eight weeks of TB treatment (Salim, Karim, 

Naidoo, Grobler, & Padayatchi, 2010) (Havlir, Kendall, Ive, Kumwenda, & Swindells, 

2011). TB treatment should be started first, followed by ART as soon possible within the first 

eight weeks of treatment. Among patients with severe immunodeficiency (CD4 <50 

cells/mm
3
), ART should be started immediately within the first two weeks of initiating TB 

treatment, with possible exceptions for patients with TB meningitis (WHO, 2012).  

 

The graph below demonstrates the proportion of HIV-positive TB patients receiving ART in 

19 PEPFAR-supported countries in 2013.  
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Figure-  Percentage of reported HIV positive TB patients on antiretroviral therapy compared 

with estimated new HIV positive TB cases in 19 PEPFAR supported countries, sub-Saharan 

Africa, 2013 

 

(WHO, 2014) 

 PEPFAR programs should assess the current level of ART uptake among PLHIV with TB 

disease (at national and sub-national units), and set ambitious but achievable targets for 

coverage of HIV-infected persons with TB disease receiving ART (100% according to WHO 

ART guidelines). 

 Assess the barriers to initiation of ART among HIV-infected persons with TB and develop 

models or scale-up existing models of service delivery. This would range from supporting 

“one-stop” models that provide ART in TB clinics to strengthening of referral and linkages 

with improved M&E systems; 

 Develop and pilot Positive Health, Dignity and Prevention (PHDP) prevention interventions 

for PLHIV in TB clinical settings with a special emphasis on HIV testing for partners and 

family members of persons with TB.  

 

1.2  Support integration of TB/HIV care and treatment to ensure linkage and retention 

Prior guidance from PEFPAR and the WHO has emphasized the need for collaboration between 

TB and HIV programs, generally through strengthening referral and follow-up between the two 

systems. However, significant issues with linkage and retention of patients with both TB and 

HIV in both systems continue to impede efforts to ensure that all patients with TB and HIV are 
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diagnosed and treated for both diseases in a timely manner. Thus, moving beyond collaborative 

efforts at community and facility-level to integrated care is necessary (WHO, 2013).
 
 

 

In our current resource-constrained environment, there is an increasing need to define priorities 

and align resource allocation decisions to ensure that PEPFAR more strategically, sustainably, 

and efficiently meets its goals; allocation decisions must be driven by potential for greatest 

impact. The scale-up of collaborative TB/HIV activities saved a cumulative total of 7 million 

lives between 2000 and the end of 2013 (WHO, 2014).
 
Thus bringing TB/HIV activities to scale, 

with an emphasis on early initiation of ART and providing basic care packages including 

cotrimoxazole. Investment in TB/HIV should therefore be maintained throughout PEPFAR 

programs. COP budgets that decrease support for TB/HIV will be scrutinized and require further 

consultations.  

TB clinics remain one of the highest yield sites for HIV case-finding, and plans for scale-up and 

decentralization of ART services should consider existing networks of TB clinics as potential 

ART sites. Likewise, HIV treatment clinics are high yield sites for TB case-finding, as well as 

active sites for TB transmission when TB screening and infection control are not adequately 

addressed. HIV treatment clinics should be prioritized for access to Xpert to improve the 

diagnosis of TB in HIV-infected patients, and treatment of drug-susceptible TB should be 

implemented in HIV treatment clinics wherever feasible. The development of “one-stop-shop” 

sites, which can diagnose and treat both TB and HIV are highly encouraged. 

 

PEPFAR programs should also seek opportunities to integrate TB screening, diagnosis and 

treatment for PLHIV in settings outside of general ART clinics, including through PMTCT/ANC 

clinics, and through pediatric activities, especially those funded by the ACT initiative. The 

decentralization of ART to ANC clinics through Option B+ offers many more opportunities for 

screening pregnant women and their children regularly for TB, and for improving access to IPT 

for those not suspected of having active TB. As the ACT initiative seeks to double the number of 

children living with HIV (CLHIV) receiving ART, HIV testing of children with presumptive TB 

or TB disease, and regular TB screening of CLHIV will be important to achieving both the goals 

of this initiative as well as ensuring quality care for CLHIV.  

1.3  Implement, track, and report on TB screening among PLHIV, ensure diagnostic follow-

up for PLHIV with presumptive TB and TB treatment for PLHIV with TB disease, and 

provide isoniazid preventive therapy (IPT) for PLHIV who do not have active TB disease.  

TB remains the most common infectious cause of death among PLHIV in sub-Saharan Africa. 

Studies of individuals on antiretroviral therapy (ART) in sub-Saharan Africa document high rates 

of TB not only among those initiating ART, but also among those already on ART, particularly 

in the first six months of therapy. As a result, if it is not adequately addressed, TB has the 

potential to undermine the great strides that PEPAR has made in rapidly expanding HIV care and 

treatment. Prevention and treatment of HIV-associated TB is even more critical as PEPFAR 

strives to achieve its new goals, Thus TB screening, appropriate diagnostic evaluation among 

PLHIV with presumptive TB and treatment for TB is important throughout the continuum of 

care, and is particularly critical for PLHIV at ART initiation and during the early phase of ART. 

Moreover, improved TB diagnosis among PLHIV would identify PLHIV with TB disease 

eligible for ART who otherwise would not be eligible for ART based on their CD4 count.  



 

 

96 

 

HIV programs have an important role in furthering TB screening and case detection. Individuals 

with HIV often present with undiagnosed TB, and it is imperative that clinicians routinely screen 

for TB at each clinical encounter (using the simplified, WHO-endorsed four symptom screening 

tool) and act rapidly to diagnose and treat the disease in those with both classic and non-specific 

symptoms, and provide IPT to those who screen negative for these symptoms. Use of TB 

suspect registers in HIV care and treatment settings can help to ensure diagnostic 

evaluation of all identified persons with presumptive TB and to initiate TB treatment 

among those diagnosed with TB. Additionally, HIV testing and counseling (HTC) settings 

represent the first opportunity for such integration, and symptom screening with referral should 

be considered a minimum standard of care, particularly for persons testing HIV-positive and 

their spouses/partners. 

 

The WHO Policy on Collaborative TB/HIV Activities outlines essential interventions to reduce 

the burden of HIV among people with TB and reduce the burden of TB among PLHIV
 
(Salim, 

Karim, Naidoo, Grobler, & Padayatchi, 2010). PEPFAR programs have supported efforts to 

implement these interventions with Ministries of Health (MOHs) and partners. Activities have 

included the development of national policies, guidelines and operational tools, provision of 

technical assistance to MOHs and partners, and basic program evaluations.  

In 2010 the WHO published guidelines for intensified tuberculosis case-finding (ICF) and 

isoniazid preventive therapy (IPT) for PLHIV in resource-constrained settings (WHO, 2011). 

These guidelines recommend the use of a simplified, evidence-based screening algorithm that 

relies on clinical symptoms (current cough, fever, weight loss, and/or night sweats) to identify 

those eligible for either IPT or further diagnostic work-up for TB and other conditions. Priority 

activities should include the following: 

 Support the development of national guidelines, facility policies, screening tools/algorithms, 

and recording systems necessary to screen individuals with HIV for TB, and document 

results; 

 Ensure that all PLHIV are screened for TB, including pregnant and breastfeeding women and 

their children; 

 Ensure that all PLHIV for whom TB cannot be excluded in the screening step undergo 

diagnostic evaluation for TB using the DOTS-based national TB control strategy and the 

International Standards for TB Care (ISTC) (Tuberculosis Coalition for Technical 

Assistance, 2006) (TB CARE 1, 2014);  

 Promote use of presumptive TB register, line lists or other mechanisms to document PLHIV 

with presumptive TB and to track them to ensure TB diagnostic evaluation.  

 Develop systems to ensure that individuals receive timely and accurate TB diagnoses when 

diagnostic services for TB (i.e., Xpert® MTB/RIF, smear microscopy, TB culture, chest 

radiography) are not available on-site at HIV care facilities. This may include developing 

integrated transport systems to send specimens to higher-level laboratories, improving result 

reporting systems, and supporting transport of individuals to health facilities where chest 

radiography is available. These systems should be made available to clients at no additional 

cost and include TB infection control measures.  
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 Support roll-out of Xpert® MTB/RIF to improve identification of TB and multi-drug 

resistant (MDR) TB disease, including near-point-of-care placement where appropriate and 

integration of Xpert® MTB/RIF into existing reporting systems and algorithms.  

 Consider diagnostic “fast tracking” of PLHIV with TB symptoms to promote timely 

treatment initiation and reduce the risk of nosocomial transmission to susceptible individuals 

(both those receiving care and their providers). This should also include a “retrieval” or back-

referral system to help ensure that individuals with TB continue to access HIV care; 

 Strengthen the HIV patient monitoring system to monitor and document TB screening, TB 

status, and TB treatment of PLHIV.  

 Expand ICF activities to include high-risk contacts of PLHIV with TB, including children 

and mothers in high TB prevalence areas; and 

 Support expansion of TB screening and case finding while addressing prevention of mother-

to-child HIV transmission (PMTCT) in antenatal clinics, HTC, and ART clinical settings. 

 

IPT for TB can safely be given to PLHIV without active TB disease, reducing the risk of 

developing TB by 33% to 62% for up to 48 months (Akolo, Adetifa, Shepperd, & et al, 2010).
 

IPT has proven efficacy in PLHIV with documented latent TB infection or exposure to an 

individual with active TB. In situations where testing for latent TB infection is not feasible, IPT 

is recommended for all PLHIV residing in areas that have a latent TB infection prevalence of 

>30%
 
(WHO, 2011).

 
 The guidelines strongly recommend at least six months of IPT for children 

and adults infected with HIV, including pregnant women, PLHIV not yet on ART, PLHIV 

receiving ART, and those who have successfully completed TB treatment. The revised 

guidelines also emphasize that IPT is a core component of HIV prevention and care, and should 

be the primary responsibility of HIV/AIDS programs and HIV service providers. More recently, 

additional evidence has shown that the combined use of IPT and ART in PLHIV significantly 

reduces the incidence of TB, and the use of IPT in patients who have successfully completed a 

course of TB therapy has been shown to markedly reduce the risk of subsequent TB. To improve 

uptake of this intervention: 

 USG teams should work with Ministries of Health to identify HIV sites that are successfully 

providing ART and implementing ICF among PLHIV accessing care and treatment services. 

In these sites, IPT can be implemented and expanded as part of the phased national roll-out 

of ICF and IPT; and 

 Components of the roll-out should include development of policies and operational guidance 

for IPT that address issues such as supply chain management, training and supervision, 

patient monitoring and follow-up, and monitoring and evaluation. 

 

1.4 Support TB infection control measures to prevent transmission of TB in healthcare and 

community settings 

Nosocomial (hospital) transmission of multi-drug resistant (MDR) and extensively drug resistant 

(XDR) TB among PLHIV, resulting in extremely high case-fatality rates, has been documented 

in sub-Saharan Africa. This finding, as well as the significant overall impact of TB on morbidity 

and mortality among PLHIV and the increasing prevalence of DR TB in many PEPFAR-

supported countries, clearly demonstrates the critical importance of expanding TB infection 

control (IC) activities in health care facilities and other congregate settings, including HIV care 

and treatment sites. Despite existing policies and activities listed to implement TBIC in the past 
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COPs, progress is very limited in actual implementation (WHO, 2009). Countries need to focus 

on specific activities for scale-up of TBIC including specific budget allocation for TB IC. 

 Support the development of policies and plans (including training tools for health care 

workers) to implement and monitor IC measures in adult and maternal and child health 

facilities. USG should consider funding a TB IC coordinator (s) at the national and/or lower 

levels to assist countries with implementing and monitoring TB IC activities and identifying 

areas that need more support;  

 Ensure implementation of TB infection control interventions at all PEPFAR supported 

facilities and monitor the same using standard checklists and through the Site Improvement 

through Monitoring System (SIMS).  

 Coordinate TB IC activities with other ongoing IC and occupational health 

programs/activities in clinical settings (e.g., blood safety, injection safety practices, and 

respiratory IC); and 

 Include TB IC in plans to renovate health facilities to maximize TB IC.  

 Develop plans for scaling-up IC activities in clinical settings. Countries may organize 

courses for training-of-trainers and for clinic level health care workers to rapidly increase TB 

IC knowledge and practices in TB and HIV clinical settings. Documentation of trainings and 

follow-up evaluations should be done to ensure adoption of best practices. 

 

1.5  Expand interventions to improve early diagnosis and treatment of TB among PLHIV and 

support scale-up of Xpert MTB/RIF assay.  

Efforts to improve early diagnosis and treatment of TB among PLHIV include supporting TB 

diagnostic capacity as part of overall lab strengthening, as well as scale-up of Xpert® MTB/RIF 

assay.  

 Ensure that TB laboratory and diagnostic services are appropriately addressed in the context 

of the National Laboratory Strategic Plan; 

 Support scale-up of Xpert® MTB/RIF according to the WHO recommendations and national 

guidelines (WHO, 2013). For further information on the phased implementation and 

evaluation of Xpert® MTB/RIF, refer to the principal considerations for USG-funded 

activities here: http://www.pepfar.gov/documents/organization/197191.pdf and here: 

http://www.pepfar.gov/documents/organization/197192.pdf; 

 Strengthen national reference (regional) laboratories to provide quality assured mycobacterial 

culture, and TB drug susceptibility testing (DST), as appropriate; 

 Strengthen TB diagnostic capabilities by fortifying existing sputum smear microscopy 

laboratory networks and upgrading them to introduce light emitting diode (LED) fluorescent 

microscopy in a phased manner (including logistics, infrastructure, quality assurance 

programs, personnel, and training); 

 Support development, implementation, and strengthening of external quality assessment 

(EQA) for TB diagnostic methods throughout the laboratory network; 

 Support development and implementation of new diagnostic algorithms and associated 

systems to incorporate newer diagnostic methods for TB and MDR-TB (including TB/HIV 

co-infection, extra pulmonary, and pediatric TB); 

http://www.pepfar.gov/documents/organization/197191.pdf
http://www.pepfar.gov/documents/organization/197192.pdf
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 Focus on improving quality as well as access to TB laboratory services for PLHIV 

through a spectrum of activities including integrating rapid TB diagnostic testing into 

laboratories co-located with ART clinics; and supporting national integrated 

specimen transport, result reporting, and laboratory information management 

systems; ensure efforts to scale-up XPert are leverage and accompany overall health 

systems strengthening endeavors to assure that fast test results can lead to timely 

patient recall and expedited treatment initiation (Theron, et al., 2014) (Churchyard & 

et al, 2014). 

 

 Surveillance and management of multi-drug resistant TB (MDR TB); and 

 

1.6  Strengthen TB/HIV program monitoring and evaluation (M&E) 

TB/HIV collaborative activities are prototypic of the key concepts of coordination, collaboration, 

integration and systems strengthening. In addition, PEPFAR is increasingly focusing on using an 

implementation science framework to improve program delivery and provide information on the 

efficiency, effectiveness, and impact of PEPFAR activities. As a result, there is greater emphasis 

on monitoring and evaluation of TB/HIV programs to ensure delivery of quality services and 

demonstrate impact, and increased interest in implementation research to identify program 

adjustments to improve outcomes. 

PEPFAR TB/HIV and Strategic Information (SI) staff should continue to collaborate to ensure 

that key TB/HIV SI needs are addressed and integrated within the larger SI framework and 

reflect updated PEPFAR Monitoring, Evaluation and Reporting (MER) operational guidance.  

The following are priority activities for TB/HIV M&E: 

1.6.1 M&E tools and systems’ capacity to monitor programs, linkage and retention. 

 Support National TB Programs (NTPs) to ensure that key HIV variables including HIV 

testing and counseling, HIV sero-status, and provision of ART and CPT are incorporated 

into national TB surveillance systems
 
(WHO, 2013). Support the development and 

implementation of electronic TB/HIV recording and reporting systems where feasible; 

 Support HIV programs to include TB variables in HIV monitoring systems to better 

document TB screening, diagnosis, TB treatment, and IPT among PLHIV (WHO, 2010). 

This includes strengthening documentation for TB screening at all HIV testing and 

counseling service delivery points; 

 Support implementation of the revised TB/HIV indictors and reporting formats defined in 

the recent MER process both across the cascade among registered TB cases (typically 

originating in TB services) and the cascade among PLHIV making an HIV clinical visit 

(typically originating in an HIV care or treatment facility); and 

 Support capacity to monitor the implementation and performance of near point of care 

TB diagnostics (such as Xpert® MTB/RIF). 
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1.6.2 Support planning and data use. 

 Support national review meetings and processes to ensure that TB/HIV data are 

comparable, consistent, comprehensive, accurate, and based on one national TB/HIV 

monitoring and evaluation system; 

 Work at national and sub-national levels to support the use of data for planning, resource 

allocation, and program improvement in both TB and HIV programs; and 

 Ensure that every partner planning to implement a TB/HIV related activity has a plan for 

monitoring and evaluating that activity. 

 

1.6.3 Routine monitoring of program outputs, linkage and quality: PEPFAR-funded 

programs should continue to use indicators to describe program performance and 

identify gaps in services. In addition, the delivery of TB/HIV clinical services is 

frequently inseparable from successful program linkages, and the monitoring of 

TB/HIV service outputs is substantially the monitoring of program linkages. The 

monitoring of these linkages is therefore crucial for tracking progress toward the 

TB/HIV objectives described in the PEPFAR Blueprint. See the MER Operational 

Guidance for a listing of TB indicators.  

 

1.6.4 Target setting: Work with partners to ensure rationalized target setting processes for 

TB/HIV indicators, taking into account: international guidance, local capacity, history 

of program performance, evolving programs, and national norms of care.  

 

 

1.6.5 Data Quality: To ensure that the routine monitoring data collected and reported are 

accurate, data quality assurance systems should be in place and data quality 

assessments should be conducted on a routine basis. \ 

 

1.6.6. Evaluation: Evaluations that measure outcomes, effectiveness, and impact of TB/HIV 

interventions are crucial in describing program goals and performance. Further, many 

key quality and outcome measures are difficult to capture through routine monitoring 

of national indicators. For this reason, the following periodic special studies or 

evaluations are recommended:  

 Evaluation of the revised TB recording and reporting system to assess and improve the 

quality of data collected on HIV variables (HIV testing, provision of CPT/ART, etc.). 

Conduct operational and implementation research to better understand challenges to 

accessing HIV care and treatment among persons with TB who are diagnosed with HIV in 

TB clinics; 

 Evaluation of TB/HIV service cascade among registered TB cases, including what services 

are delivered, the quality and timeliness of services and linkages, and patient outcomes;  

 Evaluation of TB/HIV service cascade among PLHIV making an HIV clinical visit, 

including what services are delivered, the quality and timeliness of services and linkages, 

and patient outcomes; and  

 Evaluation of TB infection control measures in HIV service facilities. Key quality TB 

infection control elements to be monitored include the implementation of administrative, 
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environmental, and personal-protection infection control activities in accordance with 

international standards.  

 

1.7 Ensure that children, pregnant women, and other vulnerable populations (e.g., people in 

prisons, miners, people who abuse alcohol) are included in all TB/HIV program 

components 

As is the case with HIV, certain populations are more susceptible to contracting TB disease, and 

less likely to receive timely diagnosis and treatment. TB/HIV programs must strive to include 

and be accessible to all children (especially those living in households with infectious adults), 

and pregnant women. TB/HIV program should also include prisoners, miners, people who abuse 

alcohol or drugs or who have other psychological or psychosocial limitations compromising their 

ability to care for their own health,  

 

PEPFAR–funded TB/HIV programs should consider the following approaches to ensure the 

inclusion of children, pregnant women, and other vulnerable populations: 

 

 Improve coordination with existing maternal and child health programs/activities to 

improve contact tracing, TB screening and HIV testing, and measure progress and 

impact; 

 Integrate TB screening, diagnosis and treatment for PLHIV in settings outside of general 

ART clinics, including through PMTCT/ANC clinics
 
 (particularly Option B+ sites), and 

through pediatric-specific activities, especially those funded by the ACT initiative 

(PEPFAR, 2012); 

 Increase access to/ensure procurement of quality-assured child-friendly formulations of 

anti-TB drugs to improve adherence for children diagnosed with TB; 

 Within the context of prevention for PLHIV in TB clinical settings- priority interventions 

for partners and family members include on-site provision of HIV testing and disclosure 

counseling, sexual risk reduction counseling (including provision of condoms), and 

adherence counseling and support, should they require treatment. Other prevention 

related interventions (e.g., substance abuse counseling; STI diagnosis and treatment; 

family planning and safer pregnancy counseling). 

 TB and HIV screening, diagnosis and treatment should be integrated into health services 

offered in prisons, and systems established to ensure that patients discharged from prison 

are supported in the completion/continuation of TB and/or HIV treatment if initiated 

(USAID, 2009). Similar health programs and follow-up should also be established for 

miners, especially those working outside their home area or country of origin. 

 Programs which support persons who abuse alcohol or drugs should ensure that clients 

have adequate access to regular HIV and TB screening, diagnosis and treatment and that 

support systems established to help them address their addiction may also support the 

patient to complete/continue TB and/or HIV treatment if initiated (WHO, 2008). 
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2 Tracking to CEEs  

CEE Number Standard 

Domain 3: Pediatric Care and Treatment    

3.7 Pediatric TB 

Screening 

Each site should perform and document screening for active TB on 

intake and at each clinical visit for all HIV-infected children. 

Domain 8: TB/ HIV 

8.1 TB Screening for 

Adults and Adolescents   

All sites should have a protocol for performing and documenting 

screening for active tuberculosis (TB) on intake and at each clinical 

visit for all HIV-infected patients. The screen should contain all 4 

of the following symptoms: cough, fever, night sweats, and weight 

loss at a minimum. 

8.2 TB Diagnostic 

Evaluation Cascade  
Every site should have a protocol for documenting PLHIV with 

presumptive TB (line list/register) and a referral and follow-up 

mechanism to ensure TB diagnostic evaluation.  

8.3 Isoniazid Preventive 

Therapy  
For HIV-positive patients who screen negative for active TB, each 

patient should receive IPT per national guidelines. 

8.4 TB Infection Control  Each site should have a TB infection control focal person, and a TB 

infection control plan should be implemented to minimize the risk 

of TB transmission to patients and health care workers. The 

following core elements should be assessed:  segregation and fast 

tracking of coughers, patient cough etiquette instruction, well-

ventilated waiting and clinic areas, and N95 respirator availability 

for clinic staff. 

8.5 Routine PITC for 

Adult and Adolescent 

TB Patients   

Routine provider-initiated testing and counseling (PITC) should be 

provided to all TB patients. (Note: Complete only if TB services 

are provided at the health facility). 

8.6 ART Provision for 

HIV-Positive Adult and 

Adolescent TB Patients 

All TB patients diagnosed with HIV should be initiated on ART, 

regardless of CD4 count. (Note: Complete only if TB services are 

provided at the health facility). 

8.7 Routine PITC for 

Pediatric TB Patients  
Routine provider-initiated testing and counseling (PITC) should be 

provided to all pediatric TB patients. (Note: Complete only if TB 

services are provided at the health facility)). 

8.8 ART Provision for 

HIV-Positive Pediatric 

TB Patients  

All pediatric TB patients diagnosed with HIV should be initiated on 

ART, regardless of CD4 count. (Note: Complete only if TB 

services are provided at the health facility). 
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8.9 Facility Linkage to 

Community Care and 

Support  

All health facilities treating PLHIV should be able to demonstrate 

successful referrals of pre-ART and ART patients to community 

services. 

8.10 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs. 
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ADULT TREATMENT 

 

1 Introduction 

PEPFAR was launched in 2003 to combat the global HIV/AIDS epidemic and make life-saving 

antiretroviral treatment (ART) available to people who otherwise could not afford it. From 2004 

to present, the effort to scale up adult treatment under PEPFAR has been remarkably successful. 

As of September 2014, over 7.7 million people were on ART as a result of PEPFAR support 

[World AIDS Day 2014 Update: Latest PEPFAR results.  

http://www.pepfar.gov/funding/results/index.htm] 

Supporting national treatment programs to increase access to ART remains a central tenet of the 

PEPFAR program, while maintaining priority for the sickest persons in need of treatment and 

focusing resources towards the high burden geographic areas and populations to reach high 

coverage rates.  The World Health Organization’s (WHO) normative guidelines for providing 

ART remain the definitive source of technical information for PEPFAR-supported treatment 

programs. These technical considerations provide further information on best practices and 

recommendations for PEPFAR programs on the implementation of those guidelines, as well as 

on PEPFAR-specific approaches for ensuring quality. The technical considerations for adult 

treatment have been revised to present priorities for ongoing scale-up of ART in accordance with 

WHO normative guidelines.  

 

Technical Priorities:  

1. Support adoption and phased roll-out of 2013 WHO Guidelines for expanded 

treatment eligibility. 

2. Focus treatment scale-up to high burden geographic areas and high-risk populations 

(TB/HIV co-infection, pregnant and breastfeeding women, pediatric patients, key 

populations), as a part of combination prevention efforts, to maximize impact on the 

HIV epidemic. 

3. Support ART service quality for adherence, retention, and viral suppression, using 

quality management and quality improvement (QM/QI) processes.  

4.  Support adoption of VL monitoring through development of country-specific viral 

load strategies. 

5. Support implementation of HIV drug resistance surveillance in settings of ongoing 

ART scale-up. 

6. Identify strategies to assess readiness for transition, to develop country and context-

specific transition plans (approach and timeline), and monitor the quality of services 

during transition. 
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2 Technical Considerations for Priority Areas 

2.1  Increasing Access and Treatment Coverage for all Eligible PLHIV 

In 2013, the WHO released the Consolidated Guidelines on the Use of Antiretrovirals for the 

Treatment and Prevention of HIV Infection (WHO, 2013). These guidelines significantly expand 

eligibility for ART and promote simplified treatment regimens. The new guidelines recommend 

increasing CD4 eligibility criteria to ≤ 500 cells/mm
3
 for ART initiation, regardless of WHO 

clinical stage. In addition, ART is recommended for HIV-infected partners in serodiscordant 

partnerships regardless of CD4 count, all PLHIV co-infected with TB, all HIV-infected children 

below five years of age, and all HIV-positive pregnant and breastfeeding women (Option B or 

B+).  

 
The WHO guidelines can be accessed at: 

http://apps.who.int/iris/bitstream/10665/85321/1/9789241505727_eng.pdf. 

There are numerous benefits to starting patients on ART earlier (with CD4 counts ≤ 500 

cells/mm³) in the absence of other indications, including reduced rates of HIV-related morbidity 

and mortality, reduced maternal to child transmission, potential reductions in the incidence and 

severity of non-AIDS-defining chronic conditions (e.g., cardiovascular disease, kidney disease, 

liver disease, certain cancers, and neurocognitive disorders), and reduction in infectious 

complications (e.g., tuberculosis) (Kowalska, 2011) (Moore, 2008) (Baker, 2008) (Badri, 

Wilson, & Wood, 2002) (Middelkoop, Bekker, Myer, Johnson, & Kloos, 2011). Furthermore, 

ART substantially reduces sexual transmission, and reducing the waiting time for ART initiation 

may also improve retention in care (Cohen, et al., 2011). 

Nevertheless, while there are strong clinical reasons for increasing the CD4 eligibility threshold, 

the decision needs to be placed within the context of each country’s current response to the 

epidemic, available resources, other health priorities, and existing health system constraints (Box 

Highlights of the WHO 2013 Consolidated ARV Guidelines Related to Treatment 

1) ART should be initiated in all individuals with HIV with CD4 count ≤ 500 cells/mm
3
 

regardless of WHO clinical stage, as well as in HIV+ partners (at any CD4 count) in a 

serodiscordant partnership, active TB disease, chronic HBV disease (with severe liver disease). 

However, ART should be prioritized for all individuals with advanced HIV clinical disease 

(WHO clinical stage 3 or 4) and individuals with CD4 count ≤350 cells/mm
3
. 

2) TDF/XTC/EFV (tenofovir, emtricitabine or lamivudine, and efavirenz) as a once-daily fixed-

dose combination (FDC) is recommended as the preferred option for initiation of ART. 

3) ART should be initiated in all HIV-infected children below five years of age, regardless of 

WHO clinical stage or CD4 count. 

4) All pregnant and breastfeeding women with HIV should initiate triple ARVs. ART should 

be maintained for the duration of mother-to-child transmission risk at minimum. Women 

meeting treatment eligibility criteria should continue lifelong ART. For programmatic and 

operational reasons, particularly in generalized epidemics, all pregnant and breastfeeding 

women with HIV should initiate ART as lifelong treatment [“Option B+”]. 

5) Viral load is recommended as the preferred monitoring approach to diagnose and confirm 

ARV treatment failure. 

http://apps.who.int/iris/bitstream/10665/85321/1/9789241505727_eng.pdf
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1). The decision to increase CD4 eligibility criteria to ≤ 500 cells/mm
3
 for ART initiation should 

be made as part of an overall national strategy. WHO and PEPFAR continue to support 

prioritization of the sickest patients (WHO clinical stage 3 or 4, or CD4 ≤350 cells/mm
3
) for 

ART initiation. In settings where adoption of a CD4 threshold of 500 would divert resources 

away from large numbers of patients with lower CD4 counts, a more gradual transition towards 

expansion of ART coverage should be considered.  

2.2 Focused Treatment Scale-up- focus on High-Risk Populations 

2.2.1 HIV-associated Tuberculosis 

Tuberculosis (TB) remains the most common cause of death among people living with HIV in 

sub-Saharan Africa. PEPFAR treatment programs should intensify efforts to integrate TB and 

HIV programs and identify co-infected individuals and link them to care and treatment to reach 

the goal of starting 100% of TB/HIV co-infected persons on ART. Please refer to the section on 

TB/HIV for further details.   

2.2.2 Pregnant and Breastfeeding Women 

Given the risk of MTCT during pregnancy and breastfeeding, all HIV-positive pregnant and 

breastfeeding (BF) women should be placed on triple ARVs (ART) as soon as possible after 

identification (Option B or B+). ART must be maintained at a minimum for the duration of the 

pregnancy and breastfeeding period. Eligibility for lifelong ART for pregnant and breastfeeding 

women will depend on national guidelines. However, the WHO 2013 Consolidated ARV 

guidelines recommend that for programmatic and operational reasons, particularly in generalized 

epidemics, all pregnant and breastfeeding women with HIV should initiate ART as lifelong 

treatment (Option B+) for their own health. PEPFAR programs should work closely with 

Ministries of Health and other partners to determine how best to assist with planning and 

transitioning to option B or B+ in their countries. 

Box 1. Factors to Consider when deciding to implement the new WHO Guidelines 

 Current levels of ART coverage for key populations, including patients with CD4<350 

cells/mm
3
 (or WHO Stage 3 or 4 disease), serodiscordant couples, active TB disease, chronic 

HBV disease (with severe liver disease), pregnant women. 

 Plans for rational and strategic expansion of ART eligibility to pregnant women (Option B+), 

all children under 5 years, and other populations.  

 The type and scope of the national HIV epidemic (generalized vs. focused). 

 Implementation status of other key recommendations (i.e., phase-out of d4T and single dose 

nevirapine (sdNVP)). 

 Available diagnostic, treatment, and human resource capacity at all levels of the healthcare 

system. 

 Commodity forecasting, supply planning, and available funding for key commodities (i.e., 

ARVs, HIV testing supplies). 

 Current systems to ensure and measure adherence and retention in care. 

 Costing analysis of various scenarios for expansion of ART eligibility prior to roll-out. 

 Availability of data from pilot projects or operational research studies that may provide 

insight into feasibility of specific guideline implementation. 
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Initiating and retaining women on ART and in long-term HIV care and treatment will require 

strengthened linkages between PMTCT and ART programs and will become increasingly critical 

as more countries shift to Option B+ and services are decentralized to lower-level health care 

facilities. Efforts to enhance linkage between HIV treatment programs, MCH, and primary health 

care services are essential.  Please see the section on MCH and PMTCT activities for additional 

details. 

2.2.3 Adolescent Girls and Young Women 

Adolescent girls and young women are at high risk for HIV acquisition (Dunbar, Kang, 

Lambdin, & et al, 2014). Inequitable HIV burden among adolescent females is driven by 

structural, environmental, social and economic factors, specifically poverty, lack of educational 

opportunities, gender inequalities and gender-based violence (Sumartojo, 2014). (Gibbs, Willan, 

Misselhorn, & Mangoma, 2012) (Krishnan, et al., 2008) (Seeley, et al., 2012) (Wood, Maforah, 

& Jewkes, 1998) (Dunkle, et al., 2004) (Gupta, 2000). There is an urgent need to identify 

prevention strategies that reduce HIV risk among adolescent women. Given the inequitable 

burden of HIV among adolescent females, early access to identification and initiation of ART 

should be a priority. 

2.2.4 Key Populations (KP) 

Key populations (SW, MSM, TG, and PWID) typically have higher HIV prevalence than the 

general population and account for a large proportion of new infections in most of the world. 

Given the presence of key populations in every country, the scaling up of ART should include 

much stronger efforts to support access to testing, care and treatment services for key 

populations with the goal of achieving full coverage.  Please see the section on Key Populations 

for additional details to inform key pops programming.  

2.3  Integration of Services 

Integration with other key services across the cascade of care, including HTC, Care and Support, 

TB/HIV, MCH and PMTCT, and key populations are described in detail in the respective 

sections.  

2.3.1 Care and Support 

Care and support interventions are critical services, which are relevant across geographic regions 

and patient populations.   There is strong evidence supporting their morbidity/mortality benefit, 

expected public health impact, and implications for preventing ongoing transmission of HIV. 

PEPFAR teams should refer to the PEPFAR Care and Support Prioritization Framework 

(released in November 2014) and the Care and Support Evidence Summaries (released in 

February 2014), as well as Care and Support services section of the Technical Considerations for 

further information. 

This category includes services related to linkage and retention in care; core clinical services 

(clinical staging or CD4 measurement; cotrimoxazole (CTX) prophylaxis; and diagnosis, 

prevention, and management of TB); and core prevention services for PLHIV (Positive Health, 

Dignity and Prevention, or PHDP). 

2.3.2 Family-Centered Services 
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PEPFAR teams should work with national programs to ensure that PMTCT and ART programs, 

guidance, and M&E systems are integrated as PMTCT becomes increasingly based on ART. As 

treatment services for pregnant and breastfeeding women are decentralized to lower-level health 

care facilities, ART services should also be made available to adults, children, and adolescents in 

these clinics as part of a family- centered approach where the volume of clients served is 

sufficient to ensure quality of care and program efficiency.  Proximity and integrated care has the 

potential to expand overall treatment access and improve retention.  

2.3.4 Other Clinic-Based Services 

 Ensure linkages with laboratory services needed to diagnose and monitor HIV status, 

opportunistic infections (OI), especially TB, and ARV drug toxicity; 

 Teams should review the PEPFAR Care and Support Prioritization Framework and 

Evidence Summaries, as well as Care and Support section of the Technical 

Considerations for further information.   

 All patients should be provided with the minimum package of PHDP services, see 

Section X of the Technical Considerations for more information; 

 Strengthen the scope of non-ART services onsite and establish coordinated linkages 

and/or delivery of these services. These could include, but are not limited to:  

o HIV testing and counseling, especially of partner (s) and children of PLHIV (please 

refer to the HTC section for more on index patient testing);  

o Routine adherence counseling; 

o Family planning (FP) and reproductive health (RH) services (see FP section for more 

on integrated FP services);  

o Linkages with home-based care, positive/secondary prevention, OVC programs, key 

populations, and other supportive social services. 

 Interventions to support linkage and retention in care. 

 

2.3.5 Community-Based Services 

 Community programs that serve individuals, couples, and families living with HIV, 

including OVC, offer opportunities for providing HIV testing and counseling services in 

heavily HIV burdened and prevalent regions,  and reiterating HIV prevention messages 

and services (e.g., alcohol and sexual risk reduction counseling, couples/partner HIV 

testing and counseling, disclosure counseling and support, adherence counseling, and 

condom promotion and distribution); and 

 Community services can help patients overcome stigma, promote adherence, and provide 

appropriate care and support services for PLHIV. Community-based treatment programs 

should include appropriate care and support services for PLHIV.  

 

 

2.4  ART Service Quality 

QM/QI systems and processes improve the likelihood of achieving optimal ART adherence, 

retention on treatment, and sustained viral suppression.  Performance deficiencies (e.g., < 80% 

retention 12 months post-initiation of ART) are identified by routine monitoring systems and 

activities; QI processes can identify root problems and implement effective solutions. PEPFAR, 
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in partnership with host countries, will provide continuous monitoring, evaluation, and 

improvement of national ART programs through multiple mechanisms:  

 Partner monitoring and evaluation (MER) 

 Site Improvement through Monitoring System (SIMS) 

 ART data and service quality assessments 

 National ART program evaluations 

 National ART outcome evaluations 

 Training and mentoring PEPFAR technical staff and their Ministry counterparts to 

provide effective ART program quality oversight.   

 

2.5  Monitoring Patients for Treatment Failure 

As ART coverage in resource-limited settings grows, but routine viral load (VL) monitoring does 

not, clinical experts are raising concerns about a range of issues related to treatment failure. 

These include the development of resistance to first-line ART regimens, poor long-term 

individual patient outcomes, and increased risk of transmission of HIV, including drug-resistant 

HIV. Several studies have shown that the WHO-recommended surrogate markers of virologic 

failure, such as dropping or inadequate rise in CD4 count or clinical factors (i.e., weight loss), 

are poor predictors, and their use in decisions about regimens is not optimal. The following are 

considerations for PEPFAR programs on the use of CD4 versus viral load testing. 

2.5.1 CD4 testing 

CD4 testing continues to be used in many settings to determine eligibility for initiation of ART, 

OI prophylaxis, and monitoring on treatment. However, the 2013 Consolidated ARV Guidelines 

recommend universal ART regardless of CD4 count for children up to 5 years of age, HIV-

infected pregnant and breastfeeding women, people with active TB or with hepatitis B co-

infection and chronic liver disease, and HIV-infected people in serodiscordant partnerships. And 

recommends viral load monitoring as the preferred way to monitor people on ART.   

Viral load monitoring predicts HIV-related mortality and usually detects virologic failure before 

clinical deterioration (Rutherford, Anglemyer, Easterbrook, & al, 2014) \ (Bonner, Mezochow, 

Roterts, Ford, & Cohn, 2013). There may be little additional clinical benefit in performing CD4 

and VL together, especially in stable patients. This is supported by the fact that in patients with 

suppressed VL, a poor immunologic response is not an indication to change an ARV regimen 

(i.e., in the setting of VL suppression, CD4 results will not prompt a change in management). 

However, in patients with a low CD4 count, OI prophylaxis may be warranted, even if VL is 

undetectable.  Key to increasing resource availability for phased viral load testing is the decrease 

in cost for laboratory monitoring (Ford, Meintjes, Pozniak, & et al, 2014).  

A recent study that evaluated CD4 change in patients with VL suppression showed that patients 

with CD4 counts >300 cells/mm
3
 and VL suppression had a 97.1% likelihood of maintaining a 

durable CD4 >200 cells/ mm
3
 for four years, suggesting that frequent monitoring of CD4 count 

in the setting of VL suppression may be unnecessary (WHO, 2010) and decreasing monitoring 

frequency may help save costs that can be reallocated towards VL testing. This has led even 

high-income countries, such as the U.S., to recommend less frequent CD4 monitoring (every six 

to 12 months) (Powis, Kitch, Ogwu, Hughes, & Lockman, 2011). 
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However, CD4 testing remains an essential component of management for newly diagnosed non-

pregnant adults and children > five years of age and will remain an important diagnostic tool as 

countries gradually implement the updated guidelines. CD4 cell counts can help stratify clinical 

care requirements for patients presenting late to care, support diagnostic decision making in 

patients returning to care after a period of treatment interruption (Ford, Meintjes, Pozniak, & et 

al, 2014) 

In addition, point-of-care CD4 testing has been shown to: 

 Improve linkage to ART (De Schacht, Lucas, Sitoe, Manuel, & Tobaiwa, 2012) (Jani, 

Sitoe, Alfai, Chongo, & Quevedo, 2011;378); 

 Determine need for initiation or discontinuation of CTX in countries without universal 

CTX recommendations and prophylaxis for Mycobacterium avium complex (MAC) in 

patients who are severely immunocompromised; and 

 Provide a baseline assessment of immune status and risk for OIs. 

 

To support viral load monitoring in countries, redirecting resources from CD4 monitoring should 

be planned (e.g., reducing indication for and frequency of CD4 cell count measurements).  There 

is growing consensus that once patients are stable on ART with virologic suppression, there is 

little additional value of CD4 testing.  A recent WHO consultation endorsed the move to reduce 

routine CD4 monitoring for adults when access to viral load testing is assured.  However, 

capacity for CD4 testing should be maintained for ART initiation and risk stratification, 

including OI prophylaxis and cryptococcal antigen screening (Ford, Meintjes, Pozniak, & et al, 

2014).The decision to stop CD4 in children is more complex due to differences in risk of disease 

progression. 

 

2.5.2 Viral load monitoring 

Successful HIV treatment is dependent on high levels of sustained virologic suppression over 

time. While many PEPFAR-supported ART programs track clinical progression, measure CD4 

counts to monitor for treatment failure, and monitor patient retention as a measure of the quality 

of ART programs, measurement of HIV VL remains the most reliable indicator for adherence, as 

well as transmission and disease progression. Immunologic and clinical criteria have not been 

demonstrated to be reliable predictors of virologic suppression, leading to both unnecessary 

regimen switches and missed virologic failure and resulting in accumulation of HIV drug 

resistance mutations (Boullé, Laborde-Balen, Aghokeng, Boyer, & Carrieri, 2013). The 2013 

WHO Consolidated ARV Guidelines recommend VL monitoring as the preferred monitoring 

approach to diagnose and confirm ARV treatment failure. Virologic testing is considered 

important for: 

 Patient monitoring of treatment adherence and virologic response (at six months, 12 

months, and then yearly and/or in cases of suspected virologic failure). Early detection of 

viremia can allow for targeted adherence interventions before HIVDR and treatment 

failure ensues. This also helps avoid unnecessary switches to second- or third-line 

regimens, which are more costly and inconvenient; 

 Determining treatment failure and potential for development of HIV resistance mutations; 

and 
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 Measuring the quality of ART programs. 

 

The recently published Technical and Operational Considerations for Implementing HIV Viral 

Load Testing Interim Technical Update provides high-level guidance on implementing and 

scaling up viral load testing with the goal of developing a robust and sustainable HIV viral load 

testing network using a three-phased approach: 1) planning; 2) scale-up; and 3) sustainability 

(WHO, 2014) 

 

 

A transition towards routine VL monitoring should be part of a long-term plan to maximize the 

success of PEPFAR-supported ART programs. Countries should develop detailed, country-

specific strategies to systematically transition to routine viral load monitoring for everyone 

receiving ART.  VL testing should be expanded under an agreed national plan and in a phased 

manner to avoid compromising the continued scale-up of ART services to those currently 

eligible. Country teams should work with Ministries of Health and other key stakeholders to 

carefully consider the implications of revised national algorithms for monitoring ART (e.g., 

targeted vs. routine, frequency of VL testing, definition of viral failure, repeat testing interval), 

factors influencing the viral load testing network, different platforms, specimen type (plasma or 

dried blood spot) and other operational considerations, and coordinate/harmonize how viral load 

testing is performed, reported and monitored at the national level.  Planning for phased scale-up 

should include careful costing, funding, and feasibility analyses at each phase, recognizing the 

essential elements that need to be developed and implemented simultaneously: selecting and 

procuring machines, building laboratory capacity, training health care personnel and developing 

specimen transport networks. 

  

This phased approach to expand VL monitoring should be informed by cost projections, existing 

laboratory infrastructure, and the success of the HIV treatment program. Approaches to introduce 

VL monitoring could include a focus on priority populations (e.g., pregnant women, postpartum 

mothers, patients with seronegative partners, those with immunologic or clinical signs of failure) 
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before widespread access. Clinical algorithms for VL testing should be developed in-country 

with careful consideration of current capacity, geographic considerations, and cost.  

Several important considerations for PEPFAR support for the scale-up of VL testing include:  

 “Do No Harm”: The cost of scaling-up VL monitoring should not jeopardize scale-up of 

ART services to those currently eligible. This will need to take into account levels of 

ART coverage and existing guidelines. It is not expected that all countries will move 

towards adoption at the same rate. Additionally, the introduction of VL testing should not 

detract from roll-out of early infant diagnosis (EID) testing.  

 Minimize Impact on PEPFAR Budgets: A transition towards VL monitoring should have 

as little impact on PEPFAR laboratory and treatment budgets as possible. This will 

involve careful consideration of a variety of trade-offs involving clinical monitoring 

protocols, choice of technology, and instrument placement. Understanding that initial 

investments in the technology will be substantial, analyses of the costs (and potential 

benefits) should encompass multi-year time frames.  

 Optimize Platforms and Markets: The introduction of new laboratory technologies should 

take place in a rational manner. An optimal market will likely favor no more than two to 

four specific platforms in-country, and procurements through partners should be 

standardized to optimize the efficiencies gained through pooled procurement, while also 

allowing for competition. While initially cost-prohibitive, prices for VL technologies 

have fallen significantly in recent months. Furthermore, VL point-of-care platforms are 

expected in the near future, potentially placing further downward pressure on prices and 

removing some barriers to further VL expansion (e.g., need for cold chain, ability to 

perform with less training, use of dried blood spots to simplify transportation of 

specimens). 

 Quality Management System: The platforms, testing algorithms, and lab systems set up 

for VL testing should be embedded within an appropriate system for quality assessment 

(including proficiency testing and quality control), and improvement.  

 Feasibility: Selection of regions/sites to roll-out VL testing should depend on the 

feasibility to implement VL testing at the sites. Certain factors, such as distance to the 

lab, lab infrastructure (e.g., availability of refrigerators, centrifuges), cold chain, electrical 

supply, and capacity of the clinicians to properly use the VL results should be considered. 

 Training: Concomitant with increased viral load access is the training of health care 

providers in viral load literacy to understand patients’ response to treatment and the goal 

of minimizing HIVDR through timely switches to 2
nd

 line ART in patients with true 

virologic failure. 

 

 

2.5.3 HIV Drug Resistance 

As ART is scaled-up to achieve universal access targets, there remains ongoing concern about 

the potential for increasing HIVDR.PEPFAR supports robust monitoring of ART programs to 

ensure maximal virologic suppression and retention in care in order to minimize development of 

HIVDR. 

 The WHO, in collaboration with PEPFAR, has revised its HIVDR surveillance protocols 
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 The WHO Global Strategy for the Surveillance and Monitoring of HIV Drug Resistance 

is available at: http://apps.who.int/iris/bitstream/10665/77349/1/9789241504768_eng.pdf. 
 Two new concept notes have also been drafted by Who HIVResNet: 

o PDR survey in adults: 

http://apps.who.int/iris/bitstream/10665/112802/1/9789241507196_eng.pdf 

o ADR survey in adults: 

http://apps.who.int/iris/bitstream/10665/112801/1/9789241507073_eng.pdf?u

a=1  

 PEPFAR continues to support HIVDR surveillance activities that are relatively simple to 

implement, repeated every 2-3 years (PDR, ADR), while successfully informing public 

health policy. This updated framework has five elements: 

 

o Cross-sectional survey of baseline HIVDR in adults initiating ART (pre-treatment 

drug resistance, PDR) as first-line treatment for their own health or PMCT options 

B/B+ at nationally representative sites; 

o Cross-sectional survey of acquired HIVDR (ADR) in adults and children on ART for 

12 (± 3) months [and among adults receiving ART for ≥ 48 months] at nationally 

representative sites; 

o Survey of HIVDR in children <18 months of age newly diagnosed with HIV (e.g. use 

of EID DBS samples); 

o Survey of transmitted drug resistance (TDR) in recently infected populations 

[methodology under revision, with priority of PDR over TDR for persons not on 

ART.  Consideration for incorporation into routine surveillance activities such as 

DHS or AIS with use of incidence assays may improve ascertainment of recent 

transmission]; and 

o Monitoring of HIVDR Early Warning Indicators (EWIs). EWIs include: ART 

prescribing practices, drug supply continuity, adherence to ARV drug regimens as 

measured by on-time pick-up of ARV drugs, retention in care, and viral load 

suppression (see WHO 2013 Consolidated ARV guidelines for further information). 

 Countries may not find it feasible to implement all five components of this strategy and 

therefore should prioritize activities that help answer the following questions: 

o Is the prevalence of PDR high enough to potentially impact the efficacy of empiric 

first-line ART? 

o Is the pattern of HIVDR in patients failing first-line ART (ADR) likely to 

significantly impact the efficacy of second-line ART? 

 Although WHO has not developed a methodology for surveillance of ADR in children on 

ART, PEPFAR supports the adaptation of WHO ADR methods for adults to pediatric 

settings if program data suggests the need for ADR surveillance in children. 

 The monitoring of indicators that are believed to indicate risk of HIVDR, such as EWIs, 

should be incorporated into the overall monitoring of a national ART program; and 

 While other sources of funding for HIVDR surveillance activities may exist, PEPFAR 

program implementation funds should be allocated to fill any identified gaps. 

 

 

 

http://apps.who.int/iris/bitstream/10665/77349/1/9789241504768_eng.pdf
http://apps.who.int/iris/bitstream/10665/112802/1/9789241507196_eng.pdf
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3 Other Technical Background 

3.1 Optimizing Commodity Management 

Optimizing commodity management within adult treatment programming shares many features 

with strengthening supply chain management across multiple PEPFAR technical areas. In 

addition to the considerations provided below, see the Supply Chain Management section of the 

Technical Considerations for information on how to avoid potential supply chain disruptions. 

PEPFAR teams should work with other stakeholders to budget realistically to ensure that 

commodities for all PEPFAR treatment targets are available. The Office of the Global AIDS 

Coordinator (OGAC) headquarters must be immediately made aware if there is a potential 

funding shortfall that could affect PEPFAR treatment targets. 

3.2 ARV Regimen Selection 

Once-daily and fixed-dose combinations (FDCs) have been associated with improved adherence, 

reduced side effects, and fewer regimen substitutions (Parientti, Bangsberg, Verdon, & Gardner, 

2009) (Dejesus, Young, Morales-Ramirez, & et al., 2009) The WHO 2013 Consolidated ARV 

Guidelines recommend TDF/XTC/EFV (tenofovir, emtricitabine or lamivudine, and efavirenz) 

as a FDC regimen for most patients. This regimen is recommended as first-line therapy unless it 

is not available in-country or is contraindicated for an individual patient. Although this approach 

simplifies treatment and regimen choice, there are several important issues to consider:  

 While adoption of a TDF/XTC/EFV fixed-drug combination as the preferred national 

first-line regimen is recommended, a gradual transition scheme is absolutely essential 

given the significant existing supply constraints for TDF- and EFV- containing regimens; 

 When possible, PEPFAR-supported programs should use existing stocks of ARVs 

already purchased and available in country. This will ease the transition to TDF 

regimens, avoid waste of valuable resources, and eliminate the need for destruction of 

existing stocks; 

 Critical to ART scale-up is simplifying prescribing practices and supply chain 

management (Vitoria, Ford, & Doherty, 2014). Reducing the number of ARV regimens 

in-country will simplify ARV options and reduce the complexity of procurement and 

supply chain logistics; reducing the risk of stock outs and supporting task shifting and 

decentralization (Ramjan, et al., 2014).  Supply planning must incorporate anticipated 

increases in procurement lead times for FDC treatment regimens. Orders should be 

placed as far in advance as possible (at least 8 months); 

 While country-specific stock, consumption, and forecasting data (taking into account 

expected lead-times for TDF/XTC/EFV procurements) may impact the transition scheme, 

consider the following phased approach:  

o Place patients newly initiating ART on a TDF-based regimen; 

o When beginning transition of patients already on ART, switch those patients currently 

receiving stavudine (d4T)-based regimens first; and 

o Phase in the transition of AZT and NVP-containing regimens to TDF-based regimens 

to mitigate potential stock-outs or shortages.  

 Timelines and details of the phase-in plan can be determined based on country-specific 

data. It will be important not to modify existing procurement orders for ARVs (e.g., 

switching AZT orders to TDF), as this may lead to delays in receiving orders in country. 
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PEPFAR country teams should continue to support Ministries of Health; national HIV/AIDS 

control programs, and other key stakeholders in revising and implementing national ART 

guidance to reflect the 2013 WHO Consolidated ARV Guidelines. Specifically, support should 

include encouraging policies and guidelines that promote increased access with a country-

specific phase-in plan, simplified clinical decision-making and treatment regimens, and 

streamlined and cost-efficient procurement. PEPFAR country teams should also help to identify 

country-specific strategies for targeting high-risk populations (TB/HIV co-infection, pregnant 

and breastfeeding women, pediatric patients, key populations) and geographic areas with high 

HIV prevalence and high HIV burden to maximize impact on the epidemic. 

3.3 Pharmacovigilance 

Standardized laboratory monitoring guidelines for ART toxicity should be developed that are 

evidence-based and balance maximum utility of scarce laboratory resources and quality of 

patient care (e.g., serum creatinine monitoring with tenofovir (TDF) use, hemoglobin 

measurement with AZT use).  

The WHO 2013 Consolidated ARV guidelines recommend TDF-based regimens for first line 

therapy in adults and pregnant women. There are many advantages to using a TDF-based 

regimen, including the ease of administration as a once-daily regimen and overall simplification 

of regimens. However, TDF has also been associated with the development of renal toxicity 

(Gallant, Parish, Keruly, & Moore, 2005) and changes in bone density (Stellbrink, Orkin, 

Arribas, Compston, & Gerstoft, 2010), and many studies highlighting the efficacy of TDF have 

been performed in settings where screening for kidney dysfunction (usually through a blood test 

for creatinine and/or creatinine clearance calculation) is possible. HIV infection itself has been 

identified as a risk factor for kidney dysfunction, and in some cases ARVs, including TDF, can 

help treat HIV-related kidney disease.  

3.4 Risk of renal disease in persons living with HIV (PLHIV) 

 PLHIV have an increased risk of renal disease when compared to HIV-uninfected 

individuals. Based on a recent meta-analysis, the relative risk of renal disease is 3.87 

times greater than in HIV-uninfected people. PLHIV with more advanced 

immunosuppression are 3.32 times more likely than patients with earlier stages of 

infection to have renal disease (Islam, Wu, Jansson, & Wilson, 2012). Older age and 

other underlying conditions, including diabetes and hypertension, also increase the risk of 

developing renal disease.  

 Chronic kidney disease is relatively common in PLHIV. In patients of African descent, 

this is predominantly caused by HIV-associated nephropathy (HIVAN). (Lucas, et al., 

2008)  

 However, the relative risk of renal disease among PLHIV on ART is 46% lower than 

treatment-naïve PLHIV, which is due, in part, to reduction in the direct damage to the 

kidney from the HIV (Lucas, et al., 2008). 

 

3.5 Risk of TDF-Associated Nephrotoxicity in PLHIV 

 Use of TDF has been associated with renal dysfunction when compared to other 

antiretroviral medications, though it remains a relatively uncommon side effect 

(Stellbrink, Orkin, Arribas, Compston, & Gerstoft, 2010) (Lucas, et al., 2008) (Laprise, 

Bari, Dufresne, & Trottier, 2013); 
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 Several risk factors have been shown to increase the risk of TDF-associated 

nephrotoxicity, including: (a) age over 50 years, (b) low body weight, (c) concomitant 

use of nephrotoxic drugs, (d) pre-existing kidney dysfunction, (e) low CD4 count and 

advanced immunosuppression, and (f) hepatitis C co-infection (Mocroft, et al., 2010) 

(Rodriguez-Novoa, Alvarez, Labarga, & Soriano, 2010) (Stellbrink, Orkin, Arribas, 

Compston, & Gerstoft, 2010); and 

 Post-marketing surveillance studies conducted by pharmaceutical companies have 

demonstrated a < 0.2% risk of severe renal failure over an estimated 400,000 person-

years of TDF exposure (Nelson, et al., 2007); however, a retrospective cohort study of 

over 1,000 HIV-infected individuals receiving TDF-containing ART suggested a risk 

closer to 1% (Jones, et al., 2004). A meta-analysis of 17 studies published in 2010 found 

a slightly (0.7%) higher risk of acute renal failure with TDF, but no significant 

differences in rates of chronic kidney failure or end-stage kidney failure (Cooper, et al., 

2010) (DART Trial Team, 2010).      

 

Given the low risk of TDF-associated renal dysfunction and demonstrated benefits of ART for 

HIV-associated renal disease, TDF can be used as first-line ART in patients with low-risk of 

renal disease.  

4 Tracking to the CEEs 

CEE Number Standard 
Domain 1: Adult Treatment   

1.1 Patient Tracking 

(ART Patients)  

 

Each ART site should have a standard procedure for identifying and 

tracking ART patients who have defaulted on their appointments. 

The system should be fully implemented and contain the following 

core elements: defined staff roles/responsibilities, procedures for 

patient identification and tracking, and standardized documentation. 

1.2 Adherence Support  Each site that provides ART should have a standard adherence 

support protocol for providing and documenting all the following 

core elements:  

1) Adherence counseling prior to ARV treatment initiation 

2) Routine adherence assessments during ARV therapy 

3) Counseling interventions for patients with poor adherence 

1.3 ART Monitoring   All patients on antiretroviral therapy (ART) should receive routine 

monitoring for treatment failure through regular assessment of CD4 

and/or viral load per national guidelines, and results should be 

documented in the medical record. 

1.4 Supply Chain 

Reliability (Adult ARVs)  

Each site should have a reliable supply of adult ARVs. 

1.5 Reference Materials 

(optional)   

Staff at each site should have access to written documentation that 

reflects the latest, updated content of national guidelines and 

protocols for care and treatment of HIV-infected patients (e.g. 

ART, STI, TB, OI management). 
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5 Additional Resources 

 WHO 2013 Consolidated Guidelines: 

http://apps.who.int/iris/bitstream/10665/85321/1/9789241505727_eng.pdf 

 WHO Policy Brief “Transition to New HIV/AIDS Treatment Regimens – Procurement 

and Supply Chain Management Issues” provides further guidance for country teams to 

develop a phased transition to fixed-dose combination formulations for treatment and 

other supply chain considerations for implementation of the new ARV guidelines: 

http://www.who.int/hiv/pub/amds/new_treatment_regimens/en/index.html 

 WHO guidance on intensified case-finding and IPT: 

http://whqlibdoc.who.int/publications/2011/9789241500708_eng.pdf 

 PEPFAR Quality Strategy (PQS) 

http://www.pepfar.gov/documents/organization/224097.pdf 

 The WHO Global Strategy for the Surveillance and Monitoring of HIV Drug Resistance: 

http://apps.who.int/iris/bitstream/10665/77349/1/9789241504768_eng.pdf 
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PEDIATRIC TESTING, CARE AND TREATMENT 

 

 
 

1 Evidence and Recommendations 

1.1  Pediatric Case Finding  

1.1.1  HIV testing of children for early identification 

Without ART, more than half of infants infected through perinatal transmission die within 12 

months after birth; early ART initiation substantially improves survival (Becquet, Marston, 

Dabis, Moulton, & Gray, 2012) (Violari, Cotton, Gibb, Babiker, & Steyn, 2008). However, 

missed opportunities for HIV testing of infants and children are common and result in delays in 

ART initiation, which can be fatal. Expansion and improvement of HIV-exposed infant tracking 

programs is critical, including DNA PCR testing and follow-up of all HIV-exposed through the 

end of the breastfeeding period and ensuring rapid linkage of HIV-infected infants and children 

to treatment services. Successful national HIV-exposed infant follow-up requires coordinated 

program development and planning, such as expanded laboratory capacity for PCR testing and 

training of lab and clinical care providers. Other essential components of a well-coordinated 

cascade for HIV-exposed infants include decentralized collection of dried blood spot (DBS) 

specimens, reliable and rapid DBS specimen transport to the laboratory, rapid processing and 

return of PCR results to families, and effective, completed linkage to clinical care and treatment. 

Innovative strategies, such as the use of SMS printers for return of results to facilities and SMS 

appointment reminders for families of HIV-exposed infants, have been shown to improve 

follow-up (Seidenberg, Nicholson, Schaefer, Semrau, & Bweupe, 2012).  

Lack of PCR capacity should not prohibit early testing of infants with HIV antibody tests to 

assess HIV exposure. Clear guidelines and algorithms should be developed for presumptive 

diagnosis of HIV so that early treatment can be prioritized for all children, even in the absence of 

PCR capacity. Access to high-quality HIV antibody testing is essential even in settings with 

access to DNA PCR testing, as most testing algorithms for HIV-exposed infants include HIV 

antibody tests at nine, 12 and/or 18 months of age (O'Malley G & group., 2014). 

Technical Priorities:  

1. Improve pediatric HIV case finding by prioritizing routine, systematic HIV testing of 

all children in high-priority settings and expansion of HIV DNA PCR testing for all 

HIV-exposed infants 

2. Increase early initiation and overall coverage of ART for HIV-infected infants, 

children, and adolescents 

3. Expand and improve HIV care and treatment services for adolescents 

4. Optimize treatment regimens for HIV-infected infants, children, and adolescents 

5. Enhance linkage and  retention of children along the cascade of care 

6. Strengthen data collection for pediatric HIV 
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In generalized epidemics where HIV prevalence is greater than 1% of the population, routine 

opt-out PITC should be provided to any infant or child with an unknown HIV exposure or 

infection status who presents at a health facility. Testing requirements for infants and children 

are further described in the WHO guidance on HIV testing and counseling for children 

(http://www.who.int/hiv/pub/paediatric/testing_counselling/en/index.html). Programs are also 

referred to the PEPFAR technical brief on HIV case-finding in children, disseminated to country 

offices and available at pepfarii.net early in 2015.  

Key strategies for early identification of HIV exposure and infection highlighted in the WHO 

2013 Consolidated ARV guidelines include: 

 Ensuring that pediatric HIV testing and counseling policies, algorithms, guidelines, and 

implementation plans are consistent with recent WHO guidance and are widely available 

(see link above); 

 Ensuring that national programs and PEPFAR-supported partners train health care 

providers to test infants, children, and adolescents for HIV; 

 Establishing and documenting HIV exposure status of all infants at first contact with the 

health system, ideally at birth or before six weeks of age. National programs should use 

mother/child health cards that document HIV exposure status; 

 Scaling-up access to HIV virologic testing (PCR testing of DBS or plasma) at four to six 

weeks of age with rapid return of results to caregivers of HIV-exposed infants;  

 In settings where PCR is not available, using algorithms based on serology, clinical 

exam, history, and WHO guidance (see link above) for early HIV diagnosis, with the aid 

of CD4
 
count or quantitative viral load as available to presumptively diagnose HIV in 

infants younger than 18 months of age; 

 Ensuring access to pediatric testing beyond early infant diagnosis (EID) programs. When 

HIV-infected infants are not identified through EID or are not linked to treatment 

services, they may present later with childhood diseases as manifestations of HIV 

infection. In countries where HIV prevalence and rates of vertical transmission are high, 

universal opt-out PITC in all inpatient pediatric wards, malnutrition clinics, TB clinics, 

orphans and vulnerable children (OVC) programs and other outpatient settings is an 

effective way to identify these children and link them to care (see HTC and Pediatric 

Sections of the Technical Considerations for more information on PITC). Integrating 

routine opt-out HIV testing in pediatric wards in Zambia and Malawi has shown high 

caregiver uptake, identification of high-risk patients in need of treatment, and successful 

linkage to ongoing ART. These successful models established HIV testing as a routine 

feature of the pediatric health package that is essential to provide appropriate therapy. By 

removing barriers, such as requiring physician or nurse orders for an HIV test, and by 

using patient escorts, HIV testing uptake for children increased (Berman & Bitran, 2011) 

(McCollum, Preidis, Kabue, Singogo, & Mwansambo, 2010) (Preidis, McCollum, 

Kamiyango, Garbino, & Hosseinipour, 2013); 

 Implementing and monitoring family-centered or index patient approaches to HIV testing 

in HIV care and treatment settings, TB clinics, and PMTCT clinics, with routine PITC for 

children of HIV-infected adults and siblings of HIV-infected children; and 

 Investing in bi-directional referral mechanisms between OVC programs and HIV care 

centers to ensure that all children enrolled in OVC programs have access HIV testing and 

http://www.who.int/hiv/pub/paediatric/testing_counselling/en/index.html
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HIV-related services, and all HIV-infected and exposed children are referred for OVC 

support. 

 Adopting guidelines that recommend repeat HIV testing for: 

o All children newly diagnosed as HIV positive by rapid HIV antibody test, with repeat 

HIV antibody testing at the time of ART initiation, to rule out potential misdiagnosis; 

o Children who do not have a documented final HIV status at the end of breastfeeding, 

including those who tested negative in infancy but were lost to follow-up during the 

breastfeeding period; 

o Infants who are presumptively diagnosed with HIV based on antibody testing before 

the age of 18 months should be retested at or after the age of 18 months;  

o Infants or children who are reported to be HIV-uninfected but who present with signs 

or symptoms that may be related to HIV infection, including growth failure; 

o Pediatric and adolescent survivors of sexual abuse in the context of a broader package 

of victim care and support. 

In many countries the Clinton Health Access Initiative (CHAI), funded through UNITAID, has 

been the main procurer of DNA PCR reagents and supplies. As funding through this program 

comes to an end in some locations, country programs will need to ensure that funds and 

procurement mechanisms are in place to provide a secure, uninterrupted stream of DNA PCR 

reagents, supplies, and logistic support. PEPFAR headquarters can offer assistance to country 

teams in negotiating this transition. 

1.1.2  PITC & Disclosure – Children and Adolescents 

Disclosure of HIV status can be challenging for children, parents, and healthcare workers, 

especially for young children. Disclosure is often a bottleneck for testing, and lack of disclosure 

may affect the well-being of both the caregiver and the child and may also have a detrimental 

effect on access to care and treatment, adherence, and long-term retention (WHO, 2010). 

National guidelines should include clear recommendations regarding disclosure of a child’s HIV 

status, including guidance for when and how to disclose. WHO recommends that children of 

school age (approximately six to 12 years old) should be told their HIV status; younger children 

should be gradually provided with information leading up to full disclosure 

(http://www.who.int/hiv/pub/hiv_disclosure/en/).  Many perinatally HIV-infected children reach 

adolescence without knowing their diagnosis and/or the nature of their disease. This has 

important consequences on adherence and may delay transitioning of otherwise ready 

adolescents into more appropriate care settings. Failure to disclose HIV status may also be a 

barrier in providing needed support services for children. PEPFAR headquarters can offer 

assistance to national programs as they develop guidance to support disclosure, including 

training for healthcare workers. National programs should ensure that routine documentation of 

the disclosure process is recommended to remind health care workers of this important treatment 

intervention. 

There are special considerations and challenges for pediatric and adolescent populations when 

addressing psychological and social support needs. In addition to promoting disclosure of HIV 

status to older children and adolescents, clinical providers should also support children and 

adolescents as they decide to disclose their HIV status to others. Adolescents should be 

counseled about the potential benefits and risks of disclosure of their HIV status and empowered 

to determine if, when, and how to disclose, and to whom (PEPFAR, 2011).  All programs should 

http://www.who.int/hiv/pub/hiv_disclosure/en/
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make provisions to work with families and caregivers to provide the age- and developmentally- 

appropriate support which children and adolescents need.  

1.2   Closing the pediatric HIV treatment gap 

A growing body of scientific evidence supports earlier ART initiation for children, particularly 

among children under two years of age who are least likely to survive without ART. WHO 

recommends universal treatment for all children under five years of age and several countries 

have endorsed treatment for all children younger than 10 years (Kenya) or 15 years (Ethiopia, 

Namibia, Tanzania and Zambia) to overcome operational challenges with closing the treatment 

gap for children and adolescents. Early treatment requires expanding and improving EID 

services, aggressive pediatric testing targets, and increased support for pediatric case finding. 

Plans for increasing pediatric coverage should include: 

 Increasing testing for pregnant and breastfeeding women and aggressive follow-up of 

HIV-exposed infants through the end of the breastfeeding period to identify infected 

children; 

 Implementing PITC for children and adolescents in high-yield settings, such as inpatient 

wards, malnutrition clinics, TB clinics, OVC programs, family-based care models and 

other settings specific to the country context; 

 Improving access to EID; 

 Expanding the pool of health care workers who can initiate and monitor children on 

treatment; 

 Implementing task-sharing approaches for pediatric HIV treatment as services are 

decentralized, ideally within a family-centered approach;  

 Collaborating with the MOH, District or Regional Health teams, key stakeholders, and 

clinical staff at sites to improve pediatric treatment services at all levels of the health care 

system; 

 Working with national programs to develop policies, training, and ongoing mentoring for 

nurses to initiate and maintain children on ART, with periodic supervision by a 

pediatrician or other qualified medical doctor; and 

 Reviewing the pediatric “cascade” from identification to retention and follow-up on ART 

to identify and address loss-to-follow-up along the cascade. 

 

1.2.1  Pediatric and Adolescent Treatment Targets 

Targets for pediatric treatment should take into account the number of children in the country 

who are eligible for ART, pediatric treatment coverage levels, and previous years’ achievements. 

In order to effectively monitor the provision of care and treatment to children, country programs 

and USG-supported partners will need to gather and analyze more highly age-disaggregated data 

as described in the updated PEPFAR Monitoring, Evaluation, and Reporting Indicator Guidance 

(available on pepfarii.net). There are challenges with definitions of “children” and “adolescents”, 

which can lead to poor alignment between data collected by medical, legal and social services. 

Country programs should engage pertinent technical working groups to resolve discrepancies 

and develop consensus. Although many national programs are not yet collecting age-
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disaggregated data, the PMTCT and Pediatric TWG and SI Liaisons are available to assist with 

strategic planning and development to encourage this modification. 

Countries that are not reaching treatment targets for children should ensure that HIV testing 

services for children are being implemented systematically and aggressively for all ages, 

including for adolescents. Working with the MOH and USG-supported partners to gather 

information on testing practices and positivity rates among children in various high-yield entry 

points and in settings where large numbers of children and adolescents access health services can 

inform the scale-up of HIV counseling and testing and treatment services. The use of data-driven 

decision-making is critical to improving uptake of HIV services for children. Routine opt-out 

PITC for patients remains a priority and establishing HTC targets for children in high-yield 

settings is a key strategy to reaching treatment targets.  

1.2.2  Implementation of 2013 WHO Guidelines 

Updated ART eligibility criteria expand pediatric HIV treatment eligibility while simplifying 

programmatic implementation by no longer requiring CD4 testing for ART initiation in children 

under the age of five. The revised guidelines also align CD4 thresholds for children five years 

and older with adults (see table below).  WHO guidelines recommend a lopinavir/ritonavir-

containing regimen for children less than three years of age, regardless of PMTCT exposure. 

Additional information can be found at http://ww w.who.int/hiv/pub/guidelines/arv2013. 

Table- Timing to initiate ART in children 

Age When to start 

Infants (<one year) Treat all individuals 

One year to less than five 

years 

Treat all individuals 

(Prioritize children under two years and those 

with WHO stage 3 or 4 or CD4 count <750 

cells/mm
3
 or <25%) 

Five years and above 
WHO stage 3 or 4 or CD4 <500 cells/mm

3
 

(Prioritize CD4 <350 cells/mm
3
) 

 

1.3 Services for adolescents living with HIV 

PEPFAR, WHO, and UNICEF have emphasized the need to strengthen the HIV response for 

adolescents (defined as 10 – 19 year olds). In the context of pediatric care and treatment, this 

means tailoring HIV care and treatment programs to best fit the need of adolescents, and 

facilitating the transition from pediatric to adult care and treatment. In addition to their treatment 

needs, HIV programs must understand the psychosocial and developmental needs of adolescents.  

Adolescents with HIV may have acquired the disease through perinatal or sexual transmission.  

Epidemiological data indicate that up to one third of children who acquired HIV through vertical 

transmission survive, with no treatment, into adolescence (long-term survivors) (Lowenthal, 

2014).  These children often will have signs and symptoms consistent with chronic HIV 

infection, including a history of recurrent infections, short stature, skin disorders and chronic 

lung disease (Weber, 2013), tuberculosis, vaccine preventable diseases and opportunistic 

infections usually seen in adults among others.  These children frequently have accessed health 
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care services repeatedly and are diagnosed late in the course of their disease due to the lack of 

awareness of the potential long-term survival of this population sub-group.  Because of this, in 

settings were HIV prevalence is high, HIV testing should be offered routinely to all children 

regardless of their age, and especially to children who are known to have family members with 

HIV or who are orphaned.  Adolescents who acquired HIV as a result of sexual transmission 

may not have the stigma of chronic HIV infection. In some cases, adolescents living with HIV 

may have been victims of sexual abuse, requiring health care services to be aware of and 

acknowledge this possibility in order to provide the appropriate protection and health services.    

As more perinatally HIV-infected children survive into early and late adolescence, country 

programs will need to develop youth-friendly clinical and reproductive health services as well as 

community services to cater to the specific treatment, support and general health needs of this 

population. Pediatric HIV programs need to develop services designed to support the changing 

needs of adolescents, preparing them to transition eventually into adult HIV care and treatment 

programs.  Health care providers should begin working with parent/s or caregivers towards 

disclosure of a child’s HIV status as early as possible (see section on PITC & Disclosure – 

Children and Adolescents above), with the goal of ensuring that by the time a child begins 

adolescence they are well aware of their status, optimizing the successful transition into youth-

friendly and adult services. An important aim of these programs is to provide an environment 

that is conducive to engaging and retaining adolescents in care and ensuring the successful 

transition of their care into adult services.   

Older children and adolescents will also need to be monitored closely to address adherence 

issues, identify treatment failure, monitor for drug toxicities and adverse effects related to long- 

term use of antiretrovirals as well as to ensure receipt of appropriate psychosocial support and 

basic mental health services. Innovative approaches to providing clinical care for adolescents 

with HIV are needed, including adolescent clinic days, peer-led support groups, adherence or 

teen clubs, use of ART combinations that can be given once a day, use of mobile phones to 

promote adherence and appointment keeping, point of care diagnostics/monitoring laboratory 

services, and community-based ART delivery. Adolescents should be linked to quality OVC and 

other community programs. Moreover, adolescents living with HIV can help each other through 

support groups and should be included in discussions about program design.   

A major shortfall of most HIV programs is the lack of robust monitoring and evaluation systems 

adapted to collect age-disaggregated data to better inform programs on the outcomes and needs 

of adolescents (Sohn, 2013) as well as the lack of longitudinal cohort studies in resource-limited 

settings targeted to this population (Barlo-Mosha, 2013) (Kapogiannis BG, 2014). 

Implementation of age-disaggregated monitoring and evaluation systems including adolescent 

age groups is important to ensure effective and appropriate targeting of HIV prevention and 

treatment services.  

1.3.1 Sexual and Reproductive Health (SRH) services for adolescents 

All adolescents need access to HTC, SRH, psychosocial support, and HIV prevention services. 

Because adolescent girls are increasingly the most at-risk group for acquiring HIV infection and 

also for being victims of gender based violence and sexual abuse, it is essential to expand SRH 

services for adolescents through the Maternal, Neonatal, and Child (MNCH) platforms, including 
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through PMTCT programs. Importantly, many newly-diagnosed HIV-infected pregnant women 

are adolescents; understanding how to support these young mothers who are at higher risk for 

loss to follow up is essential for the success of PMTCT and HIV treatment programs. Some 

services may need to be tailored to address the mode of HIV acquisition. Regardless of the HIV 

transmission route, all adolescents living with HIV need positive health, dignity and prevention 

(PHDP) programs, support for disclosure (to themselves and others), assistance to address stigma 

(both internal and external), and support for adherence and retention. Most healthcare providers 

have not had training in providing services to adolescents and may inadvertently discourage 

them from seeking and remaining in care. Training of healthcare providers in specific adolescent 

SRH issues, including those faced by adolescent key populations, is necessary to improve overall 

adolescent health outcomes as well as retention and adherence and maximizing the life potential 

for these children (Lowenthal, 2014) (Andrew F. Auld, 2014).   

1.4  Optimize Pediatric ARV Regimens  

The number of pediatric ARV formulations has increased since 2003, making individual client-

focused treatment choices more complex (for more details, see below and the updated 

recommendations for ARV treatment for children in the 2013 WHO Consolidated Guidelines; 

http://ww w.who.int/hiv/pub/guidelines/arv2013). The number of different ARV formulations for 

children often results in smaller orders of pediatric ARV drugs. Manufacturers typically wait 

until a minimum number of orders are reached before producing a batch of ARVs. This makes 

pediatric ARV production irregular and procurement in any given country difficult. WHO 

recommends the creation of a national “essential medicines” list of formulations that cover the 

regimen needs of the country’s children, such as the IATT Optimized Pediatric ARV Formulary 

List, and the use of pooled procurement as is done with SCMS and the Global Fund. This 

approach increases the volume of individual drug orders, increases the regularity of production 

and the volume of production, and reduces costs and stock-outs. The future sustainability of the 

pediatric ARV drug supply relies on rationalizing the national pediatric ARV formulary to a 

limited number of drugs and formulations that meet the needs of the majority of children and 

align with nationally recommended regimens (Anígilájé EA, 2014). See for more information.  

Key strategies for maintaining an adequate supply of pediatric ARVs for PEPFAR-supported 

programs should include: 

 Ensuring that progress toward a national pediatric ARV formulary, such as the IATT 

Optimized Pediatric ARV Formulary, occurs; 

 Assisting countries to streamline pediatric formulations to reduce redundancies and 

facilitate forecasting; and 

 Strengthening supply chain reliability and resilience for ARVs in pediatric treatment 

settings. 

PEPFAR teams should also pay special attention to the commodities situation in their host 

countries. Funding gaps for commodities affecting PEPFAR treatment targets may be related to 

funding flows of Global Fund grants (e.g., delayed signing, delayed disbursement, unanticipated 

gap between grants, conditions precedent); government budgetary shortfalls; or issues related to 

in-country procurement processes. As Global Fund completes a transitional funding period and 

finishes the move into a new funding model over the course of 2014/2015, these changes may 

present both commodities challenges as well as further entry points for PEPFAR and Global 

http://apps.who.int/medicinedocs/documents/s21435en/s21435en.pdf
http://apps.who.int/medicinedocs/documents/s21435en/s21435en.pdf
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Fund coordination to ensure sufficient commodity stocks. This will be particularly true for 

countries included in the ACT Initiative where treatment targets for children will be substantially 

higher over the next two years.  

1.4.1 New antiretroviral drugs and formulations for children 

In 2013, the FDA announced the expanded indication for efavirenz to include children over three 

years and once-daily dosing of darunavir in treatment-naïve children age three years and older 

(FDA, 2013).  In 2014, tentative approval has been given for ABC+3TC tablets for oral 

suspension (60/30 and 120/60 mg tablets); AZT+3TC tablets for oral suspension (30/60mg) and 

Atazanavir capsules. Information on approvals for PEPFAR can be found at: 

http://www.fda.gov/InternationalPrograms/FDABeyondOurBordersForeignOffices/AsiaandAfric

a/ucm119231.htm.  

1.4.2 Laboratory monitoring of children on ART 

Laboratory monitoring of children on ART should aim to:  

 Monitor response to treatment; 

 Identify toxicities related to antiretrovirals and/or drugs used for prophylaxis against 

opportunistic infections; and 

 Monitor adherence or development of resistance. 

 

Laboratory monitoring of response to ART: Providing access to CD4 percentages and counts 

remains important 1) at baseline, 2) at regular intervals for children >5 years not yet eligible for 

ART, 3) to monitor response to treatment, and 4) to identify treatment failure. However, CD4 

count or percentage decline are not as helpful for identifying treatment failure as viral load (VL) 

testing. Access to VL testing is still limited in most settings; however, the 2013 WHO guidelines 

urge expansion of VL monitoring for routine patient monitoring. It is critical that children be 

incorporated in country-level planning for expanded VL capacity. Refer to the Adult Treatment 

and Laboratory Sections (X.X and Y.Y) of the Technical Considerations for more information. 

ARV-related toxicities, side effects, and adverse events: HIV programs should ensure that 

capacity is built to monitor for common ARV-related side effects and toxicities in children as 

well as in adults. Programs should select laboratory methods and equipment that can be adapted 

to small sample volumes to detect laboratory abnormalities related to pediatric ARVs.   

1.4.3  Surveillance for HIV Drug Resistance:  

As pediatric HIV treatment programs expand, more information on HIV drug resistance 

(HIVDR) development in children is needed.  The pediatric population on ART is considered 

more vulnerable to developing resistance for a number of reasons, including ARV exposure in-

utero and through breast milk, use of less-than-optimal first-line regimens in HIV-infected 

infants (including not using a lopinavir/ritonavir-based regimen in children under age 3 years), 

paucity of palatable formulations, lack of formulations of optimal drugs for use in resource-

limited settings, high rates of loss to follow up and behavioral/developmental issues that may 

affect adherence.  Estimates of virologic failure and HIVDR among children in resource-limited 

settings are derived from multiple types of studies that included different groups of children 

http://www.fda.gov/InternationalPrograms/FDABeyondOurBordersForeignOffices/AsiaandAfrica/ucm119231.htm
http://www.fda.gov/InternationalPrograms/FDABeyondOurBordersForeignOffices/AsiaandAfrica/ucm119231.htm
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(infants exposed to PMTCT, ART naïve children, children on ART) and varying numbers of 

samples (Hunt, 2011) (Germanaud, 2010) (Rojas-Sanchez, 2014). In most PEPFAR-supported 

countries, routine HIVDR surveillance is not yet considered an integral part of national HIV 

programs; however, countries should work with ministries of health and other partners to 

implement surveys for monitoring of HIVDR in pediatric patients. While other sources of 

funding for HIVDR surveillance activities may exist, PEPFAR funds can be allocated to fill 

identified gaps for both adult and pediatric HIVDR activities. The WHO Global Strategy for the 

Surveillance and Monitoring of HIV Drug Resistance calls for HIVDR surveillance activities to 

simultaneously include adult and pediatric populations and is available at 

http://apps.who.int/iris/bitstream/10665/77349/1/9789241504768_eng.pdf.  

For additional information on HIVDR surveillance, please also see the Adult Treatment and 

Laboratory Sections of the Technical Considerations (Sections X and Y).  

1.5   Enhance linkage and retention of children along the cascade of care 

1.5.1  Retention of HIV-infected children in care  

The WHO 2013 guidelines for initiation of ART substantially increased the number of children 

eligible for treatment by recommending a “test and treat” approach for children under 5 years of 

age and some countries have adopted this universal pediatric ART eligibility policy for all ages 

(0-14 years). These children on ART will still require routine follow-up visits and laboratory 

monitoring, and programs will need to institute services to ensure that they are retained in care 

and treatment. Older children diagnosed with HIV, especially those not yet eligible for treatment, 

also need enhanced support to ensure that they are retained in care (Phelps BR, 2013) (Ojikutu B, 

2014). 

Key strategies to ensure retention and strengthen the continuum of care for HIV-infected 

children and adolescents should include: 

 Annual clinical and laboratory assessment for the need to transition to ART; 

 Routine review of medical records to identify and re-engage children lost to follow-up; 

and 

 Linkage of all HIV-infected adolescents to facility-and community-based PWP/PHDP 

services that provide additional care and support.  

 

1.5.2  Adherence support  

Successful treatment outcomes for children require that programs support strategies and 

implement activities to sustain adherence to ART. For young children, adherence to treatment 

will depend on the pediatric formulation used and on providing support and education to parents 

and caregivers. Caregiver support groups, routine adherence assessments, referrals to OVC 

programs, and home-based visits can be used to improve or maintain adherence to treatment. 

Decentralizing pediatric HIV treatment to reduce patient travel distance to treatment centers is 

critical to improving both access and adherence.  

In older children and adolescents, efforts to support adherence are of particular importance and 

should be a component of all programs. Adolescents are a high-risk group for treatment default 

(Chan, Mateyu, Jahn, Schouten, & Arora, 2010). Care and treatment delivery models that 

http://apps.who.int/iris/bitstream/10665/77349/1/9789241504768_eng.pdf
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support adolescent psychosocial needs as individuals’ transition into adulthood can improve 

adherence, thereby improving treatment success. Please see the section above on Services for 

adolescents living with HIV for more information. 

2 Other Considerations 

2.1 Cotrimoxazole (CTX) prophylaxis for HIV-exposed and -infected children 

At an estimated cost of US $0.03 per child per day or US $10/year, provision of CTX to HIV-

exposed or -infected children is the most cost-effective non-ART intervention to reduce 

morbidity and mortality due to HIV and AIDS. CTX can be a lifesaving intervention for 

children, especially those who experience delays in necessary initiation of ART. This 

intervention should be linked to PMTCT programs, EID, MNCH, and home-based testing 

efforts. For more detailed guidance regarding CTX, please refer to updated WHO guidance on 

CTX prophylaxis for HIV-exposed and HIV-infected infants, children, adolescents, and adults 

(http://www.who.int/hiv/pub/guidelines/arv2013/december2014supplementARV.pdf?ua=1) and 

the 2013 WHO Consolidated Guidelines on the Use of Antiretroviral Drugs for Treating and 

Preventing HIV Infection (http://www.who.int/hiv/pub/guidelines/arv2013/en/index.html).   

Key strategies in CTX prophylaxis for HIV-exposed and -infected children for PEPFAR-

supported programs should include: 

 All HIV-exposed children receive CTX beginning at four to six weeks of age and until 

HIV is excluded; 

 All children less than five years of age diagnosed with HIV receive CTX and until at least 

five years of age if WHO immunologic and clinical criteria are met; 

 Children older than five years of age diagnosed with HIV receive CTX in accordance 

with current national pediatric and adult guidelines; and 

 The integration of CTX with MNCH services, and inclusion of HIV exposure status and 

receipt of CTX in the child health card. 

 

2.2  Basic child health interventions for HIV-exposed, -infected, and -affected children 

Provision of a minimum set of evidenced-based interventions or a package of integrated services 

for HIV-exposed/infected children is described in both the PEPFAR PMTCT/Pediatric 

HIV/MNCH Integration Guidance (see the figure below) and the Basic Care Package for 

Children.  

http://www.who.int/hiv/pub/guidelines/arv2013/december2014supplementARV.pdf?ua=1
http://www.who.int/hiv/pub/guidelines/arv2013/en/index.html
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Figure-  Essential Components for Pediatric HIV Support, Care and Treatment 

 

Key strategies in child health interventions for HIV-exposed, -infected, and -affected children for 

PEPFAR-supported programs should include but are not limited to the following. 

2.2.1 Nutritional assessment, counseling, and support (NACS) 

Nutrition status plays a crucial role in the health and development of infants and children 

infected with or affected by HIV. Most nutrient requirements are the same for HIV-infected and -

uninfected infants and children, although evidence shows that HIV-exposed children are at 
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substantially greater risk of growth faltering and malnutrition. Examples of pediatric nutrition 

interventions that should be integrated within PEPFAR programs include:  

 Anthropometric, biochemical, clinical, dietary, and household food security assessment;  

 Provision of counseling based on WHO and national infant feeding, nutrition, and WASH 

guidelines; 

 Promotion of good infant feeding and nutrition practices, including exclusive 

breastfeeding through six months of life followed by safe and adequate complementary 

feeding and continued breastfeeding through 24 months of age and beyond; 

 Routine micronutrient supplementation (vitamin A, zinc as adjunct to treatment of acute 

diarrhea, and multi-micronutrients where diet may not meet vitamin and mineral 

requirements); 

 Therapeutic or supplementary feeding support for children meeting criteria for moderate 

and severe acute malnutrition (MAM/SAM); and 

 Nutrition screening, referral, and tracking systems for children in NACS and care and 

treatment programs. 

For additional information, please see the Care and Support section of Technical Considerations. 

2.2.2 Prevention, diagnosis, and management of tuberculosis (TB) 

Children living with HIV have a higher risk of developing primary TB, as well as more rapid 

progression and poorer outcomes than children not infected with HIV. Confirming the diagnosis 

of TB is more difficult in children than adults, especially among those living with HIV. Priority 

should be given to the following activities: 

 Intensified case finding for TB by routinely screening all HIV-infected children with a 

standardized screening algorithm, such as the one recommended by WHO:  

o Fever, current cough, contact history with a TB case, or poor weight gain (defined 

as reported weight loss, or very low weight [weight-for-age less than –3 z-score], 

or underweight [weight-for-age less than –2 z-score], or confirmed weight loss 

(>5%) since the last visit, not eating well/anorexia, fatigue, reduced playfulness, 

decreased activity, or growth curve flattening).  

o Any child with one or more symptom should be evaluated for TB (International 

Union Against Tubeculosis and Lung Disease, 2010); 

 Active case finding for both TB and HIV among children by asking all adults with TB 

disease about children in their home or with whom they are in regular contact with and 

ensuring diagnostic evaluation for TB and HIV testing, as appropriate; 

 Working with the pediatric TWG and TB/HIV TWG to assure integration of Xpert 

MTB/RIF into national guidelines for diagnosis of TB in children; 

 Ensuring that all children suspected of or diagnosed with TB receive HIV testing; and 

 Scaling up isoniazid preventive therapy for HIV-infected infants and children with a 

known TB contact and for HIV-infected children age 12 months and older, regardless of 

TB contact status after active TB disease has been excluded by symptom screen. 

 

For more information on TB in children, see the TB/HIV and PMTCT sections of Technical 

Considerations. 
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2.2.3  Other opportunistic infections (OIs) 

Pediatric programs should support nationally recommended approaches to diagnosis and 

management of OI’s and co-morbidities, and should ensure that these approaches are consistent 

with WHO guidance. In 2010, WHO published guidance on the management of diarrhea and 

pneumonia in HIV-infected infants and children 

(http://www.who.int/maternal_child_adolescent/documents/9789241548083/en/index.html). For 

further information, please see Section X Care. 

2.3  Community services: pediatric care and treatment programs 

Because it is extremely difficult to provide all pediatric care and support services, including 

adherence support, at a single HIV care site or setting, services may be delivered by skilled 

providers through a continuum of service networks (e.g., care, routine immunization, and OVC 

and nutrition services) and through effective linkages between facility-, school-, community-, 

and home-based care programs.  

 Linkages and collaboration between health facilities and community/home services and 

schools to build and strengthen bi-directional referrals. These programs increase access to 

HIV care services and improve retention of HIV-exposed/infected children in care;  

 Community-based services that provide critical non-clinical components of care and 

support; 

 Peer counselors, community health workers, and other community-based health 

professionals who support home caregivers to provide the needed care and support in the 

home; 

 Community programs that serve mothers referring infected mothers and their HIV-

exposed infants to health facilities for counseling, early HIV diagnosis, disclosure 

counseling, and cotrimoxazole prophylaxis; and 

 Particularly for adolescents, community services such as mental health, peer support, and 

HIV-positive groups help families with HIV-infected children to overcome stigma, 

promote adherence, and provide linkage to HIV care. 

 

2.4 Human Resources for Health  

A critical barrier to the expansion and scale-up of pediatric HIV programs is the lack of 

sufficient numbers of health care providers with both competence and confidence in the 

provision of HIV services for infants, children, and adolescents. Task sharing allows nurses and 

cadres of health providers other than medical doctors to provide pediatric HIV services. These 

services include counseling and testing as well as ART initiation and management, all of which 

are essential to ensure adequate access to care. Continued mentoring and supervision of these 

providers, coupled with access to higher-level technical assistance when needed, increases 

confidence in providing pediatric services.  

Efforts to strengthen pediatric-specific skills among existing health care providers at all levels of 

the health care system and to incorporate this knowledge into pre-service training for new 

providers are critical to significantly increase the numbers of children receiving quality services. 

A comprehensive approach is essential and should include training, provision of needed resource 

materials, ongoing mentoring, and supportive supervision. For further information, please refer 

to Section X HRH.  



 

 

136 

 

3 Additional Resources 

Adolescent Care: 

Duffy, M. H., Sharer, M., Fullem, A.  (2013).   Toolkit for transition of care and other services 

for adolescent s living with HIV.  Arlington, VA. USAID’s AIDS support and other technical 

assistance resources (AIDSTAR-One), Task-Order 1. 

ICAP (2012).  Authors:  Tayla Colton, Virginia Allread, Elaine Abrams, Anne Schoeneborn, 

Beatriz Thome, and Ruby Fayorsey.  Adolescent and HIV care and treatment:  A training 

curriculum for health workers.  

4 Tracking to CEEs 

CEE Number Standard 
Domain 3: Pediatric Care and Treatment    

3.1 Pediatric ART 

Eligibility  

 

Each ART site should have standard procedures to assess children 

in care for the need for ART. It should be fully implemented and 

contain the following core elements: defined staff roles and 

responsibilities, procedures for patient testing, clinical 

signs/symptoms review, and standardized documentation. 

3.2 Pediatric ART 

Monitoring  

All children on antiretroviral therapy (ART) should receive routine 

monitoring for treatment failure through regular assessment of CD4 

and/or viral load per national guidelines, and results should be 

documented in the medical record. 

3.3 Supply Chain 

Reliability (Pediatric 

ARVs)   

Each site should have a reliable supply of pediatric ARVs. 

3.4 Supply Chain 

Reliability (Pediatric 

Cotrimoxazole)  

Each site should have a reliable supply of pediatric cotrimoxazole 

(CTX). 

 

3.5 Pediatric 

Cotrimoxazole    

All eligible pediatric patients should have documented prescription 

of cotrimoxazole (CTX), according to national guidelines. 

 

3.6 Dosing of Pediatric 

ARVs 

Assessing a child’s weight and prescribing ARV medications 

accordingly using weight band dosing is essential to ensure children 

are adequately treated during ongoing growth and development. 

Each ART site providing treatment services to children should be 

equipped with current pediatric ARV weight band dosing tools at 

the point of care. 

3.7 Pediatric TB 

Screening 

Each site should perform and document screening for active TB on 

intake and at each clinical visit for all HIV-infected children. 

3.8 Routine HIV Testing 

for Children  

Routine, systematic HIV testing of all children should be conducted 

at certain sites, listed below, to maximize identification of children 

with HIV so that rapid enrollment into care and assessment for 

ART eligibility can occur before complications ensue. (For 

facilities with inpatient pediatric wards only.) 
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3.9 Adolescent Support 

Services  

Adolescent-friendly clinical services are needed to cater to the 

specific treatment, support and general health needs of adolescents 

living with HIV.  An important aim of these programs is to provide 

an environment that is conducive to engaging and retaining 

adolescents in care, ensuring the successful transition of their care 

into adult services, and addressing psychosocial and behavioral 

needs. 

3.10 Pediatric Facility 

Referral to Community 

Care and Support 

Services  

All health facilities treating PLHIV should be able to demonstrate 

successful referrals of pre-ART and ART patients to community 

services. 

Domain 4: PMTCT 

4.5 Early Infant 

Diagnosis  

All HEIs should have DBS collected for PCR testing. 

4.6 Enrollment of HIV-

Infected Infants into 

ART Services 

All HIV- infected infants should be enrolled into ART services. 

4.7 CTX for HIV 

Exposed Infants  

All HEIs should initiate CTX by 8 weeks of age. 

 

4.8 Supply Chain 

Reliability (EID) 

Each PMTCT site should have a reliable supply of dried blood spot 

(DBS) supplies (if DBS are collected at this site) for early infant 

diagnosis (EID), which consist of: a collection card, alcohol swabs, 

gauze, lancets and latex gloves (or a DBS bundle). 

Domain 6: Food & Nutrition  

6.2 Pediatric Growth 

Monitoring  

Each ART site should perform routine monitoring of nutrition 

status through regular anthropometric assessments (i.e. weight and 

length or height, BMI, MUAC, or growth plot curve) per national 

guidelines, child’s nutrition status should be categorized, and 

results should be documented in the medical record.  Nutrition 

counseling and referrals should also be provided based on 

assessment results. 

Domain 12: OVC 

12.6 Referral System 

(Health and HIV/ Socio-

Economic Coordination)  

All children affected by HIV should also be tested for HIV. All 

community-based programs for OVC should be able to demonstrate 

successful referrals of beneficiaries to HIV testing and counseling 

services. 
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KEY POPULATION PROGRAMS AND SERVICES 

 

 

1 Technical Priorities 

 

The World Health Organization (WHO) recently released the new Consolidated Guidelines on 

HIV Prevention, Diagnosis, Treatment and Care for Key Populations (July 2014), subsequently 

referred to as WHO Consolidated KP Guidelines. According to the Guidelines, key populations 

(KP) are persons who are affected by punitive laws, regulations and policies, are severely 

stigmatized and marginalized, and are disproportionately affected by HIV. This includes men 

who have sex with men (MSM), transgender persons (TG), sex workers (SW), and people who 

inject drugs (PWID).  

 

The PEPFAR COP 15 KP technical priorities and considerations are informed by the revised and 

up-dated WHO Consolidated KP Guidelines and field staff involved in KP programming are 

encouraged to familiarize themselves with this guideline. In this guideline, WHO has added a 5
th

 

group, i.e. people in prisons and other closed settings, to the groups included in the definition of 

key populations, however this definition has not yet been formally adopted by PEPFAR and does 

not apply to targets or MER indicators but is included here for reference. Definitions for each of 

the five groups will be provided below. 

 

WHO Consolidated Guidelines on HIV Prevention, Diagnosis and Treatment and Care for Key 

Populations (2014)  
http://apps.who.int/iris/bitstream/10665/128048/1/9789241507431_eng.pdf 

 

While an optimal response to HIV in Key Populations would entail that all the interventions 

listed and described in the WHO Consolidated KP Guidelines which form the core services 

Technical Priorities:  

 

1. Peer education and community-based outreach 

2. Sexually Transmitted Infection (STI) prevention, screening and treatment 

3. Condoms and condom-compatible lubricants 

4. HIV Testing and Counseling (HTC) 

5. Antiretroviral Therapy (ART) for all KP living with HIV 

6. Harm reduction for People Who Inject Drugs (PWID) 

7. Addressing Stigma and Discrimination 

8. Community empowerment 

http://apps.who.int/iris/bitstream/10665/128048/1/9789241507431_eng.pdf
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recommended for comprehensive KP services across the continuum of HIV prevention, 

treatment and care, i.e., the Comprehensive Package of Interventions for Key Populations are 

addressed, this is clearly not possible given PEPFAR (and global) funding levels. For the 

purposes of the PEPFAR COP15, PEPFAR country teams should focus on those interventions 

highlighted in bold from the menu of service delivery approaches and supportive interventions 

below as Technical Priorities for COP15. The TWG considers these as “core” activities which 

should be prioritized and included in service delivery packages. This is not to say that 

countries should not address interventions which have not been highlighted as COP15 Technical 

Priorities if they have funding or TA capability, but those PEPFAR responses should ensure 

that the technical priority interventions highlighted below are addressed. 

The complete package of interventions, including the COP15 Technical Priorities are described 

in further detail in the body of the document beginning on page X. 
 

Service Delivery Interventions 

1. Peer education and community-based outreach
5
 

2. Sexual and drug use assessment and risk reduction counseling
6
 

3. Sexually Transmitted Infection (STI) prevention, screening and treatment 

4. Condoms and condom-compatible lubricants 

5. HIV Testing and Counseling (HTC) 

6. Antiretroviral Therapy (ART) for all KP living with HIV 

7. Post Exposure Prophylaxis (PEP)  

8. Prevention and management of co-infections and co-morbidities including 

 Tuberculosis prevention, screening and treatment 

 Hepatitis B & C prevention, screening and treatment, and Hepatitis B Vaccination 

 Screening and management of mental health disorders 

9. Pre Exposure Prophylaxis (PrEP) for MSM and un-infected partners in sero-discordant 

couples 

10. Harm reduction for People Who Inject Drugs (PWID): 

 Needle and Syringe Programs (NSP) 

 Opioid Substitution Therapy (OST) 

 Opioid overdose prevention and treatment  

11. Reproductive health services including Prevention of Mother-to-Child Transmission 

(PMTCT) for women of child-bearing age and pregnant women from KP 

 

Building an Enabling Environment: Critical Enablers for KP Programs 

1. Supportive legislation and policies 

2. Addressing Stigma and Discrimination 

3. Community empowerment 

4. Addressing violence against KP 

                                                 
5
 WHO does not include community-based outreach as a separate intervention in the comprehensive package; 

however, it is recommended as an extraordinarily effective method of overcoming challenges related to accessing 

populations of key populations. 
2 
Similarly while not listed as separate intervention in the Consolidated WHO KP Guideline it is maintained from 

previous versions of the PEPFAR technical considerations as an important intervention and is described within the 

narrative of the WHO Consolidated KP Guideline. 
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While key populations do not constitute the majority of infections driving the epidemic, 

especially in Sub-Saharan Africa, studies show that HIV disproportionately impacts key 

populations in all regions of the world, including those countries with generalized epidemics.   

An urgent concern for controlling the epidemic is that only a small proportion of these 

populations have access to HIV prevention, care and treatment services; in order to achieve 

epidemic control, key population issues must be addressed. This section of the PEPFAR 

Technical Considerations provides recommendations with a focus on designing and 

strengthening HIV programs for Key Populations: MSM, TG, SW, and PWID. 
 

2 Important Terms and Definitions 

 

Men Who Have Sex with Men (MSM): The term ‘men who have sex with men’hrefers to 

males who have sex with other males, regardless of whether or not they may also have sex with 

women or have a personal or social identity associated with that behavior, such as being ‘gay’eor 

‘bisexual’. MSM experience higher rates of HIV infection than the general population in all 

regions of the world. In a review of low- and middle-income countries, MSM were found to be 

19 times more likely to be living with HIV than people in the general population (Baral, 2007). 

Despite the disproportionate HIV disease burden, coverage is very low for even the most basic 

prevention services for MSM globally (Beyrer, 2011). 

 

As stated in the WHO Consolidated KP Guidelines, reasons for the high HIV prevalence among 

MSM may be that HIV transmission through anal intercourse without a condom is more efficient 

than through vaginal intercourse without a condom, and individual-level risks for HIV 

acquisition among MSM  include unprotected receptive anal intercourse, high number of male 

partners, and concomitant injecting drug use (Beyrer, 2012) (Hladik & McElrath, 2008) (Royce, 

1997).  

 

Discriminatory legislation and increased homophobia and violence have posed major barriers to 

providing and expanding services for MSM. As of the end of 2011, same sex practices were 

criminalized in 38 of 53 African countries (Johnson, 2007), and 84 countries across regions 

worldwide had laws making sex between men illegal (78 countries where homosexuality is 

illegal, 2015). 

 

Reducing HIV among MSM requires rapid introduction, scaling up and strengthening of 

comprehensive. HIV programs for MSM and their sex partners as well as the expansion of laws, 

regulations and policies and other supportive interventions that support the human rights of 

MSM, improve the ability of MSM to mobilize and strengthen communities in safe spaces to 

access HIV care and treatment and enhance HIV prevention.  

 

Additional resources on MSM programming include:  

 

 PEPFAR Technical Guidance: Prevention for Men Who Have Sex with Men 

(2011)http://www.pepfar.gov/guidance/combinationprevention/combprevmsm/index.htmWH

O Prevention and treatment of HIV and other sexually transmitted infections among men 

http://www.pepfar.gov/guidance/combinationprevention/combprevmsm/index.htm
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who have sex with men and transgender people (2011) 
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750 

 

Transgender persons (TG): In this guidance, the term ‘transgender persons,’rrefers primarily to 

transgender people whose assigned birth sex was male, but who identify as female or who 

exhibit a range of what are usually deemed female characteristics. Multiple studies have found 

elevated HIV prevalence among ‘male-to-female’etransgender people (also known as 

transgender women) whereas the same has not been demonstrated for ‘female-to-

male’rtransgender people. The limited data available demonstrates pervasive stigma, 

discrimination, violence, and other HIV risks among TG populations. Excluded from other forms 

of income generation by stigma and discrimination, many TG women engage in sex work, 

thereby increasing their risk for HIV acquisition and transmission.  

 

A 2012 systematic review and meta-analysis demonstrated a global HIV prevalence of 19% 

among TG women. In addition, it found that TG women have a staggering 48.8 times the odds of 

HIV infection compared to the general population (Baral, 2013). Transgender-friendly and 

appropriate prevention, care, and treatment services are critical to an appropriate HIV response. 

Given regional variability and complexity of gender identities, it is important for country teams 

to involve transgender community members in the design and implementation of services and 

research. 

 

Additional resources on TG programming include:  

 

 WHO Prevention and treatment of HIV and other sexually transmitted infections among 

men who have sex with men and transgender people (2011) 
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750 

 WHO Joint technical brief. HIV, Sexually Transmitted Infections and other health needs 

among transgender people in Asia and the Pacific (2013) 
http://www.wpro.who.int/hiv/documents/HIV_STI_Other_Health_needs_among_transgender.p
df?ua=1&ua=1 

 

 

Sex Workers (SW): In countries all around the world, women and men, including transgender 

persons, engage in sex work and are at high risk for HIV acquisition and transmission. Sex work 

is defined by UNAIDS as consensual sex among adults 18 years and above in exchange for 

money and goods as primary source of income. For the purposes of clearly distinguishing key 

populations groups in this guidance the term sex workers typically refers to female sex workers. 

Male and transgender sex workers are included as a sub-set of MSM/TG populations. A meta-

analysis demonstrated that in fifty low and middle-income countries, the aggregate HIV 

prevalence among female sex workers (FSW) was over 12%, and, in countries with medium and 

high background HIV prevalence, SW were 11.6 times more likely to be HIV infected than 

women in the general population (Baral, 2012). A global and regional review of HIV associated 

with female sex work found that an estimated 15% of HIV in the general female adult population 

is attributable to (unsafe) female sex work. The region with the highest attributable fraction is 

Sub Saharan Africa at around 18%, but the burden is also substantial for the Caribbean, Latin 

America and South and Southeast Asia (Pruss-Ustun, Wolfe, & Driscoll, 2013).  

 

http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.who.int/iris/bitstream/10665/44619/1/9789241501750
http://www.wpro.who.int/hiv/documents/HIV_STI_Other_Health_needs_among_transgender.pdf?ua=1&ua=1
http://www.wpro.who.int/hiv/documents/HIV_STI_Other_Health_needs_among_transgender.pdf?ua=1&ua=1
http://www.wpro.who.int/hiv/documents/HIV_STI_Other_Health_needs_among_transgender.pdf?ua=1&ua=1
http://www.wpro.who.int/hiv/documents/HIV_STI_Other_Health_needs_among_transgender.pdf?ua=1&ua=1
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Culturally relevant, appropriate programs for SW should be included as a key part of HIV 

program efforts in all PEPFAR programs. While the Leadership Act legislation states that no 

funds made available under the Act can be used to promote or advocate the legalization or 

practice of prostitution, it also explicitly states that nothing in that prohibition “shall be construed 

to preclude the provision to individuals of palliative care, treatment, or post-exposure 

pharmaceutical prophylaxis, and necessary pharmaceuticals and commodities, including test kits, 

condoms, and, when proven effective, microbicides”.  

 

A series of articles published by the Lancet in 2014 with current evidence in support of SW 

programs included a model simulation based on the South African heterosexual epidemic 

suggesting that condom promotion and distribution programs in South Africa have already 

reduced HIV incidence in SW and their clients by more than 70%, and that with optimistic 

model assumptions, oral pre-exposure prophylaxis (PrEP) together with test and treat programs 

could further reduce HIV incidence in South African SW and their clients by up to 40% over a 

10-year period. Combining these biomedical approaches with a prevention package, including 

behavioral and structural components as part of a community-driven approach, will help to 

reduce HIV infection in sex workers in different settings worldwide (Bekker, 2015). 

 

Additional resources on SW programming include:  

 

 WHO Prevention and Treatment of HIV and other Sexually Transmitted Infections for 

Sex Workers in Low and Middle-Income Countries 

(2012)http://www.who.int/hiv/pub/guidelines/sex_worker/en/index.html 

 WHO: Implementing comprehensive HIV/STI programmes with sex workers: practical 

approaches from collaborative interventions (2013) 
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en 

 

People Who Inject Drugs (PWID): The term people who inject drugs (PWID) refers to people 

who inject psychotropic (or psychoactive) substances for none-medical purposes, including but 

not limited to, opioids, amphetamine-type stimulants, cocaine and other drugs. In 2012, the 

United Office on Drugs and Crime (UNODC) estimated 12.7 million people had recently 

injected drugs, while of these, 1.7 million PWID (13.1%) were living with HIV. Based on data 

from 49 countries, the risk of HIV infection averaged 22 times greater among people who inject 

drugs than among the general population. In 11 of these countries the risk was at least 50 times 

higher. In Eastern Europe an estimated 40% of new HIV infections occur among PWID and their 

sexual partners (UNAIDS, 2012).  

 

A recently published analysis of HIV incidence data from eight countries in Asia indicates high 

HIV incidence rates among PWID (0.0-43.6 per 100 person-years) with risk factors for incident 

HIV infection among PWID including young age, frequent injection use, and sharing of needles 

or syringes (Dokubo, 2013). While the greatest focus of injection drug use research and 

interventions has been in the Asia region, it is important to note that new emerging drug 

trafficking routes suggest that the African continent is becoming increasingly vulnerable. 

However, data about injection drug use for this region remain scare (United Nations Office on 

Drugs and Crime, 2014).  

 

http://www.who.int/hiv/pub/guidelines/sex_worker/en/index.html
http://www.who.int/hiv/pub/guidelines/sex_worker/en/index.html
http://www.who.int/hiv/pub/guidelines/sex_worker/en/index.html
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
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Access to HIV prevention, care and treatment services has been sub-optimal for PWID in most 

countries. A report on syringe programs (NSPs), opioid substitution therapy (OST) and anti-

retroviral therapy (ART) in 13 countries found that coverage for each of these interventions is 

low (Needle & Zhao, 2010). PWID not only have poor access to ART, but they also tend to 

begin ART later, at a more advanced stage of infection than other groups, resulting in poorer 

treatment outcomes. 

 

Additional resources on SW programming include:  

 

 WHO, UNODC, UNAIDS Technical Guide for Countries to set Targets for Universal 

Access to HIV Prevention, Treatment and Care for Injecting Drug Users (revised 

2012)http://www.who.int/hiv/pub/idu/targets_universal_access/en/ 

 PEPFAR Guidance on comprehensive HIV prevention for PWID 

(2010)http://www.pepfar.gov/documents/organization/144970.pdf 

 

New WHO Key Population (not a current PEPFAR KP for targets or MER) -- People in 

prisons and other closed settings:  PEPFAR has not formally adopted prisoners as a key 

populations, however they were recently added to the WHO Key Populations Consolidated 

Guidance with the rationale that many MSM, transgender person, PWID and sex workers are 

incarcerated during their lifetimes, as well as the higher burden of disease within prisons.  Over 

10 million of people are estimated to be in prison and other closed settings (including for 

example detention at sites awaiting transfer to prison or before/after trial) with a turnover of 

around 30 million moving between prison and the community. Prevalence of HIV, Sexually 

Transmitted Infections (STIs), hepatitis B and C and tuberculosis are estimated to be 2-10 times 

higher in prison populations than in the general population (WHO, 2007). Because of illegality 

of sex work, drug use and same-sex behaviors, individuals from various key populations are 

incarcerated at some point in their lives. Conditions in prisons such as overcrowding, sexual 

violence and lack of access to commodities including condoms and lubricants, clean needles and 

syringes, contribute to high risks of HIV transmission. Provision of HIV prevention, treatment 

and care in prisons is often very poor and, even where programs exist, support for linkages to 

HIV services in the community after release and as key population individuals transition in- and 

out-of-prison are needed. 

 

Additional resources on people in prisons programming include:  

 

 WHO: Effectiveness of interventions to address HIV in prisons 

(2007)http://whqlibdoc.who.int/publications/2007/9789241596190_eng.pdf 

 UNODC: HIV in places of detention: a toolkit for policymakers, programme managers, 

prison officers and health care providers in prison settings 

(2008)http://www.unodc.org/documents/hiv-aids/V0855768.pdf  

 

Other Vulnerable Populations (OVP) are individuals and groups of people who are not defined as 

Key Populations within PEPFAR, but who may be particularly vulnerable to HIV infection in 

certain situations or contexts. OVP are not affected by HIV uniformly across countries, but 

include specific groups at higher risk in specific locations, such as adolescent girls in sub-

Saharan Africa, migrant populations, or various occupations groups, such as truckers, fisher folk 

http://www.who.int/hiv/pub/idu/targets_universal_access/en/
http://whqlibdoc.who.int/publications/2007/9789241596190_eng.pdf
http://www.unodc.org/documents/hiv-aids/V0855768.pdf
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and miners that serve as proxies for clients of sex workers. They may be affected by HIV 

prevalence higher than in the general population, and may face some difficulties accessing 

services due to high mobility (e.g., truckers, miners, and other mobile workers) or lack of 

confidence in accessing HIV services (e.g., orphans, young girls, people with disabilities), but do 

not experience the same level of criminalization, stigma and discrimination as KP. Furthermore, 

OVP are not criminalized and thus do not have to fear being reported to the police, harassed or 

arrested when trying to access health and HIV services. Although attention needs to be paid to 

the specific needs among these context-specific groups, they can generally be supported in 

accessing HIV services provided at public health care facilities and designed to cater to the 

general population. 
 

3 Measuring the HIV Epidemic and Setting Data-Driven Priorities for Key 

Population Programs 

 

While PEPFAR support for biologic-behavioral surveillance among KP has been increasing, 

many countries continue to lack, and moreover, under-utilize, size estimation and biologic-

behavioral data on key populations. Establishing the size and risk factors of key populations 

allows epidemiologists to develop models with which to estimate and project HIV prevalence or 

inform countries of the distribution of HIV incidence and transmission dynamics within their 

country, garner political and financial support, and improve program coverage and quality. 

Evidence and support to implement prevention, care and treatment programs are more 

compelling when good population size estimates and biologic-behavioral data are available. 

However, lack of such studies should not delay start up or provision of key population services. 

Within the scope of limited resources, efforts should be made to design and implement effective 

programming while ensuring that relevant data is collected to determine whether interventions 

are successful and how they can be improved. . Governments may find it politically challenging 

to invest in services because of the stigma toward key populations, yet serving these groups has 

the greatest potential for curbing the epidemic in countries where HIV is concentrated in these 

populations. In hostile environments, the safety of KP must be respected and ensured in all 

programming and research.  

 

A strong link between epidemiologic, behavioral and socio-cultural data and prevention activities 

is useful to ensure that study results and surveillance information inform the prioritization, 

design, implementation, monitoring and evaluation of KP HIV prevention and care and treatment 

programs. For example, size estimates should be used for program planning (e.g., to determine 

realistic performance targets and to estimate targets for coverage of services) or the number of 

peer educators/navigators or volume of commodities required for a certain population. Likewise, 

key population program data should be used to assess uptake of HIV services such as HTC and 

enrolment into HIV care and treatment of HIV-positive SW, PWID, MSM and transgender 

persons, and inform both new data collection activities and quality improvement for programs. 

Program data should also be used to assess each step of the key population service cascade (see 

Figure 1); and when they are triangulated with population size estimates, can help inform 

program coverage.  
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3.1  Strategic Information Coordination among National, Sub-National Unit, and Service 

Delivery Sites for KP programs 
 

Monitoring and evaluation of key populations programs can function successfully only if it is 

well-coordinated among national, sub-national and service delivery levels. Information is needed 

from the national and sub-national levels about the course of the epidemic, results of special 

surveys and surveillance studies. National and sub-national levels need information about reach 

and quality of the prevention, care, and treatment services offered at service delivery sites in 

order to ensure a comprehensive and coordinated response. The objectives of monitoring and 

evaluation at the national, sub-national and service delivery levels are described below:
7
  

 

• National level: To review the epidemiology of the HIV epidemic among SW, MSM, TG 

and PWID; identify the sub-national areas of the country where the HIV programs are 

most needed; monitor the inputs, outputs and outcomes of programs in these areas that 

provide services to KP; identify programs that decrease transmission risk; and work 

strategically with partners to implement effective interventions at sufficient scale to 

reduce HIV transmission among key populations in a manner that respects human rights;  

 

• Sub-national level: To review and understand the local epidemiology of the HIV 

epidemic among KP, monitor program inputs, service quality, outputs, service coverage, 

and program outcomes among KP in the defined geographic area; and  

 

• Service delivery site level: To monitor program inputs at the service delivery level, 

quality of services, service delivery outputs, and, where feasible, changes in behavioral, 

environmental, and disease outcomes among persons in the catchment area of the 

service delivery site.  

 

The collection and analysis of the following data should be a foundation of all PEPFAR key 

population programs: 

 

1. Bio-behavioral surveillance:  All countries, whether facing generalized, mixed or 

concentrated HIV epidemics, harbor KP that is at increased risk of HIV infection. All 

countries should therefore conduct periodic behavioral surveillance activities among 

relevant KP. Whenever possible, biomarkers (HIV, other sexually transmitted infections 

(STIs) depending on their prevalence) should be included in these surveys and sampling 

design should aim at yielding representative samples.
8
 

 

                                                 
7
 Adapted from UNAIDS, WHO, PEPFAR (2013) Operational Guidelines for Monitoring and Evaluation of HIV Programmes 

for Sex Workers, Men who have Sex with Men, and Transgender People (http://www.cpc.unc.edu/measure/publications/ms-

11-49a) 
8 Further information on bio-behavioral surveys and second generation HIV surveillance can be found at:  WHO, UNAIDS 

(2013). Guidelines for Second Generation HIV Surveillance: An update: Know your Epidemic. Geneva, WHO. 

(http://www.who.int/hiv/pub/guidelines/surveillance_update/en/index.html) 
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2. Population size estimations: Size estimation methods estimate the number of people in 

a defined key population in a geographic area during a defined period.  They are useful in 

the areas of policy and advocacy, program planning and program monitoring and 

evaluation. Estimates of the size of KP, combined with HIV prevalence from 

surveillance activities among these same populations, can be used to develop national 

estimates of HIV prevalence and the number of PLHIV.  When combined with 

behavioral data, these data can also be used to project future trends in the epidemic and 

estimate the distribution of new infections among key populations. For programmatic 

monitoring applications, size estimations are used as a denominator for programmatic 

coverage estimates.
9
   (Note: Programmatic mapping can also be used to estimate the size 

of a key population and how many people will benefit from a specific program in a more 

localized area. However, programmatic mapping of KP must be conducted in a way that 

does not compromise the safety and patient confidentiality of the population.)
1011

 

 

3. Formative Research and Needs Assessments: Formative research and needs 

assessments usually combine qualitative and/or quantitative methods. Rapid assessments 

collect basic information in a short period of time, often using participatory methods, 

when creating or redesigning a key population program.  Broad community support and 

involvement of such assessments are required if a key populations program is to be 

successful. This includes the involvement of members of the target population, local 

authorities and other influential stakeholders, and groups directly involved in providing 

services to these populations.   

 

4. Routine Program Monitoring: Routine program monitoring should start at program 

inception, with routine data being collected and used to monitor the services and the 

quality of services that are provided. These routine data, which include key service and 

quality indicators, should be analyzed on a regular basis to provide information on 

progress and provide feedback to program staff and other key stakeholders.  Below are 

key elements of what routine program monitoring should capture in a key populations 

program: 

a. Uptake and coverage of program – For a comprehensive program to have a 

maximum impact in controlling the HIV epidemic among key populations, 

achieving sufficient uptake and coverage are important steps toward changing 

behavior and reducing the number of new infections.  For example, data on 

uptake (reach) of the program can be combined with estimates of the population 

size to determine program coverage, depending on the availability of updated 

population size estimates. 

b. Targeting of program – whether program is reaching particular networks of the 

intended target population and those who are more highly affected by HIV can 

influence the unit cost and the efficiency/effectiveness of a key populations 

                                                 
9
 Detailed methods on population size estimations for key populations can be found at: UNAIDS, WHO(2010). Guidelines on Estimating the Size 

of Populations Most at Risk to HIV. 

(http://www.who.int/hiv/pub/surveillance/estimating_populations_HIV_risk/en/index.html)  
10

 Additional information and guidance on mapping can be found at: PLACE Mapping and Size Estimation Module, MEASURE Evaluation.  

https://www.cpc.unc.edu/measure/publications/WP-11-126/at_download/document 
11

 Please refer to the Strategic Information “Spatial Data and Preservation of Confidentiality” section of the FY15 COP Technical Considerations 

https://www.cpc.unc.edu/measure/publications/WP-11-126/at_download/document
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program in reaching the 90-90-90 UNAIDS target  (e.g. high HIV seropositivity 

yield among KP tested in a program) 

c. Continuum of KP Prevention, Care, and Treatment Service Cascade—In order to 

achieve HIV epidemic control, the ability to track KP program performance along 

the following key steps in the HIV cascade is critical: 1) Reach through 

preventive interventions, 2) HIV testing, 3) linkages and retention in to care 

among those tested HIV positive, 4) initiation and adherence to antiretroviral 

treatment and 5) viral load suppression.  The following schematic demonstrate 

the various stages of the KP services cascade: 

 

Figure 1: HIV Services Cascade for Key Populations (Courtesy of USAID-funded LINKAGES project) 

 

d. Completed linkages with/referrals to other non-clinical services – as individual 

program cannot be expected to meet all the needs of key populations, 

organizations and partners need to link effectively with others providing 

complementary services. These include other prevention services as well as care 

and support, human rights, and life or vocational skills training. 

 

5. Implementation Science: Many evidence-based interventions have the potential to 

reduce gaps along the HIV prevention, care and treatment for KPs. However, in many 

cases, interventions with proven or promising efficacy in limited, research settings are 

not introduced or tailored for populations in similar settings in a manner that best 

promotes their optimal uptake, acceptability, penetration, coverage, or sustainability. 

While there are multiple factors which can inhibit adoption and scale-up of effective 

practices in different countries, to address this situation, countries may consider pursuing 

implementation science approaches (Padian, Holmes, & McCoy, 2011)to build a better 
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understanding of how to best implement programs given their local circumstances,  to 

reap the greatest and most sustainable HIV service outcomes for KPs. 

 

Implementation science approaches may be used to explain and correct barriers to the 

successful uptake of health services by KP. PEPFAR is currently supporting nine 

countries to study barriers and facilitators of effective HIV services for KP through the 

Key Population Implementation Science (KPIS) initiative launched in 2013.
12

 Findings 

from these efforts will inform health care delivery strategies that may best influence 

improved HIV prevention, care, and treatment outcomes for MSM, SW, PWID and TG in 

a variety of settings.  

 

6. Site Improvement through Monitoring Systems (SIMS): Key Populations SIMS Core 

Essential Elements (CEEs) are conducted quarterly to address quality standards for KP 

programs and to ensure that PEPFAR-funded KP programs represent the minimum 

quality standards consistent with PEPFAR’s policy and international guidelines for key 

populations.
13

 

 

Data collection and ethics: Key populations are often stigmatized, subject to violence and 

discrimination and, in many environments, vulnerable to criminal prosecution, review and 

consideration of ethical and human rights related issues and risks, balanced with anticipated 

health benefits to individuals and communities, are critical in the choice and conduct of any data 

collection and data sharing. The PEPFAR Ethical Framework for Engagement of Key 

Populations outlines that PEPFAR is inclusive, non-discriminatory, and engages individuals and 

communities in a way that reflects PEPFAR’s commitments to affirm and protect human rights. 

Individuals from key populations must never be required to disclose their status as gay, 

transgender, sex workers, HIV+ or other related identifying information to access PEPFAR 

services. If the intervention seeks to request key populations to disclose their status procedures 

must be in place to respect patient rights including defined confidentiality protocols, informed 

consent procedures and data safety procedures.  

 

3.2 Improving the HIV Prevention, Care and Treatment Cascade through Key Aspects of KP 

Programming 

 

While many countries have small-scale targeted KP activities or programs, only a limited 

number of countries have taken steps to scale-up successful models or significantly expand 

coverage. To influence improvements for KP along the HIV cascade, PEPFAR programs should 

provide either direct support and/or technical assistance for targeted scale-up of comprehensive 

and high-quality prevention, care and treatment programs for KP to ensure adequate coverage, 

intensity, and scale to impact the HIV epidemic.  

 

Multiple components of the comprehensive package of interventions for KP listed in these 

technical considerations will directly influence improvements along the HIV cascade. In many 

cases, countries that support KP programs will need to fine-tune specific delivery strategies, in 

                                                 
12

 Countries include: Brazil, Ghana, Guatemala, Kenya, The Kyrgyz Republic, South Africa, Tanzania, Thailand, and Ukraine. 
13

 Further information on Key Population SIMS CEEs can be found at https://www.pepfarii.net. 



 

 

151 

 

consultation with KP, to produce the best outcomes for their settings and specific KP groups. To 

see critical gains along the HIV cascade for KP, PEPFAR teams should support countries to: 

 

• Adapt the WHO Consolidated KP Guidelines and support evidence-based comprehensive 

key population programming to be established and brought to scale for each key 

population, leveraging PEPFAR resources and technical assistance with other funding 

sources and donors (i.e., Global Fund, European donors, AusAID etc.).  

• Building a comprehensive package takes time, but start with the basics. Start by 

mobilizing the community and ensuring the distribution of condoms and lubricants. Add 

testing services and build a network of referrals to address the continuum of needs for 

both HIV negative and HIV positive KP, building capacity among providers and 

beneficiaries. 

• In order to make services accessible, acceptable, affordable and equitable, different 

approaches are needed.  Consider integrating services whenever possible, engaging with 

and sensitizing the public sector, private sector and community-based organizations. This 

means, ideally providers are cross-trained to provide multiple services at a single visit, as 

well as trained to provide non-discriminatory and KP-sensitive services. Increased 

integration supports provision of more comprehensive and more consistent care for KP. 

• Ensure establishment of strong linkages between community- and facility-based KP 

services and between facility-based services, contributing to increased HIV service up-

take, enrolment and retention of HIV-positive KP members in HIV care and treatment 

services.  Community-based approaches to service delivery can increase access to and 

acceptability for KP.  Outreach, mobile services, drop-in centers and venue-based 

approaches are useful for reaching those with limited access to, or underserved by, formal 

health facilities.   

• Task-shifting the delivery of services can increase the effectiveness and efficiency of 

available personnel, enabling the existing workforce to serve more people.  Community-

led organizations can play an important role in reaching KP, engaging with them, linking 

them to services and providing ongoing care and support. 

• Adapt a common set of indicators to monitor KP programs, while ensuring crucial 

aspects of KP client safety that guarantee confidentiality and prevent misuse of data 

collected from KP clients and for KP program monitoring and improvement. 

• Identifying and supporting operations research and implementation science opportunities 

to inform further KP program improvements, including costing and cost effectiveness 

studies where appropriate. 

 

4 The Comprehensive Package of Interventions for Key Populations  

A combination of interventions is required to response effectively to HIV among KP, both 

service delivery approaches and supportive interventions necessary to strengthen and build an 

enabling environment for KP to access services. There is substantial evidence for the 

effectiveness of a core set of interventions that comprise a package of services for KP. Each of 

these interventions supports improvements along the HIV cascade. Programs should ensure 

participation of key populations in the development, implementation, and monitoring of 

programs. Scientific evidence supports a comprehensive package of structural, biomedical and 

behavioral interventions as the optimal strategy for reducing HIV incident infections among KP. 
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There is strong evidence that these interventions, implemented in a variety of settings (including 

prisons and closed settings), are effective in reducing risk behaviors, preventing HIV infections, 

and enhancing access to essential HIV services, including care and treatment. The following 

health sector interventions are listed and described in the WHO Consolidated KP Guidelines and 

form the core services recommended for comprehensive KP services across the continuum of 

HIV prevention, treatment and care: 

Service Delivery Interventions 

Components of the comprehensive KP intervention packages recommended for all KP: 

1. Peer education and community-based outreach
14

 

2. Sexual and drug use assessment and risk reduction counseling
15

 

3. Sexually Transmitted Infection (STI) prevention, screening and treatment 

4. Condoms and condom-compatible lubricants 

5. HIV Testing and Counseling (HTC) 

6. Antiretroviral Therapy (ART) for all KP living with HIV 

7. Post Exposure Prophylaxis (PEP)  

8. Prevention and management of co-infections and co-morbidities including 

a. Tuberculosis prevention, screening and treatment 

b. Hepatitis B & C prevention, screening and treatment, and Hepatitis B Vaccination 

c. Screening and management of mental health disorders 

 Components of the package that apply for some KP: 

9. Pre Exposure Prophylaxis (PrEP) for MSM and un-infected partners in sero-discordant 

couples 

10. Harm reduction for People Who Inject Drugs (PWID): 

a. Needle and Syringe Programs (NSP) 

b. Opioid Substitution Therapy (OST) 

c. Opioid overdose prevention and treatment  

11. Reproductive health services including Prevention of Mother-to-Child Transmission 

(PMTCT) for women of child-bearing age and pregnant women from KP 

Building an Enabling Environment: Critical Enablers for KP Programs 

 Supportive legislation and policies 

 Addressing Stigma and Discrimination 

 Community empowerment 

 Addressing violence against KP 

 

4.1 Service Delivery Interventions 

4.1.1 Peer Education and Community-based Outreach 

Peer outreach relies on local community members to reach key populations with HIV prevention 

information and referrals to important services. When peer education and outreach is 

accompanied by risk reduction counseling and provision of supplies (e.g., condoms, referral to 

OST) it is especially effective in reducing sexual and/or drug-using risk behaviors (Sahmanesh, 

                                                 
14

 WHO does not include community-based outreach as a separate intervention in the comprehensive package; however, it is recommended as an 

extraordinarily effective method of overcoming challenges related to accessing populations of key populations. 
15

 Similarly while not listed as separate intervention in the Consolidated WHO KP Guideline it is maintained from previous versions of the 

PEPFAR technical considerations as an important intervention and is described within the narrative of the WHO Consolidated KP Guideline. 



 

 

153 

 

2008) (Needle, 2005) (Semaan, 2002). Empowerment-based, peer-led outreach includes the 

sharing of information, often through targeted outreach, counseling and interpersonal and group 

communication. The program will develop a peer outreach and behavior change communication 

approach that enhances key population peer to community support systems, sustained changes in 

attitudes and risk behaviors, and to strengthen health-seeking behavior. Peer support through 

outreach, whether in a drop in center, on the street or online, is critical to prevention as well as 

care and treatment.  

 

4.1.2 Sexual and Drug Use Assessment and Risk Reduction Counseling  

Assessing sexual and drug-use behaviors is essential for understanding current exposure and 

transmission risks as well as consumption levels of drug and alcohol use for all key populations. 

Assessing drug and alcohol use is best determined through both a physical exam and use of an 

acculturated and validated assessment tool. Conducting consumption and risk assessments and 

providing counseling to help individuals reduce their risks may be done in a variety of service-

delivery settings. Due to the often stigmatized and criminalized nature of KP behaviors, great 

care must be taken to elicit accurate information and to minimize further stigmatization. In many 

cases, service providers and even peer workers may benefit from sensitivity training to increase 

their competencies in eliciting and discussing HIV risks with KP members.  

Taking a sexual and drug-use history ensures that service providers and peers know and do not 

assume the needs of their clients. Service providers should consider this a standard part of care 

and routinize it as people enter and exit risk stages throughout their lives. Risk reduction 

counseling is an effective intervention for KP, whether delivered through peer outreach or in 

clinic settings and can address both drug and sexual risk behaviors, as appropriate. Meta-

analyses show that risk reduction counseling can have a positive impact on sexual risk behaviors 

of persons who inject drugs (Semaan, 2002); however, the effect may decrease over time 

(Copenhaver, 2006), indicating that these behaviors may need to be more intensively targeted 

and may require booster sessions. 

The WHO Consolidated KP Guidelines cite additional delivery methods for sexual and drug-use 

assessments and risk reduction counseling. For example, in some countries, using targeted 

internet-based methods, social marketing and other community-driven approaches for MSM and 

TG may reinforce individual and group level risk reduction techniques delivered in traditional 

service settings.   

 

4.1.3 Prevention, Screening and Treatment for Other Sexually Transmitted Infections 

Existence of a sexually transmitted infection (STI) may facilitate sexual transmission and 

acquisition of HIV, particularly among KP (Cohen, 2012). Routine STI assessment and treatment 

should be an integral component of a KP package of services. Approaches to STI control for KP 

vary based on local STI prevalence. However, general principles call for defining a package of 

confidential services with well-defined STI treatment components, screening intervals, and 

standards for delivery. Free and KP-friendly STI services are also useful in attracting KP into 

services/programs, providing an opportunity to reach KP by providing a more holistic sexual 

health approach.  

Periodic screening for KP for asymptomatic STIs is recommended. In light of overlapping risk 

behaviors, STI screening is recommended for all KP; examples include women injecting drugs, 

MSM and transgender women who may also engage in sex work, and men who inject drugs who 

may have sex with other men. In the absence of laboratory tests, KP patients with suspected STI 
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should be managed syndromically, in line with national STI guidelines. Programs should 

consider integrating STI screening and treatment into HIV care settings and into existing KP 

programs in line with WHO and PEPFAR Guidance.  

Specific recommendations for STI services for female sex workers (FSW) include: 

• Periodic presumptive treatment (PPT) for asymptomatic STIs should be offered to FSW 

in settings with high prevalence and limited clinical services; and  

• PPT should be implemented only as a free, voluntary, confidential, short-term measure as 

part of comprehensive sexual health services and while HIV/STI services are being 

further developed in settings where STI prevalence is high, e.g. >15% prevalence of N. 

gonorrhea and/or C. trachomatis infection. 

Also, health-care providers should be sensitive to and knowledgeable about the specific health 

needs of transgender people. In particular, genital examination and specimen collection can be 

uncomfortable or upsetting for TG patients whether or not the person has undergone genital 

reconstructive surgery. 

 

Additional resources on STI programming include:  

 

 PEPFAR Guidance for the prevention of sexually transmitted HIV infections 

(2011)http://www.pepfar.gov/documents/organization/171303.pdf 

 WHO: Implementing comprehensive HIV/STI programmes with sex workers: practical 

approaches from collaborative interventions (2013) 
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en 

 WHO Guidelines: prevention and treatment of HIV and other sexually transmitted 

infections among men who have sex with men and transgender people: recommendations 

for a public health approach (2011)  http://www.who.int/iris/ 

bitstream/10665/44619/1/9789241501750_eng.pdf   

 

A revised WHO STI Guideline is currently under development and anticipated to be released at 

the end of 2014. 

 

4.1.4 Condoms and Condom-Compatible Lubricant  

Programs need to ensure a consistent supply and availability of quality male and female condoms 

as well as condom-compatible lubricants, especially for MSM, SW, TG and prisoners. Using 

male or female condoms correctly and consistently is the best way to prevent transmission of 

HIV and other STIs. Many men, women and transgender people use lubricants to facilitate 

intercourse. For individuals who have anal sex, or experience vaginal dryness, as may be the case 

with sex workers, condom-compatible lubricants increase moisture and comfort during 

intercourse. This reduces the potential for vaginal or anal trauma, thereby reducing the 

opportunity for infection. While condoms are approximately 90% effective in preventing 

transmission of HIV with correct use, condoms used alone in anal, and other, forms of 

intercourse are likely to tear, break, or slip. Condom-compatible lubricants significantly reduce 

these risks, and make condoms more effective. Ensuring that appropriate lubricant products are 

available together with condoms is critical to expanding efforts toward an AIDS free generation.  

 

http://www.pepfar.gov/documents/organization/171303.pdf
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
http://www.who.int/hiv/pub/sti/sex_worker_implementation/en
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Special attention must be paid to ensure that KP value and use the condoms and condom-

compatible lubricants made available through PEPFAR programs. The WHO Consolidated KP 

Guidelines further emphasize the importance of making these commodities available in various 

settings and at low or no cost to reduce barriers to access, especially for young KP. Additional 

considerations should be made to address condom slippage and breakage among clients and to 

ensure correct and consistent use of these commodities through education. 

While regionalization may require that PEPFAR pull out of areas with current KP programs to 

better focus on epidemic burden, PEPFAR programs should ensure that essential commodities 

remain available and should negotiate with donors and government to  maintain supply for 

instance of lubricant. Where other donors or the government cannot maintain supply of condoms 

or lubricant in these areas for KP programs, PEPFAR can plan for procurement of lubricant and 

condoms to be delivered through other donor programs. 

  

4.1.5 HIV Testing and Counseling  

Programs should provide HIV testing and counseling (HTC) services that are trusted by and 

accessible to KP. Provision of high-quality HTC in a variety of settings that are acceptable to KP 

may help ensure adequate coverage for those who may be reluctant to access facility-based HTC. 

HTC services must respect the basic tenets of self-determination, privacy, and informed 

decision-making. WHO recommends adherence to the five Cs of HTC services: consent, 

confidentiality, counselling, correct results and linkage to care (WHO, 2012). 

Mandatory or coerced testing is never appropriate. This is a particularly important issue for 

persons in prisons or other closed settings and for sex workers, who may face coercion to be 

tested from brothel owners, clients, or as part of the registration process for a sex worker 

program.  

 

HTC services should be provided with the fewest possible restrictions or requirements. 

Innovative models such as home-based self-testing may be considered where important sub-

groups are not accessing existing HTC programs. Testing hours and days should meet the needs 

of KP and HTC delivery sites should vary depending on the expressed preferences of the 

population. HTC delivery sites that may increase uptake and coverage for KP are as follows:  

 

• Mobile community outreach; 

• Safe spaces (drop-in centers); 

• Bars, clubs and brothels, shooting galleries, and other hotspots; and 

• Homes or households. 

 

Finger-prick blood sample is the preferred collection method. Venous blood draws should be 

avoided as a potential access barrier due to concern for vein collapse and intravenous drug use 

disclosure to HTC providers. Those providing HTC must be trained to provide competent risk-

reduction counseling to assess the need for annual or more frequent HTC depending on any 

ongoing risks. Quality control checks, such as proficiency testing should be routinized and 

quality standards put in place to monitor quality counseling. 

 

Use of rapid test kits with same-day results, post-test counseling and immediate linkage to HIV 

care and treatment is strongly recommended for KP. Information regarding an excess of false 

positive test results has been the focus of a recent investigation by WHO and others. Future 
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guidelines that emphasize better quality control among those who perform tests and routine 

confirmation of reactive screening tests will be distributed widely to address this issue across the 

broad range of HTC delivery sites that have been affected. 

 

4.1.6 Antiretroviral Therapy  

Key populations typically have higher HIV prevalence than the general population and account 

for a large proportion of new infections in most of the world. Given the presence of key 

populations in every country and the shifting of many generalized to concentrated epidemic 

countries, the scaling up of Antiretroviral Therapy (ART) should include much stronger efforts 

to support access to treatment and care for key populations.  Currently, the WHO 2013 

Consolidated Antiretroviral Guidelines state that the use of ART in key populations should 

follow the same general principles and recommendations as for adults (i.e., HIV+ individuals 

with CD4 count ≤ 500 cells/mm
3
, HIV+ partners in a sero-discordant partnership).   

An effective HIV response requires an understanding of the country’s epidemic and context and 

the provision of ART to populations at highest risk for HIV infection.  Thus, the WHO 

guidelines should be reviewed and tailored with this framework in mind.  Challenges of 

engaging and retaining key populations in HIV services, particularly in regards to treatment 

should be closely examined as early treatment for HIV-positive KP individuals may be 

warranted.  While the protective effect of combined ART on the risk for AIDS or death has been 

well documented (Hammer, Squires, & Hughes, 1997) (Cameron, 1998) (Sterne, 2005) (Cole, 

2003), the optimal time to initiate combination ART for KP remains an ongoing discussion.  

However, the evidence for initiating treatment for HIV infected persons early on instead of 

deferring treatment until CD4 counts decrease to 350 or to the most recent recommendation of 

500, is increasing (Cole, 2009) (The HIV Casual Collaboration , 2011) (Kitahata, 2009). Strong 

evidence exists that even among HIV-infected patients with a more-than 500 CD4 count, 

deferred therapy was associated with an increase in the risk of death (Kitahata, 2009).  Therefore, 

countries are strongly encouraged to consider the benefits of providing combined ART 

regardless of CD4 count for KP.  Targeting viral suppression among KP may be an effective 

strategy to influencing incidence rates.     

The following are important considerations related to KP: 

• When no reliable population size estimate is available, teams are encouraged to 

determine appropriate KP treatment targets based on best available data (WHO, 2010) 

;minimum target for number of KPs on ART = Size estimate of KP * HIV prevalence 

of KP * 80% (80% is assumed to be the proportion of KP who meet the criteria for 

treatment); 

• ART programs should support a non-stigmatizing clinical environment that enables KP 

to have consistent and safe access to facility and community-based treatment.  Rigorous 

evaluation of such programs should be developed to ensure KP-friendly environments 

do exist; 

• Specific strategies should be employed to reach, test, link, treat, and retain KP in care 

and treatment services (UNAIDS, 2015). These strategies should include monitored 

linkages between KP outreach programs and HTC, as well as between HTC and care 

and treatment; 
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• Peer outreach workers, patient navigators, and case managers can facilitate access to 

and uptake of ART by KP. Training health workers on clinically appropriate and non-

stigmatizing care for KP is critical to developing an environment that enables key 

populations to access and adhere to treatment; and 

• Teams are encouraged to use innovative strategies such as evening hours and/or 

integration of ART services with services for KP such as OST, HTC, or STI screening 

and treatment. 

Additional resources on STI programming include:  

 WHO Consolidated guidelines on the use of antiretroviral drugs for treating and 

preventing HIV infection: recommendations for a public health approach 

(2013)http://www.who.int/iris/bitstream/10665/85321/1/9789241505727_eng.pdf  
 

4.1.7 Post-Exposure Prophylaxis 

Post-Exposure prophylaxis (PEP) is antiretroviral medicines given to prevent acquisition of HIV 

infection after possible exposure.  WHO states that timely provision of PEP is the only method 

currently available to reduce risk of HIV infection following an exposure to the virus (WHO , 

2014). With this is mind, PEPFAR-funded programs should strive to make PEP available to all 

eligible KP if a high-risk exposure has occurred within the past 72 hours (WHO, 2007). Non-

occupational exposures and recommendations appropriate for KP will be reported in updates to 

the WHO PEP Guidelines expected in late 2014.   The current WHO recommendation is for 

ART to be taken for 28 days following the first dose, which should be taken as soon as possible 

from the time of exposure. 

Strong programs will ensure health care workers and counselors are trained to identify non-

occupational HIV exposures that may necessitate PEP, such as sharing of injecting equipment 

among PWID and both consensual and non-consensual sexual exposures (i.e., sexual assault) 

across all KP. In community settings, peer workers should be trained to provide information and 

referrals to KP clients in need of PEP after high-risk exposures and to create more awareness and 

demand for this HIV prevention intervention. 

 

4.1.8 Prevention and Management of Co-infections and Co-morbidities 

Overall management of co-infections and co-morbidities will be addressed in greater detail in the 

Care & Support section of the technical considerations. This section will highlight only a few 

aspects of particular importance for KP programs or where there might be differences in how 

these are addressed or managed between KP vis-à-vis general population services. 

 

a. Tuberculosis Prevention, Screening and Treatment 

Drug use and incarceration are associated with increased rates of tuberculosis (TB) infection, 

including multi-drug resistant TB (MDR-TB) (WHO, 2009) (WHO, 2009) (Mathers, 2008) (van 

den Hof, 2013) (Akksilp, 2009)and TB is a leading cause of mortality among prisoners in high-

burden settings (Levy, Reyes, & Coninx, 1999) (Dara, 2009). MSM, TG, and SW may also 

experience exposure to the disease due to incarceration, poor living conditions and poverty 

(Lönnroth, 2009). TB outbreaks have been reported among MSM and TG engaged in sex work 

(Sterling, 2000) (Palmero, 2005).   

http://www.who.int/iris/bitstream/10665/85321/1/9789241505727_eng.pdf
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Services for prevention and treatment of TB should be friendly and accessible to all KP (WHO, 

2012), and need to include: 

• Prevention of TB through access to Isoniazid Preventive Therapy (IPT) and ART;  

• Screening and diagnosis of TB with the WHO-recommended four TB symptom 

screening algorithm (i.e., cough, fever, night sweats or weight loss) at each contact with 

KP peer educators or outreach workers and/or with a health-care worker; 

• TB treatment; 

• Timely initiation of ART and support for treatment adherence; and 

• Routine HIV testing for all KP-TB patients. 

 

Recommendations for TB prevention and management in prisons and other closed settings 

include: 

• Systematic screening for active TB (WHO, 2013) in particular where TB and MDR-TB 

prevalence is high; 

• Intensified case-finding in prisons and closed settings, including IPT for PLHIV, and 

effective TB control measures; 

• People in prisons or other closed settings known or suspected to have infectious TB 

should be separated until adequately treated and non-infectious; and 

• Continuity of TB treatment as KP TB patients transfer in/out of prison. 

 

Considerations for TB management in people who inject drugs (PWID) include: 

• Co-morbidity, including viral hepatitis infection, should not contraindicate TB treatment;  

• For PWID with TB, OST should be administered in conjunction with medical treatment - 

there is no need to wait for abstinence from opioids to commence either TB medication 

or ART; and 

• Selected drug regimen and dosing need to consider that rifampicin can significantly 

reduce concentration and effect of methadone and buprenorphine, resulting in opioid 

withdrawal (WHO, 2013) (Friedland, 2010) 

 

Additional resources on TB programming include: 

 UNODC HIV prevention, treatment and care in prisons and other closed settings: a 

comprehensive package of interventions: policy brief (2013) 

http://www.unodc.org/documents/hiv-

aids/HIV_comprehensive_package_prison_2013_eBook.pdf 

 WHO Policy guidelines for collaborative TB and HIV services for injecting and other 

drug users: an integrated approach (2008) 
http://whqlibdoc.who.int/publications/2008/9789241596930_eng.pdf  

 

b. Hepatitis B & C Prevention, Screening and Treatment  

Viral hepatitis B and C disproportionally affect KP, as a result of sexual transmission and sharing 

of needles, syringes and injecting equipment. It is estimated that, globally, 240 million people are 

chronically infected with Hepatitis B and 150–170 million with Hepatitis C. PWID account for 

approximately 1.1 million of those with Hepatitis B and 10 million of those with Hepatitis C 

(Nelson, 2011). Hepatitis C prevalence in prisons is even higher than HIV prevalence, and in 

http://www.unodc.org/documents/hiv-aids/HIV_comprehensive_package_prison_2013_eBook.pdf
http://www.unodc.org/documents/hiv-aids/HIV_comprehensive_package_prison_2013_eBook.pdf
http://whqlibdoc.who.int/publications/2008/9789241596930_eng.pdf
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many countries a history of Hepatitis C infection is associated with a history of incarceration 

(Larney, 2013) (Weinbaum, 2003) (Semaille, 2013) (Adjei, 2006) (Barros, 2013). Hepatitis C is 

rarely transmitted through heterosexual sex, however, several outbreaks of presumed sexually 

transmitted Hepatitis C infection have been reported among HIV-positive MSM. Hepatitis C 

transmission among HIV-negative MSM and comparable drug-related behavior has also been 

reported (Rockstroh, 2012).  

A comprehensive approach to addressing viral hepatitis among KP includes: 

• Hepatitis B and C prevention through correct and consistent condom use, needle and 

syringe programs (NSP) including low dead-space syringes and injection equipment, 

OST, and sterile tattooing practices; 

• Hepatitis B vaccination for MSM, TG and prisoners; 

• Rapid Hepatitis B vaccination regimen for PWID using a higher dose Hepatitis B 

vaccine; 

• Hepatitis B treatment: KP with HIV and Hepatitis B co-infection who have severe 

chronic liver disease should be offered ART with a tenofovir (TDF) and lamivudine 

(3TC) (or emtricitabine (FTC))-based regimen irrespective of CD4 count or WHO 

clinical stage 

 

While tremendous strides have been made with the development of new drugs for treatment of 

Hepatitis C, the high cost for these drugs results in treatment not yet being available in most 

middle- to low-income settings. We however encourage staff from PEPFAR-supported programs 

to stay abreast of these developments to provide technical assistance where appropriate. In some 

instances, countries have been able to offer treatment to a limited number of KP, in particular for 

PWID, through Hepatitis C drug donations, and technical expertise from PEPFAR KP specialists 

may be called upon. 

WHO is developing clinical guidance on Hepatitis B treatment and screening strategies for 

Hepatitis B and C. This guidance should be available in early 2015. 

Additional resources on Hepatitis B & C programming include: 

 WHO Guidelines for the screening, care and treatment of persons with hepatitis C 

infection (2014)http://apps.who.int/iris/bitstream/10665/111747/1/9789241548755_eng.pdf 

 WHO Guidance on prevention of viral hepatitis B and C among people who inject drugs 

(2012) http://www.who.int/iris/bitstream/10665/75357/1/9789241504041_eng.pdf 

 
 

c. Screening and Management of Mental Health Disorders 

In addition to being disproportionately burdened by HIV, key populations experience higher 

rates of depression, anxiety, harmful alcohol use and dependence, other substance use and 

suicide as a result of chronic stress, social isolation, violence and disconnection from a range of 

health and support services. Mental health disorders in PLHIV, including HIV-positive KP, may 

affect treatment initiation and adherence and lead to poor treatment outcomes (Joska, 2014). 

Psychosocial support, counselling, appropriate drug therapies, and interventions such as case 

management may help to improve adherence to ART and retention in care. 

Routine screening and management for mental health disorders (particularly depression and 

psychosocial stress) should be provided for KP living with HIV in order to optimize health 

outcomes and improve adherence to ART. Management can range from co-counselling for HIV 

and depression to appropriate medical therapies. 

http://apps.who.int/iris/bitstream/10665/111747/1/9789241548755_eng.pdf
http://www.who.int/iris/bitstream/10665/75357/1/9789241504041_eng.pdf
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4.1.9 Pre-Exposure Prophylaxis  

Oral pre-exposure prophylaxis (PrEP) of HIV is the daily use of antiretroviral drugs by HIV-

uninfected people to block the acquisition of HIV.  Several studies have demonstrated the 

effectiveness of PrEP in reducing HIV transmission among key populations including MSM, TG 

women, and PWID (Grant & Lama, 2010) (Choopanya, 2013) (WHO, 2013) (WHO, 2012). 

Specifically, daily oral PrEP with the fixed-dose combination of tenofovir disoproxil fumarate 

(TDF) 300 mg and emtricitabine (FTC) 200 mg (labelled as Truvada) has been shown to be safe 

and effective in reducing the risk of sexual HIV acquisition in adults.   

Several normative bodies such as the WHO and CDC, have now issued guidelines on the use of 

PrEP for the prevention of HIV among MSM in various contexts. However, it is critical to 

conceptualize the demonstrated efficacy of PrEP in the context of a comprehensive package of 

prevention, care and treatment services for KP, where the effects of repeated condom provision, 

sexual risk-reduction counselling, and the diagnosis and treatment of STIs, and linkages to care 

and treatment exist at scale. Currently, the prescription of oral PrEP for coitally timed or other 

non-continuous daily use is not yet recommended.
 

The WHO Consolidated KP Guidelines have limited recommendations for PrEP for PWID and 

SW. Countries are highly encouraged to examine the research and weigh the risk / benefits of 

offering PrEP to key populations. PEPFAR has not endorsed guidance specific to the use of 

PrEP. 

Additional resources on PrEP include: 

 Centers for Disease Control and Prevention (CDC). Preexposure Prophylaxis for the 

Prevention of HIV Infection in the United States – 2014 Clinical Practice Guideline. 

http://intranet.cdc.gov/library/docs/science_clips/PDFs/v6iss20_SpecialTopics_USPHS.p

df 

 Centers for Disease Control and Prevention (CDC). Preexposure Prophylaxis for the 

Prevention of HIV Infection in the United States – 2014 Clinical Provider’s Supplement. 

 

4.1.10 Harm reduction for People Who Inject Drugs (PWID) 

Needle and Syringe Programs  

 Studies have shown that Needle and Syringe Programs (NSP) result in marked decreases in 

drug-related risk behavior (e.g., sharing of injection equipment, unsafe injection practices 

and frequency of injections), by as much as 60%, and decreases in HIV transmission, by as 

much as 33% to 42% in some settings (Wodak & Cooney, 2006). Consistent findings from 

evaluation studies of NSP reveal that these programs increase the availability of sterile 

injection equipment, reduce the quantities of contaminated needles and other injection 

equipment in circulation, reduce the risk of new HIV infections, are cost effective, and result 

in referrals to other services, such as HTC and ART for those eligible (Institute of Medicine, 

2006) (Normand, Vlahov, & Moses, 1995) (Farrell, 2007). Given high incarceration rates 

among PWID, NSP are an important component of comprehensive HIV programs in prisons. 

Additionally, findings from a range of studies indicate that NSP do not increase the numbers 

of persons who begin to inject drugs nor increase the frequency of drug use (Cox, 2000) 

(Gibson, 2002) (National Research Council, 2006) (Schechter, 1999) (Watters, 1994). 

 PEPFAR funds cannot be used to purchase needles or syringes for NSP programs, but 

PEPFAR programs are supporting important operational aspects of PWID programming 

http://intranet.cdc.gov/library/docs/science_clips/PDFs/v6iss20_SpecialTopics_USPHS.pdf
http://intranet.cdc.gov/library/docs/science_clips/PDFs/v6iss20_SpecialTopics_USPHS.pdf
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including technical assistance for the design of programs, training, monitoring and 

evaluation, and in some countries have successfully leveraged support from other funding 

sources such as the Global Fund that do not face restrictions for procurement of needles and 

syringes and can thus complement PEPFAR support. Taking into account local context and 

epidemiology, PEPFAR teams should support countries in their efforts to determine the 

number and types of NSP necessary to have an impact on the HIV epidemic. Effectiveness 

depends on ensuring geographic distribution, and types and numbers of NSP outlets, relative 

to the size, location, and needs of the population of PWID. A range and combination of 

outlets (fixed and mobile sites, secondary exchange, 24-hour service through pharmacies, 

automatic dispensing or vending machines) operated by civil society and the government are 

likely to lead to greatest impact. 

 Effective NSP offer services, including but not limited to providing condoms, bleach, risk 

reduction information, Hepatitis B & C prevention, screening and services, HTC, and 

linkages to additional services such as HIV care and treatment. NSP represent an effective 

multi-component program that provides a full range of risk-reduction strategies and tools to 

enable PWID to reduce their risk for acquiring and transmitting HIV. 

 Recent studies have shown that high dead space syringes (HDSS) retain over 1,000 times 

more blood after use and rinsing than low dead space syringes (LDSS). In mathematical 

models, this difference was enough to prevent or reverse injection-related HIV epidemics 

(Zule & Bobashev, 2009) (Zule, 2013) Ecologic data that examined syringe type and HIV 

prevalence in over 50 areas and found that PWID use HDSS in every area where HIV 

prevalence among PWID was over 6%. Biologic-behavioral surveys have linked sharing 

HDSS but not LDSS to prevalent HIV infection. 

 NSPs should set up systems for safe disposal of injecting equipment and promote their use. 

There are various models for safe disposal systems, including distributing puncture-resistant 

one-way containers. Effective safe disposal reduces the amount of contaminated equipment 

in the community, thus reducing reuse and unintended needle-sticks and limiting negative 

reactions from the community. 

 Of note, in addition, the new WHO Consolidated KP Guideline points out that TG who inject 

substances for gender affirmation should use sterile equipment and need to be informed 

about the importance of safe injecting practices to reduce the risk of blood-borne pathogens 

such as HIV, Hepatitis B and Hepatitis C. 

Additional resources on NSP include: 

 WHO: Best practices for injections and related procedures toolkit 

(2010)http://whqlibdoc.who.int/publications/2010/9789241599252_eng.pdf 

WHO Guide to starting and managing needle and syringe programmes (2007) 

http://whqlibdoc.who.int/publications/2007/9789241596275_eng.p 

 WHO: Effectiveness of sterile needle and syringe programming in reducing HIV/AIDS 

among injecting drug users (2004) 

http://www.who.int/hiv/pub/prev_care/effectivenesssterileneedle.pdf 

 WHO: Policy brief: provision of sterile injecting equipment to reduce HIV transmission 

(2004)http://whqlibdoc.who.int/hq/2004/WHO_HIV_2004.03.pdf?ua=1 

 

 

 

http://whqlibdoc.who.int/publications/2010/9789241599252_eng.pdf
http://whqlibdoc.who.int/publications/2007/9789241596275_eng.p
http://www.who.int/hiv/pub/prev_care/effectivenesssterileneedle.pdf
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Opioid Substitution Therapy (OST) 

For people dependent on opioids, as determined by physical exam and use of an acculturated 

assessment for tolerance and withdrawal, agonist opioid substitution therapy (OST) – sometimes 

also referred to as medically assisted treatment (MAT) – is highly effective in reducing injecting 

behaviors that put opioid-dependent people at risk for HIV (Institute of Medicine, 2007) 

(Degenhardt, 2010) (Gowing, 2008). OST can reduce opioid use and improve retention in HIV 

treatment (Ward, Mattick, & Hall, 1998) (Heimer, 2002) (Lawrinson, 2008). Access and 

adherence to OST can improve health outcomes, reduce overdose and resulting mortality (Spire, 

Lucas, & Carrieri, 2007), reduce criminal activity (Hall, 1996), result in better psychosocial 

outcomes (Tenore, 2008), and decrease risk to pregnant women dependent upon drugs and to 

their infants (Hendree, 2001). Methadone and buprenorphine, both of which are on the WHO list 

of essential medicines, are the most commonly used opioid agonists (Herget, 2005).  

 

All key population individuals, including people in prisons and closed settings, who are 

dependent on opioids should be offered OST therapy in keeping with WHO guidance, however 

only very few countries currently provide low threshold OST programs with easy access to OST 

and sufficient coverage for impact. 

 

To maximize the safety and effectiveness of OST programs, policies and regulations should 

encourage flexible dosing structures, without restricting dose levels or duration of treatment. 

Usual methadone maintenance doses should be in the range of a minimum of 60–120 mg/day, 

and average buprenorphine maintenance doses should be at least 8 mg/day. Take-home doses can 

be offered when the dose and social situation are stable and when there is little risk of diversion 

for illegitimate purposes.  

 

OST is most effective as a maintenance treatment for longer periods of time (treatment for years 

may be necessary). Detoxification or opioid withdrawal (rather than maintenance treatment) 

results in poor outcomes in the long term. However, patients should be helped to withdraw from 

opioids if that is their informed choice. 

 

Care settings that provide OST should initiate and maintain ART for PLHIV.  

 

While evidence on HIV prevention for other drug dependence interventions is not as strong as 

for NSP and OST, these interventions are recommended in settings where non-opioid drug use is 

common and/or OST is not yet available. These interventions include brief psycho-social 

interventions for alcohol and substance use, including screening and specific counselling.  

 

Additional resources on OST include: 

 

 WHO Guidelines for psychosocially assisted pharmacotherapy for the management of 

opioid dependence (2009) http://www.who.int/hiv/pub/idu/opioid/en/index.html 

 WHO Guidelines for identification and management of substance use and substance use 

disorders in pregnancy (2014) 

http://www.who.int/substance_abuse/publications/pregnancy_guidelines/en/ 

 

 

http://www.who.int/hiv/pub/idu/opioid/en/index.html
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Opioid Overdose Prevention and Treatment  

 

Worldwide, drug overdose is the leading cause of death among PWID and a common cause of 

non-HIV-related deaths among PLHIV. An estimated 69 000 people die from overdose each year 

(Degenhardt & Hall, 2012). Opioid overdose is both preventable and treatable. OST provides the 

most effective prevention among people dependent on opioids. Opioid overdose is treatable by 

respiratory support and via the short-acting opioid antagonist naloxone. Naloxone has a long 

clinical history of successful use for the treatment of opioid overdose. The medication has no 

effect if opioids are absent and has no potential for abuse. Naloxone is included on the WHO 

Model List of Essential Medicines. 

 

While naloxone has long been widely used by medical staff and in health-care facilities, a 

number of countries in several regions have recently started community-based distribution, i.e., 

allowing distribution and administration by people dependent on opioids and their peers and 

family members as well as by first-responders such as police and emergency services. Greater 

availability of naloxone through community-based distribution could help reduce the high rates 

of opioid overdose, particularly where access to essential health services is limited for PWID. 

WHO has recently released a new guide for community-based management of opioid overdose 

that was endorsed by USG and PEPFAR. 

 

Naloxone is effective when delivered by intramuscular, intranasal, intravenous and subcutaneous 

routes. Persons administering naloxone should select the route based on formulation available, 

skills in administration, setting and local context. Where possible, efforts should be made to 

tailor the dose to avoid marked opioid withdrawal symptoms. The choice of initial dose will 

depend on formulation and context, however doses above 0.8mg IM/IV/SC are more likely to 

precipitate significant withdrawal symptoms. 

 

Additional resources on opioid overdose prevention and treatment include: 

 

 WHO: Substance use: Community Management of opioid overdose 

(2014)http://apps.who.int/iris/bitstream/10665/137462/1/9789241548816_eng.pdf?ua=1 

 

4.1.11 Reproductive Health Services 

Provision of or referral to reproductive health services is a critical element of a comprehensive 

package of services for KP, such as female sex workers and women who inject drugs. Regardless 

of HIV status, KP members should have non-discriminatory access to the full range of family 

planning (FP) and other reproductive health services, such as reproductive tract cancer screening 

and treatment that are available to general populations. To provide responsive and 

comprehensive care in PEPFAR settings, health care providers must be aware and sensitive to 

the sexual and reproductive health needs of KP. A full update of the WHO contraception 

guidelines is underway with a target date for completion in 2015. 

 

Research has documented the significant unmet need for contraception among KP. In one study, 

30% of sex workers in Andhra Pradesh, India reported experiencing an unintended pregnancy 

(India HIV/AIDS Alliance, 2012); in another, 28% of sex workers in Cambodia reported having 

had abortions due to poor access to contraception (Morineau, 2011). While the FP needs of 
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women who inject drugs are not well-documented, high rates of exchanging sex for drugs, 

housing or protection, and limited ability to negotiate condom use, puts them at high risk of both 

unintended pregnancy and HIV infection (Pinkham, 2008). It is important to note that female sex 

workers often have high unmet need for effective FP services even when they report high levels 

of condom use during sex with clients. 

 

PEPFAR encourages the integrated delivery of HIV and FP counseling and services (either 

through referral or directly on site) tailored to the unique needs of KP. Opportunities to integrate 

FP into HIV services targeting KP exist within prevention, and care and treatment settings. For 

example, within HIV care and treatment settings, programming options might include:  

• Provision of FP services within “key population-friendly” HIV care and treatment 

settings; 

• Training of providers in care and treatment settings to provide FP services to KP in a 

non-judgmental, non-stigmatizing manner; and 

• Close monitoring of referrals between sites serving key populations and FP service 

delivery sites to ensure uptake of services. 

 

Targeted HIV prevention programs can: 

• Provide counseling and referral to FP programs within drop-in centers or via peer 

educators, as well as referral for PMTCT/Antenatal Care (ANC) for pregnant clients; and 

• Include dual method use messages (e.g., a condom plus a more highly effective 

contraceptive method) in all behavior change communications messages directed toward 

KP. 

 

Within generalized epidemic contexts, KP groups may not be reached by general population-

focused FP services due to stigma. In these contexts, where targeted programs for KP exist, 

strategies that support key population groups in accessing general population-focused FP 

services should be considered. Examples of integrated program strategies to achieve this may 

include: 

• Programs to support trained peers to accompany clients to FP settings; and 

• Training FP providers on stigma issues related to KP. 
 

4.2  Building an Enabling Environment 

 

In order for KP to access services, structural interventions that address evidence-based predictors 

or mediators of risk, risk reduction and resilience among key populations are needed. Structural 

interventions, also referred to as critical enablers, should prioritize efforts to reduce stigma and 

discrimination and to prevent and respond to violence, including police violence, hate crimes 

against LGBT (Lesbian, Gay, Bisexual, Transgender) people, partner and family violence. 

Activities should also include competency training, legal literacy and education of health care 

providers, community and faith leaders, police, security personnel and other relevant cadres. 

Structural interventions may also address other obstacles to resilience, with a focus on improving 

the environmental access to services for KP. The Human Rights Guidance provides 

additional resources for accessing and responding to stigma, discrimination and the legal 

environment. 
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4.2.1 Supportive legislation and policies  

According to UNAIDS, sixty percent of countries report having laws, regulations or policies that 

are barriers to effective HIV services for KP (UNAIDS, 2013).  Punitive laws against sex work, 

drug use, and consensual same sex sexual relations create a hostile environment for KP and their 

providers where the needs of KP are often ignored.  This situation requires review of legal 

policies and practices with stakeholders with meaningful engagement of KP groups to ensure 

that KP may access lifesaving health services, including HIV prevention, care and treatment, and 

that their medical records and personal information will be kept strictly private and confidential.    

 

PEPFAR, as part of foreign assistance, adheres to US Government policy prohibiting 

discrimination among employment or denial of services due to sexual orientation or gender 

identity.  Host country government policies that criminalize and punish the behavior of KP 

constrain people from seeking services as well as insuring that they have legal recourse when 

they are denied services or have their rights violated in other ways.  Policies and procedures are 

needed at the local level to ensure that individuals from KP can report rights violations, such as 

discrimination, gender-based violence, issues with policing, and violations of informed consent, 

medical confidentiality or denial of services.  Programs may seek to improve legal literacy on 

these matters and build improved connections with law enforcement.   

 

PEPFAR country teams need to be aware of the potential for political backlash against KP and 

KP-friendly programs and research, and work closely with government, civil society, and the 

affected population to create an enabling environment for ethical treatment of KP. This includes 

encouraging a national response supported by the Ministry of Health, other relevant Ministries 

and agencies, the National AIDS Control Program, and civil society stakeholders to address the 

complex issues of providing rights-based prevention services to these populations. PEPFAR 

teams should encourage countries to take steps to ensure that scale-up of prevention programs for 

KP is accompanied by appropriate protections of their rights through, for example, reviews of 

laws, policies and regulations that criminalize or deter KP from seeking services and by training 

service providers to reduce stigma and discrimination. 

 

4.2.2 Addressing Stigma and Discrimination 

Key Populations are subjected to negative attitudes related to their identity, condition or 

behaviors as well as HIV, by families, health care providers, and communities.  They are often 

further stigmatized by the very law enforcement or social welfare systems tasked to protect 

individuals and communities.  The impact is failure or delay to access HIV testing, care and 

treatment and fear of disclosure of their KP status or HIV status (Brou, 2007) (Bwirire, 2008) 

(HIV in Europe, 2011) (Karim, 2008) (Stangl, 2013)as well as ineffective linkages and failure to 

retain KP in long-term care (Poteat, German, & Kerrigan, 2013) (Roberts & Fantz, 2014) This 

perpetuates HIV transmission, morbidity and mortality and undermines the impact and goals of 

national AIDS programs and PEPFAR.   Training of healthcare providers and implementers at all 

levels to increase competency in the provision of clinically appropriate non-discriminatory 

services creates high-quality KP-friendly services.  Involving peer community members is also a 

critical step in ensuring that services are culturally appropriate and tailored to the needs of KP.  

This includes involvement in the development, promotion, delivery and monitoring of services.  
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4.2.3 Community empowerment 

Community mobilization activities distinct from service delivery will be an integral part of the 

KP program. Interventions should empower KP members to engage in fora and activities to 

improve service quality, access and establishment of formal and informal community groups. 

These have been associated with improved coverage of services in some contexts (Wheeler, 

Kiran, & Dellabetta, 2012) (Saggurti, 2013). Community organizational strengthening efforts, 

community advocacy and structural interventions for key populations should be linked.  

Community mobilization may engage KP as distinct groups, and interventions may be different 

for each group. The underlying approach should be: to capacitate these groups with the skills and 

authority to plan, analyze and make decisions about the program as it affects them; to advocate 

on their own behalf; and to sustain their engagement through activities such as violence 

prevention and response. The program will emphasize community mobilization approaches that can 

be scaled up as part of a comprehensive package of services within the national response. 
 

KP programs may support a range of activities to strengthen both formal and informal 

community groups, through training, mentoring, and provision of technical assistance. The focus 

should be on organizational development, including strengthening: financial systems, 

governance and leadership; management capacity to deliver effective prevention, care and 

treatment interventions; linkages to other social service and rights-based groups; and linkages to 

government and private services. Activities should promote more transparent governance, 

including increased accountability of administrative, programmatic and financial systems. They 

will strengthen the ability of community groups to leverage support and resources from other 

institutions, including legal assistance, political influence or actual funding. Initial organizational 

strengthening in settings where community groups do not exist may be best designed as 

community advisory groups that monitor service provision and provide feedback about 

improvements needed to improve access.  This platform may then be used to facilitate the 

formation of groups with broader mandates. 

 

4.2.4  Addressing violence against KP 

Violence against people from KP has been shown to be a risk factor for HIV acquisition 

(Gardsbane, 2010). Unfortunately such violence is common and can take various forms, 

including physical, sexual and psychological violence against women such as female drug users, 

female sex workers and TG women (Schwitters, 2014) (Pack, 2013) (Wechsberg, 2010) (WHO, 

2013), as well as increased homophobic violence affecting MSM and TG (The Global Forum on 

MSM and HIV, 2013) (Hladik W. , 2012). Shifting social and gender norms and creating an 

enabling environment that promotes the health and well-being of KP are challenges that often 

require a long time horizon. In the short-term, structural interventions supported by the program 

should be linked to community mobilization, so that key populations form social support for one 

another and can act collectively to address violence, a strategy that has been associated with 

reductions in risk in many settings (Saggurti, 2013) (Beattie & Mohan). Program management 

should ensure that interventions for KP are sustained with support from national programs, civil 

society organizations and private providers as appropriate. This includes developing approaches 

such as mobile tracking tools used by the KP community to respond to and record incidents of 

violence and hate crime, which often go unreported. It also includes approaches to mitigation of 

violence, e.g., by providing counseling, other mental health screening, referrals to facilities for 

emergency care, post-rape care and post-exposure prophylaxis (PEP). Work with law 
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enforcement officers to prevent violence and promote public health objectives and creation of 

safe spaces are ways to mitigate and improve the environment.    

 

5 Tracking to the CEEs 

CEE Number Standard 

Domain 9: STI  

9.1 STI Screening All sites that provide services to People Living with HIV (PLHIV) and 

Key Populations (i.e. sex workers, MSM, transgender and people who 

inject drugs) regardless of HIV sero-status should have a protocol for 

performing and documenting STI screening at the initial /first 

consultation and then at least annually thereafter. 

9.2 STI Management and 

Treatment 

All KP sites should offer STI management and treatment in line with 

national or WHO STI guidelines. 

Domain 11: Key Populations  

11.1 Monitoring Outreach 

for Key Populations 

Each site serving a key population (sex workers, MSM, transgender or 

people who inject drugs) should maintain a record of outreach services 

provided and know the approximate number of that population in the 

area it serves.  This record is safe and secure and protects locations, 

populations, service providers and individuals from being identified 

through unique identifier codes. When individuals are registered in this 

system they provide consent, and when the services they receive are 

tracked these data are aggregated and analyzed to improve services 

including at the point of service. Data are maintained in an organized 

database allowing for easy accessibility and patient confidentiality.  

Service target analytics are made available to outreach service 

providers, including peers, in formats they can understand, to foster 

service improvements at the level of the outreach provider. 

11.2 Peer Outreach 

Management 

Where outreach services to key populations (sex workers, MSM, 

transgender persons or people who inject drugs) are supported, a work 

plan should be in place that includes peer education activities, objectives 

and targets, understood by peers for the outreach service provision they 

deliver.  Members of the key population community including but not 

only peers, should be involved in the development of the work plan and 

documented results shared with them. Targets reached should be shared 

with peer educators on a routine (monthly) basis but at minimum each 

six months. A system should be in place to recognize peers outstanding 

performance. 

11.3 Service Referral and 

Linkage 

Sites serving key populations (sex workers, MSM, transgender persons 

or people who inject drugs) that make referrals to other services (both 

community and facility) track those referrals to support successful 

completion. The site can track referrals for multiple services to a single 

beneficiary at different points in time using a system that includes the 

beneficiary’s name or unique ID.  Data on successful completion of 



 

 

168 

 

referrals are reviewed with site staff at least monthly to track and 

improve performance. 

11.4 National Guidelines 

for Key Populations  

National guidelines specific to key populations should be updated on a 

periodic basis to reflect new evidence, with inclusion of STI-related 

clinical needs. 

11.5 Key Populations 

National Quality Norms 

National HIV/AIDS programs should set norms for the delivery of key 

population programs to address factors of quality unique to the 

vulnerability, risk and service access needs of key populations. 

Domain 16: MMT  

16.1 Intake Treatment 

Plan Development 

Based on real needs of patients identified by intake assessment, intake 

treatment plan should be developed appropriately. Intake treatment plan 

should include addiction treatment and treatment of comorbidities. 

16.2 Induction Practice  When patients are being inducted, clinicians should follow the key 

principle: Start with a low dose and increase slowly. Patients should not 

be inducted with a dose of over 30mg for the first three days and once 

the initial dose is well tolerated, the dose should gradually increase (5-

15 mg every few days) until patient is comfortable. Methadone blood 

levels continue to rise for five days after starting or raising a dose. 

16.3 Ongoing Monitoring 

of Drug/Alcohol Use 

Regular monitoring of drug/alcohol use is one of the principles for 

addiction treatment effective. Drug/alcohol use can be monitored by 

clinical examination and urine test. 

16.4 Regular review of 

treatment plan 

After a stable methadone dose has been reached, it is recommended that 

the patient and the provider meet every 1-12 weeks, depending on the 

patient’s stability.  Adherence to treatment should be included in the 

review. 

16.5 Ongoing risk 

reduction counseling 

MMT patients should receive risk reduction counseling, specifically, 

messages on safer injection (use sterile needle and syringes (ideally low 

dead space), do not share, safer injection techniques, safer injection 

sites, and alternatives for injection) and safer sex (use of condoms and 

water based lubricant during anal and vaginal intercourse and risk ratios 

by sexual act). 

16.6 Dose Reduction and 

Termination of MMT  

Patients who decide to withdraw from MMT voluntarily should be 

guided through standard methadone tapering and termination procedures 

16.7 HIV Testing 

Promotion 

All MMT patients should be offered voluntary HIV testing during 

patient intake assessment. Negative patients should be offered voluntary 

retesting at least every 12 months. Among patients who test for HIV at the 

MMT site or who have documentation from other testing sites, results should 

be documented in their charts.. 

16.8 HTC Referrals to 

HIV Care and Treatment 

All service delivery points that provide HTC should have a standardized 

system for tracking successful referral of HIV-infected clients to HIV 

care and treatment services. 

Domain 18: Family Planning/ HIV Integration  

18.3 Contraceptive 

Counseling for Women at 

High Likelihood of 

Female clients at high likelihood of exposure to gonorrhea or 

chlamydial infection, including sex workers, should be counseled about 

the increased risk for pelvic inflammatory disease (PID ) that is 
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Exposure to Sexually 

Transmitted Infections 

associated with the intra-uterine devices (IUDs) and untreated STIs 

Domain 19: Prevention  

19.2 Condom and 

Lubricant Access and 

Availability at Point of 

Service  

Each site that is expected to provide condoms and lubricant should have 

condoms and lubricant and associated materials readily available.  

Condoms and lubricant should have at least one month of shelf life 

before expiration, and should be displayed so that they are easily 

available and convenient to patrons/clients.  Condom and lubricant stock 

outs should not have occurred in the past six months. The site should 

have tools available for condom and lubricant promotion and education, 

and should train its staff in these areas as well as on off-site distribution 

on a regular basis. The site should have a plan for monitoring condom 

supplies. (This CEE should be scored at sites that serve sex workers, 

MSM, Transgender persons, and/or PWID the following CEE is 

required.) 

19.4 Facilitation of Small 

Group Sessions for HIV 

Prevention  

All interpersonal HIV prevention group work is facilitated by staff that 

have been trained within the last year, use updated materials, and whose 

performance is regularly assessed by supervisors. The intervention point 

regularly reviews and utilizes its data to improve quality of program 

activities. 

Domain 22: Site Management- Policy and Practice 

22.1 Stigma and 

Discrimination  

Every site where HIV services are provided has a written policy on how 

stigma and discrimination may affect all beneficiaries, in particular 

PLHIV and key populations including MSM, sex workers, transgender 

persons and PWID. All staff, including clinical, management, and 

support staff are trained on this policy. In addition there is a means by 

which those persons who feel they have been stigmatized or 

discriminated against can anonymously report this at the facility. 

22.3 Patient Rights Every HIV service delivery location should have a written policy on 

patient rights for all beneficiaries and protective policies in place to 

ensure rights are upheld. Patient rights include the right to privacy and 

confidentiality protections, informed consent and the absence of 

coercion. 

22.4 Accessible Services  Services should be offered at times and places convenient for key 

populations, PLHIV and other vulnerable groups. Where possible, 

services should be integrated or closely linked so that a broad range of 

health services can be accessed at a single visit 

22.5 Advocacy  Organizations that advocate for supportive policies and practices related 

to the HIV response actively engage in the design, implementation, and 

monitoring of these activities with communities or other organizations 

and have qualified staff to implement advocacy activities. 
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ADOLESCENT GIRLS AND YOUNG WOMEN  

 

 

Note: This chapter is a summary of the PEPFAR DREAMS Guidance on Preventing HIV in 

Adolescent Girls and Young Women. PEPFAR country teams should consult that document for 

more complete information.   

In many countries in which PEPFAR supports the HIV response, adolescent girls and young 

women are at high risk for HIV infection.  Whether your PEPFAR program is implementing 

DREAMS or not, if you are programming PEPFAR funds for adolescent girls and young women, 

this section of the Technical Considerations and the full DREAMS guidance should be reviewed 

and applied to your country context.    

1 Rationale: Why focus on adolescent girls and young women?  

Despite considerable progress in the overall global HIV/AIDS response, the epidemic among 

females aged 15-24 in a subset of critical countries is out of control.  As many as 7,000 new 

infections a week are occurring in the most vulnerable girls and young women in Eastern and 

Southern Africa (UNAIDS, 2014). Epidemic control is not possible without reducing incidence 

in this population. 

2 Steps for an effective HIV prevention response 

To quickly and significantly decrease HIV risk in AGYW, a core package of evidence-based 

interventions must be brought to scale in specific subpopulations living in geographic areas of 

highest prevalence. Teams are encouraged to go through a process that identifies: WHERE? 

WHO? WHAT? and HOW? 

2.1 WHERE?  

With the exception of just a few countries (e.g. Swaziland, Lesotho), HIV prevalence varies 

substantially across and within regions. The core package of interventions should be 

geographically focused on high prevalence areas only (i.e. specific provinces, and within them, 

specific districts and communities). The geographic area should be selected based on HIV 

incidence, where data is available, or HIV prevalence where it is not, and should align with 

current efforts underway within PEPFAR to target key regions within a country. This package 

should not be implemented at a national level.  

 

 

Technical Priorities:  

1. Prioritize activities by sub-national units with high prevalence rates among adolescent 

girls and young women  

2. Use data to find the most at-risk girls and young women 

3. Implement multiple interventions, as laid out in the guidance, to reach saturation  
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2.2 WHO?  

Within the chosen geographic locations, each intervention should be specifically targeted to 

prevent infections in the most vulnerable sub-groups of females 15-24. These sub-groups will 

vary across and within countries; some commonly include those whose parent or parents have 

HIV or have died of AIDS, those having sex with older men, those engaged in transactional sex 

with high-risk partners, those who are food insecure, those who are married early, those whose 

partners are violent or who have experienced violence, and those who are mobile or whose 

partners are mobile. Because vulnerability may be the result of earlier occurring factors (i.e., 

drop out between primary and secondary school) interventions for younger age cohorts of girls 

should also be included where evidence exists for these factors. 

To determine which sub-groups are most at-risk in a given geographic area, PEPFAR teams and 

implementing partners will need to gather both quantitative and qualitative data. In many cases, 

data are already available, but need to be compiled and analyzed. In some other situations, rapid 

assessments using program data (in particular HIV testing data), focus groups, key informant 

interviews and other techniques will be needed in order to understand both which AGYW are at 

greatest risk and why. It is critical that these populations be identified not solely on the basis of 

behavior, but also on the basis of prevalence. For example, targeting young women solely on the 

basis of being sexually active will not be sufficient to identify those at risk of contracting HIV. 

Likewise, a population with very high prevalence might also be small in size and therefore 

contributing relatively few new infections (e.g. divorced or widowed AGYW); when prioritizing 

sub-populations for interventions both factors should be taken into account. 

Many PEPFAR programs and implementing partners may be under-utilizing existing sources of 

information when identifying populations at highest risk. For example, careful analysis of DHS 

data can yield substantial insights into populations of AGYW with especially high prevalence.  

In addition, other relevant data sources should be used to inform programming. For example, 

Violence against Children Surveys (VACS) can provide data on the levels of both physical, 

emotional and sexual violence experienced by children, as well as an understanding of who is 

perpetrating violence and where. 

2.3 WHAT? 

This guidance presents a core package of evidence-based and scalable interventions designed to 

work together to reduce new infections in females 15-24. The chosen interventions demonstrate 

effects on HIV-related biological outcomes, HIV risk behaviors, experience of violence, or they 

are considered prudent practices for linking and delivering high-impact interventions.  

The core package of interventions requires a multi-faceted, integrated response from the health, 

education, psychosocial, economic and civil society/community sectors in each country. Some 

interventions have the potential to directly reduce HIV risk in AGYW; others have the potential 

to reduce HIV risk more distally, by influencing contextual factors that contribute to 

vulnerability.  

PEPFAR programs are strongly discouraged from adopting a “piecemeal” approach to 

prevention programming for this population. Studies on a range of programs focusing only on 
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life skills, behavior change or community mobilization have failed to demonstrate reductions in 

incidence in females 15-24. 

Although the objective is to reduce incidence in 15-24 year old girls and women, many 

interventions to keep AGYW HIV-free will need to reach them in their younger, pre-risk years 

(ages 10-14), or target their male sexual partners. For example, in communities where many girls 

experience forced sex, interventions to protect these girls and change community norms around 

violence will be appropriate. A list of programs approved by the Adolescent Girls and Young 

Women’s Task Force (TF) can be found in the DREAMS Guidance.    

2.4  HOW? 

Existing platforms and programs should be used to identify the most vulnerable and at-risk 

AGYW within the broader population of females 10-24.  

For example, girls already enrolled in PEPFAR-supported OVC programs in the high prevalence 

areas should have access to the package of interventions. AGYW identified through HIV testing 

and counseling (HTC) on any clinical platform – ANC, outpatient, inpatient –who are positive 

should be linked to youth-friendly treatment programs, those who test HIV negative and are 

members of prioritized sub-populations should be linked to the core package of interventions.  

Where a large proportion of girls start childbearing before the age of 19, antenatal clinics and 

PMTCT programs in high prevalence areas are important places to identify sexually active 

adolescent girls. 

The core package of interventions should be geographically focused on high prevalence areas 

only, and within those high prevalence areas, on sub-populations at highest risk. Once these 

populations have been identified and their respective size estimations completed, the team should 

set coverage goals, with the aim of reaching 60-80% of the sub-populations selected with the 

core package of interventions. Census, IBBS and program data can be used to estimate 

population size. Different technical areas and platforms within PEPFAR should work together to 

set targets, implement the interventions, monitor performance, and track progress in real time. 

Note that where interventions involve sectors beyond health, these programs and partners will 

also need to be engaged in setting targets and monitoring interventions.  

2.5  Note on Implementation Science  

We encourage PEPFAR teams that have ongoing agreements with evaluation partners through 

2017 to consider proposing impact evaluation concepts related to HIV prevention in females 15-

24 in COP15. 

3 The Core Package of Interventions  

The core package of interventions addresses HIV prevention for AGYW through work with four, 

overlapping populations (see below). Private sector funds will bolster areas of the core package 

where PEPFAR funds cannot be used.  

1. AGYW, themselves; 

2. Their families; 

3. Their sexual partners; 

4. Their larger communities. 
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The package lays out interventions for these populations in four broad categories: 

 Adolescent-friendly sexual and reproductive health services; 

 Interventions at the community level to reduce violence and raise the status of AGYW; 

 Interventions to increase the assets of girls and their families, such as cash transfers and 

parenting programs; 

 Interventions to reduce the riskiness of male sexual partners through identifying the 

sexual networks of vulnerable AGYW and reaching out to those partners with high-

impact interventions. 

These interventions, supported by ongoing data collection and use for decision-making, work 

together to reduce risk and vulnerability of girls and young women. Table 1 identifies 

interventions within each category, the groups who would be targeted for each intervention, the 

outcome expected from implementing that intervention, and the technical activities that should 

accompany that intervention. 

The package is meant to act synergistically, reducing new infections in AGYW by reducing their 

vulnerability as well as by increasing their agency. Data collected by Dr. Lucie Cluver on the 

impact of a range of preventative interventions in South Africa shows that comprehensive 

packages addressing multiple needs of young people have greater impact on risk behaviors than 

any single intervention (Cluver, 2014). Thus, PEPFAR OU’s should implement interventions 

within all categories of the core package, unless there is evidence that a given category is already 

implemented to scale for the population in question or is illegal in a given country context.  

4 Evidence 

In order to limit the package to those interventions most likely to impact HIV incidence in 

AGYW, several criteria were applied in the selection of interventions. For a table indicating each 

intervention’s level of evidence and the outcomes affected, as well as the rationale behind each 

intervention, please see the full DREAMS guidance.  

Note: the resources section of this chapter lists appropriate programs to implement within each 

category of the core package. For more details on specific activities within each intervention, see 

the PEPFAR DREAMS Guidance. 

Adolescent-Friendly Sexual and Reproductive Health Services  

Intervention Target Groups Outcomes 

Condom promotion 

and provision 

(female and male) 

Young women and 

adolescent girls and 

their male sexual 

partners 

Reduced transmission and acquisition of HIV 

HIV Testing and 

Counseling 

AGYW and their 

male sexual 

partners 

Linkage to appropriate, high impact services 
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Treat Gender-Based 

Violence (GBV)  

Young women and 

adolescent girls 

who have 

experienced or are 

at risk for GBV, 

including sexual 

assault and intimate 

partner violence 

Reduce vulnerability, identify females at risk 

for HIV and link to prevention  

Expand and improve 

the  contraceptive 

method mix  

AGYW  Reduce vulnerability in highest prevalence 

settings 

Strengthening the Community and Increasing Safety 

Intervention Target Groups Outcomes 

School- and 

Community-Based 

HIV Prevention 

AGYW and boys in 

schools and 

communities 

Increase knowledge, skills, agency; reduce 

number of sexual partners, frequency of sex, 

unprotected sex; increase male and female 

condom use; delay sexual debut 

School and 

Community-based 

Violence Prevention 

and Norms Change 

AGYW and their 

communities, 

 

Reduce violence victimization; increase 

agency and empowerment among AGYW; 

reduce contact with riskier partners 

Strengthening the Assets of Girls, Young Women and Families 

Intervention Target Groups Outcomes 

Parenting/ Caregiver 

Programs 

Caregivers of 

vulnerable 

adolescent girls 

Reduce girls’ vulnerability 

Social Protection 

(Cash Transfers, 

Educational Subsidy, 

Combination Socio-

Economic 

Approaches) 

AGYW and their 

parents/ guardians 

Reduce vulnerability, reduce transactional sex, 

increase agency 

Decreasing Risk in Sex Partners of AGYW 

Intervention Target Groups Outcomes 

Mapping to target 

highly effective 

interventions (ART, 

VMMC) 

AGYW and their 

sexual partners   

Better targeting of HIV cascaded to HIV+ 

males in sexual networks with AGYW 
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5 Resources 

The table below highlights programs supported by published evidence in each of the core 

package categories. PEPFAR implementing partners (IPs) should choose evidence-based 

programs whenever possible. When these programs don’t exist or are not appropriate for the 

context, IPs should choose innovative approaches, based on data about the population targeted, 

accompanied by a clear evaluation plan that measures the desired proximal outcomes. 

Table: Additional Resources for Implementing the Core Package of Interventions 

Core Package Area Resources/Interventions 

Prevent and treat 

Gender-Based 

Violence (GBV)  

1. SASA!- http://raisingvoices.org/sasa/ 

2. SHARE- http://vaw.sagepub.com/content/18/12/1390 

3. Trauma focused counseling- 

http://www.nctsnet.org/nctsn_assets/pdfs/promising_practices/TF

CBT_General.pdf 

4. Advocacy (Case Management) for survivors of violence- 

http://psychology.msu.edu/cap/Documents/Two%20year%20follo

wup%20CAP%20JCCP.pdf 

5. The Clinical Management of Children and Adolescents Who 

Have Experienced Sexual Violence: Technical Considerations for 

PEPFAR Programs- http://www.aidstar-

one.com/sites/default/files/AIDSTAR-

One_Report_PEPFAR_PRC_TechConsiderations.pdf 

6. Responding to Intimate Partner Violence and Sexual Violence 

Against Women: WHO Clinical and Policy Guidelines- 

http://www.who.int/reproductivehealth/publications/violence/978

9241548595/en/ 

School- and 

Community-Based 

HIV Prevention 

1. UNESCO, International Technical Guidance on Sexuality 

Education: An Evidence-Informed Approach for Schools, 

Teachers and Health Educators, 2009- 

http://unesdoc.unesco.org/images/0018/001832/183281e.pdf 

2. Positive Action (for violence prevention)- 

https://www.positiveaction.net/applications/violence-prevention 

Community 

Mobilization/ Norms 

Change 

1. SASA!- http://raisingvoices.org/sasa/ 

2. Stepping Stones- http://www.steppingstonesintl.org/ 

3. Coaching Boys Into Men- 

http://www.futureswithoutviolence.org/engaging-men/coaching-

boys-into-men/ 

4. Yaari Dosti: Young Men Redefine Masculinity-

http://www.popcouncil.org/uploads/pdfs/horizons/yaaridostieng.p

df 

Parenting/ Caregiver 

Programs 

1. DiIorio, C., et al., Keepin' it R.E.A.L.!: results of a mother-

adolescent HIV prevention program. Nurs Res, 2006. 55(1): p. 

43-51- http://thenationalcampaign.org/effective-programs/keepin-

http://raisingvoices.org/sasa/
http://vaw.sagepub.com/content/18/12/1390
http://www.nctsnet.org/nctsn_assets/pdfs/promising_practices/TFCBT_General.pdf
http://www.nctsnet.org/nctsn_assets/pdfs/promising_practices/TFCBT_General.pdf
http://psychology.msu.edu/cap/Documents/Two%20year%20followup%20CAP%20JCCP.pdf
http://psychology.msu.edu/cap/Documents/Two%20year%20followup%20CAP%20JCCP.pdf
http://www.aidstar-one.com/sites/default/files/AIDSTAR-One_Report_PEPFAR_PRC_TechConsiderations.pdf
http://www.aidstar-one.com/sites/default/files/AIDSTAR-One_Report_PEPFAR_PRC_TechConsiderations.pdf
http://www.aidstar-one.com/sites/default/files/AIDSTAR-One_Report_PEPFAR_PRC_TechConsiderations.pdf
http://www.who.int/reproductivehealth/publications/violence/9789241548595/en/
http://www.who.int/reproductivehealth/publications/violence/9789241548595/en/
http://unesdoc.unesco.org/images/0018/001832/183281e.pdf
https://www.positiveaction.net/applications/violence-prevention
http://raisingvoices.org/sasa/
http://www.steppingstonesintl.org/
http://www.futureswithoutviolence.org/engaging-men/coaching-boys-into-men/
http://www.futureswithoutviolence.org/engaging-men/coaching-boys-into-men/
http://www.popcouncil.org/uploads/pdfs/horizons/yaaridostieng.pdf
http://www.popcouncil.org/uploads/pdfs/horizons/yaaridostieng.pdf
http://thenationalcampaign.org/effective-programs/keepin-it-real
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it-real 

2. Dilorio C, McCarty F, Resnicow K, et al. REAL Men: A group-

randomized trial of an HIV prevention intervention for adolescent 

boys. Am J Public Health 2007;97:1084–9.- 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1874204/pdf/097

1084.pdf 

3. Dancy B, Crittenden K, Talashek M. Mothers’ effectiveness as 

HIV risk reduction educators for their daughters. J Health Poor 

Underserved 2006; 17:218–39.- http://mtw160-

198.ippl.jhu.edu/journals/journal_of_health_care_for_the_poor_a

nd_underserved/v017/17.1dancy.pdf 

4. Families for Safe Dates-

http://www.sciencedirect.com/science/article/pii/S1054139X1100

718X 

5. PCIT- http://pcit.phhp.ufl.edu/ 

6. Triple P-http://www.triplep.net/glo-en/home/ 

7. Safe Care-http://safecare.publichealth.gsu.edu/ 

Social Protection 

(Cash Transfers, 

Educational Subsidy, 

Combination Socio-

Economic 

Approaches) 

1. IMAGE- 

http://www.who.int/social_determinants/resources/articles/lancet_

pronyk_kim.pdf 

2. Malawi Cash Transfer Program- 

http://irps.ucsd.edu/assets/001/503923.pdf 

 

6 Monitoring and Evaluation 

Partners should use the MER GPY_Prev indicator to track provision of the full package to target 

populations (except where young sex workers are the target population, in which case KP_Prev 

should be used). Teams should work with partners to establish population size estimates at the 

sub-regional level, and set coverage targets with a goal of substantially increasing coverage in 

each year of implementation. We encourage PEPFAR OUs implementing these 

recommendations to review quarterly reports on implementation progress and challenges. This 

quarterly reporting should be used by the team to ensure programs are successfully targeting the 

populations selected for the package, and that the populations selected are indeed at substantially 

high levels of prevalence. Data from HTC programs, in particular, should be actively tracked by 

partners and the PEPFAR team to ensure correct targeting. Teams and partners are expected to 

actively monitor programs and make real-time adjustments in order to achieve programmatic 

goals. 

Additionally, teams should plan ongoing evaluation of program delivery, to ensure fidelity to 

program design, identify areas for immediate improvement, and track appropriate program 

growth. 

 

 

http://thenationalcampaign.org/effective-programs/keepin-it-real
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1874204/pdf/0971084.pdf
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1874204/pdf/0971084.pdf
http://mtw160-198.ippl.jhu.edu/journals/journal_of_health_care_for_the_poor_and_underserved/v017/17.1dancy.pdf
http://mtw160-198.ippl.jhu.edu/journals/journal_of_health_care_for_the_poor_and_underserved/v017/17.1dancy.pdf
http://mtw160-198.ippl.jhu.edu/journals/journal_of_health_care_for_the_poor_and_underserved/v017/17.1dancy.pdf
http://www.sciencedirect.com/science/article/pii/S1054139X1100718X
http://www.sciencedirect.com/science/article/pii/S1054139X1100718X
http://pcit.phhp.ufl.edu/
http://www.triplep.net/glo-en/home/
http://safecare.publichealth.gsu.edu/
http://www.who.int/social_determinants/resources/articles/lancet_pronyk_kim.pdf
http://www.who.int/social_determinants/resources/articles/lancet_pronyk_kim.pdf
http://irps.ucsd.edu/assets/001/503923.pdf
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7 Tracking to CEEs 

CEE Number Standard 

Domain 10:Gender 

10.1 Post-Violence Care Each site should have standard procedures for responding to 

violence disclosed by clients/patients (e.g. sexual violence among 

children and adults, physical and emotional intimate partner 

violence and physical and emotional violence against children). If 

providing post violence-care services on site, sites should provide 

the minimum package of services and referrals. 

10.2 Gender Norms Intervention points that provide gender norms interventions should 

have staff trained in these interventions, monitor client 

participation, and ensure that clients receive at least 10 hours of 

intervention.   

Domain 12: OVC 

12.2 Case Management 

Services 

Each intervention point has standard procedures for identifying, 

assessing, enrolling, and monitoring children and families affected 

by and vulnerable to HIV in an OVC program. 

12.4 Education Services The intervention point supports families affected by and vulnerable 

to HIV to overcome barriers to accessing education including 

enrollment, attendance and progression. 

12.5 Economic 

Strengthening Services 

Economic strengthening interventions reduce the economic 

vulnerability of families affected by and vulnerable to HIV and 

empower them to provide for the essential needs of the children in 

their care, rather than relying on external assistance. For example: 

Economic Strengthening Interventions (savings group, micro 

finance, income generating, vocational training), Social Protection 

Support (cash transfers, fee waivers, food support). 

12.7 Girls Secondary 

Education Transition 

The intervention point supports girls vulnerable to HIV to 

successfully transition to and complete secondary education. 

12.8 Protection Services Violence can be defined as abuse (physical, verbal, sexual), neglect 

and/or exploitation of children, women, and populations affected by 

and vulnerable to HIV.     

12.9 Preventing HIV in 

Girls 

The intervention point supports households caring for children 

affected by and vulnerable to HIV to identify girls who are 

vulnerable to HIV and to ensure families and girls receive the 

support and services they need. 

Domain 18: Family Planning/ HIV Integration 

18.1 Systems for Family 

Planning/ HIV 

Integration 

All HIV service delivery points (e.g. Care, Treatment, PMTCT) 

offering family planning services (e.g. education, counseling, and 

method provision) should have systems in place to ensure the 

quality of the family planning services offered. 

18.2 Family Planning/ All clients attending HIV services (e.g. Care, Treatment, PMTCT) 
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HIV Integration Service 

Delivery 

should have access to high quality voluntary family planning 

counseling and services, including safer pregnancy counseling and 

contraceptives, depending upon their fertility intentions. 

Domain 19: Family Prevention 

19.1 Condom Access and 

Availability at Point of 

Service 

Each intervention point that provides condoms should have 

condoms and associated materials readily available, along with a 

plan for monitoring condom supply.  Condoms should have at least 

a month of shelf life before expiration, and should be displayed so 

that they are easily available and convenient to patrons/clients.  

Condom stock outs should not have occurred in the past six months. 

The intervention point should have tools available for condom 

promotion and education, and should train its staff in these areas as 

well as on off-site distribution on a regular basis. The intervention 

point should have a plan for monitoring condom supplies. 

19.3 Service Referral 

and Linkage System 

Prevention programs refer participants to other high-impact HIV 

services (both community and facility) and track those referrals to 

support successful completion. Data on successful completion of 

referrals are reviewed with site staff at least monthly to track and 

improve performance. 
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ORPHANS AND VULNERABLE CHILDREN 

 

 

1 Technical Priorities  

During FY 15 the impact of Orphans and Vulnerable Children’s programs should be maximized 

through the following strategic actions:  

Plan for Geographic Shifts: Locate (and where practical co-locate) OVC interventions in close 

proximity to other PEPFAR supported HIV and AIDS services and interventions and within 

PEPFAR defined geographically prioritized areas. While geographic shifts over time are 

expected to occur it is paramount that OVC programs plan to end interventions within a realistic 

timeframe and with careful planning and phasing to minimize impact on children. Ideally, 

regular meetings between community and clinically based program managers/points of contact 

should be held during the COP planning process to ensure that synergies are maximized.  

Recommendations regarding maintenance interventions in geographical areas scheduled for 

phase out are further discussed below.  

Focus on Core Interventions: Focus on OVC Core/Near Core Interventions in PEPFAR defined 

geographically prioritized areas and on maintenance interventions in geographical areas being 

phased out. More information on the Core Interventions can be found in the table below. Each 

country team should plan with full consideration of local data and context.  

Improve Targeting to Address the Most Vulnerable and HIV Positive Children and Adolescents: 

Identify target populations for OVC services/interventions based on the shared priorities of the 

PEPFAR program to mitigate the impact of AIDS by building resiliency in children (and 

families) and preventing and treating child and adolescent HIV infection.  

Aligned with the 2012 OVC Guidance programs should actively reach out to and target potential 

direct beneficiaries from three sources:  

1. HIV-specific services – PMTCT, HCT, Adult and Pediatric HIV Comprehensive Care 

Centers, home-based care, support groups for people living with HIV, etc. 

Technical Priorities:  

1. Plan for geographic shifts to locate OVC services in close proximity to other PEPFAR 

supported HIV services and interventions within prioritized geographic areas most 

heavily burden by HIV.   

2. Focus on core interventions for the most vulnerable children and adolescent girls.  

3. Improve targeting to address the most vulnerable children and adolescents, building 

resilience in children and families, preventing HIV infection, and identifying HIV 

positive children. 
4. Invest in referral networks to ensure HIV positive children are linked and retained in 

care and treatment programs.  

5. Emphasize family-centered socio-economic care. 

6. Measure outcomes for program impact.  

7. Ensure adequate staffing. 
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2. Social services – child welfare referrals, post-rape care center referrals,  

3.  Key population’s initiatives – including prevention programs for high-risk persons <18 

4. FBOs and CBOs - Community volunteers and workers working with HHs are 

particularly important in identifying orphans including child headed households; skip 

generation households, and other extended family care.  

 

Once identified, it is essential for OVC programs to employ a strengths-based assessment of the 

child and family prior to determining enrollment. Establishing formal networks with HIV 

specific services (including and importantly adult HIV care) is essential to ensuring children 

living with or exposed to HIV have access to a full continuum of medical and socio-economic 

services. In higher-prevalence areas where populations at large have been impacted by HIV and 

there is greater opportunity for broader-scale interventions, community identification of 

beneficiaries is also key. 

Forging such linkages will also be crucial to accomplishing 

the goals of ACT (Accelerating Children’s HIV/AIDS 

Treatment). OVC plays a key role in mobilizing 

community based entities to proactively identify children 

for testing and treatment and to provide support to 

retention. Through early child development platforms 

(home visiting, preschools) OVC programs should 

continue to play an important role in addressing the 

developmental delays experienced by children infected, 

exposed to and affected by AIDS (Boivin, 2013). This can 

be particularly effective by linking with and targeting mothers in PMTCT programs. 

 

Additionally, OVC programs are expected to play a key role in the accomplishment of the 

DREAMS (Determined, Resilient, Empowered, AIDS-Free, Mentored, Safe) Partnership to 

substantially reduce new HIV infections in adolescent girls and young women.  OVC programs 

are well positioned to support elements of the core package of evidence-based interventions to 

reduce new infections in adolescent girls through interventions such as education and 

psychosocial support, cash transfers and other combination socio-economic approaches.  

Programs should proactively identify subgroups of girls at high risk of HIV infection (based on 

the local epidemic and social context) including importantly out-of-school girls.  Establishing 

formal cross referral mechanisms with child welfare and protection services will be essential to 

identifying girls and boys at high risk of maltreatment and HIV infection including children 

living outside of family care and/or child survivors of maltreatment (Sommarin, 2014). 

 

Support at the systems-level (E.g., capacity building in social protection programs and child 

welfare services) should be clearly linked to PEPFAR goals to mitigate the impacts of HIV and 

AIDS by building resiliency in children (and families).  Trained child welfare workers are 

essential to the success of intervention to protect and care for children affected by violence, 

especially adolescent girls, as well as to all OVC requiring access to key social services (High 

Caseloads: how do they impact Health and Human Services? Research Brief, 2010) (Kidman, 

2014).  Partnerships that specify government co-investment in this area are essential. Where 

mutual goals have been set PEPFAR’s efforts to expand and equip the child welfare workforce 

have successfully leveraged government investment in closing these critical gaps.  
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Invest in Referral Networks: Invest in cross-referral networks & mechanisms to promote a true 

continuum of care across community and clinical services for children. As noted above cross-

referral networks are essential to ensuring a continuum of care for children and their families. 

OVC programs should invest in establishing formal links with medical and other service 

providers. Numerous models exist to link community-based providers with medical providers 

such as setting up a referral hub and regular multi-disciplinary team meetings, signing of formal 

MOUs between clinic and community partners that clearly outline expectations for working 

together, mobile networking, and designating one day per week for community representatives to 

be based at clinics. Tools to support referral network design and monitoring can be found in the 

“further resources” section below.  

Emphasize family-centered socio-economic care: OVC should continue to emphasize family-

centered socio-economic care as the most appropriate approach to working with children and 

families, and as an essential support the full continuum of response (Casale, 2013). Socio-

economic interventions that strengthen familial stability and promote children’s resiliency also 

have the double benefit of reducing HIV risk, and supporting client retention in care and 

treatment (Cluver L. , 2014) (Cluver, Boyes, & Orkin, 2013) (Wang, 2014). 

Measure Outcomes for Program Impact: Aligned with expectations on MER level 1.5 (essential 

survey indicators), OVC programs should articulate their plans in regard to measurement of 

outcome indicators. As part of the 2012 OVC Program Guidance, country teams should allocate 

sufficient funds (10% of the 10% recommended) for monitoring and evaluation of OVC 

programs.   

Ensure Adequate Staffing:  Ensure that OVC programs have adequate staffing to meet additional 

requirements for coordination and linkages with other technical platforms (i.e.: DREAMS, ACT 

and SIMS).  

2 Supporting material/evidence behind these priorities 

In addition to supportive evidence captured in the citations, the following articles from the recent 

peer reviewed literature are noted for their relevance to Orphans and Vulnerable Children 

Programming.  Presentations made on these two articles as well as complementary findings from 

other global experts can be found at: http://www.pepfar.gov/awarenessdays/232356.htm  

Relevant evidence:  

A) Sherr L.  Et al. Evidence of impact: health, psychological and social effects of adult HIV 

on children AIDS 28 Supplement July 2014 

B) Stein A.  Et al.  Predicting long-term outcomes for children affected by HIV and AIDS: 

perspectives from the scientific study of children's development AIDS 28 Supplement 

July 2014 

 

 

 

http://www.pepfar.gov/awarenessdays/232356.htm
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3 Core OVC Interventions 

3.1 Definitions: 

Core – Socio-economic activities critical to mitigating the impact of HIV/AIDS on 

children including meeting their most basic needs of health, safety, stability and 

schooling, prioritizing those which contribute to epidemic control, and those which 

PEPFAR is uniquely positioned to undertake.  

Near Core – Activities that provide for sustainable social infrastructure to ensure 

children affected by HIV/AIDS are healthy, safe, stable and schooled and remain AIDS-

free in the long-term (into adulthood) and that cannot yet be done well by other partners 

or the host government. 

Non-Core – Activities that do not directly serve our goal of mitigating or preventing the 

impact of HIV/AIDS on children and/or can be taken on by other partners. 

Maintenance (Transition areas) – In areas where the larger PEPFAR program is 

phasing out of HIV clinical services there will likely be OVC programs that should be 

maintained until such time that closure of services can be enacted without causing undue 

harm to children. While decisions about maintenance interventions should be determined 

based on local context and priorities identified in the below table, interventions where 

disruption would be of particular concern include – discontinuing support for students 

who are currently receiving PEPFAR support to attend school, discontinuation of support 

to sites/partners providing care related to violence against children (including GBV); 

discontinuation of support to savings group prior to planned graduation. Countries 

should outline their plans for transition in non-priority areas.  

Orphans and Vulnerable Children programs provide socio-economic services that mitigate the 

impact of AIDS on children by reducing vulnerability, contributing to prevention goals, and 

supporting access to and retention in treatment.  

3.2 OVC Intervention Categories:   

3.2.1 Case Management 

Case management provides the foundation through which all direct services and 

interventions are delivered by ensuring children, adolescents and families have access to 

a continuum of prevention, mitigation, care and treatment. An initial assessment of 

child, adolescent and caregiver vulnerability ensures that PEPFAR resources are 

targeted to those most impacted by and vulnerable to the AIDS pandemic. A strengths-

based approach to case management emphasizes building the resilience and resources of 

children and families to function independently of the program in the future. Reducing 

loss to follow up and ensuring continuity of care across community and clinic-based 

service providers are essential outcomes of successful case management. Case 

management also serves to identify the most vulnerable children in the household, 

including adolescent girls who may be vulnerable to HIV infection. A workforce of 

professionals, para-professionals, and volunteers is needed to achieve outcomes in case 

management.  

3.2.3 Healthy  

This category encompasses the role of OVC programs in monitoring health outcomes, 

building health and nutrition knowledge and skills in caregivers, and facilitating access 

to key health services including and especially HIV testing, care and treatment and 
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services that serve to help vulnerable children, especially girls, stay HIV-free.  The 

healthy category reflects the range of critical health outcomes across the age span from 

infancy to adolescence.  

3.2.4 Safe 

This category is comprised of services and interventions that OVC programs support to 

prevent and mitigate maltreatment of children and adolescents including gender-based 

violence. Children and adolescents lacking adequate adult care are at higher risk of 

maltreatment that in turn contributes to immediate and long term risk of HIV infection. 

Therefore this category also includes services to ensure children and adolescents are in 

the care of safe and nurturing family (biological, close kin, fostered or adopted) and 

neither institutionalized or otherwise living separately from a family environment. This 

category also includes special provisions made for adolescents (particularly girls) who 

are vulnerable to or have experienced violence, including sexual violence, or is separated 

and unable or unwilling to return to family (i.e. street children, domestic workers).  

3.2.5 Stable 

This category is comprised of economic strengthening (including social protection) 

interventions that reduce economic instability in adolescents and families affected by and 

vulnerable to HIV. Economic stability empowers families to provide for the essential 

needs of their children, contributes to treatment retention through ability to pay for 

transport and food costs, and reduces vulnerability to transactional sex and exploitation 

among adolescent girls. 

3.2.6 Schooled 

This category supports children and adolescents affected by and vulnerable to HIV to 

overcome barriers to accessing education including enrollment, attendance and 

progression. Special focus is required for those children most impacted by AIDS 

including under 5’s through early childhood development interventions that address 

developmental delays, and transition to secondary education that reduces the 

vulnerability to HIV infection in adolescent girls. This category also includes 

interventions to improve the safety of children and adolescents at home (through for 

example identification and referral by teachers to child protection resources) and at 

school (through for example safe schools programs that address GBV).  
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Case Management 

CORE 

 Identification of children and 

adolescent subpopulations made 

vulnerable by or to HIV and 

AIDS.  

 Assessing child, adolescent & 

family socio-economic status 

and risk (across all areas: 

healthy, safe, stable, schooled)  

 Developing strengths based case 

management plans for children 

and families with monitoring of 

referral completion and stated 

case closure goals  

 Implementing special studies to 

identify gaps in programming 

impact 

 

NEAR CORE 

 Mapping services within 

targeted communities and 

developing service 

directories 

 Supporting the 

development of national 

MIS 

 Training in case 

management for CHV and 

voluntary children’s 

officers (including tracing 

of children LTFU) within 

PEPFAR catchment areas. 

 

NON CORE 

Healthy (Access to Health/HIV Services) 

CORE 

 Promotion of HIV testing of 

OVC program participants, 

including EID,  and 

confirmatory HIV testing  

 Referral to interventions 

focused on keeping adolescents 

HIV-free for those who test 

HIF-negative, especially 

adolescent girls, 

 Coordination with commodity 

and counseling providers to 

ensure that dual protection is 

accessible to adolescent OVC   

 Integrating ART adherence 

assessment, counseling and 

support into routine household 

support for family members 

with HIV. 

 Coordination with NACS (E.g. 

referral of suspected 

malnutrition, education) 

 Facilitating uptake of and 

monitoring completion of 

NEAR CORE 

 Establish and strengthening 

referral mechanisms and other 

systems to ensure cross 

referrals between clinic and 

social services (cross-

referrals) 

 

NON CORE 

 Providing HH supplies such 

as blankets and mattresses 

 Carrying out home visits 

solely for the purpose of 

clinical linkages  

 Providing food package 
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referrals for: 

 Nutrition and food 

security programs  

 TB/HIV testing, 

treatment and care 

services for all children 

and partners of index cases 

 Child survival services  

 Age specific health care 

needs Adolescents for 

SRH and FP services, 

especially adolescent girls, 

and immunization for 

Under 5’s.  

Safe (Protection & Psychosocial Support) 

CORE 

 Supporting community and 

national level child protection/ 

GBV prevention and response 

activities, and referrals to other 

services 

 Supporting clinic-based child 

abuse and GBV response 

services (including emergency 

medical services/PRC)  

 Addressing psycho-social health 

among children and their 

caregivers through individual, 

group-based and relationship 

based activities  

  Succession planning and 

Permanency support 

 Positive Parenting skills 

(including discipline, 

communication on adolescent 

risk, HIV disclosure) 

 Support to “safe spaces” 

approach for adolescents at high 

risk especially girls (i.e., street 

children, domestic workers)
16

 

NEAR CORE 

 Strengthening government-

managed and case 

management systems to 

prevent and respond to child 

abuse and support family 

placement and permanency 

for children 

 Strengthening structures for 

community-based mediation 

of child abuse cases 

 Professional Development 

for social and para-social 

workers in child protection, 

GBV and permanency 

 M&E systems for National 

child protection/ social 

welfare efforts 

 Supporting advocacy and 

policy efforts to improve 

safety of children from 

violence  

NON CORE 

 Strengthening birth 

registration systems 

 Supporting placements in 

long-term residential care 

facilities 

     Carrying out large-scale 

child rights awareness 

campaigns 

 Dissemination of Child 

protection laws 

 

 

Stable (inc. Economic Strengtheningand social protection support) 

CORE 

 Facilitating group-based 

NEAR CORE 

 Supporting market linked 

NON CORE 

 Directly supporting IGAs 

                                                 
16

 See “safe spaces” approach at http://www.popcouncil.org/research/biruh-tesfa-safe-spaces-for-out-of-school-girls-

in-urban-slum-areas-of-ethi 
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Household Economic 

Strengthening (HES) activities, 

such as savings groups 

 Supporting access to and uptake 

of social protection efforts (such 

as social grants, cash transfer 

programs, bursaries, etc)  

 Limited and temporary 

emergency cash (generally 

required for <10% of cases)  

 

vocational training and other 

individual HES activities 

 Carrying out market 

assessments for Income 

generating Activities (IGAs) 

 Linking 

businesses/agricultural 

projects to markets/value 

chain development 

 Targeted food security 

initiatives 

 

with funds and other inputs 

unless incentivizing 

investments from 

beneficiary families (e.g., 

matching funds) 

 Establishing or supporting 

business cooperatives 

 Providing Micro-credit 

 Providing Housing 

 Covering vocational 

training and/or IGA’s 

without established market 

potential 

Schooled (Education) 

CORE 

 Based on analysis of gender 

disparities in completion rates 

(primary and secondary levels) 

identify key at risk groups for 

education support  

 Facilitating access to primary 

and secondary education 

through temporary and targeted 

support,  

 Providing temporary school 

block grants to promote 

enrollment and progression  

 School-based psychosocial 

support and safety from 

violence  

 Supporting early childhood 

development (ECD) – (in 

coordination with PMTCT & 

Pediatric HIV) 

 Integrating ECD into HIV care  

& treatment  for children under 

five 

NEAR CORE 

 Facilitating access to primary 

(and secondary education for 

girls) through long-term or 

open-ended subsidies 

 Providing long-term or open-

ended school block grants or 

support for ECD centers 

 Improving education quality, 

especially making classroom 

environments gender and HIV 

sensitive 

 Supporting community 

education councils and PTAs 

to provide support to OVC 

 

NON CORE 

•   Supporting tertiary 

education (including university 

subsidies and scholarship) 
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4 Tracking to CEEs  

CEE Number Standard 

Domain 12: OVC  

12.1 Early Childhood 

Development    

Each site monitors developmental milestones for children ages 0 to 

2 years, and refers children presenting with developmental delays 

for further assistance.  

12.2 Case Management 

Services 

Each intervention point has standard procedures for identifying, 

assessing, enrolling, and monitoring children and families affected 

by and vulnerable to HIV in an OVC program. 

12.3 Child and Family 

Support for Psychosocial 

Wellbeing 

Community-based child and family services support nurturing 

environments for children and their caregivers, ensuring that child 

and caregiver are functioning at adequate levels psycho-socially, 

and that children are in the care of family (biological, close kin, 

fostered or adopted) and neither institutionalized or otherwise living 

separately from a family environment.  

12.4 Education Services   The intervention point supports families affected by and vulnerable 

to HIV to overcome barriers to accessing education including 

enrollment, attendance and progression. 

12.5 Economic 

Strengthening Services    

Economic strengthening interventions reduce the economic 

vulnerability of families affected by and vulnerable to HIV and 

empower them to provide for the essential needs of the children in 

their care, rather than relying on external assistance. For example: 

Economic Strengthening Interventions (savings group, micro 

finance, income generating, vocational training), Social Protection 

Support (cash transfers, fee waivers, food support). 

12.6 Referral Systems 

(Health and HIV/Socio-

Economic Coordination)  

All children affected by HIV should also be tested for HIV. All 

community-based programs for OVC should be able to demonstrate 

successful referrals of beneficiaries to HIV testing and counseling 

services. 

12.7 Girls Secondary 

Education Transition  

The intervention point supports girls vulnerable to HIV to 

successfully transition to and complete secondary education. 

12.8 Protection Services  Violence can be defined as abuse (physical, verbal, sexual), neglect 

and/or exploitation of children, women, and populations affected by 

and vulnerable to HIV.     

12.9 Preventing HIV in 

Girls  

The intervention point supports households caring for children 

affected by and vulnerable to HIV to identify girls who are 

vulnerable to HIV and to ensure families and girls receive the 
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support and services they need. 

12.10 Social Protection/ 

Child Protection 

Management 

Information Systems  

The organization regularly collects and submits data, has routine 

access to data, and uses data to inform targeting and improve 

programming through a nationally recognized social 

protection/child protection information management system. 
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LABORATORY 

 

 

1 Introduction 

The goal of the PEPFAR laboratory program is to support countries to strengthen their integrated 

laboratory networks and systems in a sustainable manner to provide quality diagnostic testing to 

meet PEPFAR goals for prevention, treatment, and care of HIV-infected persons. In support and 

collaboration with ASLM, WHO, and other institutions, strengthening key elements of a 

country’s health system, including the workforce and laboratories, are critical to meeting the 

PEPFAR’s goal of promoting sustainability, efficiency, and effectiveness of PEPFAR programs. 

United States Government (USG) programs should encourage and support countries to 

implement laboratory services, strengthen systems, and support and/or establish institutions, 

rules and regulations, at the country or regional level that are supportive. Each country should be 

encouraged and supported to develop a country-owned and -led laboratory strategic plan and 

policy for improving integrated services for patient care. Patient and specimen referral networks 

should be harmonized to reflect a continuity of care and responsiveness to the needs of clinical 

decision-making and improving accessibility to patients. Cumulatively, these local networks 

provide the support structures for a country’s national network of tiered laboratory services, and 

an efficient mechanism for referral of complex testing and validation of new technologies and 

testing algorithms. In the context of PEPFAR 3.0 (Accountability, Transparency and Impact), the 

laboratory program must focus to achieve greater impact towards controlling the HIV epidemic 

more efficiently and sustaining key investments with shared responsibilities with our partners to 

achieve an AIDS-free generation. Consideration of laboratory investments should adopt the 

PEPFAR 3.0 data-driven approach that strategically targets geographic areas and populations 

where HIV/AIDS is most prevalent to achieve the greatest impact for these investments. 

Consideration should be given to aligning programmatic investments to most effectively support 

scale-up of core HIV prevention, treatment, and care interventions and maximize impact in line 

Technical Priorities:  

1. Expand quality assurance programs for HIV rapid tests and HIV-related POC testing. 

2. Support and improve treatment and care and prevention programs by developing 

country-specific viral load and Early Infant Diagnostics (EID) implementation and scaling 

up strategies and networks systematically implementing viral load and EID testing. 

3. Support laboratory continuous quality improvement projects to provide higher 

standards of quality-assured diagnostics, care, and treatment to HIV/AIDS patients. 

4. Support HIV Impact Assessment (HIAs) Surveys through technical assistance on 

specimen field collection and laboratory testing to obtain country-specific epidemic 

information, such as prevalence, incidence and population viral load. 

5. Provide technical assistance for development and implementation of HIVDR surveys 

and build laboratory capacity for HIVDR testing.  
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with the COP15 guidance. Countries should review and analyze program, expenditure and 

epidemiologic data and use the results as a basis for decision-making and effectively mobilize, 

coordinate, and utilize laboratory resources to expand high-impact strategies in support of the 90-

90-90 targets and reduce new infections. 

COP15 encompasses the 90-90-90 framework in conjunction with epidemiologic data at the 

lowest sub-national unit available when setting targets and designing program activities. 

Employing the 90-90-90 framework specifically means translating those targets into specific 

percentages of PLHIV identified, enrolled and virally suppressed in each country. The UNAIDS 

90-90-90 treatment targets translate to 81 percent of all PLHIV on ART (90% x 90%=81%) and 

73 percent of all PLHIV virally suppressed (90% x 90% x 90%=73%). The resources required to 

diagnose, enroll in care, and treat over 80 percent of all PLHIV with ART in most countries are 

substantial. Laboratory plays a leading role in reaching these targets by ensuring access to 

timely, accurate diagnostics. As host country governments are expected to reach 80 percent 

coverage of PLHIV on ART by the end of USG fiscal year 2017 (September 30, 2017) in select 

high-burden sub-national units and/or populations, PEPFAR laboratory investments should be 

aligned to achieve maximal impact to support these efforts while balancing efforts through 

current laboratory investments for sustained epidemic control. It is especially critical for 

laboratory to clearly demonstrate its impact aligned with core and near-core activities.   

Targets to achieve 90:90:90 goals will require 1) increased HIV testing in high-yield populations, 

2) ensuring accuracy of HIV-positive patients prior to putting patients on treatment and 3) 

measurement of viral load to confirm suppression. These key laboratory activities should 

continue to be supported as core elements since they are critical to achieve 90-90-90 goals and 

should be funded appropriately. Increased access to testing should not compromise quality of 

testing (both laboratory and point-of-care-testing). Therefore investments in processes that 

enhance and ensure quality and accuracy of testing and support uptake and coverage, as outlined 

in this document, are critical.   

2 Technical Considerations for Priority Areas 

 

2.1  Laboratory Services 

2.1.1  Quality Assurance for HIV Rapid Testing  

As countries implement lifelong ART for pregnant and breastfeeding women (“Option B+”) and 

other elements of expanded ART eligibility (including test and treat for TB/HIV, sero-discordant 

couples, HBV co-infection with advanced liver disease) based on the 2013 WHO Guidelines, it 

is imperative to ensure that accurate test results are provided to the client. As HIV rapid testing 

continues to expand to achieve 90:90:90 goals, sustainable improvement of the quality of HIV 

rapid testing will require high-level policy engagement with Ministries of Health (MOH). 

Currently, most PEPFAR countries lack national quality assurance (QA) policies for HIV rapid 

testing. In 2013, PEPFAR launched the Rapid Testing Quality Improvement Initiative (RTQII), 

which aims to ensure the accuracy and reliability of HIV rapid testing and expand upon current 

in-country HIV rapid testing quality improvement work. The RTQII is based on the quality 

assurance cycle – a continuum of integrated planned activities that supports and promotes 

effective HIV rapid testing.  
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Figure. Quality Assurance Cycle of the guidance on improving the quality of HIV Rapid Testing. 

RTQII is comprised of the following five key action areas:  

1. Development of a comprehensive MoH policy document for point-of-care-testing and rapid 

testing that includes key QA elements 

3 Strengthening of the workforce through training, retraining, certification and the 

implementation of innovative ideas such as quality corps (Q-Corps) volunteers program. 

4 Scale up of the proficiency testing and internal quality control programs using the Dried 

Tube Specimen technology.  

5 Increase uptake of standardized logbook/HTC register for ongoing quality assurance 

(QA) purposes. 

6 Strengthening of national capacity to conduct new kit lot verification as part of post-

marketing surveillance. 

The RTQII is a catalytic initiative to demonstrate that quality of rapid testing can be successfully 

monitored and improved over time, if appropriate and timely steps are implemented to ensure 

accuracy of RT. Working closely with Ministries of Health and local partners, RTQII is designed 

to demonstrate that timely analysis of logbook data and PT results, coupled with corrective 

actions, can improve the quality and accuracy of HIV testing. The RTQII is implemented in a 

phased approach in 7 countries and it is anticipated that other countries are interested in adopting 

the same approach. It is critical that all countries allocate resources in their COPs towards 

development of quality assurance programs for HIV rapid testing.  
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A generic standardized logbook/HTC register for recording results of HIV rapid tests is available 

for countries to customize. Countries that do not have standardized record-keeping systems in 

place are encouraged to contact headquarters for technical assistance. Implementation of this tool 

would be a major step forward in improving data quality and is an integral component to the 

overall quality assurance program for HIV rapid testing. Documentation of information relating 

to test kits used, their expiration dates, who performed the testing, etc. are critical for identifying 

the source of errors. In addition, an analysis tool for the HIV rapid testing data has been 

developed to assist reviewing the data and comparing sites performance overtime. Thus, 

laboratory managers and HTC coordinators should be encouraged to utilize data for decision-

making. 

Part of the recently-developed Stepwise Process for Improving the Quality of HIV-related Point 

of Care Testing (SPI-POCT) checklist is the SPI Rapid Testing (SPI-RT) checklist, which 

focuses specifically on quality assurance (QA) practices for sites using HIV Rapid Tests to 

diagnose HIV infection. Working through the SPI–RT checklist in a step-by-step manner will 

enable heads of testing sites and facilities to recognize quality gaps and shortcomings identify 

areas for improvement and ultimately achieve national site certification requirements. The 

certification program can help improve the accuracy and reliability of HIV rapid testing and help 

maintain testing personnel performance and competency. As countries develop their 

implementation plans for RTQII, they are encouraged to include the assessment of the sites using 

the SPI-RT checklist and should contact headquarters for technical assistance.  

2.1.2 Point-of-Care Diagnostics 

Worldwide there has been a trend for more POC diagnostics, as they provide an opportunity to 

increase access to laboratory testing at sites where laboratories do not exist or with poor 

infrastructure and technical expertise to support traditional laboratory testing as well as 

expanding patient care services into areas where patients reside. POC diagnostics can also be 

used when turnaround time for results are critical for patient retention and care. It has been 

recognized that in order to ensure quality of these POC diagnostics, proper quality management 

and laboratory support is essential for accurate and useful results. There must be a continuous 

evaluation of the quality of these POC assays to provide valuable input for the appropriate use 

for patient care. Plans must promote standards, guidelines and policy for the quality 

management, implementation and monitoring of POC assays, as well as for all other laboratory 

testing.  

Many factors are important to a successful implementation of POC diagnostic assays and 

strategic utilization and placement to provide optimal HIV patient care and program support.  

These factors include: 

a. Proper placement of the assays to match the patient care needs, service logistics, 

infrastructure requirements, and operator expertise. 

b. Ability of the site or program to utilize the results from the assay to provide care and 

treatment. 

c. Utilizing the right cadre of trained and competent operators for efficient workflow. 

d. Providing means for sustainability to ensure un-interrupted testing with efficient 

supply chain management, equipment service and maintenance, proper infrastructure, 

and skilled and available operators. 
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e. Assurance of quality of test results with systems that will detect problems and provide 

monitoring. 

Consideration should be made for implementation and evaluation strategies for successful 

utilization of POC testing, use of results, and ensuring quality of POC testing with site 

assessments conducted by trained personnel to conduct assessments using the Stepwise Process 

for Improving the Quality of HIV-related Point of Care Testing (SPI-POCT) checklist. Countries 

should be supported in development of their national POC policies and implementation 

frameworks, as aligned with the WHO-CDC Guidance for Improving the Quality of HIV-related 

Point-of-Care Testing (POCT)” and “Framework for Development of Policy for Implementing 

Quality-Assured POCT” (in clearance), and resources should be allocated towards support of 

careful and detailed planning for introduction of POC technologies as become available.   

Countries funded by PEPFAR have expanded laboratory CD4 testing through trainings, 

mentoring, quality assurance programs, and procurement of instruments, supplies and training 

provided by public and private partners. The impact of centralized testing has been hampered by 

specimen transport, infrastructure, maintenance, human resource, and result reporting 

constraints. In order to expand patients’ access to CD4 testing and timely return of results to 

clinicians, the need for new technologies (that would allow point-of-care testing) is driving 

evaluations and implementation of innovative instruments and assays (e.g., Alere Pima CD4)  in 

several countries. These point-of-care CD4 tests require similar support as laboratory-based CD4 

testing in order to ensure uninterrupted access to accurate and reliable results.  

Pediatric HIV remains a critical public health issue in sub-Saharan Africa and other resource-

limited settings. Providing early antiretroviral therapy (ART) to HIV-infected infants is a global 

public health priority. HIV-infected and untreated children are at highest risk of mortality 

within the first 3 months of life, and up to 50% die within 2 years.   The World Health 

Organization (WHO) recommends early testing by 6 weeks of life and immediate ART for all 

infected infants younger than 5 years.  Despite this, only about a third of HIV-infected children 

in resource-limited settings receiving ART. Poor access to early infant HIV diagnosis (EID) is a 

primary cause for this treatment gap. To meet the AIDS-free generation call of PEPFAR, 

accurate and early diagnosis of HIV-infected infants, initiation of life-saving antiretroviral 

therapy (ART), and effective long-term clinical follow-up are critical to saving the lives of HIV-

infected infants and children.  Thus far, EID requires reference laboratory equipment and 

infrastructure, and skilled technicians. Existing technologies are high throughput, accurate, and 

have been instrumental in significant global EID scale-up to date but are too complex for 

decentralized or rural settings. Thus, identification and initiation of ART for HIV-infected 

infants has been limited by the complex cascade of events for diagnosis, especially access to 

appropriate diagnostic tools at the point or near point of care (POC) where children are being 

cared for. POC tests for EID may help overcome these challenges by enabling on-site, same 

day testing in clinics and immediate referral for ART and other care.  

The POC/near POC assays are developed specially for use in resource-limited settings. They 

therefore do not require cold-chain storage of reagents, and all the reagents and supplies required 

for a test are contained in a single test box. The instruments are fully automated; once whole 

blood specimens are loaded on the instrument, results are ready in 2 hours. With the demand for 

increased access to EID, the EID POC tests may prove to be promising assays for expanded EID 

testing in more remote areas where children are accessing to care. The CDC International 
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Laboratory Branch (ILB) is committed to evaluating new technologies and expanding quality 

EID testing in PEPFAR countries. In addition, countries funded by PEPFAR may be conducting 

POC EID evaluation. These point-of-care EID testing need the same support as laboratory based 

EID testing in order to ensure quality and reliable results. 

As countries scale up viral load (VL) testing for monitoring HIV patients, POC VL testing will 

play a critical role to expand access to many more patients, particularly those without access to 

laboratory facilities. Similarly, POC EID could increase access to diagnosis of infants with rapid 

results with initiation of positive on treatment and thus improving on the low pediatric treatment 

targets.  Current VL and EID test technologies are costly, requiring sophisticated laboratory 

infrastructure, including a dust-free, temperature-controlled environment with stable electricity, 

clean water, complex instrumentation and well-trained operators, which are only available at 

reference laboratories in large urban areas. Technologies that extend the reach of laboratories to 

decentralized patient populations are needed, such as dried blood spot samples, and sample 

collection and preservation devices. Issues such as timely sample transport and return of results 

to clinics and parents, adequate DBS supplies and personnel trained to collect samples, as well as 

proper documentation of testing and results are critical. Using robust tracking systems for 

retention of mother-infant pairs until final diagnosis is also important.   

As innovative technologies become available, for instance POC tests, their performance and 

utility will need to be validated and a cost-effective model for effective deployment that balances 

their use with laboratory-based test platforms will be compulsory. The recently-developed 

Stepwise Process for Improving the Quality of HIV-related Point of Care Testing (SPI-POCT) 

checklist enables assessment and monitoring of sites using HIV-related point of care technology 

(e.g. CD4). The checklist is comprehensive and enables assessment and scoring of non-

laboratory sites using point of care technologies to perform test (e.g. CD4) to monitor and 

improve on the quality of testing. 

Long-term planning will be needed to ensure appropriate investment in technologies that still 

enables newer, improved platforms to be introduced in future. These new technologies have the 

potential to transform the HIV diagnostic landscape, bringing VL testing closer to the patient, 

reducing test turn-around time and patient loss to follow-up, and expanding access to testing in 

many new and remote geographic areas.  

2.1.3 Support for Viral Load Monitoring 

Successful HIV treatment is dependent on high levels of sustained virologic suppression over 

time.  Measurement of HIV VL remains the most reliable predictor of adherence, preventing 

HIV transmission and disease progression, and can help avoid both unnecessary regimen 

switches and missed identification of virologic failure and accumulation of HIV drug resistance 

mutations (Boullé, Laborde-Balen, Aghokeng, Boyer, & Carrieri, 2013). The 2013 WHO 

Consolidated ARV Guidelines recommend VL monitoring as the preferred monitoring approach 

to diagnose and confirm ARV treatment failure. Please see the Adult Treatment section of 

Technical considerations for clinical and programmatic considerations important in VL scale-up.  

 

Refer to the recently published Technical and Operational Considerations for Implementing HIV 

Viral Load Testing technical update (WHO, 2014). This document identifies the seven essential 
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elements for effective viral load scaling-up and provides high-level guidance on implementing 

and scaling up viral load testing with the goal of developing a robust and sustainable HIV viral 

load testing network using a three-phased approach: 1) planning; 2) scale-up; and 3) 

sustainability [Technical and Operational Considerations for Implementing HIV Viral Load 

Testing Interim Technical Update July 2014]   

 

A transition towards routine VL monitoring should be part of a long-term plan to maximize the 

success of PEPFAR-supported ART programs. Countries should develop detailed, country-

specific strategies to systematically transition to routine viral load monitoring for everyone 

receiving ART.  VL testing should be expanded under an agreed national plan and in a 

phased manner to avoid compromising the continued scale-up of ART services to those 

currently eligible. Country teams should work with Ministries of Health and other key 

stakeholders to carefully consider the implications of revised national algorithms for 

monitoring ART (e.g., targeted vs. routine viral load monitoring, frequency of VL testing, 

definition of viral failure, repeat testing interval among those with initial viral failure, specimen 

type for testing and repeat testing, population-specific testing algorithms, projections for people 

receiving different ART regimens (e.g., first or second line)), factors influencing the viral load 

testing network, different platforms, specimen type (plasma or dried blood spot and other 

operational considerations, and coordinate/harmonize how viral load testing is performed, 

reported and monitored at the national level.  Planning for phased scale-up should include plans 

that consider product costs and placement strategies, supply chain management, human resource 

capacity, information systems, and other element necessary for appropriate scale-up.  

  

Several important considerations for PEPFAR support for the scale-up of VL testing include:  

 “Do No Harm”: The cost of scaling-up VL monitoring should not jeopardize scale-up of 

ART services to those currently eligible. This will need to take into account levels of 

ART coverage and existing guidelines. It is not expected that all countries will move 

towards adoption at the same rate. Additionally, the introduction of VL testing should not 

detract from roll-out of early infant diagnosis (EID) testing services;  

 Minimize Impact on PEPFAR Budgets: The plan to develop VL monitoring should have 

as little impact on PEPFAR laboratory and treatment budgets as possible. This will 

involve consideration and calculation of  trade-offs involving clinical monitoring 

protocols, choice of technology, and instrument placement and maximizing current 

existing laboratory capacity and human resources on viral load testing services. 

Understanding that initial investments in the technology will be substantial, analyses of 

the costs (and potential benefits) should encompass three to five year time frames;  

 Optimize Platforms and Markets: The introduction of new laboratory technologies should 

take place in a rational manner with consideration for the number and optimal placement 

of VL platforms, procurement and maintenance strategies that minimize costs, and 

information systems that support patient adherence.  While initially cost-prohibitive, 

prices for VL technologies have fallen significantly in recent months. Furthermore, VL 

point-of-care platforms are expected in the near future, potentially placing further 

downward pressure on prices and removing some barriers to further VL expansion (e.g., 

need for cold chain, ability to perform with less training, use of dried blood spots to 

simplify transportation of specimens); 
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 Quality Management System: The platforms, testing algorithms, tester training, 

certification and supervision, and laboratory systems set up for VL testing should be 

embedded within an appropriate system for quality assessment (including proficiency 

testing and quality control), and continued improvement of viral load testing services; 

and 

 Feasibility: Selection of regions/sites to roll out VL testing should depend on the 

feasibility to implement VL testing at the sites. Certain factors, such as distance to the 

lab, lab infrastructure (e.g., availability of refrigerators, centrifuges), cold chain, electrical 

supply, and capacity of the clinicians to properly use the VL results should be considered. 

  

Please refer to Technical and Operational Considerations for Implementing HIV Viral Load 

Testing (http://www.who.int/hiv/pub/arv/viral-load-testing-technical-update/en/) for additional 

information.   

 

2.1.4 HIV Drug Resistance Surveillance and Monitoring 

Surveillance and monitoring HIV drug resistance (HIVDR) is imperative to ensure the efficacy 

of the standardized first-line ARVs for HIV-patients initiating ART and to inform the selection 

of appropriate second line ARV regimens for patients failing first-line ARV regimens. PEPFAR-

countries should integrate HIVDR surveillance and monitoring program into their routine 

national HIV surveillance program and develop national strategy for surveillance of HIVDR. 

The overall HIVDR surveillance and monitoring strategy should be designed to support the 

optimal program management at every step of the treatment cascade, from ART initiation to long 

term viral load suppression. The HIVDR data are being used for national ART treatment 

guideline updates and revisions in children and adults. 

The HIV drug resistance surveillance and monitoring strategy contains the following key 

elements: 

1. Monitoring of early warning indicators 

2. Surveillance of pre-treatment HIV drug resistance in adult populations initiating ART; 

3. Surveillance of acquired HIV drug resistance in populations receiving ART in adults and 

children; 

4. Surveillance of HIV drug resistance in children younger than 18 months of age; 

5. Surveillance of transmitted HIV drug resistance in recently HIV-infected populations. 

Countries should consider prioritizing the elements of the HIV drug resistance surveillance and 

assessment strategy based on the type of HIV epidemic and coverage of ART program. To assist 

and facilitate the implementation of HIV drug resistance surveillance program, the HIV drug 

resistance technical working group at CDC HQ is developing generic protocols for surveillance 

of HIV drug resistance in adult populations initiating ART and for surveillance of acquired HIV 

drug resistance in populations receiving ART in adults and children; technical assistance for HIV 

drug resistance surveillance strategic plan development and implementation from HQ is 

available for request. In addition, the drug resistance technical support team from the 

international laboratory Branch (ILB) has developed technologies and standard operational 

procedures (SOPs) to facilitate the implementation and reducing the operational cost for HIV 

http://www.who.int/hiv/pub/arv/viral-load-testing-technical-update/en/
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drug resistance surveillance program. To simplify the procurement process and reducing the cost 

of genotyping reagent cost (About 40% of the cost of any drug resistance surveys recommended 

by the WHO 2014 Guidance not on HIV drug resistance surveillance), ATCC has developed a 

low cost HIV-1 drug resistance genotyping kits based on the technology developed by HQ 

(http://www.atcc.org/products/cells_and_microorganisms/hiv-

1_drug_resistance_genotyping_kit.aspx). Countries can request procurement information by 

directly contact ATCC by log on to the website. HQ has also developed HIV drug resistance 

genotyping assay validation package following WHO HIV drug resistance genotyping assay 

validation guidance and evidence-based dried blood spot collection, storage and transport 

procedure for HIV drug resistance and these documents are available for PEPFAR-supported 

countries for the implementation of HIV drug resistance surveillance and development in-

country HIV drug resistance testing capacity. 

2.2 Laboratory Systems  
Figure 2. Framework for strengthening laboratory systems with the core elements of a laboratory system that 

must be strengthened 

 

 

Adapted from Nkengasong (2011)(Nkengasong, et al., 2010)It is helpful to visualize laboratory 

services as being nested in a pyramidal system. At the base of the system are services offered at 

the community level (e.g. rapid test kits, POC diagnostics), and at the top are complex testing 

strategies. At each level of the system, PEPFAR programs are working to adopt new 

technologies and serve patients at all tiers of a laboratory network (community, district, regional, 
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central). In order to accomplish this, essential laboratory strengthening services should include: 

(1) training and mentorship, (2) quality assurance (QA) and proficiency testing (PT), (3) quality 

management systems leading to accreditation, (4) development of host-country partnerships, and 

(5) working with national and international partners and the private sector in the development of 

public private partnerships (PPPs). This strategy will promote a mature and enduring concept of 

laboratory systems and network development, one that strengthens laboratories to provide quality 

services for all diseases of public health importance (see Figure 2). The key components of this 

framework are: 

 Quality Management Systems; 

 Laboratory Workforce; 

 Equipment Maintenance Systems and Biosafety; 

 Supply Chain Management Systems; 

 Laboratory Information and Data Management Systems; 

 Sample Referral Systems; 

 Point-of-care Systems; and 

 Institutions and Policies. 

 

2.2.1 Quality Management Systems 

To ensure that laboratory systems are strengthened as part of overall health systems, the 

developmental focus of Quality Management Systems (QMS) should be directed towards 

achieving international accreditation of testing laboratories. As part of the laboratory systems 

strengthening, this support is to ensure access to quality clinical laboratory testing for diagnosing 

HIV infection including Early Infant Diagnosis (EID), clinical monitoring with HIV viral load, 

CD4 testing and  patient health status, and detection of opportunistic infection including 

tuberculosis (TB).   

Accreditation is an indicator of the quality of a laboratory. As such, a stepwise approach using 

internationally-accepted standards should be implemented to encourage, support, and recognize 

the implementation of QMS in laboratories. Full accreditation is defined by meeting acceptable 

criteria in order to receive accreditation by a national, regional, or international accreditation 

bodies, such as the College of American Pathologists (CAP), International Organization for 

Standardization (ISO), South African National Accreditation System (SANAS), Kenya 

Accreditation Service (KENAS) and Southern African Development Community Accreditation 

Service (SADCAS).  

The WHO AFRO African Society for Laboratory Medicine (ASLM) Stepwise Laboratory 

Quality Improvement Process Towards Accreditation (SLIPTA) offers an innovative and 

practical approach to strengthening and assessing laboratories and guiding them towards 

accreditation. This framework supports countries in their efforts to strengthen their national 

laboratory services through the stepwise quality improvement process towards fulfillment of the 

requirements in the ISO 15189 standard for medical and public health laboratories. Similar 

regional efforts and approaches in other non-African PEPFAR-supported countries are underway 

and highly encouraged. Laboratories will be evaluated in a stepwise process towards full 

laboratory accreditation using scores on the SLIPTA or similar accreditation preparedness 
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checklists recognized by the respective national, regional, or international standard and assigned 

a level of progress towards applying for full accreditation based on their audit score.  

Each country should have a Quality Assurance (QA) program to promote and support a 

laboratory’s quality management system (QMS). This is vital to ensure that laboratory testing, 

including HIV rapid testing, is available, accurate, reliable and timely. The national QA system 

should encompass all tiers of the laboratory network, to support the plan and monitor and 

evaluate the laboratory’s capacity to support program goals. This system should include national 

standards for testing and training of staff involved in QA, laboratory supervisors and staff, and 

non-technical staff involved in testing services. Functional QA programs for laboratory testing 

are critical to ensure access to testing that is accurate and reliable to support quality patient care.  

2.2.2 Laboratory Workforce: Training and Retention Systems 

PEPFAR’s reauthorization legislation mandates the training of 140,000 new health care workers. 

As it relates to Laboratory Systems, the intent is to strengthen the capacity of institutions to 

develop and implement policies for training laboratory workers to rapidly and accurately 

diagnose and manage HIV-infected individuals and those co-infected with TB. The top priorities 

for laboratory workforce development should include: a) short-term training for a certified and 

competent workforce, and b) long-term training based on standardized pre-service curriculum. 

Strategies should be developed to ensure retention of laboratory workers once they are trained, 

including, but not limited to, competitive pay and opportunities for advancement and continuing 

education, and links with professional organizations. 

Pre-service training should engage local university, laboratory training institutions and other 

partners (e.g., Ministry of Education, Ministry of Health) to promote sustainability of the pre-

service training initiative and to ensure the training is standardized and adequately meets the 

needs of the country. Emphasis should be placed on the rollout of comprehensive standardized 

training tools that have been developed centrally, including the WHO/CDC HIV Rapid Test 

training and the Laboratory Management training packages. Adequate training for performance 

and reporting of rapid tests are critically important since these assays are often performed by 

non-laboratory staff. In addition, management training for laboratory managers and supervisors 

is essential for effective service provision, given that leadership and an effective laboratory 

management is often lacking. Ideally, this will incorporate regional training venues and should 

include information suitable for laboratory managers/directors and senior supervisory technicians 

in their local setting.  

2.2.3 Equipment Maintenance Systems 

Among the most important factors that influence decision-making about laboratory equipment 

are those that concern equipment maintenance requirements. In general, two types of 

maintenance are required: laboratory-initiated and manufacturer or service provider-initiated. In 

many PEPFAR-supported laboratory venues, both types of maintenance provide challenges for 

laboratory staff. Laboratorians may not be adequately trained or have access to necessary parts or 

reagents (e.g., calibration materials) to perform necessary equipment maintenance. Primary- and 

secondary-level testing venues are often distant from major cities. Obtaining manufacturer or 

service provider-maintenance for instruments at these sites can be both expensive and time-

consuming. In the absence of appropriate maintenance, the laboratory cannot provide quality test 
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results. The development of equipment maintenance service contracts is vital to ensure the 

ongoing integrity of equipment function and reliability of testing results. When purchasing new 

equipment, the purchaser or purchasing organization should consider including implementable 

extended manufacturer/service provider maintenance clauses in the purchasing contracts, where 

possible.  

Consistent with the guidance recommendations agreed upon at the Maputo Consensus 

Conference (WHO, 2008), service contracts should be:  

 Negotiated at the time of equipment procurement; 

 Contain reagent rental agreements with bundled service and reagents; and 

 For a minimum of three years and renewable, with no cost increase.  

Service contracts (after-sale maintenance contracts) should also include, at a minimum, the 

following items:  

 Response time (ideally within 48 hours); 

 Defined number of preventative maintenance visits, as required by the manufacturer; 

 Training of local service engineers and users; 

 Availability of routine/emergency service; and 

 List or identification of costs that may be incurred outside of the contract, such as when 

additional service requests are made. 

Additional service contract recommendations include: 

 Penalties in the contracts for failure to meet the conditions of the agreements; 

 Periodic contract review process to determine compliance;  

 Certification of local service providers by the manufacturer; 

 Provision for backup support (loaners) within 72 hour and access to spare parts; and 

 Contingency plan for returning equipment for service if repairs cannot be performed in-

country; and 

 In-country support should be guaranteed. 

 

See the “Consultation on Technical and Operational Recommendations for Clinical Laboratory 

Testing Harmonization and Standardization” for more detailed information 

(http://www.who.int/diagnostics_laboratory/3by5/Maputo_Meeting_Report_7_7_08.pdf). 

2.2.4 Biosafety 

Overall laboratory safety programs are necessary to ensure quality in laboratory operations and 

test results, prevent employee exposure and occupational acquired infections, minimize the 

release hazardous/ infectious agents to the environment, and protect biological agents from loss, 

theft, or misuse (biosecurity).  

Consistent with international guidance (WHO, UNODC, UNAIDS, 2004), laboratory safety 

programs should include the following: (1) safety regulatory and business programs; (2) annual 

laboratory review and identifications of hazards; (3) safety equipment, maintenance programs, 

http://www.who.int/diagnostics_laboratory/3by5/Maputo_Meeting_Report_7_7_08.pdf
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and personal protective equipment (PPE); (4) facility/building review and maintenance 

programs; (5) employee occupational health programs; (6) waste management programs; (7) 

chemical management programs; (8) emergency preparedness and response programs; (9) agent 

biosecurity program; and (10) safe packaging and transport of biological agents. Items 3-7 are 

critical to the SLIPTA process and may require additional allocation of resources.  

2.4.5 Laboratory Information Systems 

Electronic and paper-based Laboratory Information Systems (LIS) support operations of clinical 

and public health laboratories by streamlining laboratory data collection, storage, analysis, and 

reporting. Development and deployment of LIS should remain a top priority for all countries, 

which are at various stages of evaluating and/or implementing LIS.  

Data management systems for proficiency testing help monitor the quality of laboratory testing. 

These systems provide historical quality trend and help identify corrective actions to improve 

quality of laboratory testing. Use of connectivity, especially for peripheral laboratories or POCT 

sites, to monitor and transmit quality control results, proficiency testing results, error rates and 

reagent consumption should be taken into consideration. 

Several countries have implemented a pilot LIS and are now in the process of planning for 

nationwide scale-up. The following is a rough set of guidelines for approaching this challenge: 

(1) initiate strategic and financial planning with an in-country working group, (2) develop a 

detailed project plan with an information technology project manager leading a project team, (3) 

define LIS needs, (4) select a provider and solution that meets needs within budget, (5) develop 

or adapt an LIS, (6) train users, (7) implement the LIS, (8) support and maintain the LIS, and (9) 

plan for evaluation, updates, and next phase. Technical assistance is available from headquarters 

to assist with LIS selection and implementation. 

2.4.6 Referral Systems 

Priority should be given to those laboratory networks with the greatest capacity to increase 

access and coverage for the targeted priority locations and populations to control the epidemic. 

Local referral networks have an immediate impact on efforts to expand ART programs by 

bringing together neighboring facilities to jointly establish common standards of practice. The 

simplest model for this is that of district hospitals supporting several satellite health centers 

through referral testing services, a reliable transportation system for samples and result reporting, 

and to support QA programs and training. Similarly, regional or zonal hospitals may serve as 

referral or reference hubs for networks of neighboring district hospitals. Efficient sample referral 

networks should avoid the constraints of working within geographic boundaries but rather based 

on the closest distance between referring site and the referral laboratory. Implementation efforts 

should be designed to provide early recognition of successful referral networks and develop 

these laboratories to serve as models that might be replicated as services expand nationally. In 

order to ensure successful coordination of efforts, it is important that the narrative of laboratory 

activities be cross-referenced to clinical services in the relevant program sections.  
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2.5 Laboratory Institutions 

2.5.1  Institutions and Policies 

Laboratory testing for diagnosis of HIV infection and other opportunistic infections (OI), and for 

monitoring of patients during care and treatment, are essential elements of the clinical cascade 

and provision of quality clinical services. Thus, support for building capacity in public, private, 

and other clinical laboratories should be addressed not only in the Laboratory Infrastructure 

Section but also in all relevant program areas (including Adult and Pediatric Treatment, 

Palliative Care, TB/HIV, PMTCT, Testing and Counseling, Strategic Information, and Blood 

Safety). For this comprehensive approach to be synergistic, the laboratory programs should: 

 Standardize best laboratory practices and provide associated training; 

 Provide for uniform quality assurance measures among laboratories; 

 Standardize common equipment, commodities, and supportive maintenance training; and 

 Support a unified approach to procurement and distribution of laboratory commodities. 

 

The national laboratory policy and strategic plan should address the laboratory-related PEPFAR 

indicators to support the country specific health plan to ensure that adequate numbers of quality-

assured laboratories, testing sites, and workforce are available to perform testing for HIV/AIDS 

diagnostics, and care and treatment services. National advisory board and steering committee 

should ensure that strategic planners for laboratory network engage local and international 

stakeholders to reach the PEPFAR goals of 90-90-90.  Strategic plans should be re-visited to 

reflect laboratory’s critically important role in targeting and prioritizing PEPFAR resources to 

areas with highest disease burden. As a pathway towards country ownership, countries are also 

encouraged to support the development and/or strengthening of local indigenous capacity and 

regional institutions, such as ASLM.  Organizations such as ASLM can play an important role to 

influence the leadership to have an investment profile that resonates with the geographical and 

population prioritization for effective measures for epidemic control.  

Laboratory policies are essential for developing a harmonized approach to implementing 

laboratory strengthening activities. Countries are encouraged to have or develop national 

laboratory policies and monitor and evaluate their implementation.  

 

PEPFAR-related laboratory activities should not happen in a vacuum but rather be fully 

integrated into clinical laboratory support activities. The “best laboratory practices” and quality 

assurance measures should be applied holistically in improving access to quality laboratory 

services with the goal of increasing HIV diagnosis, enrolment, linkage, and retention in care and 

treatment services. The most frequently cited examples of this are HIV rapid testing, CD4 

testing, EID services and diagnosis of opportunistic infections (e.g., malaria, TB, Cryptococcus). 

The evaluation and implementation of new viral load technologies, and the need to increase 

access VL testing to monitor for virologic failure and to conduct surveillance of potential 

HIVDR to ensure the efficacy of ART programs,  provides a unique opportunity for further 

integration of clinical and laboratory services. It will also require additional collaboration with 

MOHs, other partners and technical areas to ensure strategic placement of diagnostics and 

clinical services and to develop plans for rational and strategic scale-up of HIV diagnostics to 

support clinical service needs.  



 

 

212 

 

PEPFAR staff should work with partners to ensure that effective linkages exist between clinic- or 

community-based HIV testing sites, TB clinics, and antenatal clinics with ART sites to ensure 

that newly diagnosed patients are linked with appropriate services and patients are appropriately 

monitored for VL.  

2.6  Partner Performance Considerations 

Laboratory activities should be based on strategic planning that supports expansion of ART and 

Care services by building on basic HIV diagnosis and monitoring of ART patients (e.g., 

complete blood count with differential, creatinine, ALT, kidney function, CD4 count, viral load, 

and drug resistance). To this end, service-based models should be used by all partners and 

include plans for renovations, staffing, training, equipment and associated service contracts, 

reagent management needs, inventory and forecasting of supplies, plans for instituting quality 

assurance measures, data records and reporting, data processing, and monitoring and evaluation 

of services. An implementing partner should be identified to work with the USG and partners 

and country representatives to develop a strategic plan for each tier of laboratory service that 

describes minimal requirements needed to effectively support programs. Ideally, a common 

matrix to be applied by all partners would standardize descriptions of the recommended testing at 

each facility, and include guidelines for expansion of services. Please see the FY 2014 COP 

Guidance Appendix 11 for more information on how PEPFAR funds may be used for 

renovation. 

3 Blood Safety 

 

3.1 Introduction 

PEPFAR investments in blood safety have supported the development of adequate supplies of 

HIV-and pathogen-free blood in more than 20 countries worldwide since 2004.  While blood 

safety remains a recognized component of a comprehensive HIV prevention strategy, and blood 

self-sufficiency challenges remain in most PEPFAR-supported countries, COP15 investments in 

the HMBL program area will need to shift from direct support for blood service operations to 

PEPFAR Blueprint priorities including quality assurance and accreditation.  

Table 1 contains additional recommendations for countries embarking on the core, near-core, 

non-core exercise.  These suggestions seek to reflect blood safety programs’ continuing 

Technical Priorities:  

1. Support external quality assurance, quality management systems for every activity 

from donor management to bedside transfusion practices, and the development, 

selection and implementation of electronic blood service information systems 

2. Support operational research to understand demand for and use of blood by PLHIV – and 

the role blood shortages may play in preventable PLHIV morbidity and mortality 

3. Create transfusion-specific surveillance systems (also known as hemovigilance) or expand 

existing national HIV surveillance systems to detect clusters of potentially transfusion-

associated HIV infection 

4. Support broader resource mobilization efforts, both domestically and among external 

donors. 
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contributions to epidemic control, while recognizing the broader pressures that accompany the 

on-going PEPFAR realignment. 

 

 

Table 1: HMBL guidance for core, near-core, non-core exercises 

HMBL activity Core 
Near-

Core 

Non-

Core 
Rationale 

Procurement of 

blood bags, 

additional 

reagents, test kits 

and other 

consumables 

related to 

increasing annual 

blood 

collections. 

    √ 

While increasing annual blood collections is an essential component of 

national strategies to address self-sufficiency  issues (and one PEPFAR 

has supported in the past), HMBL programs must now pivot from a 

comprehensive approach that includes support for the adequacy of 

national blood supplies, to a focused approach that seeks to improve 

the quality of national blood supplies at current levels.  PEPFAR 

country teams should work with host country governments to ensure 

that national blood collection targets are sustainable.  

Given current reductions in funding for HMBL and new strategic 

priorities, all countries should consider the procurement of blood 

service consumables as a non-Core activity within PEPFAR.  

Countries should, however, remain mindful of the impact a too-rapid 

withdrawal of operational resources may have on quality and safety, 

and consider a time-limited Near Core designation to allow for a 

systematic and  orderly project transition or close-out. 

Training and the 

development of 

policies, 

guidelines and 

tools for blood 

donor education, 

pre-donation 

behavioral 

screening and 

selection. 

√     

Ensuring a safe blood supply starts before the collection needle enters a 

blood donor's arm. The process begins with distributing HIV/AIDS 

information and education literature, registering donors and checking 

to ensure that donors have not been previously deferred from donating 

blood (e.g., due to HIV infection or low hemoglobin) The routine use 

of blood donor behavioral history questionnaires (written and verbal) 

have been shown to reduce prevalence and incidence of HIV among 

blood donors. .  Coupled with effective counseling and referral to HTC, 

pre-donation education and screening contributes to preventing high-

risk blood donations from entering the blood supply, and strengthens 

linkages to confirmatory testing for at-risk individuals who may 

otherwise avoid traditional HTC settings.  Long Term Strategy 

countries with large blood donor populations may consider this a core 

activity. 

 

Targeted Assistance countries where blood donors may contribute a 

smaller proportion of new HTC or ART clients may consider this a 

short-term near-core activity.  In both cases, pre-donation education 

and screening can and should be considered an evidence-based HIV 

prevention activity. 
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HMBL activity Core 
Near-

Core 

Non-

Core 
Rationale 

Referral and 

tracing of blood 

donors with 

HIV-reactive 

results to HTC 

programs for 

confirmatory 

testing and, 

where needed, 

referral to care 

and treatment 

services. 

  √ 
 

Due to improvements in blood donor education, selection and pre-

donation behavioral risk screening, blood donors represent a 

diminishing proportion of newly diagnosed infections in PEPFAR-

supported countries.  However, despite this success, each year 

thousands of individuals in Africa, Asia and the Caribbean receive their 

first HIV-positive result from a blood donation center.  Unfortunately, 

in many countries these individuals are lost to follow-up before they 

can be referred to confirmatory HTC and, where warranted, care and 

ART services.  Investments in strengthening referral and follow-up 

systems between blood services and HTC (and/or ART services, where 

relevant) may be considered to supplemental existing national HTC 

and ART service referral systems.  Countries should estimate annual 

yields in terms of blood donors who could benefit from expanded 

referral systems. 

 

Since these yields contribute to other HTC and treatment targets, 

support for referral services may be considered near core. 

Technical 

assistance to 

assess and 

improve quality 

management 

systems with the 

goal of attaining 

blood service-

specific 

accreditation, 

e.g., via the 

Africa Society 

for Blood 

Transfusion. 

√     

Accreditation and quality management are priorities for all PEPFAR-

funded program areas.  Many PEPFAR country teams have already 

started investing in blood bank laboratory quality programs by 

supporting National Blood Transfusion Center partners such as the 

African Society for Laboratory Medicine (ASLM) SLMTA laboratory 

improvement program, AABB (formerly the American Association of 

Blood Banks) and/or to seek laboratory accreditation via international 

recognized accreditation programs.  Laboratory-focused quality 

improvement is a central component of a comprehensive blood service 

quality management system -- but it is not sufficient to ensure the 

safety and quality of blood collections, blood component production, 

blood component testing, blood storage, or clinical use.  Donor-to-

recipient quality standards are available from a number of sources, 

including the AABB and the Africa Society for Blood Transfusion 

(AfSBT).  Country teams working to transition NBTS partners from 

large bi-lateral budgets for operational support (e.g., procurements, 

HRH), should consider accreditation as a strategy to assess and confirm 

the impact of past years' PEPFAR investments -- and to inform NBTS 

partners and other donors about long-term needs facing the blood 

service. 

 

Short-term core status is appropriate for these activities because 

achieving accreditation is necessary to achieve blood safety over the 

long term, but is a time-limited end goal. 

Technical 

assistance and 

limited 

information 

technology 

procurements to 

support the 

selection, 

installation and 

validation of 

blood service 

information 

systems. 

  √   

Information systems can help blood services monitor and exclude 

blood donors based on HIV status or other conditions (e.g., anemia, 

rare antibodies) that may put the donor or recipient of the donor's blood 

at risk.  Bar code-based data management can improve laboratory 

quality by ensuring proper donor identification and that the results from 

the right tube are linked back to the right donor or the right transfusion 

recipient.  Modern quality management systems rely on electronic 

information systems, which are increasingly required to meet quality 

standards for accreditation.  As such, short-term COP investments in 

the selection, installation and validation of electronic blood service 

information systems are a key supportive element for countries seeking 

accreditation. 
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HMBL activity Core 
Near-

Core 

Non-

Core 
Rationale 

Near-core status is appropriate for these activities because achieving 

accreditation is necessarily a time-limited end goal. 

 

 

3.1.1 What is New in 2015  

Many countries have already taken to classify blood safety in the non-core or near-core categories 

and to assign specific transition timelines.  With these changes in mind, countries should consider 

technical assistance approaches to support external quality assurance, quality management systems 

for every activity from donor management to bedside transfusion practices, and the development, 

selection and implementation of electronic blood service information systems.  Countries with large 

numbers of PLHIV including patients enrolled in PMTCT, ART or pre-ART services, should also 

consider supporting operational research to understand demand for and use of blood by PLHIV – and 

the role blood shortages may play in preventable PLHIV morbidity and mortality.  Similarly, as 

countries withdraw from direct bi-lateral relationships with National Blood Transfusion Service 

(NBTS) partners, minimal investments should be made to create transfusion-specific surveillance 

systems (also known as hemovigilance) or expand existing national HIV surveillance systems to 

detect clusters of potentially transfusion-associated HIV infection.  Lastly, since many PEPFAR 

supported NBTS partners continue to face substantial needs with human resource management, 

training, infrastructure development, logistics and procurement systems, country teams should 

consider appropriate budgets to support broader resource mobilization efforts, both domestically and 

among external donors.  

 

3.1.2 Technical Background  

Throughout the developing world, the lack of stored blood components often results in a reliance 

on the collection of blood from family and replacement donors only when there is a patient in 

need of transfusion. Such emergency collections may not be properly screened for transfusion-

transmissible infections (TTIs) and replacement donors or family members may not want to 

disclose high-risk behaviors.  Blood collected from these donors increase the risk of infection, 

complications, or death. Even in countries that have a robust blood system, inadequate numbers 

of volunteer donors and weak screening systems severely undermine the ability of the system to 

provide safe blood in a timely fashion 
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To help countries build safer national blood transfusion services, the World Health Organization 

(WHO) has provided important recommendations for national blood programs 

(http://www.who.int/bloodsafety/en/). The following recommendations serve as the technical 

foundation for PEPFAR‘s blood safety assistance programs:  

 Collecting blood only from voluntary, non-remunerated, low-risk blood donors; 

 Universal screening for HIV, hepatitis B virus (HBV) and hepatitis C virus (HCV), and 

syphilis; 

 Training clinicians in the appropriate clinical use of blood; 

 Implementing good laboratory and manufacturing practices when blood grouping, 

compatibility testing, component preparation, and the storage and transportation of blood 

and blood products; and 

 Implementing a national quality management system for all aspects of blood collection, 

processing, testing, storage, and transfusion in addition to the blood center laboratory 

systems. 

 

3.2 Technical Considerations  

3.2.1 Activities 

Blood safety investments have historically focused on nine groups of activities to promote 

quality systems and good laboratory practices.  While COP budgets may no longer be sufficient 

for bi-lateral support for activities related to blood service operations, considerations should be 

given to supporting national blood transfusion service partners to maintain and improve the 

quality of existing systems: 

1. Policy: Development of a national blood policy and enactment of supporting legislation. 

2. Donation: Collection of blood from regular, low risk, voluntary, and non-remunerated 

donors. 

3. Specific laboratory methods and product-processing unique to blood centers including:  

 Documented effective and universal screening for HIV, HBV and HCV viruses, and 

syphilis using methods that have been shown to be the most sensitive in blood centers 

(e.g., immunoassays); 

 Documented quality testing such as blood typing and cross-matching (pre-transfusion 

testing); 

 Documented participation in a testing program provided by an external agency to 

measure the proficiency of the blood bank laboratories in performing screening for donor 

eligibility, blood group and typing, and well as infectious disease testing.  

 Documented, appropriate storage, processing, distribution of blood and blood products, 

and recognizing and investigating adverse transfusion reactions. 

4. Appropriate clinical use of blood:  

 Development of national guidelines; and 

 Development of hospital transfusion committees to tailor prescribing practices to the 

blood and blood components that are available, to monitor patient safety and transfusion 

outcomes, and to implement the national guidelines. 

http://www.who.int/bloodsafety/en/
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5. Sustainable blood establishment computer systems (BECS): Strengthen capacity to collect 

and manage data that will allow blood centers to register and recall donors, manage TTI 

screening results, optimize donor rescheduling, distinguish repeat and deferred donors, use 

recruitment technologies for donor mobilization (e.g. Single Messaging System (SMS) 

texting, scheduling); and use data for operational decision making, forecasting, and reporting.  

6. Quality management systems: Establish external quality assurance program with the goal of 

acquiring accreditation by an international blood center accreditation agency (e.g., AABB, 

African Society for Blood Transfusion). 

7. Training: Pre-service, in-service and continuing medical training on blood use and blood 

services for involved personnel. 

8. Monitoring and evaluation: measuring blood banks’ progress toward implementing WHO 

recommendations. 

9. Sustainability: Ensure continuity after PEPFAR’s support, including the appropriate, 

accurate, and efficient costing of blood and blood products. 

3.2.2 Blood Safety Strategy  

A HMBL technical assistance strategy can be broken down into three core components: 

Accreditation, information systems, and quality assurance. Country teams should consider the 

following strategies in support of the three primary objectives: Safer donors, Quality labs, and 

Better data. (Figure 1) 

 

 Support external technical assistance providers to conduct pre-accreditation assessments, 

develop an accreditation roadmap, work with countries to develop or remediate gaps in 

quality systems, and prepare countries for a formal accreditation process.  For African 

countries, the Africa Society for Blood Transfusion (AfSBT) offers a step-wise 

accreditation program for member states.  Countries may support external technical 

assistance providers via existing CDC central cooperative agreements, or via a new 

central CDC cooperative agreement with AfSBT (Table 2). 

 Note: Centrally-managed blood safety technical assistance providers are capable 

of supporting the development, but not the implementation, of quality and 

operational systems described in the nine technical priority areas noted above. 

 Countries that prefer not to fund the centrally-managed technical assistance 

cooperative agreements may also choose to fund a country-managed FOA 

designed around these core strategies. 

 

Table 2: Available Blood Safety Technical Assistance Mechanisms 

Cooperative agreement 
Partner 

Name 

Coag 

Number 
Targeted Activities 

Southern Africa 

Regional blood safety 

technical assistance 

AABB GH000857 

* Pre-accreditation self-assessments. 

* Support development of rational financial 

and programmatic transition plans. 

* Accreditation roadmap development. 
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Cooperative agreement 
Partner 

Name 

Coag 

Number 
Targeted Activities 

West/Central Africa 

Regional blood safety 

technical assistance 

Safe Blood 

for Africa 
GH000869 

* Remediate gaps identified in pre-

accreditation self-assessment; prepare NBTS 

partners for accreditation assessment. 

NB: PEPFAR-funded TA providers may 

support a wide range of technical needs, but 

all interventions will be guided by 

remediation needs identified through a pre-

accreditation self- assessment process. 

* Support information system selection, 

installation and validation. 

East Africa & 

Caribbean Regional 

blood safety technical 

assistance 

World 

Health 

Organization 

GH000874 

Asia Regional blood 

safety technical assistance 

American 

International 

Health 

Alliance 

(AIHA) 

GH000861 

Blood Safety Information 

System project 

Jembi 

Health 

Systems 

GH001452 

* Lead developer of the Blood Safety 

Information System (BSIS) software package 

for blood services in resource-limited 

settings. 

* Develop user requirement documents for 

countries interested in adopting BSIS. 

* Pre-installation IT training and advice on 

equipment selection. 

* BSIS software installation, training and 

mentoring. 

* Post-installation help desk and other 

technical support. 

* Training center for recent graduates of 

African university health information system 

programs. 

AfSBT Step-wise 

Accreditation System 

Africa 

Society for 

Blood 

Transfusion 

TBD 

* Development and maintenance of AfSBT 

blood service standards and the AfSBT Step-

wise Accreditation System. 

* Technical advice to countries implementing 

the pre-accreditation self- assessment. 

* Accreditation assessor training and 

development of blood service CME program. 

* Accreditation services and follow-up.  

 

 

 In support of the accreditation roadmap described above, country teams may consider 

supporting technical and limited procurement assistance to help countries understand 

their electronic data system needs and capacity, to identify and select appropriate 

technologies, and to work with the NBTS and eventual vendor to validate and install a 

selected system.  (NB: Limited procurement assistance may include computer hardware 

and/or annual licensing fees.) NBTS partners are free to solicit advice on commercial 

vendors or the PEPFAR-supported BSIS project, however, countries should be mindful 
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of implementation and long-term maintenance costs associated with commercial services.   

More information on the BSIS project is available in Table 2 and at 

http://www.jembi.org/project/blood-safety-information-system/.  

 External Quality Assurance (EQA) programs are available from a number of international 

sources.  Many PEPFAR-supported blood services are already enrolled in EQA, but may 

need support to expand coverage or include private sector blood banks. 

 

 

 

 

 

 

Figure 1: The HMBL Technical Assistance Strategy 

 
 

Note for countries outside of sub-Saharan Africa:  AfSBT only offers accreditation to 

member countries in Africa.  However, the AfSBT standards may still be appropriate for you.  

Please consult with the CDC blood safety team in Atlanta for additional guidance on 

adapting the AfSBT standards for your context. 

 

Countries may also consider the development of locally employed staff (LES) medical 

transmission specialists.  As countries pivot to a technical assistance model for blood safety  

country-based technical advisors serve as a crucial oversight and monitoring role, and 

develop long-term capacity in a specialized technical area.  In addition to partner oversight, 

specific technical tasks for LES medical transmission specialists include (but are not limited 

to): 

 

http://www.jembi.org/project/blood-safety-information-system/
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 Encourage collaboration with other national and international partners involved in 

related activities to expand capacity and avoid duplication. 

 Encourage collaboration with partners on joint messaging regarding health 

promotion/social mobilization and youth: Ministries responsible for health, youth, 

sport etc.; religious organizations; Peace Corps programs; social and service 

organizations (e.g. Lions, Rotary, etc.). 

 Encourage sustainability planning by costing a unit of blood, exploring cost 

recovery/cost sharing mechanisms, insurance programs, etc.  

 Contribute to in-country and centrally-managed operational research. 

 

3.2.3 Emerging Issues  

The following issues remain relevant in 2015, however, as noted above, PEPFAR country teams 

must begin to consider ways to mobilize other donors to support NBTS partners’ routine 

operational needs, and/or shift to a technical assistance model that emphasizes the improvement 

of quality within existing collection and testing capacity, not the expansion of that capacity. 

Equitable access: Providing equitable services to populations that are scattered between dense 

urban centers and remote rural areas is a challenge. Delivery of service to remote areas requires 

maintenance of cold chain and transportation systems that may not routinely be available. 

Addressing this gap requires innovative strategies regarding power source, inventory 

management, and adaptation of technologies to enhance transportation capacity so that blood 

units are promptly distributed and made available consistent with their expiration period. 

Expansion and retention of safe donor populations: In order to ensure an adequate supply of 

blood, donor pools must be expanded beyond easily accessed populations, such as students. 

Identifying such donor pools is costly to blood services, especially in regions with high HIV 

prevalence. In order to expand collections, blood services must gain an understanding of the 

donor populations by assessing the pool of potential donors with regards to geographic 

distribution and factors that may exclude them from donating due to  age, weight, HIV status, 

anemia, pregnancy, etc. Blood services should prioritize the retention of safe blood donors and 

design programs to promote repeat blood donations, such that a majority of units are collected 

from repeat blood donors. 

Appropriate clinical use: Assuring appropriate use of blood involves both increasing access and 

reducing unnecessary transfusions. Assessments of country-specific blood use practices are 

critical. An important part of these assessments will be to determine actual blood consumption 

patterns by clinical indication and whether those patterns are changing over time. Assessments 

should also focus on: 

 Whether blood use is consistent with best practice guidelines for appropriate transfusions; 

 Number of units ordered per transfusion; 

 Inventory management to minimize loss through expiration;  
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 Handling that maintains the cold chain to the patient bedside; and 

 Impact of blood use and availability on key health indicators such as changes in mortality 

due to maternal hemorrhage and pediatric malaria. 

 

Appropriate country specific collection target: WHO projects that annual collection of 10-20 

units per 1,000 population per year will allow most developing countries to meet their most 

essential clinical demands for blood. The target number of units needed in any specific country 

may vary and is dependent on a variety of factors related to the general health care infrastructure 

and resources. Assessments and operational research support should focus on quantifying 

adequate national, regional or facility-specific blood collection targets – and on supporting 

resource mobilization efforts with the host country government and/or other USG or external 

donors. 

 

Blood use by Persons Living with HIV/AIDS (PLHIV), including ART patients:  Country teams 

should ask National Blood Transfusion Service partners about blood use by HIV/AIDS patients.  

Recent CDC studies in Namibia and Tanzania have found PLHIV may consume up to 10% of 

the national blood supply in countries with high HIV prevalence.  Information on patient 

outcomes among PLHIV who receive transfusions is lacking.  Countries with large numbers of  

PLHIV should consider investments in operational research to understand the contributions made 

by a safe and accessible blood supply to PLHIV survival. 

 

3.2.4 Cross-Cutting Content, Linkages and Wraparounds   

The following remain relevant for PEPFAR’s NBTS partners, but must increasingly be 

interpreted in the context of limited PEPFAR resources to support operational activities and 

objectives such as “increase annual blood collections.” Countries should consider these impacts 

when developing advocacy and resource mobilization strategies, and when describing the 

expected outcomes associated with PEPFAR transition planning.  Countries that consider any of 

these elements to fall into the near-core category are encouraged to fund operational research to 

establish a relevant domestic evidence base. 

 Community Programs: Comprehensive blood donor education activities encourage 

healthy lifestyles, especially among adolescents, who make up a major proportion of the 

blood-donor population in these countries. PEPFAR partners can combine or incorporate 

healthy lifestyle messages and the importance of blood donation in other social 

mobilization and health promotion messaging. These pre-donation messages should 

emphasize the importance of self-exclusion; 

 HIV Testing and Counseling (HTC): Most blood transfusion services in developing 

countries remove HIV reactive donations from circulation after a preliminary screening 

test and refer affected donors to HTC for confirmatory testing.  As such, blood services 

contribute clients to national HTC programs, but many blood donors currently referred to 
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HTC are lost to follow-up before they receive a confirmatory test or have the opportunity 

to start treatment.  Reducing high levels of blood donor loss-to-follow-up prior to 

reaching the HTC system will directly contribute to improvements in national testing and 

treatment cascades. 

 Maternal and Child Health: Training in appropriate use of blood products should first 

focus on medical facilities in areas that are greatly affected by women with hemorrhagic 

obstetric complications and children under five years of age with malaria, especially 

where HIV prevalence is high. 

 Chronic disease: As with MCH, training in the production and appropriate use of blood 

products may directly benefit patients with chronic diseases.  Operational research is 

encouraged to develop relevant domestic evidence that can be used for advocacy. 

 

As with essential medications, consideration should also be given to investments that help ensure 

that patients who are prescribed a blood transfusion are able to obtain a transfusion. Often the 

blood service is responsible for the delivery of safe units of blood or components to the treatment 

facility, but the patient may have to pay additional fees for the processing, handling, and infusion 

of blood such as the costs of the blood collection bag, of screening assays, and of the infusion 

tubing and needle. These costs may be a barrier to the receipt of a critically needed transfusion 

and need to be addressed.  For example, some programs have provided vouchers to obstetric 

patients to use if blood is needed at time of delivery. While the activities described above may be 

considered non-core within a PEPFAR portfolio, consideration should be given to resource 

mobilization and systems strengthening strategies that may be funded by the host country 

government, by other USG programs (e.g., MCH) or by other donors. 

3.2.5 Additional Resources   

 The risk of transfusion-transmitted infections in sub-Saharan Africa 

(http://www.ncbi.nlm.nih.gov/pubmed/19843290) 

 A pilot external quality assurance study of transfusion screening for HIV, HCV and 

HBsAg in 12 African countries (http://www.ncbi.nlm.nih.gov/pubmed/25052195) 

 Multinational assessment of blood-borne virus testing and transfusion safety on the 

African continent (http://www.ncbi.nlm.nih.gov/pubmed/22804482) 

 The Use of Rapid Diagnostic Tests for Transfusion Infectious Screening in Africa: A 

Literature Review (http://www.ncbi.nlm.nih.gov/pubmed/25447555) 

 Blood component use in a sub-Saharan African country: Results of a 4-year evaluation of 

diagnoses associated with transfusion orders in Namibia 

(http://www.ncbi.nlm.nih.gov/pubmed/25573416) 

 The impact of external donor support through the U.S. President's Emergency Plan for 

AIDS Relief on the cost of red cell concentrate in Namibia, 2004-2011 

(http://www.ncbi.nlm.nih.gov/pubmed/25369616) 

http://www.ncbi.nlm.nih.gov/pubmed/19843290
http://www.ncbi.nlm.nih.gov/pubmed/25052195
http://www.ncbi.nlm.nih.gov/pubmed/22804482
http://www.ncbi.nlm.nih.gov/pubmed/25447555
http://www.ncbi.nlm.nih.gov/pubmed/25573416
http://www.ncbi.nlm.nih.gov/pubmed/25369616
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 Progress toward strengthening national blood transfusion services--14 countries, 2008-

2010 (http://www.ncbi.nlm.nih.gov/pubmed/22108537) 

 Progress toward prevention of transfusion-transmitted hepatitis B and hepatitis C 

infection--sub-Saharan Africa, 2000-2011 

(http://www.ncbi.nlm.nih.gov/pubmed/25055184)  

 

 

4 Injection Safety 

 

4.1 Introduction   

Medical injections and related procedures such as phlebotomy are among the most common 

medical procedures and, if performed correctly, can save many lives. However, unnecessary and 

unsafe injection practices place both staff and patients at risk of infection with HIV and other 

blood-borne pathogens. 

4.1.1 What’s New in 2015 

The 2014/2015 HIV outbreak in Cambodia highlighted the explosive potential of medical 

injection-associated outbreaks, especially in countries with concentrated epidemics. With 236 

cases reported between December 2014 and early February 2015, the number of new infections 

associated with the outbreak is equivalent to approximately one-quarter of the estimated total 

number of new cases expected nationally in a 12 month period.  Countries with historically high 

rates of injection-seeking behavior by the general public (documented in many DHS, Figure 1), 

should reconsider prior years’ reductions in injection safety and consider investments in medical 

transmission surveillance, public education campaigns (including formative research) to reduce 

demand for injections and infusions (IV therapy), and training to change healthcare workers’ 

habits. While most countries may not be able to budget adequate PEPFAR funds for structural 

interventions, interested country teams should contact S/GAC or the CDC Medical Transmission 

Technical Priorities:  

1. Ensure that all HCWs are trained in safe injection practices, including safe blood 

drawing, standard precautions, waste management and post-exposure prophylaxis for 

occupational exposure 

2. Ensure that PEP starter packs are available to all HCWs during their clinical duties, 

including those in remote areas, and that all HCWs have access to full 28-day dosing 

3. Promote clear and consistent messaging to encourage safe injection practices and 

reduce demand for medically unnecessary injections in coordination with national 

strategy 

4. Emphasize the reduction of hazardous waste and the segregation of sharps waste and 

non-sharps waste at the source 

http://www.ncbi.nlm.nih.gov/pubmed/25055184
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Team to discuss options via an existing (and successful) Public-Private Partnership with Becton-

Dickinson. 

As in prior years, country teams may also consider supporting WHO’s Safe Injection Global 

Network (http://www.who.int/medical_devices/collaborations/network/en/), which includes 

templates for national policies and a tool box for conducting national injection safety needs 

assessments (http://www.who.int/injection_safety/toolbox/en/).   

 

 

Figure 1: Available DHS data on average number of medical injections per female adult 

per year worldwide 

 

4.1.2 Technical Background   

The main goals of IS programs are to prevent the transmission of HIV and other blood-borne 

pathogens by reducing the number of unsafe and unnecessary injections.  

Unsafe injections may result when: 

http://www.who.int/medical_devices/collaborations/network/en/
http://www.who.int/injection_safety/toolbox/en/
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 Injections are given with used syringes or needles that are not sterile, or if previously 

used/contaminated multi-dose vials/diluents are used, or if injection equipment is used 

inappropriately (e.g., re-used on multiple patients); 

 Poor injection technique is used, such as recapping of used needles; or 

 Sharps are improperly discarded. 

 

Unnecessary injections result when: 

 An injection is given instead of a medically equivalent, accepted and available non-

injection alternative; or 

 An injection is given when not medically indicated 

 Patients purchase and use injection equipment and medicines without guidance from a 

trained medical provider (NB: patients with insulin-dependent diabetes who are under the 

care of a trained HCW would be an exception to this statement).  

 

4.2 Technical Considerations 

Eliminating unsafe practices that result in patient-to-patient, patient-to-healthcare worker, or 

healthcare worker-to-patient HIV transmission is fundamental to a strong and viable health 

system. IS programs have also addressed the increases in medical waste associated with 

improving and expanding health care delivery. National or regional plans for safe, final disposal 

of all medical waste are crucial to protecting communities and will require exploring innovative, 

low-cost technologies that are easy to deliver and maintain even in remote areas. These 

coordinated efforts will ensure continued progress in providing safe medical injections while 

protecting health workers.  

Strong IS programs are based on establishing and implementing national policies for rational and 

safe injection use. A comprehensive IS strategy includes:  

 Capacity building and training of healthcare workers in safe injection practice skills, 

including related infection prevention and control practices, appropriate handling of 

healthcare waste, commodity-supply management, and interpersonal communication;  

 Strengthening injection safety commodities supply and management systems to help 

ensure adequate safe injection supplies (e.g., safety/single use needles and syringes, 

evacuated blood collection supplies for phlebotomy, lancets, safety boxes for sharps);  

 Behavior change communication (BCC) strategies aimed at both the community and 

health care providers to encourage safe injection practices and reduce demand for 

medically unnecessary injections; 

 Improving health care waste management, including training and equipping waste 

handlers; and 

 National policies and implementation plans for providing post-exposure prophylaxis 

(PEP) to HCW exposed to HIV. WHO has issued guidance on the provision of PEP 

(http://whqlibdoc.who.int/publications/2007/9789241596374_eng.pdf). 

 

Currently, options for funding stand-alone injection safety projects are limited.  Countries should 

nonetheless consider expanding funds to existing partners active in clinical care programs, e.g., 

HTC, VMMC, PMTCT, ART services, and other HIV/AIDS care and treatment, to ensure that 

infection prevention and control interventions are available to healthcare workers. Where 

http://whqlibdoc.who.int/publications/2007/9789241596374_eng.pdf
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possible, consideration should also be given to supporting medical transmission surveillance 

systems and operational research to support future domestic and international advocacy, 

At a minimum, PEPFAR-funded implementing partners must ensure appropriate injection safety 

and waste management practices within their existing programs. This involves incorporating and 

integrating injection safety principles, practices and commodities into all health care delivery 

through: 

 Programs (e.g., HIV/AIDS care and treatment programs, HIV testing and counseling, 

PMTCT, laboratory, blood safety, voluntary medical male circumcision, whether 

delivered by United States Government (USG) or host country); 

 Systems strengthening (e.g., procurement, supervisory and information systems, various 

in-service and pre-service trainings, financing schemes, etc.); and 

 Focus on prioritizing: Sharps procedures with highest risk of HIV transmission (e.g., 

phlebotomy, injections at high-prevalence sites); evidence-based strategies (e.g., ensuring 

availability of sharps containers proximate to point of sharps use); and ensuring that 

activities are consistent with national plans and policies regarding injection safety. 

 

4.2.1 Training and capacity building  

 Ensure that all HCWs are trained in safe injection practices, including safe blood 

drawing, standard precautions, waste management and post-exposure prophylaxis for 

occupational exposure;  

 Ensure that PEP starter packs are available to all HCWs during their clinical duties, 

including those in remote areas, and that all HCWs have access to full 28-day dosing;  

 Ensure that training schools incorporate injection safety/standard precautions training 

into their existing curricula;  

 Promote systems to review whether current injection practices comply with national 

treatment guidelines; and  

 Promote a system to provide ongoing supervision, monitoring and evaluation.  

 

4.2.2 Behavior Change and Advocacy 

 Promote clear and consistent messaging to encourage safe injection practices and reduce 

demand for medically unnecessary injections in coordination with national strategy;  

 Focus on evidence based-interventions for reducing unnecessary injections (e.g., essential 

medications, updated standard treatment guidelines); and  

 Target injection safety messaging to the community as well as to public and private 

health care sectors as appropriate.  

 

4.2.3 Waste Management  

 Emphasize the reduction of hazardous waste and the segregation of sharps waste and 

non-sharps waste at the source;  

 Budget to manage the sharps waste that will be generated by the scale-up of HIV-related 

activities;  
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 Emphasize cost-effective and environmentally-friendly health care waste management 

technologies and systems. Leverage medical waste management activities (especially the 

environmental sector);  

 Encourage regional planning for appropriate medical waste management; and  

 Ensure that activities are linked to national health care waste management strategies.  

 

Scale up of HIV/AIDS-related medical interventions, such as HTC, VMM), monitoring of 

CD4/CD8 counts and viral loads, and PMTCT, is increasing the volume of medical waste and 

HIV-contaminated sharps generated in health care settings. This is creating a burden on already 

strained or inadequate waste management systems. Countries should work with the Ministry of 

Health and PEPFAR medical-injection-safety staff on strategies to foster effective, safe waste 

management in the face of these challenges. 

4.3 Cross-Cutting Contents, Linkages & Wraparounds  

As injections are given in multiple contexts, injection safety is a cross-cutting area, and linkages 

with other program areas are essential to success. PEPFAR programs need to focus on 

incorporating injection safety (including waste management) principles and practices into other 

programs and to ensure that such principles and practices are applied consistently, effectively, 

safely, and ideally nationwide. Among the programs where injection safety needs to be applied 

are HIV care and treatment, PMTCT, TB, VMMC, HTC, laboratory services and blood safety. 

While injections and blood drawing (and related waste management needs), as well as the need 

for occupational PEP, are increasing with the expansion of PEPFAR programming, such needs 

also are high within other health services, and programs need to be coordinated and consistent. 

Therefore, implementing partners need to coordinate and share resources and materials wherever 

feasible. National policies, strategies, and standard treatment guidelines need to be strengthened 

to ensure safe/necessary injections, infection prevention/control activities, and appropriate waste 

management. These considerations exist not only within the range of PEPFAR and other HIV 

programs but also in general health services, malaria, TB, child survival, maternal and 

reproductive health programs, etc. 

4.4 Additional Resources 

 AIDSTAR-One. Biomedical Interventions: Injection Safety. AIDSTAR-One: 

http://www.aidstar-

one.com/focus_areas/prevention/pkb/biomedical_interventions/injection_safety 

 World Health Organization: Safe Injection Global Network (SIGN). Injection Safety: 

The SIGN Alliance. World Health Organization: 

http://www.who.int/injection_safety/sign/en/ 

 

5 Tracking to the CEEs 

CEE Number Standard 
Domain 13: Laboratory  

13.1 Lab Biosafety      Each site lab should be safe and clean and have adequate 

space. The lab should have a biosafety program that is fully 

implemented and contains the following core elements:   

http://www.aidstar-one.com/focus_areas/prevention/pkb/biomedical_interventions/injection_safety
http://www.aidstar-one.com/focus_areas/prevention/pkb/biomedical_interventions/injection_safety
http://www.who.int/injection_safety/sign/en/
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 Training on biosafety for lab personnel 

 An identified Lab Biosafety Officer 

 Availability and proper use of Personal Protective 

Equipment (PPE) 

 Lab Biosafety SOP and/or Biosafety Manual 

13.2 Testing 

Interruptions 
Each lab should provide continuous and reliable services. There 

should be no testing interruptions due to equipment failures, 

supply or reagent stock outs, expired supplies or reagents, staff 

shortages, or infrastructure issues. 

13.3 Test SOPs 
Each site lab should have accessible SOPs for all the core HIV-

related tests that they perform. The SOPs should be reviewed 

annually and updated when necessary. 

13.4 Quality Testing 

Monitoring  

Each site lab should perform and monitor routine Quality Control 

(QC) testing on core HIV-related tests performed in lab. Each site 

lab should participate in proficiency testing (PT) or external quality 

assessment (EQA) programs for all core tests that they perform. 

PT/EQA results and feedback should be available onsite and there 

should be evidence of corrective action for any failed PT/EQA. 

13.5 Results and 

Information 

Management  

Each site lab should have a standardized system or procedures in 

order to manage information and data for specimen registration, 

results recording, and results reporting. 

13.6 Quality 

Management Systems 

(QMS) 

 Each site lab should have accreditation by international lab 

quality standards (e.g. ISO 15189) and/or have a QMS 

program working towards that goal.  As part of a QMS, 

each site lab should: 

 Conduct regular quality improvement activities 

 Provide and document routine personnel training and 

certification 

 Perform and document routine equipment maintenance 

13.7 PT/EQA Programs should provide scheduled PT or other EQA activities to 

routinely monitor the quality of testing of participating 

laboratories/sites within the Program’s coverage.  These PT/EQA 

Programs should, in a set timeframe, collect results from 

participating laboratories/sites; provide data analysis, feedback, 

and/or corrective action to the laboratory/site for quality assurances 

and improvement of laboratory diagnostics services. 

13.8 Lab/POCT QI 

Program 
 PEPFAR supports National and Sub-National Programs 

for diagnostic and monitoring testing Quality 

Improvement (QI) with activities (e.g., SLMTA, RTQII) 

that strengthen the accuracy and reliability of laboratory 

and POCT services.  National or Sub-National Programs 

for laboratory and POCT QI should lead to participating 
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laboratories or testing sites achieving accreditation or 

certification by international quality standards (e.g., ISO 

15189) or step towards accreditation or certification by 

achieving measurable QI progress. The plan for the QI 

program should be or in the process of being rolled-

out/implemented and include ways to monitor and 

evaluate the QI of each participating laboratory or 

POCT site. 

13.9 Specimen Referrals  
Programs for specimen referral/result reporting must be designed to 

provide a dedicated and reliable linkage of HIV services and 

laboratories, have standardized and safe operations, transport 

specimens for testing in the allowable timeframe, and return 

results to be utilized for patient care. 

Domain 14: Point of Care Testing  

14.1 Testing Staff Only approved or certified testing staff should conduct point-of-

care testing (POCT). 

14.2 Supplies, Reagents 

and Equipment 

All necessary supplies and reagents are in stock, stored in 

accordance with manufacturer’s recommendations, and are within 

their expiry dates. All POCT equipment is maintained and serviced 

in accordance with manufacturer recommendations, if applicable. 

There have been no testing interruptions lasting > 3 days due to 

stock outs, expired supplies or reagents, equipment failures, or 

shortage of qualified staff. 

14.3 Procedures and 

Policies 

The POCT site follows an approved testing algorithm, follows 

approved standard operating procedures (SOP) for specimen 

collection and testing, and has a standardized system in place for 

results recording, reporting, and storage. 

14.4 Safety  Testing site should be safe, clean, and have adequate space, with 

appropriate lighting and ventilation. PPE should be available and 

properly utilized. Biohazardous waste should be disposed of 

properly. 

Domain 17: Blood Safety, Waste Management and Injection Safety   

17.1 Access to Safe Blood  

 

ART clinics and other PEPFAR-supported clinical service delivery 

sites embedded in facilities that provide blood transfusions (e.g., via 

comprehensive emergency obstetric care) should provide access to 

transfusion services that are delivered in a consistent and quality-

assured manner to ART enrollees or other PLHIV (e.g., pre-ART 

clients) in need of a blood transfusion. 

17.2 Waste Management   Each site should implement SOPs for collection and disposal of 

infectious waste to prevent exposures to workers, patients, and the 

public. 

17.3 Injection Safety Appropriate injection and phlebotomy equipment/supplies should 

be available to reduce risk of blood borne pathogen transmission to 

patients and healthcare workers. 
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Domain 27: Supply Chain  

27.2 Data Use for 

Commodity 

Procurement and 

Forecasting  

HIV/AIDS programs should routinely collect and use supply chain 

data and work with health facilities in their respective region (could 

substitute region with district/province/state) to ensure a continuous 

supply of ARVs and other HIV-related commodities.   

 

6 Additional Resources 

 WHO-AFRO Stepwise Laboratory Improvement Process Towards Accreditation 

(SLIPTA) program ; 

 Consultation on Technical and Operational Recommendations for Clinical Laboratory 

Testing Harmonization and Standardization: 

http://www.who.int/csr/resources/publications/biosafety/WHO_CDS_CSR_LYO_2004_1

1/en/; 

 Guidance for Development of National Laboratory Strategic Plans: 

http://www.who.int/hiv/amds/amds_guide_dev_nat_lab_strat.pdf 

 

Biosafety Resources: 

 WHO World Health Assembly Resolution, WHA #58.29-Enhancement of Laboratory 

Biosafety, 2005: http://www.internationalbiosafety.org/Organizations/fde5681c-ca94-

4a20-827a-

0716f524babc/Resources/Guidelines%20and%20Standards/Global%20Public%20Health/

World%20Health%20Assembly%20Resolution%2058-29%20-

%20Laboratory%20Biosafety.pdf; 

 WHO International Health Regulations, 2005: 

http://www.who.int/ihr/9789241596664/en/index.html; 

 WHO World Health Assembly Resolution, WHA-55.16 - Global Public Health 

Response, 2002: http://www.internationalbiosafety.org/Organizations/fde5681c-ca94-

4a20-827a-

0716f524babc/Resources/Guidelines%20and%20Standards/Global%20Public%20Health/

World%20Health%20Assembly%20Resolution%2055-16%20-

%20Global%20public%20health%20response.pdf; 

 ISO 15189 Medical Laboratories—Particular Requirements for Quality and Competence, 

2012;  

 ISO 15190: Medical Laboratories-Requirements for Safety, 2003;  

 WHO Guide for the Stepwise Laboratory Improvement Process Towards Accreditation 

(SLIPTA) in the African Region: http://www.afro.who.int/en/clusters-a-

programmes/hss/blood-safety-laboratories-a-health-technology/blt-highlights/3859-who-

guide-for-the-stepwise-laboratory-improvement-process-towards-accreditation-in-the-

african-region-with-checklist.html;  

 CEN Workshop Agreement CWA #15793-Laboratory Biorisk Management CWA, 2011: 

http://www.internationalbiosafety.org/Organizations/fde5681c-ca94-4a20-827a-

0716f524babc/Resources/Guidelines%20and%20Standards/Biorisk%20Management/Lab

oratory%20Biorisk%20Management%20CWA%2015793.pdf; 

http://www.who.int/csr/resources/publications/biosafety/WHO_CDS_CSR_LYO_2004_11/en/
http://www.who.int/csr/resources/publications/biosafety/WHO_CDS_CSR_LYO_2004_11/en/
http://www.who.int/hiv/amds/amds_guide_dev_nat_lab_strat.pdf
http://www.internationalbiosafety.org/Organizations/fde5681c-ca94-4a20-827a-0716f524babc/Resources/Guidelines%20and%20Standards/Global%20Public%20Health/World%20Health%20Assembly%20Resolution%2058-29%20-%20Laboratory%20Biosafety.pdf
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SUPPLY CHAIN MANAGEMENT 

 

 

1 Supply Chain Priorities  

 

While there is a broad range of supply chain strengthening interventions that PEFPAR teams 

should continue to support, this guidance focuses on activities that have helped many countries 

improve the supply of health commodities but have not been consistently used across all 

countries.  

 

1.1 Routine Supply Planning:   

PEPFAR has supported forecasting and quantification of commodities for several years but not 

every country uses these data for routine supply planning with all the relevant stakeholders that 

procure and distribute HIV/AIDS commodities. On a quarterly basis the amount of a product 

consumed should be compared to the forecast and cross-checked with the stock available 

nationally as well as upcoming shipments to determine if demand was correctly forecast and if 

the planned supplies are sufficient. Relevant stakeholders should be made aware of over- or 

under-estimation situations, along with sharing an updated supply plan reflecting this change. 

Procurement partners should follow the nationally accepted supply plan and adjust to any 

quarterly review of the forecast and supply plan that shows an over- or underestimation.  USG 

teams should consider supporting routine supply planning where it is not currently taking place. 

Lastly, whenever commodity shortfalls threaten HIV programs, please contact your S/GAC 

Country Lead (CL).   

1.2 Use of Site Level Stock Data:   

To ensure a steady supply of all HIV-related commodities, a consistent, well-organized 

distribution system must be in place to get commodities through the established national supply 

chain to health facilities. Distribution quantities should be based on orders from health facilities 

or data showing the anticipated demand. In order to record that commodities are received at 

health facilities, proof of delivery forms should be signed by qualified staff and those 

commodities should be stocked in a timely fashion, adding the new quantity to a regularly 

updated stock card. As commodities are issued/consumed, the quantities should be subtracted on 

the stock cards.  Consumption quantities should be subsequently regularly reported to the 

appropriate level(s) within the supply system for aggregation and use in decision-making.  In 

addition to consumption data, data on product loss and transfer should also be reported to the 

restocking level. Reporting forms should be accurate and complete. Many countries have begun 

Technical Priorities:  

1. Routine Supply Planning 

2. Use of site level stock data 

3. Monitoring and supportive supervision  

4. Supply chain segmentation  
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to aggregate stock data at peripheral levels and the central level. A lack of visibility into site-

level stock balances makes it difficult to proactively work with sites to avoid stock-outs or to 

routinely analyze where major stock imbalances can be resolved. USG teams should consider 

what process changes and technology could be supported to enable supply chains to have better 

visibility into site level data and address stock imbalances. 

1.3 Monitoring and supportive supervision:  

This should be designed to improve all elements of the supply chain and should occur at all 

levels of the system from central level to health facilities. Regular monitoring will illustrate gaps 

for those working at higher levels of the supply chain. Regular visits also provide an avenue for 

mentoring health workers at facilities. Many countries have supported supply chain monitoring 

visits by host country government officials and have adopted standard questions and a system of 

follow up from the visits.  Most critically, the visits should review the site’s record keeping, 

timeliness and accuracy of reporting, the storage conditions for commodities, adherence to 

inventory maximum and minimum levels and the availability of stock at the site. USG teams 

should consider how to support and improve supply chain-specific supervisory and monitoring 

visits and follow up from routine visits.  

1.4 Supply Chain Segmentation:  

Supply chain needs differ from one HIV-related activity to another, requiring that supply chain 

activities be tailored to suit the needs of each technical area (segmentation). The supply chain 

needs for a PMTCT clinic will not be the same as the supply chain needs for a tertiary hospital. 

The following sections highlight supply chain management considerations that are unique and/or 

particularly relevant to different programmatic areas. 

Countries using the Supply Chain Management System (SCMS) contract and/or the new Global 

Health Supply Chain Program contracts that are being awarded, should budget funds under the 

mechanism: "SCMS".  All funds will be deposited in the Working Capital Fund and will go to 

the appropriate contracts as the transition takes place. 

2 Supply Chain Priorities for Specific Program Areas  

 

2.1 Supply Chain considerations for Care and Treatment 

Access to specific drugs and supplies on a regular and reliable basis is necessary for effective 

provision of HIV care and treatment services. Availability of cotrimoxazole , medications for 

management of opportunistic infections (OIs) and sexually transmitted infections (STIs), 

antiretroviral medications (ARVs), and necessary diagnostic testing supplies are essential. 

Regular forecasting and supply planning for these commodities is necessary to avoid stock-outs 

to ensure that PLHIV are maintained on treatment. This is discussed in detail in the ARV section 

below and in the Adult Treatment Section of the Technical Considerations.  

Where CD4 testing is available for determining ART eligibility, national programs and other key 

stakeholders should work to ensure that all supplies needed to perform CD4 tests are on national 

product lists, properly forecasted, and available within the country. Similar considerations should 

be made for countries scaling up viral load testing for monitoring patients on ART.  
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The WHO 2013 Consolidated ARV Guidelines recommend TDF/3TC or FTC/EFV as a fixed-

dose combination (FDC) regimen for most patients (WHO, 2013). This regimen is recommended 

as first-line therapy unless it is not available in-country or is contraindicated for an individual 

patient. As tenofovir (TDF)-based regimens and/or FDC regimens are phased in as a preferred 

first-line ART, countries will need to develop procurement plans for these commodities. This 

includes: 

 Development of a gradual transition scheme given the significant existing supply 

constraints for TDF- and EFV- containing regimens. 

 Supply planning for anticipated increases in procurement lead times for tenofovir-

containing FDC treatment regimens. Orders should be placed as far in advance as 

possible. 

 When possible, programs should use existing stocks of ARVs already purchased and 

available in country. This will ease the transition to TDF regimens, avoid waste of 

valuable resources, and eliminate the need for destruction of existing stocks. Further 

guidance on d4T phase-out and use of AZT-based regimens during this transition can be 

found in the Adult Treatment section of the Technical Considerations. 

 Reducing the number of ARV regimens in-country will simplify ARV options and reduce 

the complexity of procurement and supply chain logistics 

 Priority should be given for transition of patients currently on d4T-based regimens to a 

TDF-based regimen, as this is no longer a recommended regimen based on WHO 

guidelines (WHO, 2013). 

For more information please also refer to the WHO guidelines found in the link below. 

(http://apps.who.int/iris/bitstream/10665/85514/1/WHO_HIV_2013.10_eng.pdf) 

2.2 Technical Considerations for Pediatric Testing, Care and Treatment 

Supply chain needs for testing, care, and treatment of children are more complex than those for 

adults since more products are needed to fulfill needs from infancy to adolescence. 

For Early Infant Diagnosis (EID), a country will need to define the preferred testing 

methodology, supplies needed to perform tests, testing algorithm for infants, and a procedure for 

proper waste disposal. Commodities for follow-up testing for infants who test negative on their 

first test should also be forecasted. When an infant tests positive for HIV, the health facility 

performing the test will need to report this information so that the child can be included in HIV 

commodity forecasting. WHO now recommends universal treatment for all HIV positive 

children 5 years or younger. Commodity forecasting and supply planning for this transition will 

be a multi-step process to ensure adequate supply of ARVs.  In addition, as the pediatric market 

is small and fragmented, both PEPFAR and the Global Fund are participating in the coordinated 

procurement of pediatric ARVs whereby orders are placed with manufacturers on a quarterly 

basis. 

Finally, some pediatric ARVs require cold storage. Therefore, facilities providing pediatric 

ARVs must be able to maintain a cool storage facility. For these medications, a cold chain must 

be maintained from shipment of the drugs through to the treating facility. Where possible, the 

cold chain required for pediatric ARV formulations could be combined with local immunization 

programs where a cold chain may already be supported.   
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Within the supply chain, acceptable storage conditions for ARVs must be maintained. ARVs 

often have short shelf lives, the practice of first to expire, first used must be implemented at all 

levels of the system to avoid costly expiries as well as sound storage practices. 

ARVs purchased with PEPFAR funding must have FDA-approval or FDA-tentative approval. 

Source-origin waivers are no longer necessary for non-ARV pharmaceuticals, but may require a 

restricted commodity approval. More information can be found at: 

http://www.usaid.gov/our_work/global_health/aids/TechAreas/treatment/scms.html. 

2.3 Supply Chain Considerations for Prevention of Mother to Child Transmission 

For effective delivery of PMTCT services, a regular supply of essential testing and treatment-

related commodities should be available, including pediatric and adult formulations of ARVs and 

co-trimoxazole (CTX) and HIV testing equipment for adults and infants (e.g., RTKs, EID testing 

materials). As countries move towards provision of Option B or B+ (and away from Option A) 

and optimization of ART regimens (e.g. to fixed-dose combination tablets for adults, children, 

and PMTCT), adjustments in forecasting and supply planning will be essential.   

USG teams should support the optimization of ART regimens. The programmatic benefits of 

optimizing regimens include the simplification of treatment guidelines for health care providers 

and greater efficiency for drug procurement. 

 Harmonizing ARV regimens across PMTCT and adult treatment 

programs.  The 2013 WHO consolidated guidelines recommend a TDF-based first-

line regimen in conjunction with 3TC (or FTC) and EFV as the preferred first-line 

treatment regimen for adults and pregnant women for treatment as well as for 

preventing mother-to-child transmission, as well as for adolescents, due to its more 

favorable clinical profile and programmatic advantages. 

 Reducing the number of drug formulations. The 2013 WHO guidelines also 

highlight that once-daily FDC have a better treatment response compared with other 

options due to improved adherence.   

Some of the commodities required for PMTCT activities may also be required at other clinical 

sites (e.g. ART clinic, hospital), so forecasting, supply planning and appropriate placement of 

these commodities to ensure adequate supplies are maintained for PMTCT sites is also essential. 

Therefore one consideration may be that commodities intended for PMTCT activities ought to be 

maintained and stored together in each clinic, ensuring that co-trimoxazole, ARVs, and other 

PMTCT-related commodities are used only for PMTCT. This principle of grouping PMTCT 

commodities may be maintained throughout the supply chain by distributing the commodities 

together, including them in the national or HIV/AIDS forecasting and supply planning activities, 

and organizing ordering and reporting forms in such a way that the commodities can be ordered 

and reported on together. Clear PMTCT policies must be in place to prevent misuse or waste of 

commodities, and supply chain personnel within PMTCT sites must be fluent in these policies.  

2.4 Supply Chain considerations for Voluntary Medical Male Circumcision 

When an OU is maintaining, expanding, or contracting its voluntary medical male circumcision 

(VMMC) program the supply chain must be considered during the earliest phases of planning 

and throughout implementation. An uninterrupted supply of VMMC commodities as well as a 
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sound methodology for waste management needs to be in place before activities can begin and 

continuously thereafter. A revision of a country’s current waste management policy may be 

needed to support VMMC activities, including additional logistics activities for the waste 

produced from VMMC. If facilities without an incinerator are expected to perform VMMC, then 

safe disposal of waste from the procedure is mandatory as well as regular transportation of this 

waste to a facility that does have an incinerator. The VMMC budget should include a waste 

disposal line item since VMMC waste disposal processes can double the cost of the procedure 

(Edgil & et al, 2011). 

VMMC services are dependent on the availability of injectable anesthetics, which relates back to 

injection safety (see sections on Injection Safety and Voluntary Medical Male Circumcision for 

more information) and the availability of high quality disposable items.  

Nationally it is important for programs to forecast the quantities of VMMC commodities and 

have enough safety stock on hand to accommodate an increase in demand or delays in scheduled 

deliveries. Deliveries to countries should be staggered throughout the year to allow programs to 

be more responsive to changes in the demand as well as changes in program requirements. It is 

advised that VMMC country programs develop 24 month forecasts based on multiple scenarios 

and track those on a monthly basis to actively monitor how closely the actual procedures match 

these scenarios. Overstocks of VMMC commodities are detrimental since VMMC kits require a 

great deal of warehouse space and the disposable commodities used are also bulky. A country 

will need to ensure that warehouse space is sufficient before ordering VMMC products. For 

planning purposes, a 40-foot container is required to transport approximately 18,200 MC kits; 

therefore, equivalent warehouse space is required. Furthermore, there continues to be global 

shortages of both Lidocaine 1%-2% and Bupivacaine0.5%. Both injectable anesthesia’s have 

been in short supply since 2012, continue to be difficult to source and have lead times of, at least, 

six months.  Both items are listed in the FDA shortage list website - 

http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm.The standard lead time for 

direct procurement of VMMC commodities from vendors is, about, six months from order 

placement to delivery. Lead time for delivery of VMMC commodities from one of the regional 

distribution centers should be less than six months but differs between countries due to customs 

clearance and importation waiver procedures. These lead times should be factored in to program 

planning to prevent any disruptions to service delivery. Buffer stock for VMMC products has 

been funded by PEPFAR and procured through SCMS for the benefit of all PEPFAR VMMC 

programs.  

Additionally, since PEPFAR funding may be used only to support products that have been pre-

qualified by WHO, this will also need to be considered when doing procurement and program 

planning.  The PrePex device was conditionally pre-qualified by WHO as of May 2013, and the 

Shang Ring device pre-qualification is anticipated in the near term.  USAID has articulated the 

steps that should be taken by OUs to initiate procurement of pre-qualified VMMC devices. For 

additional technical assistance with VMMC device(s) procurement processes, please contact 

Reden Sagana at rsagana@usaid.gov. A list of WHO pre-qualified products can be found on the 

WHO’s Diagnostics and Laboratory Technology webpage (WHO).  

2.5 Supply Chain considerations for HIV Testing and Counseling (HTC) 

A stockout of rapid HIV test kits (RTKs) is as serious and urgent as a stock-out of ARVs. HTC 

services cannot be provided without an adequate supply of essential commodities, including 

http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
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RTKs and essential testing supplies (gloves, capillary tubes, lancets, etc.). Country programs 

continue to experience stock-outs or expiry of HIV rapid test kits and other HTC supplies for a 

variety of reasons including, but not limited to, weaknesses in the local supply chain. Efforts to 

strengthen supply chain management systems need to be undertaken to ensure the commodity 

security of RTKs and related supplies. These efforts can include more timely and accurate 

reporting on test kit supply, usage, loss (if any), enhanced distribution to all HTC service 

delivery points, and ensuring adequate storage of kits. Additional consideration needs to be given 

to waste disposal as well. After a test is given, all sharps and other products used to hold blood 

must be properly disposed of. Guidance needs to be given to health facilities on the nationally 

accepted strategy to properly dispose of these products. 

To alleviate potential disruptions in RTK supplies, country teams should consider specific 

funding for interventions to address commodity security, including: a) conduct country level 

assessments of the RTK supply chain; b) conduct routine supply planning for RTKs with 

stakeholders that may be different from ARVs (national lab program staff, national program staff 

involved in testing campaigns and routine counseling and testing); c) document  causes of stock-

outs or expired supplies to help identify  technical assistance needs, inform interventions, and 

advocate for improving these systems; and d) fund emergency procurements of RTKs and related 

supplies. 

USG teams should make every effort to work proactively with government and donor 

counterparts to improve forecasting, procurement, storage and delivery processes to avoid stock-

outs and shortages. In cases where these measures are insufficient and when teams anticipate 

central level stock-outs, HQ (OGAC and USAID) has mechanisms to provide assistance in 

procuring emergency supplies of RTKs if given sufficient lead-time (i.e. 3-4 months).  

2.6 Supply Chain considerations for TB/HIV services 

Updated WHO guidelines recommend that irrespective of CD4 count, an HIV-positive patient 

diagnosed with active TB disease should be treated not only for TB, but also started on ART as 

early as possible. Although TB drugs are not generally provided with PEPFAR funds, PEPFAR 

teams need to ensure that forecasts for ARVs include anticipated quantities needed to treat co-

infected patients and should liaise with national TB programs to share forecasts. Isoniazid will be 

required to scale up isoniazid preventive therapy (IPT). If this drug is unavailable via the TB 

program supply chain, it should be integrated into the HIV supply chain. 

PEPFAR provides significant resources to improve TB diagnostic capacity and this necessitates 

supply chain coordination. TB diagnosis often requires diagnostic testing, such as sputum smear, 

XPert MTB/RIF and sputum culture, each of which entail supply chain considerations for 

equipment, reagents and other consumables. Procurement needs to take into account readiness 

assessments that reflect training needs and assure optimal placement of instruments in settings 

serving large numbers of co-infected clients 

Each country will have its specific diagnostic algorithm which the supply chain will need to 

support. This should include a program for safe disposal of sharps and medical waste as well as 

regular distribution and safe storage of all the materials required to perform these diagnostic 

tests. Regular screening of HIV positive patients should happen, so there will be a regular use of 

and need for testing equipment. 



 

 

239 

 

2.7 Supply Chain considerations for Laboratory Infrastructure 

A nationally standardized system of supply chain management to support HIV-related laboratory 

services should be instituted in line with the guidance recommendation document from the 

Maputo Consensus Conference. Procurement is only one element of the supply chain (WHO, 

2008). Functions such as effective forecasting, tendering processes, warehousing, distribution, 

and inventory management systems must be in place to have a reliable supply chain system, 

especially for laboratory products. In particular, the following parameters should be considered 

for lab needs: 

 Defined inventory management systems should be operational in each laboratory; 

 Reagent rental and standing orders for reagent delivery should be options if appropriate; 

 Lot assurance should be provided by suppliers; 

 In procurement and distribution planning, pack size should meet facility and 

transportation requirements; 

 Cold chain requirements should be met in transport and storage at each site; 

 Effective clearance procedures and duty waivers should be available; 

 Countries should work toward a harmonized laboratory system to streamline the supply 

chain and improve laboratory efficiency; 

 Service Maintenance contracts should be procured for all equipment; and 

 Countries should access negotiated global pricing schemes such as Global Drug Facility, 

AMDS, FIND, and others. Global pricing for equipment and reagents may be useful to 

reduce high local costs; however for generic consumables (such as cotton swabs, 

markers) local procurement may be more cost-effective. 

Point-of-care (POC) diagnostic technologies are created for use in resource-limited settings by 

persons with little or no laboratory training. Currently, only the PIMA CD4 machine has been 

approved for use in PEPFAR programs. For longer term planning on the integration of POC CD4 

and upcoming early infant diagnosis (EID) and viral load (VL) devices, countries are encouraged 

to develop an analytical framework that integrates product specifications, current laboratory 

infrastructure, and patient care needs to inform the purchase and optimal placement of new 

diagnostic technologies. 

As scale-up of VL monitoring of ART progresses, and as the cost of VL testing decreases, it is 

anticipated that demand for VL equipment and reagents will significantly increase during the 

implementation period of COP15.  The development of detailed, country-specific strategies to 

systematically transition to virologic monitoring of all patients on ART should include ambitious 

and costed plans to achieve this.  These plans, as they become funded, will drive product 

selection and forecasting and should be considered during COP planning.   

The supply chain management plan should be coordinated among all partners and include 

identification of responsible persons and contacts that can be reached in event of difficulties or 

unexpected needs at each level of the procurement and distribution chain. Countries are 

encouraged to consider assigning funds supporting laboratory equipment, supplies, and reagents 

to the capital fund for procurement through SCMS. The PEPFAR Laboratory Technical Working 

Group and the CDC International Laboratory Branch Laboratory Liaisons for each country will 

work with country teams as needed to identify appropriate equipment and reagents based on 

service needs. 
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2.8 Supply Chain considerations for Nutritional Products for PLHIV 

PEPFAR is authorized to procure therapeutic and supplementary foods locally or regionally (i.e. 

non-U.S. sources) for PLHIV. However, there is a need to assure that these foods comply with 

specifications for their formulation and nutrient composition, packaging, and international 

standards for safety and quality. Those standards will need to be incorporated into any 

procurement. If a vendor has not been approved then UNICEF and WFP will need to be engaged 

to assess that vendor for quality. UNICEF and WFP have established quality assurance and 

distribution systems for therapeutic and supplementary foods that offer a foundation and 

precedent for PEPFAR. 

Systems are necessary for forecasting need, conducting competitive procurements, and then 

efficiently transporting, storing, and distributing food products in clinics. There are a number of 

options for PEPFAR procurement of therapeutic and supplementary foods, including: 1) SCMS; 

2) supporting or partnering with UNICEF or WFP; 3) contracting directly with food 

manufacturing companies; and/or 4) having development partners implement procure under a 

sub-contract with a food manufacturing company. 

In most countries, these supplemental nutritional products will be available by prescription. This 

puts the treatment provider in the position of not only storing medical commodities, but also 

storing food. This increases the importance of maintaining a clean storage environment since an 

open or leaking container of this product will draw pests quickly. These products are also 

susceptible to theft. They have immediate value on the open market since they may be consumed 

by anyone and provide nourishment. The threat of theft also increases the need for proper 

inventory management, if a stock card is not updated and a physical count is not often done, then 

theft may occur without the facility realizing it until there is an urgent need for the product. 

Finally, the shelf life of many of these products is short; therefore, higher level facilities will 

need to consider redistribution of products with little shelf life remaining to facilities that will 

immediately prescribe/consume them. Redistribution may increase the burden on the distribution 

system, but will decrease loss due to expiry. 

2.9 Supply Chain considerations for Family Planning and HIV Integration 

Shortages and stock-outs of drugs and contraceptive commodities can severely undermine the 

ability to effectively integrate family planning (FP) and HIV services. There is a lack of data on 

what specific types of supply chain improvements or models best support the delivery of 

integrated services. Therefore, country teams are encouraged to work closely with national 

government counterparts to develop context-specific strategies for strengthening and increasing 

the coordination of supply chains for HIV and FP commodities. 

In some cases, this may mean movement toward an integrated supply chain for drugs and 

commodities needed for delivery of integrated HIV and FP services. PEPFAR programs are 

encouraged to support program activities that would increase coordination or integration to 

ensure a continuous, responsive, uninterrupted, and equitably distributed supply of all relevant 

commodities. The following are examples of supply chain strengthening activities that support 

integration of HIV and FP programming: 

 Promote strengthening of national supply chain systems to forecast, procure, manage, 

distribute, and assure quality of a wide range of HIV and FP-related commodities. 
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 Develop and operationalize integrated product selection procedures, distribution systems 

and networks, and information-management systems. 

 Centralize procurement mechanisms, demand forecasting procedures, and coordination 

between HIV and FP supply chain managers and program service managers to ensure 

patient enrollment and continual product and commodity availability. 

 Promote the development of detailed national and/or USG procurement plans (if not 

already done). 

2.10 Supply Chain Considerations for Biomedical Prevention & Injection Safety 

 Supply chain considerations for injection safety can be complex. At a minimum, 

programs must provide appropriate injection safety and waste management practices 

within their existing programs. This may include reverse logistics to collect waste for 

incineration or the practices consistent with local guidelines. Furthermore, programs must 

ensure that availability of sufficient, appropriate, quality, single-use injection and safe 

phlebotomy supplies is sustainable. Shortage and stock-outs of equipment can severely 

undermine injection safety. A national plan that includes the costs of single-dose 

vials/diluents as well as sharps containers and other waste management commodities 

should be factored into overall costs of commodities during supply planning and must be 

included in national commodity forecasts.  

 

3 Tracking to CEEs  

CEE Number Standard 

Domain 1:Adult Treatment 

1.4 Supply Chain 

Reliability (Adult ARVs) 

Each site should have a reliable supply of adult ARVs. 

Domain 2: Care and Support 

2.5 Supply Chain 

Reliability  

Each site should have a reliable supply of adult cotrimoxazole 

(CTX). 

Domain 3: Pediatric Care and Support 

3.3 Supply Chain 

Reliability (Pediatric 

ARVs) 

Each site should have a reliable supply of pediatric ARVs. 

3.4 Supply Chain 

Reliability (Pediatric 

Cotrimoxazole)  

Each site should have a reliable supply of pediatric cotrimoxazole 

(CTX). 

 

Domain 4: PMTCT 

4.8 Supply Chain 

Reliability (EID) 

Each PMTCT site should have a reliable supply of Early Infant 

Diagnosis (EID), dry blood spot (DBS) supplies (if DBS are 

collected at this site), which consist of: a collection card, alcohol 

swabs, gauze, lancets and latex gloves (or a DBS bundle). 

4.9 Supply Chain Each site should have a reliable supply of adult ARVs. 
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Reliability (Adult ARVs) 

4.10 Supply Chain 

Reliability (Cotrim)  

Each site should have a reliable supply of cotrimoxazole (CTX) for 

PMTCT programs. 

4.11 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs for PMTCT. 

Domain 7: HTC 

7.6 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs for PMTCT. 

Domain 8: TB/HIV  

8.10 Supply Chain 

Reliability (RTKs) 

There may be multiple service delivery points that do HIV testing 

within a site. Each service delivery point should have a reliable 

supply of RTKs. 

Domain 15: Medication Management  

15.1 Supply Chain 

Management 

Each site should have an inventory management protocol for 

antiretrovirals (ARVs), cotrimoxazole (CTX) and HIV rapid test 

kits (RTKs) and should understand how to submit routine and 

accurate orders to maintain adequate stock (between established 

minimum/maximum stock levels). 

15.2 Medication 

Dispensing  

Each site should have a standard medication dispensing protocol 

and maintain complete and updated dispensing registers. 

Domain 27: Supply Chain  

27.1 ARVs National HIV/AIDS programs should routinely oversee the review 

of ARV requirements, and coordinate procurements and delivery 

schedules to maximize resources.   

27.2 Data use for 

Commodity 

Procurement and 

Forecasting 

HIV/AIDS programs should routinely collect and use supply chain 

data and work with health facilities in their respective region (could 

substitute region with district/province/state) to ensure a continuous 

supply of ARVs and other HIV-related commodities.   

27.3 Rapid Test Kits/ 

Diagnostics 

Commodities 

National HIV/AIDS programs should routinely oversee the review 

of diagnostic commodity requirements and coordinate 

procurements and delivery schedules to maximize resources. 

27.4 

Supervision/Monitoring  

HIV/AIDS programs should routinely conduct supervisory and 

monitoring visits aimed at mentoring health workers at facilities to 

improve the availability of ARVs, RTKs, CD4 reagents and other 

important commodities.  These visits must provide an avenue for 

feedback to health care workers on issues affecting commodity 

availability. 
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27.5 Food and Nutrition 

Supply Chain  

Therapeutic and supplementary foods that are procured meet local 

regulatory authority and international standards for quality and 

safety and are stored properly. Organizations responsible for 

procuring these commodities can forecast accurately to meet 

demand.   
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HUMAN RESOURCES FOR HEALTH 

 

 

PEPFAR teams should ensure that investments in Human Resources for Health (HRH) directly 

support the Operating Unit’s (OU) strategy for HRH that is aligned with goals and objectives of 

PEPFAR’s HRH Strategy (see COP guidance).  Many of the technical considerations that appear 

in this section relate to activities typically programmed by an OU’s HRH and/or Health Systems 

Strengthening (HSS) inter-technical team.  However, Implementing Mechanisms across all 

technical areas provide funding and support for HRH.  The following technical considerations 

are also applicable to activities programmed under other inter-technical teams and that should 

also support the PEPFAR HRH Strategy. 

1 Technical area priorities 

 

As described in the PEPFAR HRH Strategy, data should drive PEPFAR teams’ prioritization and 

implementation of HRH activities.  The PEPFAR HRH Strategy identifies several PEPFAR data 

streams that can be brought together with datapoints triangulated to inform investment decisions 

and monitoring.  While these datapoints are a starting reference point for HRH-related analyses, 

it is likely that additional sources of in-country HRH data and/or analyses are available.  

Additional data may come from PEPFAR sources (e.g., Implementing Mechanisms including 

those focused on service delivery that are able to capture facility-level data on HRH) as well as 

non-PEPFAR sources (e.g., other Development Partners, MOH).  Teams are expected to 

leverage any available HRH data that can inform data analyses that result in prioritization of 

activities.  Teams should not duplicate existing HRH datasets and/or analyses if those sources 

provide sufficient detail to inform country-specific HRH Strategies. 

The following list of priorities is drawn from those identified in PEPFAR’s HRH Strategy. 

1.1 Assessment of HRH capacity needs to deliver HIV/AIDS services 

Facility-and/or community-level HRH data in most PEPFAR countries are not well-enough 

developed to inform programmatic decisions.  A continuous assessment of HRH capacity 

(supply), HIV service’s needs (demand), and associated HRH costs within both 1) PEPFAR-

supported moderate- and high-HIV-burden/high-volume sites and 2) the geographic areas that 

link high-volume sites to communities is a foundational element of any country-level HRH 

Technical Priorities:  

1. Assessment of HRH capacity needs to deliver HIV/AIDS services 

2. Supply of HRH along HIV continuum of response at PEPFAR-supported sites and 

high-HIV burden communities 

3. Site-level recruitment, deployment, retention 

4. Sustainable HRH financing 

5. HRH performance and quality 
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strategy.  As outlined in the PEPFAR HRH Strategy, PEPFAR country should carry out annual 

analyses of HRH capacity needs at PEPFAR-supported moderate- and high-volume program 

sites and/or high-HIV-burden areas.  Analyses will address a common set of key questions with 

data collected through existing data sources (PEPFAR or external) and/or additional 

assessments/studies as necessary. 

1.2 Supply of HRH along HIV continuum of response at PEPFAR-supported sites and high-

HIV burden communities 

An insufficient number of health care workers along the HIV continuum of response, coupled 

with capacity limitations to scale-up health workforce production, persists in most PEPFAR 

countries. Improving production capacities of pre-service education institutions and working to 

expand scopes of practice and strengthen linkages between cadres across PEPFAR-supported 

facilities and communities may help alleviate HRH supply constraints to achieving sustained 

epidemic control. 

1.2.1 Pre-service education 

Pre-service education (PSE) is defined as the basic education required to provide a set of basic 

skills or competencies needed by all health care workers within a specific cadre (e.g., physicians, 

midwives, nurses) that will be used throughout their careers and achieve improved health 

outcomes. Pre-service education should be competency-based and built on task analysis 

according to a predefined scope of practice (WHO Transformative Guidelines citation; Lancet 

article). Long-term training is defined as “pre-service” if it formally equips a health worker to 

serve in a new role or position that s/he would not have served in previously.  

Strengthening and expanding production of pre-service institutions requires the involvement of 

multiple stakeholders across the public and private sectors—including the MOH, other ministries 

such as MOE and MOF, public and private educational institutions, workforce planning bodies, 

public and private professional associations, regulatory bodies, local organizations and 

communities. Country teams should carefully consider with the MOH and other stakeholders 

how PEPFAR support to pre-service education will align with both PEPFAR HRH Strategy and 

national HRH plans.  

Pre-service investments should be made in the context of other investments that support 

PEPFAR’s HRH Strategy.  Where a country is already producing adequate numbers of health 

workers, for example, the PEPFAR country team may want to focus resources on placement of 

newly graduated health workers to PEPFAR-supported sites and/or high-HIV burden areas. 

Additionally, pre-service investments can and should be integrated with and linked to in-service 

training systems, such as via preceptorships for new graduates, agreement of job competencies, 

and continuum and alignment of curricula. 

Examples of PSE-related activities include: integration of evidence-based, updated HIV content 

into existing curricula; introduction of models of learning such as community-based education 

and inter-disciplinary teamwork, faculty development on innovative teaching methods; 

strengthening pre-service institution management organizational development, management 

systems and decision making; improving infrastructure to increase training capacity or quality; 

and providing student scholarships and/or critically needed equipment and supplies. Costing of 

pre-service interventions is also encouraged. Countries are encouraged to look at innovative 
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approaches that leverage resources from other donors and/or partners investing in pre-service 

education. WHO Guidelines on Transforming and Scaling Up Health Professional Education 

and the Lancet commissioned report ‘Health professionals for a new century: transforming 

education to strengthen health systems in an interdependent world‘ can serve as a reference for 

addressing new and emerging issues in health professional education.  

 

Country teams considering the use of PEPFAR funds to strengthen pre-service education should 

contact the PEPFAR HRH TWG for further guidance on investments that contribute to MER 

indicator HRH_PRE. This guidance includes information on eligibility criteria (e.g., training 

duration, eligible cadres) and attribution methodologies.  

1.2.2 Expanding task-sharing/scopes of practice for HIV service delivery and strengthening 

linkages between facility- and community-based cadres 

An important strategy to improve the supply and performance of existing health workers to meet 

HIV/AIDS goals is to support “task-shifting”, or the more recently termed “task-sharing”.
17

 Task 

shifting is defined as the systematic delegation of tasks from more- to less-specialized cadres.  

Primary goals of task shifting include increasing efficiencies –providing a greater quantity of 

services given a fixed cost – and access to health services – via accelerated scale up of HRH 

available to provide services (Fulton, 2011).  In the context of HIV services, task shifting/sharing 

can improve availability of HRH supplying HIV services along multiple point of the clinical 

cascade.  Tasks have been shifted between cadres both within facilities (e.g., from physicians to 

non-physician clinicians) and between facility- and community-based HRH (e.g., to Community 

Health Workers).  Examples include: 

 Prevention, testing and counseling, ART adherence: Community health workers – such as 

lay counselors, expert patients, and other PLHIV volunteers – can assist health care 

providers to: deliver HIV prevention messages and services by providing ongoing 

counseling and support to HIV-positive patients in clinical settings; provide ART 

adherence counseling (Torpey, Adherence support workers: a way to address human 

resource constraints in antiretroviral treatment programs in the public health settings in 

Zamiba, 2008); sexual risk reduction counseling (Cornman, Clinic-based intervention 

reduces unprotected sexual behavior among HIV-infected patients in KwaZulu-Natal, 

South Africa: results of a pilot study, 2008) (Myers J. , 2010) (Peltzer, Lay counselor-

based risk reduction intervention with HIV-positive diagnosed patients at public HIV 

counseling and testing sites in Mpumalanga, South Africa, 2010); and HTC in HIV 

clinics. 

 Initiation and management of antiretroviral therapy (ART): Delegation of initiation and 

management of antiretroviral therapy (ART) from doctors to non-physicians clinicians, 

including nurses can be a vital resource to expanding ART, Option B+ and other services, 

especially at lower levels of care where doctors are not present. In a number of recent 

studies and clinical trials, nurse provision of ART has been shown to have comparable 

                                                 
17

 Task-shifting generally refers to a delegation of specific tasks to staff with less training and qualifications, while 

task-sharing refers to a non-hierarchical reassignment of tasks among health workers that is more fluid and needs-

based Invalid source specified.. Both aim to improve the efficiency and effectiveness of service delivery by 

maximizing the performance of health workers.  
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health outcomes to physician provided treatment (Sanne, Orrell, Fox, Conradie, & Ive, 

2010).  

 

In all cases, it is critical to implement task-sharing within the context of a multi-disciplinary team 

framework in order to assure that one cadre is not overburdened with new tasks, but rather 

professional and non-professional health care workers are provided appropriate workloads and 

supervision. In the case of Community Health Workers (CHWs), this may require investments in 

expanding models of standardized training to produce community health workers skilled in HIV, 

or ensuring that HIV services are integrated into broader scopes of practice of national CHW 

programs.  

WHO guidelines on Global Recommendations and Guidelines for Task Shifting for HIV/AIDS 

(WHO, 2007), developed with PEPFAR support, are an important reference for task-sharing. 

These guidelines also identify key elements—such as an enabling regulatory framework and 

quality assurance mechanisms—that should be in place for effective and sustainable task-

sharing. Country teams should review these guidelines before undertaking a task-sharing 

approach, and be sure to engage professional leadership including MOH, professional councils, 

associations, and the academic sector to ensure broad buy-in and coordination.  

1.3 Site-level recruitment, deployment, retention 

With vacancy rates as high as 50-79% in many PEPFAR countries, scaling up HIV treatment for 

priority populations requires addressing root of the lack of health worker staffing and retention at 

moderate- and high-volume program sites and/or high-HIV-burden areas.  Strengthening in-

country human resource management systems and supporting retention schemes can help 

improve recruitment, deployment and retention of HIV/AIDS health workers at moderate- and 

high-volume program sites and/or high-HIV-burden areas. 

1.3.1 Human Resource Information System 

An Human Resource Information System (HRIS) is a systematic means by which to acquire, 

store, manipulate, analyze, retrieve, and distribute relevant information about the health 

workforce, including workforce demographics and capacity, training needs, and migration 

patterns. An HRIS facilitates evidence-based HRH decision making, and is critical for effective 

targeting of HRH resources to the areas of greatest need.  

PEPFAR has supported the development of HRIS in a number of countries and country teams 

are encouraged to develop an HRIS if one does not exist. An HRIS in the form of a national 

electronic database can provide more accurate, reliable, and timely information for use by 

decision makers. However, a well-functioning paper-based system (or a paper- electronic hybrid 

system) may be preferable in settings that face challenges in maintaining electronic systems. It is 

recommended the HRIS be established within the MOH or other indigenous organizations 

capable of collecting and assessing human resources data in a sustainable manner. Going 

forward, PEPFAR teams need to ensure that support to HRIS directly supports PEPFAR’s 

realignment to moderate- and high-volume sites and high-HIV-burden geographic areas (e.g., is 

capable of addressing SIMS CEE on HRH staffing (above-site/supporting functions tool). 

An HRIS ideally encompasses each stage of a health worker’s lifespan, from Pre-Entry 

(education, pre-service training), through Entry (registration, licensing), and Existence 
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(deployment, management, skills, continuing professional development and in-service training, 

promotion), to Exit (migration, retirement, death) (WHO, 2013). An HRIS enables rapid access 

to information, such as numbers of healthcare workers registered by cadre, their credentials, 

current working location, and education and training, which assists host governments and USG 

teams to more accurately assess workforce needs and to target PEPFAR resources. An HRIS 

should be designed with interoperability and scalability in mind, to facilitate compatibility with 

other information systems and maximize the use of comprehensive data for greatest benefits. 

Ideally, an HRIS contains routine reports on key information required by decision makers that 

can easily be disseminated. Given the varying levels of Information Technology (IT) capacity 

across PEPFAR countries, an incremental and technologically-appropriate strategy is 

recommended, including a clear plan for how the HRIS will be sustainably maintained. 

A first step to creating an HRIS is developing a clear understanding of the information needs of 

the end user (WHO, 2013). In addition, fostering the strategic use of HR data for policy and 

decision-making is paramount, and requires robust capacity-building among diverse 

stakeholders, including HR managers, chief professional staff (e.g., Chief Nursing Officer), other 

MOH decision-makers, and private health sector association participation. WHO-supported 

national health workforce observatories can be a resource for improving the strategic use of HR 

data in your country.  

1.3.2 Recruitment and retention strategies  

High attrition of health workers is a critical problem affecting delivery of HIV services in many 

PEPFAR countries.  Health worker migration is a primary driver of attrition, including both 

internal (e.g., private sector and urban-based employment) and external (e.g. out of the country 

to more developed countries) migration. In line with the HRH Strategy, PEPFAR country teams 

that are investing in pre-service education should also support and/or develop interventions that 

will impact retention of students and future graduates not only within the health systems but at 

PEPFAR-supported sites and high HIV-burden areas.  

WHO’s Guidelines for Increasing Access to Health Workers in Remote and Rural Areas (WHO, 

2010) provides a useful framework for considering, areas of intervention, including: education, 

regulation, financial incentives, and personal and professional support.  Many PEPFAR countries 

are developing creative financial and non-financial schemes to encourage the retention of health 

workers. For example, Namibia’s support for health workers’ housing in rural areas; Zambia’s 

collaboration with the MOH on its Rural Physicians Retention Scheme. Other examples include 

the provision of free ART to health workers and their families who are working at HIV/AIDS 

care and treatment sites, and Mozambique’s ‘gap-year’ funding, which retains new graduates in 

the health system during the year-long MOH recruitment process. One additional innovative 

model to be piloted in the near future is the HRH Housing Fund that is being negotiated through 

the Development Credit Authority out of the Southern Africa Regional Mission.  Going forward, 

PEPFAR teams need to ensure that support to HRH retention aligns directly with PEPFAR’s 

realignment to moderate- and high-volume sites and high-HIV-burden geographic areas. 

Country stakeholder engagement (including national government and health worker associations) 

is integral in building sustainability of retention schemes. The choice of retention interventions 

should be informed by an in-depth understanding of factors that impact retention, which may 

differ throughout a country or amongst health worker cadres. Sources of information can be 
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collected through comprehensive situational analysis, a labor market analysis, and through 

methodologies that assess individual decision making of health workers such as the discrete 

choice experiment. An essential feature of any retention scheme is to include a monitoring and 

evaluation component to measure the impact of the scheme on the health worker satisfaction, 

performance, and retention. Efforts to examine the outcome of increased retention on patient care 

(e.g., number of patients who are receiving ART from retained providers) are encouraged. 

Costing of retention interventions is encouraged. 

1.4 Sustainable HRH financing 

All PEPFAR country teams should work with host country institutions to plan, locally employ, 

and retain PEPFAR-supported health workers over time. As part of its effort to expand access to 

HIV/AIDS services, PEPFAR has been partially or wholly subsidizing large numbers of health 

workers in over 30 countries. The PEPFAR HRH Strategy recommends that country teams work 

to align salary support with government salary packages.  

To enhance the sustainability of PEPFAR investments in HRH, PEPFAR teams should work 

with partner governments to plan for the eventual integration of affected cadres into national 

health systems, including the eventual assumption of functions, management and wage bill by 

governments or other national entities. This process should include work to realign PEPFAR-

supported cadres not recognized by host country institutions and support their integration into 

national health systems. While the pace of and entry points for this transition will differ 

(according to status as LTS vs TA PEPFAR country; involvement in CHP process; Sustainability 

Index scores, etc.), health worker transition must be accomplished without interruption or 

significant changes to quality of services offered by the health workers currently being supported 

by PEPFAR, and therefore, should be approached with careful planning by country teams. To 

assist country teams in health worker transition, the HRH Transition Resource Guide (available 

on pepfarii.net) can help teams to facilitate planning, implementing and monitoring transition of 

health worker support. This interactive resource is a newly developed reference for all PEPFAR 

countries that can help guide thinking and planning of transitioning of PEPFAR supported health 

worker positions. It aims to capture lessons learned from PEPFAR countries that have experience 

with transition of PEPFAR supported health workers. Transition of all PEPFAR supported 

cadres should be considered and not limited to more formal or facility-based cadres. 

1.5 HRH performance and quality 

PEPFAR has supported various interventions spanning from of supportive supervision/clinical 

mentoring, in-service training/on-the-job-skills reinforcement and continuing education 

performance management, and utilization of quality improvement/quality assurance 

methodologies to support improved health worker performance and quality of service delivery.  

Such interventions are critical to supporting and maintaining health care worker skills and 

performance. Country teams should be working to assess capacity needs and HR barriers 

impacting worker performance and service delivery quality (e.g. weak community-facility cadre 

relationships impacting functioning of linkages and referrals for HIV services, weak regulation 

of professional practice in HIV/AIDS) at PEPFAR sites and further refine or adapt interventions 

appropriately. Focus should also be on institutionalizing interventions areas and integration into 

national systems.  
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1.5.1 Clinical mentorship and/or supportive supervision systems 

 

Improving the functioning of both clinical mentorship and supportive supervision systems can be 

important drivers in improving the quality of HIV services provided.  Clinical mentorship is a 

system of training and consultation in which experienced, practicing clinicians with strong 

teaching skills contribute to the professional development of other health care workers.  

Supportive supervision is an approach to supervision that emphasizes mentorship, joint problem 

solving and two-way communication between supervisors and health staff.  Supportive 

supervision processes are characterized by supervisors working with health staff to establish 

goals, monitor performance, identify and correct problems, and proactively improve the quality 

of service.  Two keys to supportive supervision are addressing performance weaknesses in real-

time and identifying performance strengths – both of which can help motivate health workers to 

achieve high levels of performance (PATH).  While clinical mentorship and supportive 

supervision processes overlap in many ways, their underlying goals are complementary 

(supportive supervision focuses improving facility/staff functioning, whereas clinical mentorship 

focuses on staff professional development). 

While no two clinical mentorship or supportive supervision systems are identical, there are a 

number of existing tools and examples to help country teams orient supportive supervision 

systems to the needs of their country HIV program (WHO recommendations for clinical 

mentoring to support scale-up of HIV care, antiretroviral therapy and prevention in resource-

constrained settings; WHO: 2006; Children’s Vaccine Program at PATH. Guidelines for 

Implementing Supportive Supervision: A step-by-step guide with tools to support immunization. 

Seattle: PATH (2003). Supportive Supervision).   

1.5.2 In-service Training systems/CPD 

 

In-service training should be designed and delivered as a series of coordinated, strategic 

interventions that systematically address gaps and imbalances in skills and practice for delivery 

of HIV services. With in-service training (IST) continuing to represent a large portion of HRH 

investment across PEPFAR implementing agencies, focus should be placed on institutionalizing 

IST and building capacity of country-owned, sustainable IST systems to support sustained HIV 

epidemic control. Country teams can utilize the PEPFAR Quality IST Framework as a guide for 

improving the efficiency and effectiveness of IST investments that PEPFAR supports. The 

framework outlines recommendations in six categories (Strengthening training institutions and 

systems; Coordination of training; Maintaining a continuum of learning from pre-service to in-

service; Design and delivery of training; Support for learning; Evaluation and improvement) 

1.5.3 Performance assessment and management 

 

Effective performance management is considered a key driver of organizational performance.  

Performance management involves the measuring, monitoring and enhancing the staff 

performance to meet organizational goals.  A functional performance management system should 

include provision of job descriptions for each health worker employed, routine individual/team 

based performance review.  PEPFAR has provided variable support in the development and 

https://www.usaidassist.org/sites/assist/files/inservicetraining_july2013.11x17spreads.pdf
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implementation of performance management systems. Country teams should consider 

opportunities for strengthening or supporting implementation of country plans and strategy for 

performance management in PEPFAR sites.  

1.5.4 Quality Improvement  

 

PEPFAR country HRH technical leads should coordinate with leads from other HIV technical 

areas in supporting appropriate health entities to design and institutionalize QM/ QI systems that 

focus on improving quality of care provided by health workers in the workplace. Support for the 

development of QM/QI systems  have relevancy for HRH including building knowledge, skills, 

and capacity for ongoing problem identification and problem-solving and utilizing multi-

disciplinary clinical teams or optimizing staff skill mix to improve service delivery. There has 

been extensive experience of utilizing improvement collaborative methodology to address 

barriers impacting health worker performance. In countries such as Niger, Uganda, and Tanzania 

this approach has also been integrated with performance management techniques and has 

demonstrated impact on both HRH performance and service delivery outcomes. Approaches 

have also being successfully utilized at the community level to support improved Community 

Health Worker (CHW) performance. 

1.5.5 Quality assurance 

 

Regulatory bodies and professional associations representing both the public and private health 

sectors play a key role in assuring the quality of HRH along the HIV continuum of response as 

well as the advancement of health professions across PEPFAR countries, and are key PEPFAR 

partners. Stakeholders in HRH regulation include professional regulatory bodies, MOH, 

professional associations, and the health professional academic sector.  In most settings in sub-

Saharan Africa, health professional regulatory bodies (e.g., Regulatory Boards or Councils) have 

the mandate to regulate specific health professions (e.g. nurses, or doctors) for the protection of 

public health. This regulation may include (ICN, 2009) (ICM, 2011):  

 Setting the standards of quality and excellence of care for the profession; 

 Establishing professional credentialing requirements, including standards for registration 

and (re-) licensure; 

 Establishing the scope of practice for the profession; 

 Setting the education and graduation standards for pre-service education; 

 Setting standards for and accrediting academic institutions; 

 Setting standards for and often providing continuous professional development (CPD);  

 Revising legislation that governs the profession (e.g., the Nurse Practice Act); and 

 Monitoring professional conduct and managing disciplinary procedures. 

 

Many councils lack the capacity and/or the autonomy to take on these roles effectively, and at 

times are left out of key decisions facing their profession by the MOH and donors. Where these 

constraints adversely impact delivery of HIV services, PEPFAR should build the capacity of 

regulatory bodies to ensure that the professional regulatory framework-as defined above is up-to-

date and in line with current practice in the country and with international guidelines. PEPFAR 



 

 

253 

 

teams should look for ways to strengthen regulation more consistently across multiple regulatory 

bodies within a country, such as by encouraging more peer interaction and learning between 

professional bodies.  

In some settings, the professional association takes on some of the regulation role, but in most 

contexts, the professional association has the distinct mandate to advocate for the advancement 

of the profession by, for example, negotiating the terms of working conditions and compensation 

levels, and promoting professional development. Associations may directly provide professional 

development or training opportunities for their members, lobby the government for 

improvements in pay, or work collaboratively with other professional stakeholders to advance 

policy or programs. Associations may have no funding or full time staff, and are run primarily by 

volunteers. Their membership may be small and members may not appreciate the advantages of 

being active participants in the association.  

To strengthen professional associations, PEPFAR support may include: 1) advancements that 

strengthen their internal structure and organizational effectiveness (e.g., management, leadership 

and fundraising skills; governance and strategic planning; member needs and service) and 2) 

activities that allow them to enhance the skills of individual members or increase their influence 

outside the association (by, for example, increasing their role in the provision of in-service 

training, especially in the context of a continuing professional development program), or by 

improving their skills in policy, advocacy, and coalition building.  

1.5.6 Facility-community HRH linkages 

 

In the context of country-driven scale-up national CHW programs and myriad PEPFAR partner 

CHW efforts (which may include a variety of HIV community-based cadres), PEPFAR activities 

should support strengthening relationships of between these cadres and there facility-based 

counterparts to strengthen linkages and referral systems related to HIV services.   This may 

include establishment of mechanisms for collaboration between CHWs and their more formal 

cadre counterparts, supporting CHW performance through such activities as standardization of 

competencies and tasks, initial training and periodic retraining, and improving supervision, 

teamwork, and financial and non-financial s from both the health system and communities in 

which CHWs work. Recommendations for supporting CHW performance and that may be 

applicable to OU’s PEPFAR HRH Strategy can be found in the 2012 USG CHW Evidence 

Summit final report (USAID, 2012). 

As many countries are scaling-up their CHW programs, PEPFAR partners should work with 

CHWs within the context of a country’s system, supporting their performance and integration 

into the overall health system (public and private sectors). Strategies for ensuring quality of care 

include standardization of competencies and tasks, initial training and periodic retraining, and 

support which may include supervision, teamwork, and financial and non-financial incentives. 

2 Support material/evidence behind these priorities 

 

 PEPFAR HRH Strategy 

 HRH section of previous Technical Considerations 
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3 Tracking to CEEs 

 

CEE Number Standard 

Domain 20: Site Management- Finance and Management  

20.2 HRH Staffing Each site that provides HIV or HIV-linked services should have 

adequate quantity of staff to provide quality services. 

20.4 HRH Staffing HRH unit makes data-driven decisions to match staffing to patient 

volume and disease burden and employs activities to improve 

recruitment and retention of health workers at sites of which they 

have oversight.  

Domain 21: Site Management- Performance Management  

21.1 Staff Performance 

Assessment  

Each facility that provides HIV or HIV-linked services should have 

adequate measures in place to monitor and support health worker 

performance. 

21.2 In-Service Training 

 

Each site that provides HIV or HIV-linked services should keep 

records of in-service trainings that staff receive and utilize records 

for assessing staff training needs and selection. 

21.3 Supportive 

Supervision   

Each site should receive periodic supportive supervision from the 

supporting PEPFAR implementing partner (e.g. district health 

office, local partner, or international partner) with timely and 

constructive feedback. 

21.4 Supporting Role of 

Community Based 

Cadres 

Community-based cadres should have established linkages to 

appropriate facility (e.g. health, social welfare) and community 

services and receive routine oversight and support that enable 

delivery of designated services and responsibilities within the 

community. 

21.5 Staff Performance 

Assessment 

Each health management team/HR unit with oversight of health 

workers at multiple sites (e.g. facilities) that provide HIV or HIV-

linked services should have adequate measures in place to monitor 

and support health worker performance. 

21.6 In-Service Training In-service training provider(s) should utilize curricula aligned with 

national policies and guidelines and processes that contribute to 

most effectively, efficiently, and sustainably build health and social 

service worker knowledge, skills, and attitudes for quality HIV 

service delivery and care. 

21.7 Supervision District/Regional Health Management Teams should routinely 

conduct facility supervisory visits aimed at assessing and improving 

the quality of health care services, including HIV services.  These 

visits should use standardized processes and tools, and 

documentation should include action steps taken to remediate 
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identified gaps or issues. 

Domain 25: Cross-Cutting 

25.3 Pre-Service 

Education  

Pre-service education for clinical and social service workers 

engaged in HIV/AIDS-related services is based on national 

standards that are up-to-date in content and educational approach.    

 

4 Appendix 

Table 1. Mapping of HRH Strategy objectives and objectives from Technical 

Considerations 2014 

  HRH Objectives from Technical Considerations 2014 
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 x     
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x    x  
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x    x  

HRH 

performance 

  X x  x 

 

Table 2. PEPFAR HRH Strategy monitoring framework 

Objective MER/APR SIMS EA SI 

Assess HRH 

capacities 

 Site: HRH 

Staffing 

Personnel 

expenditures 

 

Support HRH 

production 

• HRH_PRE • Site: HRH 

Staffing 

• Above-site: 

•  •  
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PSE, IST 

Recruitment, 

deployment, 

retention 

• HRH_HRIS 

(in development) 

• Above-

site: Staffing 

•  • Data 

domain (HR 

data collection) 

Sustainable HRH 

financing 

• HCW 

salary report 

•  • Personnel 

expenditures 

• HRH 

domain 

HRH 

performance 

 Site: IST, 

supportive 

supervision, 

performance 

assessment 
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STRATEGIC INFORMATION 

 

 

1 Introduction 

 

As PEPFAR Operating Units (OUs) and implementing partners strive to achieve epidemic 

control and invest more strategically to maximize program impact, better data collection 

practices, data quality, and data analysis are critical. Quality data are fundamental to PEPFAR’s 

ability to understand the geography of the epidemic, site-level patient volume dynamics, and 

trends over time that indicate emerging changes in the epidemic at multiple geographic scales. 

The collection and dissemination of such data are directly aligned with PEPFAR’s goals to 

measure program outcomes and impact as well as PEPFAR’s focus on “doing the right thing, at 

the right place, at the right time”. Strategic information activities should directly support 

monitoring and provision of data on a country’s burden of HIV disease and distribution not only 

at national and regional levels but also district and site levels.   

Technical Priorities:  

1. Developing an HIV Strategic Information Plan  

2. Monitoring and Evaluation  

a. Program Monitoring and Data Collection  

b. Data Quality  

c. Evaluation Planning, Implementation and Reporting 

d. Data Analytics, Use, and Dissemination 

3. Surveillance and Surveys  

a. HIV surveillance among pregnant women: ANC Sentinel Surveys and PMTCT 

program data-based surveillance 

b. Behavioral and biologic surveillance among key populations  

c. Size estimations of key populations  

d. Population-based HIV Impact Assessments  

e. Recent HIV infections- HIV incidence  

f. HIV case reporting  

g. HIV drug resistance (HIVDR) 

h. Surveillance among pediatric patients 

i. Mortality data and surveillance  

j. Surveys and surveillance among military populations  

4.  Health Information Systems  

a. Strengthen national Health Information Systems framework 

b. Strengthen national policies and promote use of information standards 

c. Increase collaborative activities locally, regionally and globally  

d. Data management  

e. Assessing the need for technical assistance in HIS development 
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While basing decisions on the best available evidence, OUs must also consider whether there are 

adequate collection systems, data reporting tools, data quality protocols, and the right staff in 

place to be able to collect and analyze data for effective, strategic program planning.  

 

As a first step, it is necessary to understand the types of data available and how data analysis can 

help answer program planning questions. 

Types of data: 

 Routine program monitoring data – For the PEPFAR program, the Monitoring, 

Evaluation, and Reporting (MER) guidance directs much of the routine program data that 

is collected, analyzed, and reported. This data helps teams better understand program 

performance and epidemiologic trends, including geographic distribution. 

 Special studies and assessments – Special studies and assessments help to investigate 

programmatic issues, including those related to quality and inform decision making. For 

example, the Site Improvement through Monitoring System (SIMS) is an assessment that 

is used to standardize site monitoring by PEPFAR USG staff through assessment and 

scoring of site performance on key program area elements (standards) and quality of care 

in order to increase the impact of PEPFAR programs on the epidemic. 

 Evaluations – With the release of the Evaluations Standards of Practice, there is greater 

emphasis on the importance of conducting high quality evaluations to answer important 

programmatic questions that are not understood using routine program data. Evaluation 

results play an important role in leading us to epidemic control. 

 Surveillance and surveys – These activities provide data that describes the country’s 

epidemiologic profile and enables the OU to effectively monitor program impact and 

conduct program decision making for epidemic control and can help respond to data 

gaps.  Surveillance and survey activities provide an understanding of national and sub-

national epidemic trends and program achievements both at the population and sub-

population level including data on estimated HIV prevalence and incidence, CD4+ T cell 

counts, viral load and uptake of HIV care and treatment services, and size estimates 

among key populations. 

 Spatial data – Geography allows us to link program, epidemic, demographic, service, 

human resource, finance, logistic, and other types of data to answer important program 

questions. 

In this phase of PEPFAR, there is a new culture of data collection, analysis, and use. OUs should 

analyze the data described above together to get a more complete understanding of the current 

status and trends of HIV at multiple geographic scales. Having appropriately trained staff in 

place becomes even more critical for OUs and implementing partners to ensure they will be able 

to effectively understand and analyze these data. Staffing should be carefully considered during 

COP planning to ensure OUs are prepared to complete the necessary data analysis and 

interpretation for more evidenced-based programmatic decision making. 

Greater attention is also needed to improve efficiency and accuracy of data collection and 

analysis; requirements to collect site-level data increase the volume of data collection available 

for monitoring program impact and transparency. This growing emphasis on data use should be 

accompanied by efforts to improve data collection efficiency through greater use of existing data 
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systems, including those in use within clinical facilities, through improved standard operating 

procedures for data collection and analysis, and where feasible more automated extraction and 

transformation of data across existing systems.  

2 List of Strategic Information Technical Area Priorities 

 

All of these issues mentioned above inter-relate as part of Strategic Information, which is the 

composite of three distinct, highly integrated technical areas: Health Information Systems, 

Monitoring and Evaluation, and Surveillance and Surveys. Health Information Systems pertains 

to the collection, flow, and management of data, facilitating the movement of information 

through the entire range of effort from individual service programs to centralized, national 

systems. Monitoring and Evaluation relates to the generation of data that flow in this system and 

the systematic collection of data to determine whether or not programs are meeting their goals 

and objectives. Monitoring and Evaluation also focuses on strengthening data quality, analysis, 

interpretation, and use. Surveillance and Surveys pertains to systematic data collection, analysis, 

and interpretation, by specifically sampling data from national populations, service populations, 

risk populations, and service delivery locations, among others.  

 

2.1  HIV Strategic Information Plan 

Having a well-developed HIV Strategic Information Plan is a cross cutting issue for all areas of 

Strategic Information. When developing an HIV Strategic Information Plan, OUs should ensure 

the strategy and major components of strategic information receive adequate attention while 

permitting evaluation of emerging issues. Strategic planning focuses on completing the circle of 

epidemic understanding, program planning, implementation, monitoring, evaluation and using 

results for decision-making. The strategic planning process should be characterized by 

systematic collaboration among stakeholders to incorporate goals and objectives to address key 

epidemic drivers and priorities reflected in the strategy.  

Planning processes for each of the areas of Strategic Information should follow a similar pattern, 

and these results incorporated into a single, comprehensive plan. As a model for all three areas of 

interest, while supporting the planning process, the USG team should:  

 Participate actively in the national HIV Strategic Information technical working groups; 

 Assist in the development and implementation of a monitoring and evaluation assessment 

that will enable stakeholders to identify strengths, weaknesses and recommend actions to 

inform the strategic planning process; 

 Address key questions for national program management and improvement:  

o Are we doing the right things?  

o Are we doing them correctly?  

o Are we doing them on a large enough scale to make a difference?  

 Prioritize strategic information activities that will build one system; 

 Ensure accountability for the full range of USG-supported work and activities; 

 Ensure that the plan is fully funded and that there is a strategic information unit with the 

adequate number of qualified staff that are capable of analyzing and use data; and 
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 Contribute to the evaluation of the plan implementation to determine whether activities 

have advanced stated program goals. 

 

The HIV Strategic Information Plan should make explicit references to data systems that support 

any component of the national HIV program, whether it be electronic medical records for patient 

care, data systems for HIV case surveillance, or data systems for monitoring and reporting. In 

this instance, it is critical to determine the balance between the public health and the patient-

centric perspectives, including any reference to the ongoing role of paper-based systems. The 

HIS Strategic Plan may explicitly focus on eHealth initiatives, in which case, some effort must 

be made to account for the short- and long-term thinking regarding paper-based systems. 

PEPAR-related HIS activities must be carefully developed to support these national strategic 

documents.  

Similarly, the HIV Strategic Information Plan should include a five-year HIV surveillance 

strategic plan. This Surveillance Strategic Plan should outline specific activities to be carried out, 

always considering a feasible implementation schedule for such activities, as well as the 

available human and financial resources. In addition, plans for building in-country capacity to 

implement and sustain surveillance activities and operations should be a priority component of 

this strategic thinking. Once the surveillance strategic plan has been established, countries should 

routinely evaluate the surveillance activities being implemented. PEPFAR planning should take 

into account the priorities for surveillance and survey implementation, as well as the associated 

efforts to build country capacities in this area. A listing of surveillance guidance documents can 

be found on the WHO website: http://www.who.int/hiv/pub/surveillance/en/. 

2.2  Distinct Technical Priorities: Monitoring, Evaluation, Surveillance, Surveys, Health 

Information Systems, Geographic Mapping, Spatial Data and Geospatial Tools 

The Strategic Information technical areas have overlapping dependencies and components but 

also have distinct technical considerations for OUs and implementing partners when trying to 

realign programs to achieve UNAIDS’ 90-90-90 target. Below is the list of critical priorities for 

each Strategic Information technical area that OUs and implementing partners should consider 

when determining the underline reasons and addressing the issues behind whether the 

appropriate data is available at the national, sub-national, regional, district, and site level to 

answer important programmatic questions about reaching epidemic control. In addition to the 

areas of Strategic Information mentioned, priorities for Geographic Mapping, Spatial Data, and 

Geospatial Tools are provided as these are integral aspects for data use and interpretation related 

to Strategic Information. 

 

3 Monitoring and Evaluation 

 

In the past few years, the M&E Technical Considerations have focused on strengthening national 

M&E systems in accordance with the UNAID’s Organizing Framework for a Functional 

National HIV Monitoring and Evaluation System. Although this blueprint is still relevant across 

the Strategic Information (SI) spectrum, this year the focus is on accommodating the shifts in 

priorities as articulated in the PEPFAR-issued Strategic Direction Summary (SDS) guidance, 

which will require different modalities of COP planning and will result in significantly revised 

Country Operational Plans, largely based on analytics of the epidemic and results obtained to 

http://www.who.int/hiv/pub/surveillance/en/
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date in each country or region.  To support these changes, the M&E TWG, while still 

acknowledging the importance of adherence to the 12 Components, is focusing on what PEPFAR 

operating units (OUs) need to do to contribute to epidemic control as described in the SDS.  The 

following priority areas should guide OUs FY15 COP planning. 

 

3.1 Technical Priorities 

3.1.1 Program Monitoring and Data Collection 

PEPFAR OUs need to be equipped to collect the recently implemented and revised MER 

indicators.  This requires that several routine M&E components are strengthened or created for 

new roll-out: 

 USG Teams, with support from SI Advisors, need to fully understand the new set of 

indicators, frequency of reporting (new quarterly reporting requirements for epidemic 

control indicators, and have access to tools associated with the collection of required 

data.   

 USG Teams and SI Advisors will need to work closely in whatever training formats are 

most relevant and effective in local contexts to ensure that implementing partners (IPs) 

and national, regional, and local host country counterparts understand the reporting shifts 

and have access to tools to facilitate data collection. 

 For those countries and OUs affected by the newly required quarterly reporting on a sub-

set of PEPFAR indicators, reporting processes need to be defined.  Any issues pertaining 

to reporting challenges need to be identified so that appropriate responses and solutions 

can be put in place.   

3.1.2 Data Quality 

In order to make the decisions necessary to achieve epidemic control, it is imperative that various 

stakeholders and decision makers have confidence in the vast amounts of data PEPFAR has 

collected over the years.  Moving forward, more stringent and systematic data quality assurance 

procedures should be continued or implemented on an ongoing basis.  DQ assessments must be 

carried out on a rolling basis so that DQ improvement plans can be implemented and tracked 

over time.  In FY14, PEPFAR introduced SIMS, which is about PEFPAR internal accountability 

of the USG’s investment in the global HIV response, facilitating improvement of the quality of 

services and maximizing impact on the epidemic. Through SIMS PEPFAR will ensure that the 

people we serve receive the right service, at the right time, in the right setting. The goal of SIMS 

is to standardize site monitoring by PEPFAR USG staff through assessment and scoring of site 

performance on key program area elements (standards) and quality of care in order to increase 

the impact of PEPFAR programs on the epidemic. SIMS will provide a greater understanding of 

PEPFAR programs at the site level, ensure compliance with standards, and facilitate program 

improvement.  Through a better understanding of both data quality through routine assessments 

and transparency as well as standardized site monitoring of the quality of services,  PEPFAR-

funded programs will receive much-needed feedback on how to improve programming and 

delivery of services through analysis of assessments of data quality and quality of services. 
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3.1.3 Evaluation Planning, Implementation and Reporting  

According to the Evaluation Standards of Practice, PEPFAR defines evaluation as the systematic 

collection and analysis of information about the characteristics, outcomes, and impact of 

programs and projects. OUs and Implementing Partners should be interested in maximizing the 

utility of evaluation results to improve programming and those who want to assume greater 

leadership and responsibility for more widespread evaluation implementation.  

Evaluation includes: 

 IMPACT EVALUATION:  Measures the change in an outcome that is attributable to a 

defined intervention by comparing actual impact to what would have happened in the 

absence of the intervention (the counterfactual scenario). IEs are based on models of 

cause and effect and require a rigorously defined counterfactual to control for factors 

other than the intervention that might account for the observed change. There are a range 

of accepted approaches to applying a counterfactual analysis, though IEs in which 

comparisons are made between beneficiaries that are randomly assigned to either an 

intervention or a control group provide the strongest evidence of a relationship between 

the intervention under study and the outcome measured to demonstrate impact. 

 OUTCOME EVALUATION: “A type of evaluation that determines if and by how 

much, intervention activities or services achieved their intended outcomes.” It focuses on 

“outputs and outcomes (including unintended effects) to judge program effectiveness, but 

may also assess program process to understand how outcomes are produced.”9 It is 

possible to use statistical techniques in some instances when control or comparison 

groups are not available (e.g., for the evaluation of a national program).” 

 PROCESS EVALUATION: “A type of evaluation that focuses on program or 

intervention implementation, including, but not limited to access to services, whether 

services reach the intended population, how services are delivered, client satisfaction and 

perceptions about needs and services, management practices. In addition, a process 

evaluation might provide an understanding of cultural, socio-political, legal, and 

economic context that affect implementation of the program or intervention.” 

 ECONOMIC EVALUATION:  Use of applied analytical techniques to identify, 

measure, value and compare the costs and outcomes of alternative interventions. 

Economic evaluation is a systematic and transparent framework for assessing efficiency 

focusing on the economic costs and outcomes of alternative programs or interventions. 

This framework is based on a comparative analysis of both the costs (resources 

consumed) and outcomes (health, clinical, economic) of programs or interventions. Main 

types of economic evaluation are cost-minimization analysis (CMA), cost-effectiveness 

analysis (CEA), cost-benefit analysis (CBA) and cost-utility analysis (CUA). 

There is an increased emphasis on conducting high quality, independent evaluations, driven by 

the need to answer important questions about the epidemic that routine program data do not 

sufficiently capture. Additional information and support is available in the PEPFAR Evaluation 

Standards of Practice document, which is available on pepfar.gov.  In the next few months, the 

PEPFAR interagency evaluation committee will issue Operational Guidance to provide details 

and instructions that will help USG OUs implement the new standards and report on the results 

due in the FY15 APR. In this current phase of FY15 COP planning, country teams should use 
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results reported during APR14, and additional information from their active and planned country 

evaluation portfolios, to inform their planning to fund evaluations for FY15 COP.  Note that 

information to be collected in the FY15 APR will include the title and adherence to ESOPs for 

completed evaluations, in addition to the title and status of ongoing and planned evaluations.   

USG HQ will use this information to assess compliance with adherence to ESOPs for completed 

evaluations, as well as review complete country evaluation portfolios to develop support 

strategies for country teams to plan for the FY16 COP.   

3.1.4 Data Analytics, Use, and Dissemination  

Prioritization of data analysis, use and dissemination is critical and PEPFAR programs should 

focus within countries on the locations and populations with the highest burden of disease. 

Correct data interpretation and use are critical to planning, assessing, strategizing, and 

determining next steps in public health programs. Population-level data sources can be used at 

the national level to strategize and reprioritize activities, while routine monitoring data can feed 

into sub-national and community-based programs to support strategic planning, program 

improvement, evaluation design, and management of prevention, care, and treatment programs. 

While much effort is expended to collect population-level, community-based, and facility-based 

data, implementers commonly note that the information is not used effectively, if at all, for 

decision making. 

To address these limitations in data dissemination and use, a country’s SI portfolio should 

include a specific data use plan, developed by or in collaboration with the partner country that 

explains how data will be more effectively used to improve programs at the national, sub-

national, and community levels. Interventions intended to facilitate data use need to be 

implemented as part of country SI plans.  

3.1.5 Supporting Material/Evidence behind Priorities: 

Monitoring: 

 

 UNAIDS 12 Components Monitoring and Evaluation System Assessment: 

http://www.unaids.org/sites/default/files/sub_landing/files/1_MERG_Assessment_12_Co

mponents_ME_System.pdf 

 Monitoring and Evaluation Modules: http://data.unaids.org/Topics/M-E/me-modules-

a4_en.pdf (UNAIDS, 2008)  

 Indicator Standards: Operational Guidelines for Selecting Indicators for the HIV 

Response: 

http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/4_3_M

ERG_Indicator_Standards.pdf (UNAIDS, 2010)  

 A National Evaluation Agenda for HIV: 

http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/9_3-

National-Eval-Agenda-MEF.pdf (UNAIDS, 2010) 

 

 

 

http://www.unaids.org/sites/default/files/sub_landing/files/1_MERG_Assessment_12_Components_ME_System.pdf
http://www.unaids.org/sites/default/files/sub_landing/files/1_MERG_Assessment_12_Components_ME_System.pdf
http://data.unaids.org/Topics/M-E/me-modules-a4_en.pdf
http://data.unaids.org/Topics/M-E/me-modules-a4_en.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/4_3_MERG_Indicator_Standards.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/4_3_MERG_Indicator_Standards.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/9_3-National-Eval-Agenda-MEF.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/document/2010/9_3-National-Eval-Agenda-MEF.pdf
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Evaluation: 

 PEPFAR Evaluation Standards of Practice: 

http://www.pepfar.gov/documents/organization/221324.pdf 

 A National Evaluation Agenda for HIV. (UNAIDS, 2010) 

 CDC Evaluation Framework: http://www.cdc.gov/eval/framework/index.htm 

 Department of State Program Evaluation Policy: 

http://www.state.gov/s/d/rm/rls/evaluation/2012/184556.htm  

 PEPFAR 2014 Country Operational Guidance and 2012 supplemental guidance on 

Implementation Science/Impact Evaluation. 

 UNAIDS, 2010, Basic Terminology and Frameworks for Monitoring and Evaluation, 

p. 66. 

 

4 Surveillance and Surveys 

4.1  Technical Priorities  

PEPFAR OUs have increased the number and types of surveillance and survey activities in 

response to the need for a more comprehensive understanding of the geographic distribution of 

the burden of the epidemic and to obtain information to more effectively monitor program 

outcomes and impact. A critical step in the design and implementation of a national HIV 

surveillance program is the development of a country-specific HIV surveillance strategic plan. 

The surveillance strategic plan should outline specific activities to be carried out, always 

considering a feasible implementation schedule for such activities, as well as the available 

human and financial resources. In addition, plans for building in-country capacity to implement 

and sustain surveillance activities and operations should be a priority component of the overall 

strategic plan. Once the surveillance strategic plan has been established, countries should 

routinely evaluate the surveillance activities being implemented. PEPFAR planning should take 

into account the priorities for surveillance and survey implementation, as well as the associated 

efforts to build country capacities in all stages of design and implementation.   

Core surveillance activities for PEPFAR SI planning include the following:   

4.1.1 HIV surveillance among pregnant women: ANC Sentinel Surveys and PMTCT 

program data-based surveillance 

Countries with generalized and mixed HIV epidemics have typically relied on sentinel 

surveillance among pregnant women attending ANC clinics. HIV surveillance among pregnant 

women is used as a proxy measurement for HIV prevalence among the general population and is 

a critical input for UNAIDS modeling efforts.  Internationally accepted guidelines for ANC 

surveillance have been established by WHO, based on unlinked anonymous testing (UAT) -

based ANC sentinel surveillance (UAT-based ANC SS).  To strengthen the ethical standing and 

sustainability of ANC surveillance, the global surveillance community is moving away from 

UAT towards a model ANC sentinel surveillance based on routine program data generated by 

PMTCT HIV testing services. As such, PEPFAR is transition away from supporting UAT-based 

ANC surveillance. OU Agency SI teams should work with their HQ Agency SI counterparts to 

implement non-UAT approaches to ANC surveillance. The revised ANC approach should 

http://www.pepfar.gov/documents/organization/221324.pdf
http://www.cdc.gov/eval/framework/index.htm
http://www.state.gov/s/d/rm/rls/evaluation/2012/184556.htm
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include an assessment (per WHO guidance: 

http://www.who.int/hiv/pub/surveillance/2013package/module3/en/) to identify existing 

weaknesses in routine PMTCT data quality, rapid testing accuracy, and rapid testing quality 

assurance measures that must be addressed to strengthen PMTCT program performance and 

PMTCT-based surveillance data. WHO guidance on conducting ANC surveillance based on 

routine PMTCT program data is forthcoming. Internationally accepted guidelines for ANC 

surveillance have been established by WHO.  There is significant interest in replacing unlinked 

anonymous testing-based ANC sentinel surveillance (UAT-based ANC SS) with routine data 

generated by expanding PMTCT HIV testing services. Guidelines for assessing the utility of 

PMTCT program data for surveillance can be found at:  

http://www.who.int/hiv/pub/surveillance/2013package/module3/en/ 

4.1.2 Behavioral and Biologic Surveillance among key populations  

All countries, whether facing generalized, mixed or concentrated HIV epidemics, harbor key 

populations (e.g., men who have sex with men (MSM), transgender persons, (TG), sex workers 

(SW), and people who inject drugs (PWID), that are at increased risk of HIV infection. All 

PEPFAR countries should therefore conduct periodic bio-behavioral surveillance activities 

among (relevant) key populations and their clients.  The UNAIDS/WHO Working Group on 

Global HIV/AIDS and STI Surveillance has produced guidelines on surveillance among 

populations most at risk for HIV:   

http://www.who.int/hiv/pub/surveillance/most_at_risk/en/ 

The behavioral data collected in these surveys fall into two categories: pre- and post-infection. 

The types of pre-infection risk behavior information collected from these surveys include, but are 

not limited to: sexual behavior patterns, condom use, alcohol use, HIV testing behaviors, 

sexually-transmitted infections, HIV knowledge, and stigma. In addition to pre-infection 

behavioral information, more information is needed among post-infection groups, such as access 

and uptake of care and treatment services and ARV adherence. These data can be used to 

monitor the response to the epidemic and ensure equitable access to care. 

Whenever possible, biomarkers (HIV, other sexually transmitted infections (STIs) depending on 

their prevalence) should be included in these surveys and sampling design should aim at yielding 

representative samples.  

Populations at higher risk for HIV infection are commonly more fluid (i.e., membership in a risk 

group is not necessarily lifelong) than other populations. For this reason, it is important to 

conduct a formative assessment (sometimes called a pre-surveillance process) before 

implementing any behavioral surveillance activity.  

4.1.3 Size estimation of key populations  

Reliable size estimates of key populations are often a crucial data gap. Various methods for size 

estimation exist, some of which can be integrated in bio-behavioral surveys among key 

populations or population-based surveys. Countries should generate population size estimates for 

key populations in order to facilitate advocacy, policy and funding decisions, and program 

http://redirect.state.sbu/?url=http://www.who.int/hiv/pub/surveillance/2013package/module3/en/
http://www.who.int/hiv/pub/surveillance/2013package/module3/en/
http://www.who.int/hiv/pub/surveillance/most_at_risk/en/
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planning.   The UNAIDS/WHO Working Group on Global HIV/AIDS and STI Surveillance has 

produced guidance on conducting size estimations:  

http://www.who.int/hiv/pub/surveillance/estimating_populations_HIV_risk/en/ 

4.1.4 Population-based HIV Impact Assessments  

Conducting population-based, HIV-focused surveys (referred to as HIV Impact Assessments or 

HIAs) in long-term strategy countries is a priority for PEPFAR as a means of monitoring HIV 

prevalence, incidence and program impact. The goal of the HIAs is to provide a better 

understanding of national and sub-national epidemic trends and population-level program 

achievements. HIA surveys will be used to collect data on the uptake of HIV care and treatment 

services, provide real time home-based HIV counseling and testing, and estimate HIV prevalence 

and incidence, CD4+ T cell counts, and viral load. These surveys will also measure progress in 

achieving primary prevention of HIV infection through population-based measurement of 

national HIV programs; evidence-based prevention programs, confidential HIV testing and 

counseling, prevention of mother-to-child transmission, and care and treatment of HIV/AIDS, 

sexually transmitted infections, tuberculosis (TB), and other opportunistic infections. 

HIA surveys will be conducted using stratified, two-stage cluster design. Political or health units 

(region/district) and enumeration areas (EAs) within these units are the first stage. Households 

are the second sampling stage. A list of households will be obtained from the country national 

statistics office.  Surveys will have sufficient sample size to provide precise national adult HIV 

and prevalence incidence estimates, subnational adults HIV prevalence estimates, and measure 

change in national HIV viral suppression over repeated surveys as a measure of 

PEPFAR/national HIV program impact. Countries may include children aged 0–14 years to 

determine national pediatric HIV prevalence. Sample size for each survey will depend on the 

national HIV prevalence, estimated incidence, number of sampling units, and required level of 

precision for indicators by subgroup (age, sex, and region).  

Household and individual questionnaires will be administered. The individual questionnaire will 

include self-reported HIV status, exposure to HIV care and prevention services included medical 

male circumcision and HIV testing and counseling, and behavioral risk factors. Data will be 

collected electronically using electronic tablet devices. Questionnaires may be administered, in 

part or whole, using audio computer-assisted self-interview. A core group of questions will be 

used across all country surveys to obtain indicator data. Existing supplementary questions and 

country developed questions may be added to the questionnaires.      

Key indicators 

HIA surveys will assess key PEPFAR program indicators at a national (sub-national for some 

indicators) level, focusing on HIV known status, care and treatment cascades.  

1. HIV prevalence – The weighted national and sub-national proportion of adults infected 

with HIV 

2. HIV incidence – The weighted national HIV incidence among adults using the LAg-

Avidity EIA. 

3. Immunologic status (CD4+ T cell count) – median, inter-quartile range, proportion of 

HIV-infected individuals below nationally relevant threshold (e.g., 350/ul), by serostatus 

knowledge and by treatment status.   

http://www.who.int/hiv/pub/surveillance/estimating_populations_HIV_risk/en/
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4. HIV status – The percent of HIV infected persons who know their HIV status.  Self-

reported HIV status is measured through survey questions, and actual HIV status is 

confirmed by diagnostic HIV testing at the time of the survey.   

5. Continuum of care: Self-reported uptake of HIV services among HIV-infected persons, 

ranging from reporting having previously tested HIV-positive, linkage to and uptake of 

pre-ART care, and initiation of and retention in anti-retroviral treatment (ART).     

6. Population-level viral load – Summary viral load among people living with HIV 

(PLHIV), proportion of PLHIV with suppressed viral load (e.g., <1,000 copies/ml), 

proportion of PLHIV on ART with suppressed/undetectable viral load.  

7. PMTCT program coverage – Percent of pregnant women who are tested for HIV and the 

percent of HIV-positive pregnant women who receive ARV prophylaxis or ART to 

prevent vertical transmission.  

8. Male circumcision program coverage - Percent of men and boys who underwent medical 

male circumcision.   

Additional information on HIAs and how they may differ from Demographic Health Surveys 

(DHS) is provided in the appendix. 

 

4.1.5 Recent HIV infections—HIV incidence  

Data on new infections is vital for identifying programmatic gaps in geographic areas and 

populations. More so than HIV prevalence, HIV incidence gives the best indication of the state 

and direction of the epidemic.  

To describe current HIV transmission dynamics, HIV incidence or recentness of infection should 

be measured whenever feasible. HIV incidence can be measured through observational cohorts, 

derived through mathematical modeling, approximated by measuring HIV prevalence among 

young adults, or estimated using laboratory assays.  Commercial tests for recent HIV infection 

are available (e.g., the Limited Antigen (LAg)-Avidity EIA), and may be used to test serum or 

plasma specimens.   

4.1.6 HIV case reporting  

HIV case-based surveillance provides valuable data on major risk exposures, 

clinical/immunologic status at time of diagnosis, numbers of HIV cases, and the demographic 

and geographic distribution of cases.  Further, HIV case-based surveillance is fundamentally an 

activity that strengthens health monitoring systems, because it involves the routine recording, 

reporting, management, and analysis of programmatic events and can be used to monitor the 

clinical cascade of services. Countries (particularly those with significant electronic patient 

record systems) are encouraged to consider piloting a case surveillance system in a subset of 

service sites or a particular geographic area.  

In addition to these core surveillance activities, there are other supplemental surveillance 

activities which may be conducted.  

4.1.7 HIV drug resistance (HIVDR)  

PEPFAR countries with scaled up ART programs should consider planning and conducting HIV 

drug resistance (HIVDR) surveillance activities including cross sectional surveys of baseline 
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(among persons initiating treatment) and acquired drug resistance among persons on treatment 

for 1-2 years or greater. 

As ART scale-up to achieve an AIDS-free generation continues, ongoing concerns about the 

potential for increasing levels of HIVDR need to be addressed. Furthermore, in support of 

‘treatment as prevention’ priority, using the WHO framework as a guide, funds need to be 

allocated to support priority HIVDR surveillance activities that contribute to answering whether 

the prevalence of transmitted HIVDR is high enough to potentially impact the efficacy of 

empiric first-line ART and whether the pattern of HIVDR in patients failing first-line ART is 

likely to significantly impact the efficacy of second-line ART.  Given cost and logistic 

challenges, prospective cohort methods are no longer recommended for monitoring for acquired 

HIVDR. To leverage existing resources and reduce costs, PEPFAR programs may consider using 

samples collected during other surveillance activities (e.g., ANC surveillance, incidence testing, 

key population surveys) to generate estimates for HIVDR amongst certain populations or those 

recently infected with HIV.  

4.1.8 Surveillance among pediatric populations  

Pediatric surveillance activities are recommended for countries which seek to assess the burden 

of HIV disease among children, assess HIV infection due to causes other than mother-to–child 

transmission, assess the risk and HIV infection among early to mid-adolescence, and measure 

impact of PMTCT programs.  

The recommended approach for pediatric surveillance is primarily through the use of existing 

clinical and program data to establish a pediatric HIV case reporting system.  Such a system 

would utilize routinely collected data from healthcare facilities and programs, such as early 

infant diagnosis (EID), prevention of mother to child transmission of HIV (PMTCT), and HIV 

care and treatment.  Additional approaches for pediatric surveillance include population-based 

household surveys including children, immunization clinic surveys, mortality surveillance, in-

school youth surveys, and other special surveys. The UNAIDS/WHO Working Group on Global 

HIV/AIDS and STI Surveillance has produced guidelines on this topic:  

http://www.who.int/hiv/pub/surveillance/2013package/module5/en/ 

4.1.9 Mortality data and surveillance  

Cause-specific mortality is difficult to obtain owing to the lack of vital registration systems in 

resource constrained settings. However, the ultimate progress of an HIV treatment program is 

measured by shrinking AIDS mortality. One interim option for obtaining cause-specific mortality 

data and building up vital registration systems is implementing a Sample Vital Registration with 

Verbal Autopsy (SAVVY) system. SAVVY is a nationally-representative system which allows 

for registration of vital events when a true national vital registration system is weak or absent. 

This method provides a baseline for measuring the impact of scaled-up initiatives that aim to 

reduce AIDS-related mortality.  

4.1.10 Surveillance and surveys in military populations  

HIV prevalence and behavioral risk surveillance in military populations is critical for military 

HIV programs and an important component of a comprehensive country-wide assessment and 

http://www.who.int/hiv/pub/surveillance/2013package/module5/en/
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response to HIV. HIV prevalence, incidence and behavioral risk data are used by military policy 

makers and HIV program managers to develop and review HIV/AIDS policies, tailor and 

monitor effective prevention programs, and plan care and treatment services.  Standardized 

military specific Seroprevalence and Behavioral Epidemiology Risk Surveys (SABERS) 

protocols and surveillance tools are available for local adaptation. Prevalence surveys should be 

performed no more than every two years. 

4.1.11 Supporting Material/Evidence behind Priorities: 

These technical considerations are based on an approach originally developed by the WHO and 

UNAIDS for HIV surveillance, termed second generation surveillance (SGS), which promotes 

the tailoring of surveillance systems to the epidemic state of a country (i.e., low-level, 

concentrated, and generalized).  More specifically, SGS primarily aims to: concentrate strategic 

information resources where they would yield information that is useful in reducing the spread of 

HIV and in providing care for those affected; concentrate data collection in populations at higher 

risk of HIV exposure; compare information on HIV prevalence and on the behaviors that spread 

the infection to build up an informative picture of changes in the epidemic over time; and make 

the best use of other sources of information to increase understanding of the HIV epidemic and 

the behaviors that spread it. 

http://www.who.int/hiv/pub/surveillance/2013package/module1/en/ 

Other HIV surveillance guidance documents for each of the technical area priorities described 

above can be accessed at: 

http://www.who.int/hiv/pub/surveillance/en/ 

Surveillance activities to be implemented should take into account basic ethical principles.  

WHO and UNAIDS have published a guide for the ethical issues that need to be considered 

when conducting surveillance activities.  

http://www.who.int/hiv/pub/surveillance/2013package/module2/en/ 

4.2  Other Surveillance and Surveys Considerations 

4.2.1 Laboratory Support 

National laboratory capacity is critical to the successful collection of strategic information. 

Laboratory support refers to specific assessments and trainings related to new lab procedures 

(e.g. incidence assays, drug resistance), development of training materials, and specimen 

collection and testing. The aspects of capacity building which include establishing national 

laboratories, including regulations, are an important part of capacity building; please see the 

Laboratory Infrastructure section of the Technical Considerations for more information.  

4.2.2 Human Subjects Review 

All surveillance and survey protocols and relevant M&E activity protocols must be submitted for 

human subjects review locally as well as to the headquarters of any agency conducting an 

activity and/or providing financial or implementation support to an implementing partner for an 

activity. 

http://www.who.int/hiv/pub/surveillance/2013package/module1/en/
http://www.who.int/hiv/pub/surveillance/en/
http://www.who.int/hiv/pub/surveillance/2013package/module2/en/
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4.2.3 Sampling 

Rigorous sampling designs are necessary to generate representative findings. Recognizing that 

HIV infections are present in all age groups, programs should consider inclusion of older adults 

(50+ years) and/or children aged five to fourteen years as appropriate for the country-specific 

context.  

4.2.4 Data collection  

Countries should consider taking advantage of paperless, electronic data collection through the 

use of smart phones, tablets, or netbooks. Electronic data collection has the potential to improve 

data quality and can save staff time. (Audio-) Computer assisted self-interviews have the 

potential to solicit more candid responses about stigmatizing behaviors than face-to-face 

personal interviews.  

4.2.5 Data Dissemination 

The timely publication of surveillance findings is a vital component for evidence-based planning 

and decision making. It is therefore important that the results of surveillance and survey 

activities be disseminated by the partner government as quickly as possible. The partner 

government and surveillance stakeholders should take responsibility for making sure all 

publications, reports and data are made publicly available as soon as feasible, ideally within six 

months of the conclusion of the activity. Surveillance data stemming from PEPFAR funded 

activities should be managed through shared data ownership, i.e., partner government, USG 

agencies, and implementing partners. Delinked (anonymized) data should be made available to 

any interested third parties for further (in-depth) analysis. Due to national security concerns, 

military surveillance data may be held internally to be used for decision-making and evidenced-

based planning and shared confidentially rather than made public.  

4.2.6 Evaluation of Surveillance Systems  

The evaluation of surveillance systems is encouraged and can help facilitate the strategic 

planning process. It is strongly recommended that basic evaluations of all surveillance systems 

be carried out about every three to five years. The HIV epidemic has proven to be influenced by 

many political, structural and social factors, so the surveillance process needs to adjust as the 

epidemic, control measures, and knowledge about the disease change. Although the primary aim 

of surveillance is to measure trends in specific indicators, surveillance systems risk becoming 

stagnant if they are no longer producing relevant information. Planning for and evaluating 

surveillance systems should therefore be a cyclical process in which data needs and data gaps are 

assessed on an ongoing, regular basis. 

5 Health Information Systems 

5.1 List of Technical Priorities 

The Health Information Systems Technical Working Group (HIS TWG) has developed a six-step 

HIS strategy to ensure that PEPFAR Country Teams work with partner governments to generate 

and analyze the data needed to monitor program performance and epidemiologic trends. The 

strategy also ensures that the findings are efficiently shared with multiple stakeholders while 

simultaneously laying the foundation for a robust citizen-centric health information 
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infrastructure. The strategy also aims to improve efficiency, transparency, and completeness of 

PEPFAR and host government data collection and use, by replacing existing manual tabulations 

of program results from multiple paper-based patient registries, a process which is error-prone, 

labor intensive, and frequently incomplete, with methods that derive program results directly 

from information systems existing within clinical and other facilities or from community 

programs.  

As national governments, with any needed support from the PEPFAR program, work to 

implement and improve information systems sufficient to collect and make available program-

required information, the six recommended steps are: 

1. Collect data needed for PEPFAR reporting from partner government systems, rather than via 

duplicative donor-specific systems. 

2. Automate the collection of M&E data from patient-centric data systems such as electronic 

medical records, where these exist. 

3. Assist Ministry’s purchase and deployment of technology by helping them adopt more 

structured methodology for identifying the people, processes and technologies needed to 

consolidate and articulate an “Enterprise Architecture” which articulates the visions, 

principles and standards to guide system implementation decisions. 

4. Ensure systems implement data exchange standards needed to ensure system interoperability 

and thus efficiently share and re-use health data. 

5. Link implemented systems to develop a Health Information Exchange (HIE) infrastructure. 

6. Work with broader international communities to move towards a shared HIE capability. 

The HIS TWG recommends that Country Teams operationalize this strategy with a two-part 

assessment:  

 In the context of the six-step strategy outlined in these Technical Considerations, 

determine the progress of your country program and discuss actions you propose to take 

to complete all six steps. 

 Identify current barriers to completing the six-step strategy as well as the technical 

assistance you may require to complete all steps. 

The following considerations should also be emphasized when planning for HIS systems in 

country. 

5.1.1 The Evolving Role of HIS in Large-Scale HIV-Focused Health Programs 

When making decisions regarding the introduction or expansion of any component of 

information systems, country teams should do so fully cognizant of the country context. This 

context ranges from the presence, or development if needed, of a comprehensive national HIS 

strategy—into which any new or expanded components must fit—to the nature of applications 

and systems specific to particular service programs (e.g., HIV treatment, blood safety, OVC, 

etc.). Future decisions need to ensure compatibility with the country strategy; avoidance of 
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duplicative, poorly functioning, or costly systems; and, the development of the local expertise to 

manage and use the new information system components. Successful information systems are 

present in most countries, and every effort should be made to build on and work with those 

successes rather than introduce competing solutions. Existing electronic tools now exist for most 

of the key functional domains needed to support PEPFAR programs, including program 

monitoring systems, electronic medical records, laboratory information systems, pharmacy and 

supply chain management, community-based programs, and case-based surveillance – such 

existing tools should be evaluated for fitness of purpose before considering any new software 

development.  

Efforts to strengthen HIS must be well centered within the affected national institutions, 

principally with MOH and social service, as well as with the Ministry of Finance, infrastructure 

and communications technology (ICT), research centers, and schools of higher education. If a 

new system is proposed, a justification addressing the added value within the country context, as 

well as its relationship to and compatibility with existing systems, will be required in the 

Mechanism Overview or Budget Code Narrative in the COP.  

The emergence of the concept of eHealth, broadly defined as the use of information and 

communication technologies (ICT) for health, should be recognized and an appropriate position 

towards eHealth initiatives should be developed (WHO, 2007). The National eHealth Strategy 

Toolkit (WHO and ITU, 2012) is a suggested starting point for articulating a coherent eHealth 

strategy. Although electronic health information systems have been very useful at creating 

efficiencies and enhancing security and confidentiality of data, in many contexts there is still 

need for paper-based systems. In certain cases, having an electronic-based system is more costly 

and more advanced than what is needed for low-resource settings and community-based work. 

When weighing the pros and cons of electronic vs. paper-based systems, and even mixed-method 

systems, it is important to consider how best to improve processes and ensure quality data. 

The goal of interoperability is built on internationally recognized standards. Countries are at 

different stages of health information systems development with many countries having entirely 

paper-based systems while others use a combination of electronic and paper-based systems. 

Countries need to be supported with strategies to harmonize paper-based and electronic 

information systems and implement standards that support interoperability. 

5.1.2 Strengthen National Health Information Systems Framework 

A key aspect of achieving efficiencies and economies of scale in HIS is to focus on 

designing/developing interoperable systems. To achieve interoperability, it is important for SI 

teams to follow international standards and guidelines produced by WHO, UNAIDS, 

International Standards Organization (ISO), International Telecommunications Union (ITU), and 

UNICEF, among others, to support and assist partner governments in pursuing interoperability as 

a strategic goal in adopting or developing any system.  

The actual activities towards developing systems and solutions should include, at a minimum, 

the following: 

 Documenting use cases (i.e., collecting information needs and systems functionality to 

support beneficiaries of respective system (s); 
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 Gathering of functional information system requirements; 

 Maintaining an inventory of existing systems, which are evaluated on an ongoing basis, 

from which implementing partners may select;  

 Selection, design, and/or coverage level of appropriate software and technologies 

(ensuring not to duplicate extant or concurrent efforts). Documentation should always 

include: 

o Name of system (and acronym as appropriate); 

o Proposed initial and recurring costs per FY Status (proposed, in development, in pilot 

testing, deployed locally, being scaled, etc.); 

o Relevance to a HIS strategic plan (written or planned); 

o Extent to which it adheres to a national standard, if one exists, and/or it matches a 

commonly accepted international standard (data content standards, technology 

standards, such as protocols for exchanging data between systems, ICT standards); 

o Current and projected number of sites; 

o Whether the system contains individual-level data; and 

o Prime partners. 

 Monitoring the development of systems and the implementation of strategic plans; and, 

 Evaluating the implementation and performance of the system (s), including adequate 

personnel at level to direct and manage the systems (s) 

 

5.1.3 Strengthen National Policies and Promote Use of Information Standards 

As national health systems seek to better establish and track patient data, the need to 

simultaneously protect patient privacy and confidentiality has resulted in legislation and policy 

development to establish proper protections. Unique patient identifiers are typically a key 

element of these protections. In many countries, the development of a national health 

identification number is seen as a crucial aspect of the development of the health system, and 

essential to the provision of high quality care. PEPFAR county teams are strongly encouraged to 

help facilitate the development of governance and information standards towards improved 

patient identification. 

It is important to describe in writing the in-country HIV-related HIS. For PEPFAR country 

teams, it will also be important to document the relationship of PEPFAR-funded HIS to Ministry 

of Health (MOH) routine health information systems (with the goal of integrating HIV facility-

based systems into broader regional or national health information systems), since strong 

national leadership improves HIS sustainability and country ownership. Having strong national 

health information systems policies for both paper and electronic-based systems and trained 

personnel greatly facilitates effective communications with stakeholders and fosters broader 

health systems strengthening. As part of developing this leadership, a certification process may 

be established to increase oversight and quality control for any system that may be in use by an 

implementing partner. Implementing partners who are using systems that are unlikely to pass 

such certification requirements, once the certification process has been developed, should be 

strongly encouraged to respond proactively and migrate to more suitable solutions.  
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5.1.4 Increase Collaborative Activities Locally, Regionally, and Globally 

As a supporting element of PEPFAR goals and processes, HIS activities offer many 

opportunities for collaboration that can improve cost efficiencies and dissemination of best 

practices. Opportunities can exist between implementing partners, with international 

organizations that provide HIS expertise, and with government and private sector partners. Such 

collaborations can include: 

 Expansion of telecommunication infrastructure that benefits the health sector may require 

working across Ministries of Health, Finance, Information/Telecommunications, the UN 

International Telecommunications Union (ITU), and the private sector; 

 Adopting a specific health information system solution offers opportunities to engage 

both local and regional private sector partners. Emerging businesses that support a 

growing health information technology (semi-) commercial sector may be suitable 

partners to control total cost of ownership of software solutions, while facilitating 

sustainable systems; 

 Multilateral organizations, including WHO, bring rich experience across low and middle 

income countries (LMIC) initiatives including HIS, not only within PEPFAR; and 

 In-country or regional academic partners who have educational programs that bring 

relevant expertise to HIS activities should be engaged in efforts that focus on innovation 

and sustainability of health information systems.  

 

5.1.5 Data Management 

Enabling the national collection, aggregation and transmission of core indicator data from 

service delivery, district, and national levels, to inform clinic and program management 

decisions at all levels, including USG and other donors, is an important goal of HIS. Key 

elements of data management needs are: 1) tools for data quality assessment and improvement; 

2) tools and standard formats for data exchange; and, 3) tool support and mechanisms to 

implement data de-identification needed for a range of data use settings. 

5.1.6 Assessing the Need for Technical Assistance in HIS Development 

Understanding how to align country-specific PEPFAR needs in health information systems with 

national initiatives should be the first objective of the country SI team. If it is unclear how to 

articulate HIS needs within the dual country strategies as indicated above, the country team is 

strongly encouraged to request technical assistance to help refine a suitable vision for HIS 

activities that is both supportive of PEPFAR objectives and aligned to country context. 

5.1.7  Supporting Material/Evidence behind Priorities: 

These technical priorities are supported by the following reference: 

 Technical Priorities, Health Information Systems, from COP Guidance 2014:  

http://www.pepfar.gov/documents/organization/217765.pdf 

 

 

http://www.pepfar.gov/documents/organization/217765.pdf
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6 Geographic Mapping, Spatial Data and Geospatial Tools 

 

National plans for increasing the efficiency and coverage of programs should be developed in a 

geographic context, with resources aligned to the location of people who need them. Including 

standardized geographic markers to other data enables map visualizations and spatial analysis is 

a prerequisite for understanding whether we are providing the right services in the right places 

(MEASURE Evaluation, 2011). Among the many programmatic questions geography can help 

answer: 

 What is the geographic distribution of HIV prevalence, incidence, and numbers of 

infected people in relation to HIV/AIDS service delivery points? 

 Where are high-, low-, and no-yield HIV testing sites and is there a spatial structure to 

their distribution? Are there spatial outliers among these clusters? 

 Do PEPFAR-supported services duplicate or complement services supported by other 

funders or the private or public sectors in the same local area? 

 Is there a geographic pattern to stock-outs? 

 How many people live within the catchment areas of facilities that offer a service? 

 Where is PEPFAR supporting services in relation to other priority health programs? 

 Where will the expansion of a service likely increase coverage or equity? 

 

To leverage geographic analysis to improve programs it is necessary to integrate spatial data 

collection, management, and use into M&E, surveillance and surveys, and health information 

systems strategic plans.  

 6.1 Geography of facility-based services 

iPSL and DATIM capture the latitude and longitude of PEPFAR-supported clinical sites. 

Excellent technical detail on how to assign geographic coordinates to clinical sites is available in 

Annex 2 of WHO’s Creating a Master Health Facility List, “Determination of geographic 

coordinates”. This guidance describes various methods for obtaining geographic coordinates for 

health facilities, such as Global Positioning System or satellite imagery, as well as the process 

for the maintenance of these data overtime
 
(WHO, 2012). As possible, latitude and longitude in 

DATIM should be in harmony with the location data maintained in national Master Facility Lists 

(MFL), which are standardized, authoritative ways of uniquely identifying health facilities across 

OUs and not just PEPFAR supported clinical sites.  

6.2 Geography of community-based services 

The geography of community-based services can vary substantially. Some services may occur in 

a precise location such as a school or a bar while others, such as a behavior change 

communication activity, may have a more diffuse geography. For the purposes of DATIM, 

community-based services are defined by a specified level of a country’s administrative 

hierarchy. If, for other purposes, countries need to define community-based services with more 

precision, the latitude and longitude of a populated place may be used. Partner government 

institutions such as a Central Statistical Agency or National Mapping Agency likely have a 

responsibility to manage standardized spatial data sets on populated place locations that include 

latitude, longitude, and standardized place spellings. Countries should seek out and, to the 

greatest extent possible, align community-level spatial data to these authoritative national spatial 

data systems. 
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6.3 Geography of prevalence and burden 

Programs should strategically align service provision location with the best geographically 

defined estimate of need at the most granular level possible. Population-based surveys may 

provide province-level estimates of HIV prevalence, but prevalence alone in not sufficient for 

geographic targeting of services to increase population coverage. Key inputs to subnational 

analysis for many countries can be found at http://spatialdata.dhsprogram.com/home/. Programs 

should support partner government estimation of burden as well as prevalence at subnational 

levels through modeling approaches such as Spectrum/Estimation and Projection Package (EPP).  

6.4 Sensitive Spatial Data 

Spatial data can uniquely identify individuals, especially when multiple sources of spatial data 

are linked. Without proper safeguards, location can inappropriately reveal the identity of 

individuals and potentially put groups of people at risk. In the wrong hands, a map can lead to 

the deductive disclosure of an individual’s identity or be used to find locations where vulnerable 

populations congregate, potentially subjecting them to harassment and abuse.. Map makers 

should utilize methods such as masking, displacement, and spatial aggregation where substantial 

risk of individual identification or harm to a group (e.g. key populations) is present. The degree 

of displacement and masking can vary with consideration of the underlying population 

distribution. Military sites are also considered sensitive and should not appear on maps.  

6.5  Geospatial Tools 

A variety of commercial and free and open-source tools to support geographic mapping are 

available and may be used by partner governments. Elementary spatial analysis can be conducted 

in spreadsheets or using digital globes. More advanced spatial analysis, management of spatial 

data, and displays of spatial data can be accomplished using a Geographic Information System 

(GIS). Technical assistance on geospatial tools and the acquisition, management, and use of 

spatial data is available from OGAC. 

7 Tracking to CEEs 

CEE Number Standard 
Domain 24: Site Management- Monitoring and Reporting  

24.3 Data Quality 

Assurance 

Each site should conduct and document routine data quality 

assurance procedures, using a standardized protocol. 

24.4 Results Reporting   Each site should prepare and submit complete and accurate results 

to the next highest level of the program on a timely basis, using 

standard definitions and format. 

24.5 Data Collection/ 

Review  

Each district/province/region should routinely collect HIV indicator 

data from all sites per national guidelines, review the data for 

quality with feedback to sites as needed, report to the next level in a 

timely way the required indicators, per standardized national tools 

(paper or electronic), and on the required schedule (monthly, 

quarterly, annually).    

24.6 Data Use Sub-national and other relevant organizations managing resources 

for the HIV response have access to and use comprehensive, 

relevant, up-to-date epidemiological, indicator and costing data to 

inform decisions about resource allocation. There are routine 

http://spatialdata.dhsprogram.com/home/
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procedures for reviewing these data as part of decision-making 

processes (e.g., annual budgeting exercises). Organizations make 

these data available to local stakeholders and use them to explain 

their decisions.   

24.7 Management and 

Planning  

Entity overseeing multiple service delivery sites at the sub-national 

level: has a comprehensive, costed, annual operational plan (written 

document outlining vision, priorities and actions for delivering 

services within catchment area); the operational plan is  developed 

collaboratively with the key CSOs, FBOs and government facilities 

who are providing a significant quantity of services, financing, 

supplies and technical assistance;  and the operational plan used 

routinely to review and evaluate progress towards completing the 

activities and outcomes. 
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SUSTAINABILITY TECHNICAL CONSIDERATIONS 

 

 

1 Background  

 

PEPFAR is in a new phase of its evolution from an emergency response to sustainable impact for 

an AIDS-free Generation.  In this third phase of PEPFAR (2013-2018), the focus is on: (1) 

sustainability and shared responsibility for countries’ HIV/AIDS response; (2) Quality, 

oversight, transparency, and accountability for impact of PEPFAR investments; and (3) 

Accelerating core interventions for epidemic control.  The primary goal is to achieve HIV 

epidemic control with sustainable results, referred to as sustained epidemic control.   

For this agenda to be successful, countries will have affordable, quality, locally owned 

(managed, implemented and funded) HIV/AIDS services and programs.  To achieve this, the 

national HIV/AIDS response will require an enabling environment, increased accountability and 

transparency, increased domestic financing and strategic investments, institutionalized data 

availability, and local implementation of quality services and programs delivered through 

national and sub-national  domestic government, civil society, and the private sector.  To track 

progress in sustainability of the response will require that each country has reliable annual or bi-

annual national and sub-national HIV/AIDS expenditure data by program area and by funding 

source for key expenditure categories.  For many countries, this will be a challenge and it will be 

important that PEPFAR country teams work closely with the government and key donors to 

ensure the availability of expenditure data. 

 

For the FY 2015 COP, headquarters recommend that teams follow the guidance to complete the 

Sustainability Index and Dashboard (SID) and use its findings to inform specific 

sustainability interventions, as per country need and priority, which have been determined to be 

core to sustaining the joint progress made on controlling the local epidemic.  In addition, teams 

Technical Priorities:  

The Sustainability Technical Considerations provides guidance for PEPFAR Programs to 

apply the results of the Sustainability Index and Dashboard (SID) to identify and address 

sustainability related gaps and weaknesses in the national HIV/AIDS response. The 

following are sustainability technical priorities during COP15: 

 

1. Assess current status of sustainability in the national HIV/AIDS response through the 

Sustainability Index and Dashboard (SID) using a multi-stakeholder process. 

2. Identify critical gaps, bottlenecks and structural or cultural barriers at the program level 

that may impede the sustainability of epidemic control. 

3.  Apply the findings of the SID and analysis of gaps as important sources of data to 

PEPFAR Investment discussions and decision-making for COP 15. 

4.  Support transformational dialogue at the highest level through utilization of SID as a 

critical communication tool for Chiefs of Mission (COMS).   

5. Address sustainability gaps and weaknesses to achieve PEPFAR 3.0 Sustainability 

Action Agenda aims. 
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are asked to identify program-specific sustainability gaps, bottlenecks, and barriers. PEPFAR 

and partner countries must assess today what is needed three, five and ten years from now to end 

the epidemic and support those on treatment, and where those resources will come from? What 

progress is the partner government able to make in expanding and committing domestic 

resources for HIV/AIDS in country, and how can PEPFAR support those critical contributions? 

What local systems and capacities need to be in place to ensure delivery of prevention, care and 

treatment services and community outreach?  How is the government ensuring that 

epidemiological, financial and performance data are not only available, but are being used to 

inform strategic resource commitment decisions, and ensure that governments are doing the 

right thing, in the right place, at the right time?  Are human resources available and deployed 

to where the greatest need is, and are there government systems that monitor deployment and 

retention?  

How will PEPFAR apply a sustainability lens to its interventions?   

 

PEPFAR has created new tools to address and measure progress in sustainability.  Teams are 

encouraged to use the output of this measurement tool to inform investment choices. Two 

guidance documents are available to teams. The Sustainability Index and Dashboard (SID) and 

how it is to be used to determine investments in program support activities is described in detail 

in the COP 15 Guidance.  A separate document, Sustainability Index and Dashboard Guidance 

provides in greater detail how the tool should be administered and analyzed to quantify and 

“score” the sustainability of the national HIV and AIDS response. The aim is to track progress 

over time prior to each COP planning season to help PEPFAR operating units make 

programmatic investment decisions in response to the findings of the Index.  

 

To complement the SID, the COP 15 Guidance, in section 3.1.1., provides a set of questions that 

will help in-country PEPFAR program-specific specialists identify strategic information, 

economic, quality, policy, and structural gaps, bottlenecks and barriers to achieving a sustained 

epidemic response. 

 

The SID serves multiple important functions:  

 

1. As a critical communication tool for Chiefs of Mission (COMS) to support 

transformational dialogue at the highest level in country on important progress along the 

continuum of sustainability that needs to occur, as well as identify and celebrate progress 

made in certain sustainability domain areas.   

 

2. An important source of data within PEPFAR’s country investment planning 

discussions and consultations prior to, and during the COP development process and 

review. Once completed, the tool should be used to identify early on what are priority 

areas of concern that PEPFAR should invest in within its comparative advantage as a 

means to influence progress within a particular domain or sub-element of sustainability. 

Conversely, the index may indicate that investments are no longer needed in a particular 

domain or sub-element and can be moved elsewhere if the country has made strong 

achievements.   
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3. Along with an analysis of program-specific gaps, a means to better understand and 

develop approaches that contribute to sustainability within and across program areas.  

For example, in joint PMTCT investments, does PEPFAR support activities that directly 

build local capacity to sustain quality of services over time?  Are PEPFAR investments in 

pediatric treatment accelerating scale-up of services through domestic service delivery 

platforms and workforce?  Does PEPFAR ensure that government is aware of costs going 

forward and is developing a plan to secure resources either domestically with public or 

private funding or through other means (e.g., innovative health financing schemes, 

insurance, loans, grants, alternate donor assistance) when PEPFAR support declines? 

 

1.1 Measuring Sustainability: The Domains and Elements 

 

The Index measures 15 elements required for a sustained epidemic control under the five 

sustainability domains as depicted in Figure 1. The five domains and their elements provide a set 

of prerequisites for a sustained epidemic control.  All elements are inter-dependent and must be 

maintained.  Details on the Index and its domains and elements can be found the COP 15 

Guidance in the Assessing Sustainability section and the Sustainability Index and Dashboard 

Guidance.  

1.2 Application of Sustainability Technical Considerations  

 

The following are a series of “technical considerations” and/or “materials” to be applied when 

making COP 15 investment decisions, choices for success. Teams must consider whether there is 

a comparative advantage for PEPFAR investments in the “weak elements” revealed in the 

Sustainability Dashboard (red, yellow, and light green on the dashboard) to yield sustained 

impact.  The Technical Considerations demonstrate how appropriate, and evidence-based 

activities, can be selected for progressing towards sustained epidemic control and provide 

further considerations for classifying sustainability-related activities as core or near core.  

It should be noted that every country is unique and will be in very different places in each 

domain and element. The Technical Considerations provides illustrative program support and 

program-specific activities appropriate to specific levels of sustainability in each domain and 

element. 

1.3 Universal Sustainability Approaches 

Some approaches that contribute to increased sustainability are universal across countries 

regardless of the country’s context and level of sustainability.  Such approaches will be part of 

program support or program-specific activities and applied to domains in which PEPFAR 

invests.  

Universal sustainability approaches by domain include: 

 Institutionalize Data Availability: Capacity building of local institutions, systems and 

workforce to make quality epidemiological, financial, and performance data available on 

a routine basis, such as establishing strategic information systems, data planning, 

budgeting, management, collection, cleaning, analysis, report writing and dissemination. 
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Implementing partners making deliberate efforts to mentor local counterparts while data 

collection efforts are being designed, implemented, analyzed and disseminated. 

 Domestic Program and Service Delivery:  Support for data-driven advocacy to change 

policies or discriminatory practices that act as barriers for PLHIV or key populations 

accessing quality services; Strengthening HRH information systems and their use, 

updating HIV/AIDS pre-service education curricula, training and mentoring clinical and 

community staff on recently updated policies and procedures; Strengthening the supply 

chain to ensure the right amount and types of drugs purchased at the right price reaching 

the right place at the right time; institutionalizing quality management practices in all 

programs and service sites.     

 Domestic Health Financing and Strategic Investments: Costing studies/analyses; Annual 

tracking of national HIV/AIDS expenditures by program area and source of funding, 

using expenditure data to estimate unit costs and costs for specific services or 

interventions; Using data on prevalence, patient load, yield and disease burden to assist 

the government to improve allocative and technical efficiencies.  

 Accountability and Transparency: Supporting government efforts to make available to the 

public national HIV/AIDS data, plans, results, and spending; Supporting civil society to 

provide independent monitoring of the national program and to advocate for greater 

accountability for results. 

 Enabling Environment:  Supporting national laws and policies to ensure access without 

discrimination to affordable, high quality HIV/AIDS evidence-based prevention, care and 

treatment services and programs, drugs and commodities. Enhancing leadership capacity 

of the government, civil society and private sector to ends AIDS and attain sustained 

epidemic control. 

New to COP 15, all PEPFAR programs will need to provide financial and or technical 

support for annual national and sub-national expenditure tracking by source of financing 

for the HIV/AIDS response.  It is critical that reliable, routine expenditure data be available not 

only for PEPFAR but for the national response so that the financing of the epidemic is well 

understood as countries scale up to end AIDS. 

1.4 Contextual Programming for Sustainability 

Country teams must take the SID findings and conduct the following actions: 1) prioritize those 

elements of sustainability found to be weak that are critical to PEPFAR’s goals of an AIDS Free 

Generation; 2) identify potential activities (program support or program specific) in response to 

the findings of the Index that can help build sustainability; 3) determine which activities are core 

or near care vs non-core; 4) program for core and near core activities in the COP. A sample 

continuum of dialogue and action is described below. 

1. Prioritize those elements of sustainability found to be weak that are critical to PEPFAR’s 

goals of an AIDS Free Generation: 

 

Element overall scores will be revealed on the Dashboard. Those found unsustainable (red, 

yellow, and light green) will need to be prioritized as PEPFAR alone should not invest in all 

weak elements. As described in the Sustainability Index and Dashboard Guidance, the process 

for prioritizing elements and sharing responsibility for investing in weak elements should be 

done jointly with partner government and other key stakeholders.  
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2. Identify potential activities (program support or program-specific) in response to the Index 

score that can help build sustainability: 

 

Based on the findings of the Index, activities and interventions that are more contextual in nature 

will need to be considered. This includes program support and program-specific activities. 

Funding for activities designed to move countries along the sustainability continuum can and 

likely will come from both program-specific and program support budget codes.  Despite the 

linear depiction in the Dashboard, programming needs to be responsive to the complex systems 

in which they operate and the modulations that are likely to occur over time.  

 

To assist teams in selecting appropriate activities, two diagrams have been adapted from 

USAID’s Global Health work on local systems that visually depict: 1) how a country’s 

HIV/AIDS response moves along a continuum across the five domains towards greater 

sustainability (“Continuum of an Advancing Sustainable National HIV and AIDS Response”); 

and 2) illustrative sustainability activities that correspond to the four levels of sustainability for 

each of the five domains (“Continuum of Illustrative PEPFAR Activities for Advancing the 

Sustainability of the HIV and AIDS Response”). 

 



 

 

285 

 

 

The diagram above can help PEPFAR teams take the findings of the Index and dashboard and 

visually map where they are in the continuum of sustainability.  This will help determine whether 

activities need to be program support or program-specific.   

Program support areas include those program components that go beyond any single technical 

area or intervention, such as health systems strengthening (HRH, health financing, and quality 

management), lab and strategic information.  

When considering sustainability in specific program areas, program-specific gaps, bottlenecks 

and barriers can be identified using the gap analysis questions found in Section 3.1.1. of the COP 

15 guidance related to policy, resource, data, quality, and structural gaps. The findings of such a 

gap analysis for each priority program area can be used for SDS Section 4.0 that guide the SDS 

narrative on program-specific activities, in particular question #7 on sustainability.  All program 

areas should be working to increase the sustainability of local systems, services and programs, 

workforce, and institutions that are essential for sustained epidemic control.  For example, 

program-specific gap analyses may find that while adult ART is nearing sustainability, pediatric 

ART is unsustainable in terms of financing, access to services, and policy.  As a result of these 

gap findings, the PEPFAR team would decide to invest in activities that address sustainability 
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elements such as domestic health financing, policy and service delivery access and demand for 

pediatric ART.  

The Diagram on the next page includes illustrative activities which country teams may want to 

consider as they program interventions that will enhance sustainability. The type of activity 

depends on where on the country is assessed to be on sustainability continuum based on the 

findings of the SID. Also, by going back to the Index questions for the element that PEPFAR is 

planning to invest for COP 15 and by looking at the responses, the PEPFAR Team can decide on 

what specific activities are needed to address specific problem areas. For example, if the 

PEPFAR Team agrees that they are uniquely qualified to invest in strengthening the domain of 

“Accountability and Transparency”, and more specifically the element of “Oversight and 

Stewardship”, then by going back to the Index responses, the team can see which specific 

component of this element should be strengthened and plan activities accordingly. For instance, 

if the score for the question on “Availability of Information on Resources Received by Service 

Delivery Units” is red or yellow, an activity would be included to improve government’s 

standard operating procedures to make information on resources received available. If on the 

other hand, if it was found that “Government Channels and Opportunities for Civil Society 

Engagement” are weak, then PEPFAR would support activities that would work with the 

government to develop and implement a strategy to increase engagement of diverse civil society 

organizations.  

3). Determine which activities are core or near care vs non-core 

The specific activity proposed will depend on the findings of the SID. Another important way for 

PEPFAR teams to determine appropriate activities to fund is by going back to the Index 

questions for the element that PEPFAR has decided to invest in for COP 15 and  review the 

indicators/questions and country responses. Activities should address the specific problem 

identified.  

For example, if the PEPFAR Team has agreed to focus on the domain of Accountability and 

Transparency, and more specifically fund activities that address the element of Oversight and 

Stewardship, then by going back to the Index responses, the team can decide what specific area 

should be strengthened and plan activities accordingly. 

PEPFAR has undergone a realignment process to ensure dollars are maximally utilized for core 

interventions, executed in the right places, and at the right time. This practice of funding only 

“core”, and “near core” activities can also be applied as interventions for sustainability are 

considered. 

When analyzing the results of the SID, there will be several potential actions that the country and 

PEPFAR should take to address critical gaps that undermine the goal of sustainability. A few 

good practices are offered below in selecting activities to be funded and implemented by 

PEPFAR partners, or funded and implemented by non-PEPFAR partners. 

 Applying the “Core” definition to Sustainability Activities: For some of the elements that 

are found to be weak, the stakeholder group and further technical and diplomatic 

discussions may conclude that PEPFAR is uniquely qualified to make those investments 
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and implement activities to address those specific element weaknesses. Such activities 

would be considered core. 

 

 Applying the “Near Core” definition to Sustainability Activities: On the other hand, there 

may be weak elements where PEPFAR is best placed to invest that require activities 

which directly support PEPFAR/national HIV/AIDS goals and cannot yet be done well 

by other partners or host country government. Such activities would be considered near 

core. Under these circumstances, the activities with low cost and potential for high 

impact should be prioritized for funding and/or staff time allocated. 
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 Applying the “Non- Core” definition to Sustainability Activities: An element is identified 

as strong in the Index (dark green) and other PEPFAR data streams confirm this.  In such 

cases, the PEPFAR team should reconsider PEPFAR support.   These activities should be 

transitioned out in COP 14 and no longer supported in COP 15. PEPFAR would define 

such activities as non-core. 

For example, the SID may indicate that two related elements, “Financing data availability” and 

“Technical Efficiency”, are very weak at a point of time in the country when additional funds are 

needed to rapidly scale up key population activities. Yet, there are no national financial or 

costing data available to analyze unit costs, nor have there been any efficiency analyses or 

studies of existing services to identify potential cost savings.  As a result, the PEPFAR team may 

decide that two activities are critical and include them as near core activities: (1) Assisting the 

government to develop and implement a system to track and analyze national HIV/AIDS 

expenditures; and (2). Conducting technical efficiency studies of current HIV/AIDS activities to 

identify potential cost-saving changes in programs and services.  

An example of a core activity would be the strengthening of domestic resource mobilization to 

generate revenue and increase domestic commitments to HIV/AIDS in a country with a growing 

GDP. Without these activities, there would be insufficient resources to scale-up and sustain ART 

and PMTCT coverage. Core and near core activities would be highlighted in the SDS.  

However, if there are activities being supported for elements found to be strong (dark green) and 

data triangulation confirms this or other donors are already supporting similar activities, then, 

these activities may be considered non-core and would not be included in the SDS.   

4) Program for core and near core activities in the COP  

The team would then consider current interventions and look at the corresponding or subsequent 

box on the “Continuum of Illustrative PEPFAR Activities for Advancing the Sustainability of the 

HIV and AIDS Response” for examples of interventions that fit the current sustainability status of 

that domain and choose those that are appropriate. The team would determine what approaches 

(both interventions that require implementing partners and others that require staff time) are 

currently being implemented, and  determine if these activities are still appropriate, and if not 

propose new/revised interventions and activities that better fit the current status of sustainability 

for that domain. This may mean that implementing partners will need to change the way they are 

implementing their activities to be aligned with the current stage and PEPFAR goals for 

increasing sustainability.  During this entire process the team is ensuring that the activities 

selected are core or near core as described above.  

Several examples of sustainability best practices are included below for PEPFAR Teams to draw 

on in their activity programming deliberations. 

Once the activities are selected, the Operating Unit will include program-specific sustainability-

related activities in the narratives for SDS section 4.0 based on gap analysis questions found in 

COP Guidance sub-section 3.1.1.  Based on the SID findings and recommendations, OUs will 

enter the sustainability-related activities into the Program Support SDS log frames found in 

section 6.0. of the SDS Template Guidance. 
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2 Other Considerations: Country Category and Sustainability Planning 

No two countries will be alike in planning for sustainability.  Furthermore, there will also be 

different considerations for Long-term Strategy (LTS), Targeted Assistance, and Technical 

Collaboration countries: 

• For LTS countries, the emphasis is likely to be on scaling up coverage of high impact 

interventions and consolidating efforts in high yield, high burden geographic 

locations.  Sustainability efforts will likely need to focus on both program support and 

program-specific areas that will support sustainable scale-up and direct results and 

financing the epidemic. 

• For Targeted Assistance and Technical Collaboration countries, especially where 

PEPFAR funds very limited direct service delivery or does not fund direct services, 

the SID becomes a critical data stream to tell the country’s PEPFAR story. In such 

contexts, PEPFAR typically supports national or sub-national above site work. Often 

national level activities are for strengthening critical health systems, supporting the 

development or implementation of health financing schemes and innovations, 

demonstrating best practices, and assisting the country in ensuring their response is 

strategic, data-driven, and state-of-the-art. Thus, the elements in the SID provide a 

baseline and measure progress of PEPFAR efforts over time.  

• For co-financing countries, alongside other sustainability activities, PEPFAR will 

support expenditure tracking, domestic resource mobilization to increase domestic 

revenues and commitment of resources to HIV/AIDS, and improvements in allocative 

and technical efficiency.   

3  EXAMPLES OF PEPFAR BEST PRACTICES IN SUSTAINABILITY 

We are developing a list of best or promising practices in sustainability across PEPFAR. Below 

you will find a few examples in the various domain areas. If you have other examples to share, 

please contact the Sustainability Team at OGAC. 

 

Best Practices in Domestic Program and Service Delivery  

 

1. HRH Transition: In 2013, the USG team in Namibia successfully managed one of the 

first formal transitions of PEPFAR supported health workers salaries to host country 

government support. The process started in 2012, when the Namibian Ministry of Health 

and Social Services (MOHSS) developed a long-term strategy to identify and mobilize 

domestic resources to absorb costs historically born by external donors. Subsequently, 

USG Namibia collaborated with multiple local stakeholders from the MOHSS, Ministry 

of Finance, civil society and the private sector to first inventory the name, placement, and 

compensation of health workers supported by PEPFAR, and second to plan, implement, 

and monitor the full transition to host country government employment.  Careful 

monitoring of service quality after transition showed that attrition among newly 

transitioned staff was occurring, which diminished ART quality.  Corrective measures 

were taken and improvements made to the transition of other PEPFAR supported staff. 

To date, 49 medical officers, 79 nurses, and 120 pharmacy staff have been transitioned, 

along with other key cadres, comprising a $13 million commitment by the Government of 
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Namibia.  Similar PEPFAR-supported transition efforts are underway in South Africa, 

Uganda, Kenya, and Vietnam.   

 

2. Track 1.0 ART Transition: In order to rapidly scale up HIV care and treatment services, 

in 2004 the Track 1.0 Antiretroviral Therapy (ART) Program, administered by CDC and 

HRSA, funded four U.S.-based implementing partners to work at the forefront of 

PEPFAR efforts to rapidly scale-up treatment in collaboration with Ministries of Health 

in 13 countries.  Consistent with its commitment to a sustainable, country-led response, 

PEPFAR undertook a complex process to transition these ART services to Ministries of 

Health and local partners that required developing the technical and institutional capacity 

of these organizations to manage the programmatic and financial aspects of USG-funded 

programs.  CDC and HRSA worked with Ministries of Health and U.S. partners to 

monitor ART program performance and the quality of services during and after the 

transition.  As this transition continues, the role of U.S.-based partners in direct program 

implementation continues to decline in accordance with the PEPFAR global strategy. 

Specific examples of Track 1.0 transition activities include: 

 

‒ CDC expanded its cooperative agreement with the Ministry of Health in 

Rwanda to assume direct responsibility for initial treatment patient cohorts in 

USG-supported districts and ART sites with a full transition accomplished in 

February 2012. 

‒ In Mozambique & Zambia, CDC has expanded its direct support to provincial 

health authorities during 2010-2011 to assume ART program support 

responsibilities with continuing technical assistance provided by U.S.-based 

partners. 

‒ In South Africa, the HRSA/AIDS Relief portion of the Track 1.0 ART 

Program was fully transitioned to the South African Catholic Bishops’ 

Conference 2009.  It now receives, as the prime partner of CDC South Africa, 

direct funding for the provision of ART to more than 20,000 HIV-positive 

patients at faith-based facilities. 

 

3. HRIS: In 2012, at the request of the South Africa National Department of Health 

(NDoH), , HRSA and its Implementing Partner, the International Training and Education 

Center for Health (ITECH), developed a web-based application called Skills System 

Monitoring and Reporting Tool (SkillSMART) used to gather information on pre-service 

training institutions;  the graduation of new health care workers; health care worker 

cadres and competencies; in-service training courses; and health care worker deployment 

by geographic region and facility.  SkillSMART is now the NDoH’s database for 

monitoring and reporting on health care workers skills in South Africa.  This database 

contains reports on the skills of approximately 20,000 clinicians. 

 

4. OVC Programs:  In South Africa, USAID shifted its PEPFAR support from international 

implementing partners for OVC programming to direct partnering with local civil society 

organizations and government. About half of all USAID funding went directly to local 

partners, mostly NGOs, many of which receive significant amounts of money. It has been 

a deliberate strategy for USAID/South Africa to build local capacity and provide funding 
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to local organizations that know the setting and have deep connections with the 

communities they are supporting. This was possible only after years of a concerted effort 

at building local institutional capacity. More recently, however, the emphasis has change 

to providing support to the Department of Social Development, the government 

department that supports OVC. Capacity building efforts have included strengthening the 

DSD’s ability to fund and manage local civil society organizations. DSD now directly 

funds eight local OVC service providers that were previously supported with PEPFAR 

funding.  

 

5. Supply Chain Management: USAID’s Supply Chain Management (SCMS) project, 

funded by PEPFAR, is fostering greater country ownership and reduced operational costs 

by integrating supply chain management systems in Ethiopia. The Pharmaceuticals Fund 

and Supply Agency (PFSA) were operating an externally developed and owned 

commodity system. This system required licensing fees and maintenance costs and was 

not sustainable in the long term. Together, PFSA and SCMS developed a new system, 

Pharmaceutical Logistics Information Tracking System (PLITS), locally. The new 

software operates online and offline to synchronize when connected to the Internet. Since 

it is country owned, there are no licensing fees, and it is locally developed, which 

facilitates maintenance. PLITS connects to thousands of health facilities. PFSA’s staff 

was trained in how to use the system. Since it is owned and operated by PFSA, it is a 

more financially sustainable system. 

 

Best Practices in Institutionalized Data Availability:  

 

6. National Public Health Institutes (NPHIs) are national-level agencies (like the U.S. CDC) 

or networks that lead and coordinate essential public health functions in a country, with a 

focus on the generation and use of data and evidence for national public health policies 

and programs.  Core NPHI functions include population health assessment, surveillance 

and response, public health research, health education and promotion, and public health 

workforce development. NPHIs can serve as the institutional home for many HIV-related 

surveillance, M&E, and research activities.  For example, Mozambique’s National 

Institute for Health (INS) is establishing a public health data observatory which can 

house national HIV data that in turn can be used to provide a stronger evidence base for 

national HIV policy.  Guatemala’s National Center of Health Sciences (CNCS) is focused 

on improving national disease surveillance capacity which contributes to the country’s 

infrastructure for monitoring and controlling HIV.  Lastly, in Zambia CDC/PEPFAR’s 

PHEPI initiative is supporting the development of an NPHI that will house several HIV 

related strategic information activities, including the first HIV impact assessment in 

2015.  With PEPFAR funding, CDC supports the development of NPHIs in 9 countries 

and in the African Union.   

 

Best Practice in Enabling Environments  

7. In 2003/2004 DoD with funding from PEPFAR began a partnership with the Angolan 

Armed Forces with the implementation of a military specific seroprevalence and behavior 

study to determine the specific HIV epidemic in the Angolan Armed Forces.  DoD along 
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with Charles Drew University (CDU) analyzed the data from the study and developed 

prevention, HTC, and linkages into care and treatment services based on the results.  

DoD and the implementing partner purchased most of the prevention and HTC 

commodities and consumables to use in the program.  The foundation of the program was 

built on a train the trainer model to establish human capacity within the Angolan Armed 

Forces to implement their program.  Currently, all activities are coordinated and led by 

the military health services with technical support from CDU and the DoD.  As a result of 

this leadership there has been an increase in the focus on the quality of services, 

multidisciplinary core team of trainers, and cost sharing led by the Angolan Armed 

Forces.  The keys to success for this program’s longevity and sustainability were the 

Angolan Armed Forces' willingness to take the leadership role, high level advocacy of 

the program to military leadership, regional influence, and establishment of trust between 

the DoD and the Angolan Armed Forces.  Angolan Armed Forces' leadership has been 

critical in moving this program forward and molding it into what is uniquely an Angolan 

Military program. 

Best Practice: Domestic Health Financing and Strategic Investment 

  

8. AIDS-related deaths in Jamaica dropped by 41 percent from 2004 to 2011, but hard won 

gains were at risk due to budget constraints and increasing HIV treatment costs. USAID 

with PEPFAR funding, UNAIDS and the World Bank jointly supported Jamaica to 

undertake a costing study to advocate for funding national HIV and AIDS strategic plans. 

Jamaica’s study projected the annual cost of the HIV program would double by 2030. As 

a result, Jamaica modified its National Strategic Plan to focus on key populations, such as 

men who have sex with men, sex workers and injecting drug users. The Family Planning 

Board decided to integrate with the HIV Program to lower administrative costs. Jamaica 

is also exploring opportunities to purchase antiretroviral treatment at a lower cost 

regionally. 

 

9. Public Private Partnerships: Recognizing the negative correlation between HIV/AIDS 

and productivity and the serious impact of the epidemic on Zambia’s economy, USAID 

collaborated with private mining and agribusiness companies to implement HIV and 

AIDS prevention, care and treatment programs. To obtain private sector buy-in, USAID 

highlighted the links between investment in HIV and AIDS programs and business 

profitability. USAID supported the establishment and maintenance of HIV and AIDS 

workplace and community programs, including support of policy and action plan 

development and community outreach. In addition, many of these companies had clinical 

facilities and as a result of the partnership, expanded and improved their HIV/AIDS 

prevention, care and treatment services and opened services to the general public. 

USAID’s implementing partner offered supportive supervision and facilitated links to 

HIV care and treatment. These partnerships served 34,635 employees and three million 

community members and since 2008 leveraged close to $10 million from the private 

sector. 
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GENDER 

 

1 New Gender Analysis Requirement 

By March 2016 each PEPFAR interagency country team will be required to conduct a gender 

analysis specific to the HIV epidemic and country context to inform strategic planning and 

programming. All PEPFAR implementing agencies should participate in the analysis should go 

beyond the HIV/health sector to describe broad structural issues as they relate to the HIV 

situation and response. If a gender analysis has been completed in the past five years, teams do 

not have to undertake a second analysis. Rather, they should update the information and build on 

existing data, surveillance, and special studies as needed. If there is a gender advisor or focal 

point on the team, she or he should take the lead in overseeing the analysis. Countries with no 

gender advisor should plan on budgeting in COP15 for a contractor to oversee or conduct the 

analysis, or for any other foreseeable resource needs. Please refer to the gender analysis guidance 

provided by the GTWG. 

  

2 Data for decision making 

PEPFAR has emphasized the importance of strategic planning based on data, and targeting 

programs where they can have the greatest impact on the epidemic. While the COP15 guidance 

and SDS do not include recommendations in this area, the GTWG emphasizes the importance of 

including sex and age disaggregated data (ideally sex by age disaggregated data) on 

epidemiology, social, economic, and legal status, experiences with and attitudes around gender-

based violence, and demographic data.  These data are available from sources such as UNAIDS 

and  HIV Impact Assessments, DHS (including the Domestic Violence Module), WHO Multi 

Country Study on Women’s Health and Domestic Violence, VACS (Violence against Children 

Surveys), and national demographic data complemented by sub-national surveys.  

 

These data should be looked at in tandem with program data from APRs, MER and SIMS to 

understand whether interventions are addressing the HIV needs of populations at highest risk. 

Mapping of areas with the greatest sex discrepancies in prevalence or where prevalence for 

young women is disproportionately high can also help with geographic prioritization, leveraging 

of existing activities, streamlining of gender programs in high prevalence districts.  In addition, 

Technical Priorities:  

1. Implement GBV prevention activities and provide services for post-GBV care [linked 

to CEE on Post-Violence Care] 

2. Implement activities to change harmful gender norms and promote positive gender 

norms [linked to CEE on Gender Norms] 

3. Provide gender-equitable HIV prevention, care, treatment, and support 

4. Promote gender-related policies and laws that increase legal protection 

5. Increase gender equitable access to income and productive resources, including 

education 
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mapping high HIV prevalence areas facilitates cross referencing with data on GBV prevalence, 

existing HIV and GBV services, and location of current partner work.  

 

3 Technical area priorities (taken from PEPFAR Gender Strategy) 

Integrating gender into HIV programs means recognizing the critical role played by gender 

norms and inequality in the HIV epidemic and identifying and responding to the unique needs of 

men and women of all ages and abilities, boys and girls, and people with other gender identities 

so they are equally able to: access and utilize HIV prevention, care, treatment, and support 

services; initiate and practice healthy behaviors; and live lives free from violence, stigma and 

discrimination.   

 

To this end, PEPFAR Gender Technical Working Group has identified five priority areas: 

 

1. Implement GBV prevention activities and provide services for post-GBV care [linked to CEE 

on Post-Violence Care] 

2. Implement activities to change harmful gender norms and promote positive gender norms 

[linked to CEE on Gender Norms] 

3. Provide gender-equitable HIV prevention, care, treatment, and support 

4. Promote gender-related policies and laws that increase legal protection 

5. Increase gender equitable access to income and productive resources, including education 

 

4 Supporting material/evidence behind these priorities 

 

4.1  Implement GBV prevention activities and provide services for post-GBV care 

GBV has implications for almost every aspect of health (Campbell, 2002). It can affect women 

and girls, men and boys, and other gender identities. Women, girls, sex workers (SW) (Decker, 

2013), MSM (Dunkle & Decker, 2013) (Shaw, 2012) and TG are often at increased risk. 

(UNICEF, 2011) (UNICEF Kenya, Division of Violence Prevention, National Center for Injury 

Prevention and Control, U.S. Centers for Disease Control and Prevention, and the Kenya 

National Bureau of Statistics, 2012) GBV increases vulnerability to HIV (Campbell, 2008) and 

other reproductive health and obstetric conditions, including unintended pregnancy and fistula, 

(Sarkar, 2008) (Johnson, 2007) and negatively affects an individual’s ability to adhere to 

treatment and access care (Machtinger, 2012). Intimate partner violence is also linked with a 

range of risk behaviors on the part of male partners, including sex with multiple concurrent 

partners. 

 

Although GBV encompasses a wide range of behaviors, PEPFAR priority and funding is 

predominantly focused on prevention and response to physical and sexual intimate partner 

violence, including marital rape; sexual assault or rape; female genital cutting/mutilation; sexual 

violence against children and adolescents; and child marriage, because of the links to HIV. 

 

 

 

 

 

http://www.pepfar.gov/documents/organization/219117.pdf
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4.2  Implement activities to change harmful gender norms and promote positive gender norms   

Gender norms play a critical role in HIV outcomes by affecting sexual behavior and risk-taking, 

health-seeking, HIV disclosure, and violence experience and perpetration. Therefore, attention to 

gender norms has the potential to affect both individual outcomes and the overall impact of 

interventions (Dworkin, 2013) (Shannon, 2012) (Singh, 2013).  

 

Results from an RCT of SASA!, a community mobilization intervention to change community 

attitudes and behaviors that foster gender inequality, violence and increased HIV risk, suggest it 

is possible to change harmful norms through community mobilization and social change 

methods. The intervention was significantly associated with lower acceptance of intimate partner 

violence (IPV) among women and men, greater acceptance among women and men that a 

woman can refuse sex; and lower past year experience of physical and sexual IPV among 

women. Women experiencing violence in intervention communities were also more likely to 

receive supportive community responses (Abramsky T. , 2014); (Kyegombe, 2014). 

 

4.3 Provide gender-equitable HIV prevention, care, treatment, and support.  

Strong PEPFAR-supported programs promote evidence-based and innovative strategies to ensure 

that men and women, girls and boys, and people with other gender identities have access to 

quality prevention, care, treatment, and support services across the HIV continuum of care. This 

includes tailoring services to meet the unique needs of various groups, and decrease gender-

related barriers—including in humanitarian emergencies and conflict settings. It also includes 

taking into account the specific, and often different, reproductive health needs of women and 

adolescent girls. Finally, this also includes expanding access to female-controlled prevention 

methods, such as female condoms and microbicides (when available). 

 

4.4 Promote gender-related policies and laws that increase legal protection.  

Policies, laws, and legal practices that discriminate against vulnerable populations (e.g. women, 

girls, TG, MSM, SW) may increase the negative impact of HIV and AIDS (Mukasa, 

2008)(UNAIDS 2010). For instance, women denied enforceable legal rights and protections, 

including rights to education, health care, employment, property and equitable inheritance, are at 

greater risk of engaging in transactional sex and experiencing GBV, and are less likely to access 

HIV treatment and care for themselves and their children (Human Rights Watch, 2003). 

Similarly, legislation that criminalizes same-sex behavior can have a negative effect on HIV 

prevention and access to services for key populations (Beyrer C. , 2011) (Beyrer, 2012)(UNDP, 

2010) (Manzelli, 2002). 

 

4.5 Increase gender equitable access to income and productive resources, including education.  

Lack of access to productive resources such as education increases vulnerability to HIV, as well 

as other health issues. (Pettifor, 2008)Therefore, providing economic and educational 

opportunities may empower individuals to avoid high risk behaviors, seek and receive health 

care services, (Singh, 2013)and provide better care for their families. 
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5 Other considerations/material 

5.1 Priority Populations  

Gender influences an individuals’ status within society as well as the roles, norms, and behaviors 

that in turn influence dynamics of the HIV/AIDS epidemic and the success of programs to 

prevent infection as well as increase treatment and care services.    

 

Gender norms may discourage women and girls from asserting control over the timing and 

circumstances of sex, including negotiating protection against HIV and other sexually 

transmitted infections (STIs).  In generalized epidemics, adolescent girls and young women aged 

15-24 have significantly higher rates of HIV infection and acquisition compared to males of the 

same age. In some countries in sub-Saharan Africa, adolescent girls and young women are more 

than two times more likely than their male peers to have HIV. Country teams need to prioritize 

effective interventions targeted at the geographic regions and populations most at-risk in this 

priority population (please see Adolescent Girls and Young Women section for additional 

programming information).  Men and boys are also affected by gender expectations that may 

encourage risk-taking behavior, discourage accessing health services, and narrowly define their 

roles as partners and family members.  Gender norms around masculinity and femininity also 

increases vulnerability to HIV among populations whose gender identity (e.g. transgender 

persons), sexual orientation (e.g., gay, lesbian), and/or sexual behavior (e.g. MSM, sex 

workers) does not conform to existing gender expectations.  The stigma may also impact uptake 

of essential services.   

 

Gender-based violence (GBV) is associated with HIV and is a public health concern across 

priority population.  GBV contributes to the spread of HIV/AIDS by limiting ability to negotiate 

safe sexual practices, disclose HIV status, and access services due to fear of reprisal. Intimate 

partner violence is also linked with a range of risk behaviors on the part of male partners, 

including sex with multiple concurrent partners. Disabled populations also face heightened risks 

of violence, including sexual violence.  

 

5.2 Approaches  

Country ownership & multi-sectorial programing to facilitate nationally and locally-led 

responses and financing of gender equitable programming, close partnership with a range of 

governmental, multilateral, and civil society partners, and building linkages to programs outside 

of the health sector, including with the legal system, community development, education, 

economic, and food security. 

 

Community and civil society engagement in order to help communities work locally to prevent 

and respond to social and health problems, including gender inequalities and HIV.  

 

Integrated health service models in order to improve access to critical health services, improve 

follow-up, and improve the quality and timeliness of service delivery. 

 

Meaningful participation of women, girls, boys, men, people with other gender identities 

and vulnerable groups in the planning, design, implementation, monitoring and evaluation 

of PEPFAR programs to ensure the participation of populations who have been marginalized 

and discriminated against due to prevailing gender inequality (e.g., women and girls), norms 
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related to gender identity (e.g., TG), sexual orientation (e.g., MSM), and sexual behavior (e.g., 

SW). 

 

Health systems strengthening to ensure capacity and quality for gender activities along the 

HIV continuum of care to ensure programs address the capacity building needs of both 

individuals and institutions to promote gender equality and improve gender-related outcomes. 

6 Gender and GBV  

There are two specific areas that address gender equality and gender-based violence in the COP 

15 guidance, and one area that provides a potential space in which to discuss gender issues. 

Program context 

Section Three of the COP15 guidance outlines the modular planning steps that country teams are 

expected to undertake. The first step, Understanding the Program Context, presents an 

opportunity for country teams to analyze how gender inequities and gender-based violence affect 

the epidemic. The guidance states that in order to “determine how PEPFAR should optimally 

invest to maximize impact, PEPFAR teams must …”3. Identify critical gaps, bottlenecks and 

structural or cultural barriers that may impede scale-up to achieve the stated goal for epidemic 

control.” It is this third point, identifying significant structural or cultural barriers, which presents 

country teams with an opportunity to integrate issues of gender inequality and gender-based 

violence into the COP planning process. This information should be presented in the Strategic 

Direction Summary Sections 1.1-1.3.  

 

Cross-cutting budget attributions 

There are two cross-cutting budget attributions for gender, one on Gender Equality and the other 

on Gender-Based Violence. If an Implementing Mechanism identifies one of these cross-cutting 

budget attributions, it must also select from a check list of specific activities that best correspond 

to what is being implemented.  

7 Addressing Gender Issues across Technical Areas 

The GTWG has developed a matrix with illustrative core and near core gender equality and 

gender-based violence interventions across PEPFAR technical areas, along with technical 

justification and supporting evidence for the interventions. These are illustrative evidence-based 

activities; activities should be guided by a careful analysis of the program context to determine 

what specific gender-related gaps or inequities should be addressed in order to achieve program 

goals and work towards epidemic control.   

7.1 PMTCT 

PMTCT programs and outcomes can be improved by addressing gender norms and related 

barriers that may impede women’s ability to adhere to services for PMTCT and HIV treatment 

and care.  These include for example, norms around decision-making related to use of services, 

assumptions made around a woman’s decision not to breastfeed, and the impact of GBV on 

women’s ability to disclose or adhere to treatment. There is evidence that constructive male 

involvement can positively address gender inequality and women’s overall vulnerable to HIV, 

including women’s acceptance of HIV testing, uptake of and adherence to ARV, and adherence 

to optimal infant feeding options when male partners participate in PMTCT services. However, 
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there is evidence that if not done appropriately, involving men in PMTCT can actually have a 

negative (if unintentional) effect on women’s service utilization. 

 

Key strategies related to gender and PMTCT within PEPFAR-supported programs include: 

 Engaging women’s partners, family members, including co-wives and informal “wives” 

where they exist, and community support groups in PMTCT programs (e.g., couples 

testing and counseling, men‘s clubs, etc.) at service delivery and community levels.  

 Integrating training and counseling for gender-based violence (GBV) as part of PMTCT, 

antenatal and maternity services, as well as strengthening referrals/linkages to GBV 

services. Recently released WHO Clinical and Policy Guidelines: Responding to Intimate 

Partner Violence and Sexual Violence against Women recommends against universal 

screening for GBV, but calls for providers to be trained to ask about exposure to intimate 

partner violence when assessing conditions that may be caused or complicated by the 

violence and where it may serve as a barrier to optimal care;  

 Strengthening linkages to family planning/reproductive health services, infant feeding 

and support, and organization of basic necessities such as nutrition, housing, and 

financial and legal assistance. 

 Promote testing of men and building their support for their female partners. Such 

interventions must clearly define desired outcomes when engaging male partners, and 

should be implemented in a way that does not inadvertently exacerbate existing 

differences in access or gender inequalities. For example, activities should take care that 

the burden of getting men into testing and counseling and other health services does not 

rest solely on women, or that women who do not have a male partner are not negatively 

affected in terms of accessing services. Given the possibility of negative unintended 

consequences of involving men in PMTCT, teams are encouraged to only include a male 

involvement component in PMTCT programs when it reflects the recommendations for 

constructive male engagement outlined in the WHO 2012 document and when programs 

can ensure that women’s rights will be upheld 

(http://www.who.int/reproductivehealth/publications/rtis/9789241503679/en/index.html).  

 

In addition, teams should monitor the quality of PMTCT services, including unintended negative 

consequences using both quantitative and qualitative methodologies. 

The following interventions are highly discouraged: 

o Making the presence of a male partner a pre-requisite for women accessing PMTCT 

services; 

o Programs where a letter targeting male partners is the only intervention in a PMTCT 

program seeking to involve men; and 

o Giving preference to women who attend PMTCT services with their male partners should 

not be supported as a stand-alone approach given potential for unintended negative 

consequences that women may face; however this may be considered when implemented 

as part of a holistic approach to male involvement in PMTCT. 

 

7.2 HIV Testing and Counseling 

Gender norms and inequities affect men and women's access to and uptake of HTC services. 

Norms related to women’s agency and decision-making, experience with or mere fear of GBV, 

especially intimate-partner violence (IPV), and masculine norms around use of facilities 

http://www.who.int/reproductivehealth/publications/rtis/9789241503679/en/index.html
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considered to be female oriented, can hinder desire or ability to get tested. Such barriers are 

heightened by the stigma and discrimination associated with HIV diagnoses, and extends to 

uptake of follow up prevention, counseling, treatment and care services as well as adherence and 

retention to protocols and disclosure to partners.  

 

Key strategies related to gender and HTC within PEPFAR-supported programs include: 

 Emphasis should be placed on training providers on how to counsel and refer men and 

women who report experiencing intimate partner violence (IPV) or GBV.  Programs may 

consider screening for GBV in HTC services if clear protocols outlining ethical and 

safety considerations have been outlined, and providers have been trained on addressing 

this issue sensitively. 

 Before implementing screening within HTC services, programs should ensure a 

minimum package of GBV services and referrals are available as per the PEPFAR 

Updated Gender Strategy and WHO recommendations. 

 Emphasis should be placed on addressing dynamics of gender norms and inequities in 

decisions related to disclosure and encouragement of couples counseling, and providers 

should be trained in asking about potential concerns clients may have in this regard. 

 Strengthened linkages between HTC and family planning (FP) and reproductive health 

(RH) services are also critical interventions for female patients.   

 Constructive engagement of men, with respect to supporting their female partners as well 

as meeting their own HIV prevention, treatment and support needs. (See the section on 

male engagement in PMTCT.) Links to community based interventions aimed at 

facilitating male engagement, transforming harmful norms, and encouraging men to 

access HTC services (such as mobile testing, flexible clinic hours), should be supported. 

 

7.3 Voluntary Medical Male Circumcision 

Gender norms, including masculine norms around sexuality, can impact uptake of VMMC 

services. Young men may be concerned about the impact of circumcision on ability to engage in 

sex, especially in the period right after the intervention, and older men may be averse to 

participating in VMMC in the presence of younger men. VMMC interventions provide a unique 

opportunity to engage men in addressing harmful gender norms and attitudes and promoting 

positive messages related to reducing HIV vulnerability, for them as well as their partners. 

 

Key strategies related to gender and VMMC within PEPFAR-supported programs include: 

 Strategies to reduce harmful male norms that promote high-risk behaviors and promote 

positive norms can be explored within VMMC clinical settings, including messaging and 

information provided in waiting rooms and in pre and post-VMMC counseling. These 

should address issues of violence or coercion that come up.  

 The integration or referral/linkage to other men’s health services and programs that 

promote gender equitable norms with VMMC services are encouraged. See the section on 

male engagement in PMTCT.) 

 Both men and women need to be beneficiaries of campaigns and education programs to 

promote VMMC beyond the individual level and these programs need to explain and 

emphasize partial protectiveness of VMMC and the indirect benefit to women. Women, 

including mothers and female partners, should be actively engaged in encouraging young 

men to seek VMMC services. 
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7.4 Adult Treatment and Care 

Structural factors, rigid gender norms, and gender differences can hinder access, uptake and 

adherence to treatment for both women and men.  Women may feel unable to disclose their 

serostatus to their partner or family, including for reasons related to violence, and, thus, do not 

receive support needed to effectively adhere; men may perceive poor health and HIV as a threat 

to their masculinity and, as such, curtail their willingness to test and seek treatment earlier.  

 

 

Key strategies related to gender and treatment within PEPFAR-supported programs includes:  

 Support groups, counseling and follow up that respond to both men and women’s needs 

from nurses and support workers  

 Use of low-technology tools such as pill boxes, and mobile phones  

 Integration of testing and ARV services into maternal and reproductive health programs  

  

7.5 Prevention of Sexually Transmitted HIV 

Please see Sexual Prevention and Adolescent Girls/Young Women sections for more information 

on addressing gender issues in prevention programs. 

  

7.6 Health Systems Strengthening 

Gender norms and inequities impact health system performance and achievement of health goals.  

For example, the quality of health services suffers if health providers stigmatize and/or 

discriminate against female, male and trans members of key population groups, or there is an 

absence of policies, laws and regulations addressing gender workplace discrimination. The 

ability to monitor all dimensions of health systems performance suffers when sex- and age-

disaggregated strategic information is lacking. 

  

Key Strategies related to gender and health systems strengthening strategies and programming 

within PEPFAR-supported programs include: 

 Leadership/Governance and Financing: ensuring that gender considerations are integrated 

into national strategic plans and operational budgets; working towards laws, regulations 

and policies that address gender-based violence or stigma and discrimination of key 

populations; capacity building of District Health Management Teams in planning, 

allocation of resources and monitoring of gender-responsive approaches; 

 Service Delivery: addressing barriers different groups of men and women may face to 

access services under decentralized models of HIV service provision: ensuring male- and 

female-friendly and LGBT-friendly facility environments; 

 HRH: ensuring gender dimensions of health integrated into pre- and in-service training 

curricula, such as awareness of gender-based violence or diminishing provider stigma and 

discrimination towards men who have sex with men; 

 SI: ensuring availability of gender-disaggregated data; and 

 Medical Products: ensuring equitable provision of HIV commodities to men, women and 

key populations. 
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7.7 Human Resources for Health 

 Promoting pre-/in-service training and mentoring on gender issues for relevant 

professions (e.g., community-based workers and health care personnel, including 

informal health workers) such as recognizing signs of gender-based violence, reducing 

stigma and discrimination against female sex workers, and making PMTCT/ANC settings 

more welcoming to men. 

 Training of local law enforcement and members of the judiciary on laws that promote 

gender equality and protect women, girls and LGBT rights.  

 Gender issues within the health workforce should also be considered. This may include 

understanding how gender issues may impact health worker team dynamics (such as the 

relationship of doctors and nurses in a task-shifted environment); and addressing gender 

inequities that may impact recruitment and retention in pre-service and in-service 

education, training, and career advancement. 

  

7.8 Food and Nutrition 

Gender inequalities that influence individuals' and communities' well-being can also affect the 

unique nutrition care and support needs of women and men, and boys and girls.  Underlying 

structural factors that cause malnutrition may include gender inequality in access to income and 

productive resources, cultural practices, and the norms and behaviors that influence access to and 

utilization of food.  

 

Key Strategies related to gender and food and nutrition within PEPFAR-supported programs 

include: 

 Use of Nutrition assessment counseling and support (NACS) to identify and address 

barriers to women’s and girls’ access and adherence to quality nutrition services. 

 Use of nutrition counseling to engage partners and family members in ensuring support 

for optimal infant feeding and other nutrition practices and to address gender norms that 

influence utilization of NACS services. 

 Referral and support to address economic and food security should be responsive to 

differential needs and opportunities of men and women within their communities. 

 

8 Tracking to CEEs 

The following table details how two of the technical priorities track onto the CEEs and MER 

indicators: 

CEE Number Standard 

Domain 10: Gender  

10.1 Post-Violence Care Each site should have standard procedures for responding to violence 

disclosed by clients/patients (e.g. sexual violence among children and 

adults, physical and emotional intimate partner violence and physical 

and emotional violence against children). If providing post violence-

care services on site, sites should provide the minimum package of 

services and referrals. 

10.2 Gender Norms  Sites that provide gender norms interventions should have staff trained 

in these interventions, monitor client participation, and ensure that 

clients receive at least 10 hours of intervention.   
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  

When possible, activities should use one of the required MER gender indicators (GEND_GBV or 

GEND_NORM) to report on progress. If these indicators do not clearly pertain to the activity, 

the use of a custom indicator is encouraged. One resource for additional indicators is 

the Compendium of Gender Equality and HIV Indicators. 

 

  

http://www.cpc.unc.edu/measure/publications/ms-13-82
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FY 15 HIV AND FAMILY PLANNING INTEGRATION  

 

1 Background 

 

Access to voluntary family planning (FP) services and information is critical for individuals to 

exercise their reproductive health rights and should be offered to all people, including people 

living with HIV (PLHIV) as part of their routine HIV care. The global health community has set 

ambitious goals related to both HIV and voluntary family planning (FP), including enabling an 

additional 120 million women with an unmet need for family planning to obtain contraceptives 

by 2020 (UKAID/BMGF/UNFPA, 2013).   The USG is committed to reaching this target by 

meeting the reproductive health needs of PLHIV and those at risk of HIV.  This requires 

improving PLHIV’s access to family planning counseling and services and safe pregnancy 

counseling through the integration of FP services into all PEPFAR prevention, care, and 

treatment programs.  

Technical Priorities:  

1. FP/HIV integration may be appropriate within multiple PEPFAR-supported platforms 

including for prevention-of-mother-to-child transmission (PMTCT), care and 

treatment, services for key populations, and health systems strengthening. 

2. PEPFAR funding may not be used to purchase FP commodities; however resources 

may be used to strengthen supply chain systems, including national stewardship, 

commodity forecasting, procurement and management as well as information systems, 

and logistics and distribution systems designed to improve the availability of HIV and 

FP commodities.  

3. PEPFAR includes one required HIV and FP integration indicator to be reported to 

headquarters on a yearly basis: Percentage of HIV service delivery points supported 

by PEPFAR that are directly providing integrated voluntary family planning services. 

Teams are encouraged to also apply programmatic indicators to measure the uptake of 

FP services and other activities. 

4. Ensure that HIV and FP integrated program activities respect a client’s right to make 

informed decisions about his or her reproductive life and that a full range of 

contraceptive options are available for those clients who wish to space or limit 

pregnancy.  

5. Ensure access to voluntary, comprehensive family planning services including client 

centered counseling and FP method provision – either on site or through referrals.  

6. Ensure access to safe pregnancy/conception counseling for PLHIV who wish to have 

children. 

7. Ensure that health care providers are trained on the delivery of FP services, both 

counseling and FP method provision including long acting reversible contraception 

(LARC). 

8. Monitor enrollment and receipt of FP services when referrals are made to capture 

linkages and ensure uptake of high-quality FP services.  

9. Support quality assurance efforts to improve integrated HIV and FP services. 
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Ensuring PLHIV have access to FP services can impact several important health outcomes, 

including maternal mortality and vertical transmission of HIV. Women living with HIV 

(WLHIV) are at greater risk of adverse obstetrical or neonatal outcomes and are almost twice as 

likely to die in childbirth as HIV-negative women (WHO, 2007) (HoganMC, 2010) 

(Temmerman M, 1990).  Unfortunately, as a global community, we are far from ensuring that all 

WLHIV have access to family planning services, including contraceptives, and to safe pregnancy 

counseling. Evidence suggests that WLHIV have less access to family planning and reproductive 

health services, in the face of great need and often higher vulnerability to morbidity and 

mortality. In one Ugandan study, 75% of PLHIV (men and women) reported an unmet need for 

contraception, compared to 33% of uninfected individuals (Jhangri GS, 2012) (Naniche D, 2009) 

(Leroy V, 1998).  In studies from three countries, rates of unintended pregnancy among WLHIV 

ranged from 51% to 91% (Jhangri GS, 2012) (Naniche D, 2009) (Leroy V, 1998). Further data 

are needed to determine whether HIV status exacerbates the already high levels of unmet need in 

sub-Saharan Africa. In addition, some PLHIV who wish to have children face stigma and 

discrimination from their communities and health care providers.  

 

Challenges to FP service provision are numerous and include challenges in coordinating HIV 

and FP programs, inadequate forecasting and supply chain systems that lead to a lack of 

contraceptive commodities at health facilities, and a lack of adequate training for HIV care 

providers on FP service provision.  Effective and efficient integration of HIV and FP services 

makes use of diverse entry points, reduces organizational “silos”, improves comprehensive care 

for clients, and increases the voluntary use of contraception to prevent unintended pregnancies.  

 

2 Guiding Principles of the USG Response on HIV and FP Integration  

PEPFAR, through its implementing agencies, including CDC, USAID, and DOD, has supported 

provision of voluntary family planning service, as part of the standard of care for PLHIV as well 

as through HIV prevention programs. Together, USAID’s FP/RH program and PEPFAR have 

agreed on three key principles that guide the USG’s renewed HIV and FP integration efforts: (1) 

a focus on reproductive rights through voluntarism and informed choice; (2) quality service 

provision through evidence-based programming; and (3) partnership.  

2.1 Reproductive Rights 

As per the 1994 ICPD Cairo Program of Action, and reaffirmed in the more recent 2013 

Resolution by the U.N. Commission on Population and Development (UN, 2013), of which the 

USG is a signatory, PEPFAR is committed to upholding the reproductive rights of the 

populations it serves. The principles of voluntarism and informed choice are prerequisites to 

quality reproductive health care and form the basis of USG supported integrated HIV and FP 

programs. These programs are also guided by U.S. legislative and policy requirements that 

govern the use of USG foreign assistance funds.  In order to continue ensuring these rights are 

upheld, USAID’s FP/RH program, in collaboration with PEPFAR, has developed a set of 

guiding principles for USG-supported programs.   

 

These principles include: 

 

o PLHIV should be provided with comprehensive information on, and be able to exercise 

voluntary choices about their health, including their FP choices.  
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o All individuals have a right to choose the number, timing, and spacing of their children, 

as well as decide on the use of FP methods, regardless of their HIV status.  

o Family planning use should always be a choice, made freely and voluntarily, 

independent of the person‘s HIV status.  

o The decision to use or not to use family planning should be free of any discrimination, 

stigma, coercion, duress, or deceit and informed by accurate, comprehensible 

information and access to a variety of contraceptive methods.  

o Access to and provision of health services, including antiretroviral treatment, for PLHIV 

should never be conditioned on that person's choice to accept or reject any other service, 

such as FP (other than what may be necessary to ensure the safe use of antiretroviral 

treatment e.g., drug interactions).  

o WLHIV who wish to have children should have access to safe and respectful pregnancy 

counseling, antenatal, and childbirth services. 

 

2.2 Quality Service Provision 

Evidence-based programming is essential to ensure tailored, high quality FP services, which 

have direct health impacts for PLHIV and their families Two key interventions have proven to be 

effective in increasing uptake of FP services by WLHIV: (1) promoting FP as a routine part of 

HIV services, particularly as part of treatment and care; and (2) early post-partum visits that 

include both HIV and FP services (OGAC, 2012). It is expected that future integrated program 

activities will expand on these and other promising interventions.  

 

Integrated HIV and FP programming is promoted through technical assistance to national 

programs to scale-up integration models, documentation of good and promising practices, and 

the support of research studies.  There is no “one size fits all” approach to HIV and FP service 

integration and approaches will vary by country. Strategic integration decisions will require 

consideration of the country-specific context, especially the country’s HIV epidemic. Specifics 

such as HIV prevalence, numbers of people served, and cost-effectiveness will be important 

factors to consider when making decisions around integration. 

Programs should also seek to address structural and institutional barriers that often prevent 

women from accessing services. Such barriers include gender inequality, social norms, and 

stigma and discrimination (FHI360, 2012). For example, people living with and affected by HIV 

may refrain from seeking FP services or safe pregnancy counseling for fear of experiencing 

stigma and discrimination. There is an ongoing need to raise awareness of these issues and to 

promote normative behavior and policy change within USG-supported programs. Furthermore, 

experience has shown that men’s dominance in reproductive health decision-making, and 

cultural expectations that encourage high fertility can lead to poor uptake of FP services by both 

HIV-positive and HIV-negative women. To address this issue, USG-supported programs 

encourage constructive male participation and couples counseling within family planning 

services so that both partners can make shared decisions around future childbearing and 

contraception. It is important to also note that family planning decisions are not just something 

shared between partners; in many cases these decisions are informed by older family members 

finally, the meaningful involvement of those who utilize health services, including PLHIV, in the 

development, provision, and monitoring of integrated HIV and FP services is critical. 
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2.3 Partnerships  

PEPFAR and USAID’s FP/RH program are committed to partner with and support ministries of 

health, bilateral and multilateral organizations, the private sector and civil society to ensure a 

strengthened national response for both HIV and FP programs.  Integrating commodity supply 

chain management systems can ensure consistent access to contraceptive commodities including 

male and female condoms in HIV and FP platforms, and to HIV commodities in FP settings.  

Training of HIV care providers is another key area for integration.  PEPFAR support has enabled 

multiple countries to develop national guidelines and trainings for integrating FP services into 

facility-based HIV care for PLHIV.  PEPFAR has also supported integration of FP into 

community care services including support groups and home-based care programs.   

 

3 Technical Area Priorities and Related Evidence  

The PEPFAR platform is being optimized to incorporate and integrate other essential health 

services for women, including the integration of HIV and voluntary family planning (FP) 

services.  Since the beginning of PEPFAR, family planning services, including safer pregnancy 

counseling, have been a key component of prevention interventions for PLHIV through Positive 

Health, Dignity, and Prevention (PHDP) activities in both facility and community care programs.  

PEPFAR supports country teams to pursue the following activities, as appropriate: 

 

1. Train health care providers on provision of FP services, including provision of long 

acting reversible contraception (LARC). 

2. Develop national guidelines and trainings for integrating FP into facility based HIV care 

for PLHIV.  

3. Integrate FP education into community care services including support groups and home 

based care programs.  

4. Provide counseling and/or referrals to voluntary family planning services for women and 

men in HIV prevention, treatment and care programs. 

5. Strengthen delivery of voluntary family planning services within PEPFAR programs to 

improve PLHIV’s access to these services. 

6. Provide HIV prevention messaging and support, as well as HIV testing and counseling, 

within antenatal care, maternal and child health, and family planning programs for both 

men and women. 

7. Ensure access to a comprehensive range of contraceptive commodities for PLHIV who 

wish to delay or prevent pregnancy. 

8. Monitor enrollment and receipt of FP services when referrals are made to capture 

linkages and ensure uptake of high-quality services including FP, maternal, neonatal and 

child health (MNCH) and primary care. 

9. Develop and disseminate technical guidance materials related to HIV and FP integration. 

10. Strengthen the policy environment for appropriate integration of HIV and FP platforms 

and services.  

11. Evaluate the efficiency and effectiveness of integrated HIV and FP service delivery. 

12. Support quality assurance efforts to improve integrated HIV and FP services. 

13. Conduct operations or implementation science research on effective integration 

approaches. 
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14. Strengthen public health and primary health care systems, including commodity 

procurement, information systems, and logistics and distribution systems designed to 

improve the availability of HIV and FP commodities within integrated programs. 

15. Ensure that HIV and FP integrated program activities respect a client’s right to make 

informed decisions about his or her reproductive life and that a full range of contraceptive 

options are available for those clients who wish to avoid pregnancy.  

16. Document successful and promising approaches to integrated HIV and FP programs. 

 

Opportunities for Programming 

Integration of HIV and FP activities may be cost-effective and appropriate, depending on the 

country context, within PEPFAR-supported programs for prevention-of-mother-to-child 

transmission (PMTCT), HIV care and treatment, services for key populations, and health 

systems strengthening. Below is a more detailed description of opportunities for programming 

within these program areas.  

3.1 HIV Care and Treatment 

HIV care and treatment settings offer routine services to PLHIV and are therefore well-

positioned to provide routine FP services to men and women throughout their reproductive 

lifecycle.   Integration of services in care and treatment settings allows health care providers to 

counsel both women and men on FP issues specific to their HIV status, including possible 

interactions of hormonal contraception and ARVs. (Please see more information on this below 

under OTHER CONSIDERATIONS.) Ensuring that PLHIV can access contraceptive services in 

order to prevent unintended pregnancy can also contribute to reductions in perinatal HIV 

infection. For PLHIV who desire children, partner testing and safe conception and pregnancy 

counseling are essential to reduce the risk of HIV transmission to uninfected partners. FP 

counseling and provision of contraceptive services should ideally be integrated within HIV care 

and treatment settings to increase both access and uptake of these services. Where full 

integration of services is not feasible or cost-effective, HIV care and treatment providers should 

at least assess the FP needs of their clients, counsel them on appropriate options and services, 

and link them to these services.   As noted above, the reproductive health rights of PLHIV should 

be protected through access to and the provision of non-judgmental and non-discriminatory FP 

services in a safe environment. 

 

3.2 Prevention of Mother to Child Transmission (PMTCT) 

In the context of the Global Plan to Prevent new Pediatric Infections and Keep Mothers Alive, 

PEPFAR recommends that the provision of voluntary FP services, commodities, education, and 

counseling, should be part of an integrated package of services for pregnancy, delivery and, in 

particular, post-partum care, for women who wish to space the births of their children or cease 

childbearing. In addition, as part of comprehensive care, PLHIV who desire to have children 

should have access to safe pregnancy counseling and antenatal services.  PMTCT platforms can 

strengthen maternal, newborn, and child health (MNCH) services, including antenatal care, the 

identification and treatment of sexually transmitted infections (STIs), safe delivery, post-partum 

care, neonatal care, exclusive breastfeeding for the first six months (as appropriate), and under 5 

child health care.  
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The PMTCT platform can provide wide-ranging benefits to WLHIV and their children, including 

FP education, counseling and services- especially for women in the postpartum period and 

during routine newborn and infant and under five services.  In the antenatal setting, PMTCT 

presents an opportunity for the provision of FP information and education. FP efforts can be 

integrated within this platform at the levels of policy, program administration, and service 

delivery.  Countries should explore integration opportunities to link PEPFAR-funded activities 

with those supported by national government, other USG agencies, and bilateral or multilateral 

donors (PEPFAR, 2011).  

 

The UNFPA Preventing HIV and Unintended Pregnancies: Strategic Framework 2011 – 2015 

(http://www.unfpa.org/public/home/publications/pid/10575) supports the Global Plan towards 

the Elimination of New HIV Infections among Children by 2015 and Keeping their Mothers 

Alive. It offers guidance for preventing HIV infections and unintended pregnancies – both 

essential strategies for improving maternal and child health, and eliminating new pediatric HIV 

infections. This framework should be used in conjunction with other related guidance that 

together addresses all four prongs of eliminating mother-to-child transmission of HIV. This 

document focuses on strengthening rights-based polices and programming within health services 

and the community. 

 

3.3 Key Populations Programming 

Emerging research has documented the significant unmet need for contraception among key 

populations.  Provision of or referral to FP services is therefore a critical element of a 

comprehensive package of services for key populations, such as females who exchange sex for 

money or goods, and people who inject drugs (PWID), as well as other vulnerable groups such as 

the female partners of men who have sex with men, or partners of individuals who inject drugs.  

PEPFAR encourages the integrated delivery of HIV and FP counseling and services (either 

through referral or directly on site) tailored to the unique needs of these diverse key populations. 

Opportunities to integrate FP into services targeting key populations include: 

 Provision of FP services within “key population-friendly” HIV care and treatment 

settings;  

 Training of providers in HIV care and treatment settings to provide FP services to key 

populations in a non-judgmental, non-stigmatizing manner;  

 Provision of counseling and service provision (or referral) to FP programs within drop-in 

centers or via peer educators, as well as referral for PMTCT/antenatal care (ANC) for 

pregnant clients; 

 Close monitoring of referrals between sites serving key populations and FP service 

delivery sites to ensure uptake of services; and 

 Focus on dual method use messages (e.g., a condom plus a more highly effective 

contraceptive method) in all behavior change communications messages directed toward 

key populations. 

 

Within generalized epidemic contexts, key population groups may not be reached by general 

population-focused MNCH or FP services due to stigma.  In these contexts, strategies that 

support key population groups in accessing general population-focused FP services should be 

http://www.unfpa.org/public/home/publications/pid/10575
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considered, including: 

 Programs to support trained peers to accompany clients to FP settings; and  

 Training FP providers on service delivery considerations and stigma issues related to key 

populations. 

 

3.4 Health Systems Strengthening 

System strengthening may include program activities related to developing or enhancing existing 

policies and guidelines, leadership and governance, financing, human resources, information 

systems, and supply chains.  Close coordination between PEPFAR country teams, ministries of 

health (MOHs) and other donors will be needed to prevent duplication, maximize efficiencies, 

and assess the appropriateness of harmonized national systems around integrated HIV and FP-

related services. Examples of health systems strengthening activities are below: 

 

Human Resources 

 Assist countries in determining the most effective mix of health care staff to integrate FP 

into the existing package of services for HIV/AIDS. 

 Adapt integrate and/or coordinate HIV and FP training curricula and accompanying 

materials (including pre-service and ongoing in-service training) for new and existing 

health care providers. 

 Support mentorship and supervision for healthcare workers, focusing on skills and 

information needed for integration of HIV and FP services. 

Information Systems 

 Support development of or enhance existing integrated local health management 

information systems to ensure harmonized reporting of patient and program data. 

 Support development and implementation of patient tracking and follow-up tools, 

especially as they relate to referral for FP and other related services. 

Financing 

Given that PEPFAR funds may not be used to purchase FP commodities, in pursuing HIV and 

FP integration, PEPFAR teams may: 

 

 Participate in national government-led committees on contraceptive security to ensure 

availability of contraceptive commodities to HIV integrated platforms. 

 Engage in dialogue with other donors, national government, USAID FP staff and the 

private sector regarding financing options to support FP commodity availability within 

integrated platforms also supported by PEPFAR. 

 Participate in national and sub-national level dialogue regarding needs and financial costs 

associated with FP training, purchase of equipment for FP service provision, adaptations 

to data collection tools and implementation of supportive supervision and quality 

assurance activities.  

Supply Chain Management 

One area where better integrated programming can have a significant impact is in strengthening 
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commodity supply chain management systems to ensure access to contraceptive commodities 

and male and female condoms in HIV and FP platforms, and HIV commodities in FP settings.  

Shortages and stock-outs of drugs and contraceptive commodities can severely undermine the 

ability to effectively integrate HIV and FP services.  There is a lack of data on what specific 

types of supply chain improvements or models best support the delivery of integrated services.  

Therefore, country teams are encouraged to work closely with national government counterparts 

to develop context-specific strategies for strengthening and increasing the coordination of supply 

chains for HIV and FP commodities.   

 

In some cases, this may mean movement toward an integrated supply chain for drugs and 

commodities needed for delivery of integrated HIV and FP services. PEPFAR programs are 

encouraged to support program activities that would increase such coordination or integration to 

ensure a continuous, responsive, uninterrupted, and equitably distributed supply of all relevant 

commodities.  The following are examples of supply chain strengthening activities that support 

integration of HIV and FP programming: 

 Promote strengthening of national supply chain systems to forecast, procure, manage, 

distribute, and assure quality of a wide range of HIV and FP-related commodities. 

 Develop and operationalize integrated product selection procedures, distribution systems 

and networks, and information-management systems. 

 Centralize procurement mechanisms, demand forecasting procedures, and coordination 

between HIV and FP supply chain managers and program service managers to ensure 

patient enrollment and continual product and commodity availability. 

 Promote the development of detailed national and/or USG procurement plans (if not 

already done). 

3.5 Monitoring and Evaluation 

Close monitoring of integrated HIV and FP integrated programs is necessary to ensure FP 

services remain voluntary, based on informed choice, and protect the human rights of clients.  In 

addition, monitoring can maximize the quality of care provided, and allow assessment of 

program progress. USG teams should consider how existing reporting systems can be used to 

monitor HIV and FP integration.   

 

Indicators 

PEPFAR requires annual reporting to headquarters on one HIV and FP integration indicator: 

Percentage of HIV service delivery points supported by PEPFAR that are directly providing 

integrated voluntary family planning services.  

 

In addition to this indicator, USG and FP/reproductive health (RH) teams are encouraged to 

identify appropriate country-specific programmatic indicators to measure program quality and 

impact,  such as the uptake of FP services, range of FP methods offered, proportion of service 

delivery points that offer integration services, and other measures to aid program monitoring and 

improvement activities. The USG is engaged in international working groups that are helping to 

develop and share programmatic indicators and a compendium of global family planning 

indicators can be found here: http://www.cpc.unc.edu/measure/publications/ms-94-01.    

 

http://www.cpc.unc.edu/measure/publications/ms-94-01
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In addition, USAID’s RH/FP program has developed a list of standard indicators for measuring 

family planning services.  Programs may also consider using these indicators, which are listed 

below: 

 

 Couple Years Protection (CYP) in USG supported programs 

 Percent of USG-assisted service delivery points (SDP) that experience a stock out of a 

contraceptive method that the SDP is expected to provide at any time during the reporting 

period 

 Percent of USG-assisted service delivery sites providing FP counseling and/or services 

 Number of USG-assisted community health workers (CHWs) providing FP information 

and/or services 

 Percent of audience who recall hearing or seeing a specific USG-supported FP/RH 

message  

Please contact the PEPFAR FP/HIV Integration Task Force (ToivN@state.gov) if you would like 

more information on these indicators. 

3.6 Research and Innovation 

Operational or implementation research on FP/HIV integration can also help identify critical 

problems to be addressed and effective strategies for improving program performance and 

coverage.  This includes: (a) sustainable and cost-effective integrated service delivery 

approaches; (b) obstacles to rapid system scale-up and approaches to reduce such obstacles; and 

(c) strategies to help improve integrated health service delivery models.  PEPFAR programs are 

encouraged to support these research activities.  

 

4   Other Considerations 

4.1 Technical Resources 

Comprehensive counseling is essential for maintaining high quality family planning programs 

and for ensuring PLHIV have all the information and support they need to make informed 

decisions around contraception and childbearing. PLHIV opting for a primary contraceptive 

method other than condoms should be counseled on the importance of using condoms to prevent 

HIV acquisition and transmission to their sexual partners.  Examples of existing tools that assist 

with appropriate and effective services including counseling in service delivery settings are 

provided below:  

 The Balanced Counseling Strategy Plus (BCS+): A Toolkit for Family Planning 

Service Providers Working in High HIV/STI Prevalence Settings is a tool to improve 

the quality of family planning services and to strengthen the integration HIV 

prevention, detection, and care into family planning, including the risk assessment of 

STIs.  http://www.k4health.org/toolkits/sdm/balanced-counseling-strategy-toolkit-

family-planning-service-providers  

 Family Planning Counseling:  USAID e-learning course. 

http://www.globalhealthlearning.org/course/family-planning-counseling  

mailto:ToivN@state.gov
http://www.popcouncil.org/publications/books/2011_BalancedCounselingStrategyPLUS.asp
http://www.popcouncil.org/publications/books/2011_BalancedCounselingStrategyPLUS.asp
http://www.k4health.org/toolkits/sdm/balanced-counseling-strategy-toolkit-family-planning-service-providers
http://www.k4health.org/toolkits/sdm/balanced-counseling-strategy-toolkit-family-planning-service-providers
http://www.globalhealthlearning.org/course/family-planning-counseling
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 Family Planning: A Global Handbook for Providers: offers clinic-based health care 

professionals in developing countries the latest guidance on providing contraceptive 

methods.  http://www.k4health.org/resources/family-planning-global-handbook-

providers  

 Reproductive Choices and Family Planning for People Living with HIV: 

Counseling Tool was developed by the World Health Organization to help health care 

workers counsel women and men living with HIV and their partners on sexual and 

reproductive choices and family planning. 

http://apps.who.int/iris/bitstream/10665/43609/1/9241595132_eng.pdf 

 Family Planning and Safer Pregnancy Counseling for People Living with 

HIV/AIDS: A Tool for Health Care Providers in HIV Care and Treatment 

Settings was developed by the PwP Task Force to support FP-HIV integration within 

HIV care and treatment clinics.  Programs can request access to these tools by 

contacting the PHDP Task Force co-chairs (Mike Grillo at 

Michael.Grillo@med.navy.mil, Amy Medley at igm8@cdc.gov, and Ugo Amanyeiwe 

uamanyeiwe@usaid.gov). 

4.2 HIV and Hormonal Contraception 

In March, 2014, the World Health Organization convened a review of the Medical eligibility 

criteria for contraceptive use (MEC) and included a review of recent studies addressing 

hormonal contraceptive use for women at high risk of HIV and women living with 

HIV.  Information about the WHO guidance is available here:  

http://www.who.int/reproductivehealth/publications/family_planning/HC_and_HIV_2014/en/.  

Hormonal Contraception and ART 
 

Recent research reveals potential drug interactions between hormonal contraceptive methods and 

anti-retroviral medications used to treat HIV.  

 

 There is concern that efavirenz (EFV) based antiretroviral therapy may lower the efficacy 

of certain progestin-containing hormonal contraceptives, including implants, combined 

oral contraceptives (COC), progestin only pills and emergency contraception, raising the 

risk of unintended pregnancy. 

 It is not clear how much of a decline in contraceptive efficacy occurs when hormonal 

methods are used by PLHIV taking EFV. There is greatest concern about the decreased 

efficacy of Jadelle, especially after the first year of use. Since implants have such high 

efficacy to begin with (less than 1% pregnancy rate during the fifth year of use)
1
, any 

reduction might still be acceptable to clients; however PLHIV on EFV should be aware 

of the potential reduced efficacy and encouraged to use dual protection with condoms if 

they chose implants, or oral contraceptives.  

 With respect to EFV-based HIV treatment and hormonal contraception, the World Health 

Organization (WHO) has addressed the issue previously through its Medical Eligibility 

Criteria (MEC) process and stated that HC with EFV is a Category 2 (general use) or in 

the case of the injectable DMPA – Category 1 (no restrictions.)  Based on a 2014 review 

of available data, the WHO did not alter the MEC from 2012 for PLHIV on ARVs who 

use HC. 

 There has not been an observed decrease in the efficacy of ART for women using HC.   

http://www.k4health.org/resources/family-planning-global-handbook-providers
http://www.k4health.org/resources/family-planning-global-handbook-providers
http://apps.who.int/iris/bitstream/10665/43609/1/9241595132_eng.pdf
mailto:Michael.Grillo@med.navy.mil
mailto:igm8@cdc.gov
mailto:uamanyeiwe@usaid.gov
http://www.who.int/reproductivehealth/publications/family_planning/HC_and_HIV_2014/en/
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 There is no concern regarding decreased contraceptive efficacy of DMPA (Depo) and 

levenorgestrel IUDs (Mirena) when used in combination with ARVs.    

 This information should be taken into account when counseling women on antiretrovirals 

about contraceptive options. 

 

USG technical brief on Drug Interactions Between Hormonal Contraceptive Methods And Anti-

Retroviral Medications Used To Treat HIV is available 

at: http://www.usaid.gov/sites/default/files/documents/1864/HC_ART-Brief.pdf. 

 

Hormonal Contraception and HIV Acquisition  

The revised MEC for hormonal contraceptive use for women at high risk of HIV includes the 

following guidance:  

 No restriction (MEC Category 1) on the use of combined hormonal contraceptives 

(combined oral contraceptive pills, combined contraceptive patches, combined 

contraceptive vaginal rings, or combined injectable contraceptives) for women at high risk 

of HIV. 

 No restriction (MEC Category 1) on the use of progestogen-only pills, progestogen-only 

injectables (DMPA and NET-EN), and levonorgestrel (LNG) and etonogestrel (ETG) 

implants for women at high risk of HIV. 

 However, given the unresolved questions surrounding the interaction between 

progestogen-only injectables and risk of HIV acquisition, the following clarification 

applies for women using progestogen-only injectable contraception who are at high risk of 

HIV. 

  

o "Available studies on the association between progestogen-only injectable 

contraception and HIV acquisition have important methodological limitations 

hindering their interpretation. Some studies suggest that women using 

progestogen- only injectable contraception may be at increased risk of HIV 

acquisition; other studies have not found this association. The public health 

impact of any such association would depend upon the local context, including 

rates of injectable contraceptive use, maternal mortality, and HIV prevalence. 

This must be considered when adapting guidelines to local contexts. WHO expert 

groups continue to actively monitor any emerging evidence.  

o At the meeting in 2014, it was agreed that the epidemiological data did not 

warrant a change to the MEC. Given the importance of this issue, women at high 

risk of HIV infection should be informed that progestogen-only injectables may or 

may not increase their risk of HIV acquisition. Women and couples at high risk of 

HIV acquisition considering progestogen-only injectables should also be informed 

about and have access to HIV preventive measures, including male and female 

condoms." 

 

 No restriction (MEC Category 1) on the use of the levonorgestrel-releasing intrauterine 

device (LNG-IUD) for women at high risk of HIV. 

 

USG technical brief on Hormonal Contraception and HIV is available at: 

http://www.usaid.gov/sites/default/files/documents/1864/HC_ART-Brief.pdf
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http://www.usaid.gov/sites/default/files/documents/1864/hormonal-contraception-and-HIV.pdf. 

 

Translations of the technical brief are available in French, Arabic, Portuguese, and Spanish: 

http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_French.pdf 

http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Arabic_web.pdf 

http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Port_web.pdf 

http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Spanish.pdf 

 

4.3 Contraceptive Security 

In order for HIV and FP integration to be successful, contraceptive security must be considered. 

Contraceptive security exists when women and men can choose, obtain and use a wide range of 

high quality affordable contraceptive methods, including male and female condoms for sexually 

transmitted infections and HIV prevention. Achieving contraceptive security will require: (1) 

financing supplies, systems, staff and facilities; (2) a commitment by local political and health 

leaders to ensure the long-term availability of contraceptives; (3) strengthened capacity of staff 

and systems to manage and report on products and services; and (4) coordination with global, 

regional, national and local stakeholders.  

 

PEPFAR is committed to working with other HIV and FP donors to improve coordination and 

strengthen supply chains to ensure contraceptives are available in all PEFAR supported 

programs.  While PEPFAR funds cannot be used to procure contraceptives, contraceptives 

procured from other sources, including USAID’s FP/RH program can be provided as part of all 

PEPFAR-supported facility and community-based programs.  For over a decade now, USAID’s 

FP/RH program has been working with national governments, bilateral and multilateral donors, 

and other partners on establishing and strengthening national level contraceptive security 

committees.  These committees should be utilized for forecasting and quantification of FP 

commodities as well as strengthening distribution systems in order for sustainable HIV and FP 

service integration to happen on a wide scale.  In pursuing HIV and FP integration, PEPFAR 

teams may choose to: 

 Participate in national government-led committees on contraceptive security to ensure 

availability of contraceptive commodities financed by non-PEPFAR sources within HIV 

integrated platforms. 

 Engage in dialogue with other donors, national government, USAID FP staff and the 

private sector regarding financing options to support FP commodity availability within 

integrated platforms also supported by PEPFAR. 

It is important to note that male and female condoms, which PEPFAR supports, are an important 

commodity for integrated HIV and FP services. As they are the only technology proven to 

prevent both HIV infection and unintended pregnancy, male and female condoms should be 

readily available in both HIV and FP service delivery points.     

 

In order for sustainable HIV and FP service integration to happen on a wide scale large scale, the 

contraceptive needs of HIV platforms must be considered during contraceptive security fora at 

http://www.usaid.gov/sites/default/files/documents/1864/hormonal-contraception-and-HIV.pdf
http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_French.pdf
http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Arabic_web.pdf
http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Port_web.pdf
http://www.usaid.gov/sites/default/files/documents/1864/HCHIVBrief_Spanish.pdf
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the national and global levels. Both PEPFAR implementing agencies and USAID FP/RH 

programs at the country and headquarters level have an important role to play in ensuring that 

contraceptives reach the populations that need them, including condoms in FP programs and a 

broad range of contraceptive  methods in HIV programs. Please contact the FP/HIV Integration 

Task Force if you need assistance with contraceptive security. 

4.4 USG Policy and Legislative Compliance Requirements 

As stated earlier, the principles of voluntarism and informed choice are prerequisites for good 

quality of care and must form the basis of integrated programs.  These principles are articulated 

in legislative requirements that govern the use of USG foreign assistance funds, including USG-

supported FP activities.  PEPFAR takes these requirements very seriously and expects 

compliance in all program activities.  Each USG agency is responsible for its own compliance 

monitoring and training activities in their projects, and HIV teams should contact their respective 

compliance teams for assistance.   

 

Illustrative activities to reduce vulnerabilities and prevent possible violations of the requirements 

include:  

 Training agency staff on the requirements; 

 Training implementing partners and other key stakeholders; 

 Asking partners to provide cascade training to sub-partners and health service delivery 

level personnel where applicable; 

 Discussing USG requirements with government counterparts in ways that effectively 

convey the underlying concepts; 

 Reviewing contracts and assistance agreements for inclusion of appropriate clauses; 

 Developing and disseminating contraceptive methods wall charts (available at 

http://www.k4health.org/toolkits/communitybasedfp/do-you-know-your-family-planning-

choices-wall-chart) and other materials that address the requirement to provide clients 

with comprehensible information on the risks and benefits of their chosen FP method; 

and 

 Reviewing technical/training materials produced with PEPFAR support (these may 

provide opportunities to refer to the requirements or general principles). 

 

In addition, ongoing, active monitoring for compliance is an essential element to ensure good 

quality of care for the people that PEPFAR serves.  PEPFAR agency leads should ensure that 

each agency is prepared to conduct activities to reduce vulnerabilities and prevent violations of 

the requirements as well as monitor for compliance. In addition, agency leads should ensure that 

each agency has procedures in place to respond to vulnerabilities and reports of possible 

violations of the requirements and is able to take swift corrective action. If vulnerabilities or 

reports of possible violations arise, each agency should follow its established procedures, 

including notifying the PEPFAR coordinator. 

 

Illustrative monitoring activities include: 

 Developing or adapting existing monitoring tools to include specific observations or 

questions related to compliance with the requirements; 

http://www.k4health.org/toolkits/communitybasedfp/do-you-know-your-family-planning-choices-wall-chart
http://www.k4health.org/toolkits/communitybasedfp/do-you-know-your-family-planning-choices-wall-chart
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 Developing a monitoring plan that specifies the persons responsible for monitoring, 

schedules, and localities; 

 Discussing with partners their compliance monitoring activities and requesting periodic 

reports; 

 Documenting monitoring results and follow-up actions; and 

 Incorporating compliance monitoring into routine field site visits. 

 

Training materials have been developed for specific programmatic contexts to ensure all USG-

supported integrated HIV and FP service activities uphold the highest standards of voluntary 

family planning and reproductive health care. Resources and processes have been developed to 

ensure compliance within project activities and to report instances of possible non-compliance if 

they arise. USAID’s expertise in voluntary FP approaches and ensuring compliance with 

applicable USG requirements is being shared across PEPFAR implementing agencies.  Each 

agency should contact its respective compliance team for further assistance on monitoring for 

compliance, available tools, and recommended response procedures.  PEPFAR coordinators 

should encourage agencies to share locally adapted monitoring tools and approaches.  See 

USAID's Family Planning Guiding Principles and U.S. Legislative and Policy Requirements for 

additional information (http://www.usaid.gov/what-we-do/global-health/family-planning/usaids-

family-planning-guiding-principles-and-us-0), including links to USAID’s eLearning courses 

(www.globalhealthlearning.org). 

 

5 Tracking to CEEs 

 

CEE Number Standard 

Domain 18: Site Management- Finance and Planning  

18.1 Systems for Family 

Planning/HIV 

Integration    

All HIV service delivery points (e.g. Care, Treatment, PMTCT) 

offering family planning services (e.g. education, counseling, and 

method provision) should have systems in place to ensure the 

quality of the family planning services offered. 

18.2 Family Planning/ 

HIV Integration  

All clients attending HIV services (e.g. Care, Treatment, and 

PMTCT) should have access to high quality voluntary family 

planning counseling and services, including safer pregnancy 

counseling and contraceptives, depending upon their fertility 

intentions. 

18.3 Contraceptive 

Counseling for Women 

at High Likelihood of 

Exposure to Sexually 

Transmitted Infections 

Female clients at high likelihood of exposure to gonorrhea or 

chlamydial infection, including sex workers, should be counseled 

about the increased risk for pelvic inflammatory disease (PID ) that 

is associated with the intra-uterine devices (IUDs) and untreated 

STIs. 

 

  

http://www.globalhealthlearning.org/
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FINANCE AND ECONOMICS 

1 Introduction  

In the context of limited global HIV resources relative to program needs, treatment, care and 

prevention programs must be implemented focusing on cost-effective interventions and 

transparency, accountability and efficiency in resource use. These goals can be achieved with an 

improved understanding of program costs through expansion of expenditure analysis and other 

economic analyses, such as cost analysis and other economic evaluations. Sustainability and 

transition to country ownership imply building and strengthening financial management and 

financing systems, and identifying appropriate mechanisms that link to and support 

implementation activities; program management; and monitoring and evaluation systems. 

Established in 2010, the Finance and Economics Work Group (FEWG) provides technical 

guidance to PEPFAR implementing agencies, field offices and implementing partners (IPs) to 

encourage and support informed financial planning, efficient and cost-effective use of resources, 

and sustainability and accountability of PEPFAR-supported programs. The FEWG provides 

expert technical assistance on finance and economic activities, oversees central economic 

reporting by PEPFAR teams, and serves as the liaison for PEPFAR with multilateral 

organizations related to economic and finance activities. In addition, PEPFAR recently issued the 

Initiative for Sustainable Domestic Financing for HIV and AIDS, supporting new and ongoing 

country led health financing activities that aim to increase domestic resources for the health 

sector.  

2 Technical area priorities  

Use of health economics and finance data has become increasingly influential in program 

evaluation, and in prioritization and decision-making processes to maximize the sustainability 

and impact of the HIV response. Country teams should engage with relevant headquarters 

working groups (e.g., the FEWG and the Sustainability Work Group; and the HIV and AIDS 

Sustainable Domestic Financing Initiative group at USAID for applicable initiative countries) 

when planning economic and finance investments to ensure that activities are well-coordinated 

and take advantage of previous and ongoing work.  

Country teams should make an investment in finance and economics aiming to support and guide 

dialogue with and between national counterparts and key partners in supporting and sustaining 

the most cost-effective, efficient and impactful HIV response, and need to consider both 

financing of other donors and different counterparts. Defining priorities and planning for 

economics and finance activities should be steered by key policy questions, issues, strategies and 

priorities around HIV/AIDS program. Country teams are encouraged to engage the FEWG and 

relevant headquarters work groups for technical assistance from an early stage in refining policy 

questions and planning for relevant activities to ensure that valid and applicable evidence will be 

generated. For example, cost and financial analyses to support Global Fund concept notes and 

national strategic plans may take up to 2 years for planning and completion.  

In alignment with SIMS finance and economics CEEs, quality economic and financial data 

should be widely disseminated and used by the government unit or organization in a transparent 

fashion to inform the HIV/AIDS program, policy, or strategic decisions and for evidence based 

planning and maximizing impact of HIV/AIDS investments. Financial monitoring systems and 
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financial reports that meet financial management criteria should be periodically produced and 

use for managing, budgeting and planning program and activities by government units that are 

responsible for planning, managing and accounting for its HIV/AIDS expenditures.  

In designing their finance and economics portfolio for the Country Operational Plan (COP), 

countries teams should delineate: 

 Key priorities for economic and fiscal data at the national level (e.g., preparation of 

Global Fund concept notes, costing of a new national strategic plan); 

 An inventory of U.S. government activities in support of in-country institutions related to 

health financing, expenditure tracking, costing, etc. Teams should describe how these 

activities respond to in-country priorities and explain how they are coordinated across 

USG and with other donor-funded activities in this area;  

 Ongoing or planned national expenditure tracking activities (e.g., National AIDS 

Spending Assessments/ National Health Accounts and HIV/AIDS Sub-accounts) and 

processes for aligning these activities with the PEPFAR Expenditure Analysis Initiative; 

 How teams have reviewed and aligned proposed COP-funded finance and economics 

activities with any Headquarters Operational Plan (HOP) activities and centrally funded 

initiatives; and 

 If the team has utilized input from the FEWG to ensure the proposed activities are 

appropriate to address the priorities above and have sufficient technical rigor. 

2.1 Economic analysis 

There are several types of economic analyses that can inform program planning. Each method 

produces different information that is appropriate for different questions.  The following describe 

types of economic analyses used to inform program planning. 

2.1.1 Cost Analysis  

Targeted cost studies are designed to produce estimates of the unit cost of a particular service or 

a discrete set of services. For example, targeted costing studies help to estimate the cost per 

patient-year of antiretroviral therapy (ART), the cost per client in PMTCT, or the cost per 

caretaker trained for OVC support. Because targeted costing studies also help to identify key cost 

drivers, they can help to identify areas of intervention or modifications to service delivery 

models that promote technical efficiency (Are we producing as many outputs as possible for a 

given set of inputs?) and productive efficiency (Are we using a production process that 

maximizes the number of outputs for a given set of inputs?). Targeted costing studies are 

particularly useful for planning and budgeting for scale-up, and as benchmarks to promote 

accountability. They are resource-intensive and thus can have significant time delays in having 

data to apply to programs (e.g., 1-3 years from conception to completion).  

Cost analyses of national HIV/AIDS strategic plans estimate the financial resources required for 

implementation of the national HIV/AIDS strategy. These can be useful for budgeting and 

resource mobilization efforts in partner countries. When iterated with strategic planning and 

coupled with a resource allocation model such as Goals, cost projections of national strategic 

plans also helps to informs priority setting and resource allocation. 
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2.1.2 Resource requirements and projections 

Various models use unit cost calculations to estimate resource requirements and financing gaps 

for HIV/AIDS over some future period, usually about five years. The projections inform 

questions of resource requirements for scale-up, gap analysis and sustainability. They are 

particularly useful to support planning, budgeting and resource mobilization, and to develop 

national strategic plans and operation plans. Examples of cost projection models that have been 

used for HIV/AIDS programs include the PEPFAR ART Costing Model (PACM), the 

HIV/AIDS Program Sustainability Analysis Tool (HAPSAT), and the SPECTRUM suite of 

models. 

2.1.3 Cost-effectiveness analysis  

Cost-effectiveness analysis (CEA) is the most common type of economic evaluation. While cost 

analysis involves an assessment of resources needed to implement a program, intervention or 

activity, economic evaluation links the monetary value of resources needed with the outcomes. 

Other types of economic evaluation include cost-benefit analysis in which outcomes are 

measured in monetary value, and cost-utility analysis, in which outcomes are measured in 

quantity and quality of life. CEA compares costs and effectiveness of two or more alternative 

approaches to the same health problem, with effectiveness commonly measured as health 

outcomes. CEA is frequently used to compare new or promising technologies to current practice, 

and helps policy makers with the selection of a service delivery model or a program approach. 

Cost-effectiveness analysis is well suited to inform questions of productive efficiency. 

2.1.3.1 Other economic analyses to support HIV/AIDS program 

 Demand for, supply of and market mechanisms: Economic studies in this area include 

health seeking behavior, barriers to access to HIV/AIDS care and services, demand (e.g., 

voucher, cash transfer, and subsidy) and supply side interventions (e.g., in service 

training, supervision, audit and feedback, equipment, supply chain, providers payment 

mechanism and incentives) to improve HIV/AIDS program, and the impact of 

psychological, social, cognitive, and emotional factors on the economic decisions of 

individuals and entities including prices and resource allocation in HIV/AIDS. 

 Economic impact assessment: Economic assessment of the impacts of investment in the 

HIV response can assist in planning and decision making and guide HIV/AIDS programs 

and policies. The assessment serves as a useful tool to assess direct (e.g. income, 

employment, access to services, quality of life) and indirect impacts (e.g. induced 

consumption resulting from spending of households) of a wide range of types of changes 

in HIV the policies and programs.  Such assessments can be used to develop mitigation 

strategies to minimize negative and maximize positive impacts of any potential changes. 

2.2  Efficiency analysis and measurement 

As resources become scarcer, decision makers face crucial decisions on performance of their 

health systems and programs. Efficiency is often used to measure performance of a system or 

program. An HIV/AIDS program that uses few resources to achieve its goals is efficient while 

the one that uses more resources to achieve the same outcome is less efficient. Measuring 

efficiency means asking whether the costs of the inputs associated with achieving a goal are at 

minimum. Improving the efficiency of the HIV response requires using combinations of inputs 
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wisely and spending resources on the right interventions in the right place for the right 

populations that will deliver the greatest health benefit in terms of HIV epidemic control. 

Common methods for efficiency measurements include econometric production models, data 

envelopment analysis and stochastic frontiers. The following describes types of efficiency.  

 Technical efficiency is achieved when the maximum output is realized for a given set of 

resources. Resources can be human or financial resources, equipment or other inputs used 

in the production of services. Technical efficiency requires that all the resources are fully 

utilized, (i.e., down-time, wastage and loss are minimized). Technical efficiency typically 

can be realized over the short run with strong management processes that promote 

accountability and are informed by cost analyses; 

 Productive efficiency requires optimization of the resource mix and production process 

for a specific type of service. Increases in productive efficiency, therefore, may require 

rethinking service delivery models to substitute less costly resources for more expensive 

ones, or to employ strategies that increase effectiveness with low marginal cost. 

Examples include task-shifting, strategic integration of services, and scaling up of new, 

highly effective interventions. Productive efficiency can be achieved over the medium 

term, as best practices are identified and disseminated; productive efficiency decisions 

are informed by cost-effectiveness analysis; and 

 Allocative efficiency is achieved when the optimal distribution of resources is made 

across program areas to maximize their benefit. For example, human, financial and other 

resources could be distributed across care, treatment and prevention programs to 

minimize HIV incidence, or to maximize life expectancy. Achieving allocative efficiency 

requires a longer term process, as it builds on technical and productive efficiency and is 

informed by resource allocation models. 

2.3 Health Financing 

A good health financing system mobilizes adequate resources from reliable sources to pay for 

health needs, pools resources to foster efficiency and spread costs, and allocates resources in 

ways that promote efficiency, equity and health impact. While health finance was not 

traditionally addressed under PEPFAR’s initial phase, resource mobilization, cost-effectiveness, 

and efficient resource allocation have received greater emphasis under the second and third 

phases. Promising activities to strengthen HIV/AIDS financing include: 

 Developing a better understanding of national HIV/AIDS resource flows through the use 

and analysis of data from National Health Accounts (Systems of Health Accounts), 

National AIDS Spending Assessments, PEPFAR expenditure analysis, and other national 

resource tracking activities; 

 Strengthening Ministries of Finance and Ministry of Health’s capacity to engage 

effectively with donors, NGOs and the private sector, improve financial management, 

budgeting and strategic planning for HIV/AIDS program, and develop sounds HIV 

financing policies and plans to sustain the HIV response;  

 Conducting fiscal space and financial analyses to support revenue generation and 

resource mobilization for the HIV response; 

 Promoting policies and/or mechanisms that allow for increased efficiencies of resource 

use and mobilization for HIV programs; and 
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 Assessing financing of demand or supply side interventions that demonstrate impact on 

HIV/AIDS programs. 

In addition, through the Initiative to Achieve Sustainable Domestic Financing for HIV and 

AIDS, PEPFAR is committing support to new and ongoing country-led health financing 

activities that aim to increase domestic resources for the health sector and HIV/AIDS in 5 Phase 

1 countries.  Through this initiative, USAID (which will serve as the coordinating and 

implementing agency) will partner closely with these selected PEPFAR teams, country Missions, 

USG and relevant government and donor stakeholders to focus on a comprehensive set of 

activities to increase domestic resource mobilization.  Countries involved in PEPFAR’s centrally 

funded Initiative for Sustainable Domestic Financing for HIV and AIDS should ensure that 

additional investments in those areas are coordinated and aligned with country implementation 

plans.   

2.4 PEPFAR Expenditure Analysis Initiative (EA) 

Informed by economic and financial data, PEPFAR continues to design efficient and sustainable 

models of service delivery and adapts to changing circumstances due to increased demand for 

services and finite resources while maintaining service delivery quality. To achieve epidemic 

control and an AIDS-free generation, PEPFAR will work to realize efficiency gains to deliver 

greater results for its investments.  

EA is intended as a rapid assessment of PEPFAR expenditure-per-result. It helps country teams 

to better understand where resources are going, what outputs are produced by these investments, 

how much was spent to achieve program results, whether there are areas within the program that 

would benefit from enhanced management, and how to spend those resources efficiently. EA 

estimates a set of financial indicators including total expenditure by technical program area and 

by implementing partner, by cost category, by geographic area, and stratifications of these 

elements. EA is meant to supplement, not replace, the economic and finance activities described 

above. EA is useful to promote portfolio management and accountability, and helps to identify 

potential sources of efficiency. The data can be used in a variety of ways at various levels of 

management within HIV/AIDS programs. In FY 2014, PEPFAR institutionalized its routine 

annual collection of EA data across all PEPFAR operating units. EA analyses fall under three 

main categories:  

 Internal PEPFAR partner management: EA results help PEPFAR country teams to better 

understand the expenditure structure within their programs and to identify program 

outliers and areas need improvement. This information is a tool for ensuring more 

efficient program implementation, identifying efficient program models, and broadening 

these successes. EA is best evaluated in the country context, with knowledge of specifics 

of the local HIV epidemic, health system, and programs. 

 PEPFAR portfolio allocations and budget planning: EA results help PEPFAR understand 

expenditure structures and areas of investment on a global scale across countries. With 

results-linked financial data, EA provides decision-makers the information on which 

interventions provide the greatest value-for-money compared to the outputs. These data 

provide evidence that underlies the longer-term budget projections to ensure that gains 

against HIV are sustainable even in uncertain fiscal times. As PEPFAR transitions from 

direct service provision to technical assistance models, routine reporting for PEPFAR 
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expenditures can be used to track shifts in PEPFAR support and assist with country 

planning and budgeting and development of PEPFAR transition strategies.  

 Country-level harmonization of expenditure tracking for governments: Realistic and 

strategic planning of a national HIV/AIDS response requires accurate and reliable fiscal 

data on the interventions. Documenting national expenditures and understanding public 

sector spending can be a challenge in many countries. PEPFAR continues to work 

extensively with global stakeholders and national resource tracking initiatives on aligning 

definitions and expenditure categories with the goal of having a minimum data set 

containing HIV expenditures regardless of source available to the government and 

stakeholders. The rewards for this effort will be increased transparency of donor and 

partner nation funding; better data for financial planning and evaluation of programs, and 

stronger, data-driven national HIV response. 

EA evolved from the recognized need for timely expenditure data to improve management and 

increase efficient operations of PEPFAR programs. By employing tools to quantify programs, 

improve accountability, and maximize smart investments, PEPFAR is achieving more with finite 

resources and taking greater strides towards epidemic control and an AIDS-Free Generation. 

Country teams are strongly encouraged to conduct further analyses and use EA data and other 

sources of data to assess areas for potential gains in the value-for-money of PEPFAR 

investments, to sustain PEPFAR impacts, to reduce program costs, and to work with country 

partners to increase domestic financing and efficiently mobilize financial resources.  

2.4.1 Portfolio review and partner management 

EA generates financial indicators to assist in identifying cost outliers and efficient program 

models, and to allow tracking of increased efficiencies over time within the PEPFAR portfolio.  

It is important to note that there could be outliers on the high and low side: 

 Outliers on the high side are often an issue of efficiency and potential allocation of 

intervention questions (e.g., targeting a low prevalence area) or having a low efficiency 

service model; and 

 Outliers on the low side are often a question of data quality and reporting (counting all 

people reached but maybe not full attribution of support or under reporting of 

expenditures or they are receiving support from another funder but counting all 

achievements to PEPFAR). 

A reasonable first step is to look at the unit expenditure distribution by implementing partner 

mechanisms and identify the top 25% and the bottom 25% of data points by program area or 

define an “outlier” as any single observation that has a unit expenditure “X” or more times 

greater or less than the weighted average unit expenditure for that program area. It is important 

to note that the weighted average unit expenditure for a given program area is an index, not a 

benchmark. 

The next logical steps would be to understand the context and structure of the programs that 

those “outlier” implementing partners are conducting, and consider these contextual factors when 

interpreting EA data. A number of contextual factors contributing to the variance of unit 

expenditures within a program area may include location, target population, availability and type 
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of financial support by PEPFAR and counterparts, missing/poor outputs or expenditure data, 

number of beneficiaries, types and models of service delivery, duration and status of program. 

Program scale and maturity, for example, can play a significant role in driving the expenditures 

in either direction. If the country team identifies two or more IP mechanisms supporting similar 

programs in the same regions with comparable program maturity but varied expenditure 

structures, country teams should further investigate the reasons for this difference. Discussions 

between program managers and IPs to understand their expenditure structure should focus on 

creating a plan that will strive for the partner to either reduce their expenditures or increase their 

targets in a given timeframe. Where relatively higher PEPFAR expenditures are due to issues 

which cannot be addressed through this approach (e.g., high unit expenditure driven by high 

transport costs due to exceptionally poor road infrastructure), teams should quantify this higher 

cost per output and determine if this additional investment is merited because it contributes 

substantially to epidemic control and whether it is viable in their larger context of PEPFAR and 

other-source funding for the HIV response. 

Country teams can use the “outlier analysis” to explore and consider the following questions:  

 What factors might contribute to the specific observations identified as 'outliers'?  Which 

of these factors does the team consider to be reasonable and justified?   

 Do certain mechanisms account for a large number of the outliers?  What are the quality 

and volume of services being delivered by these mechanisms?  

 Do certain sub-national units account for a large number of the outliers?  What may be 

the potential implications of this given geographic and other prioritization efforts?  

 Are any of the outliers particularly concerning because they represent high unit 

expenditure as well as represent a high percentage of overall spending or patient volume 

within a given program area? 

In countries that have multiple years of EA data, a review of partner level unit expenditures and 

spending distributions across years would also be helpful in partner management and provide a 

good opportunity to investigate potential gains in efficiency. 

2.4.2 Program and Strategic Planning 

Optimal allocation of resources between programs and interventions is another way in which 

PEPFAR can improve effectiveness and efficiency. When preparing FY2015 COP budgets, 

countries need to illustrate how EA data and other empirical cost data were used in determining 

program allocations and specifically reference the unit expenditure or other cost estimates in 

setting budgets relating to achievement of country-level targets. The budget allocations should 

reflect attempts to achieve efficiencies as described in section 2.2. Allocative efficiency is 

achieved when policies and funding decisions are driven by evidence of impact and value, both 

within program areas, such as prevention, and between areas such as care and support and 

laboratory or health systems strengthening, based on the needs at the national and local level. 

Country teams can use the total expenditures by geographical area and program area to 

understand the spread of technical allocation mapping to the epidemic by asking the questions: 
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 Do the expenditure levels correspond to the epidemiologic context and priorities (i.e., is 

spending targeting the populations and geographies where saturation of proven 

interventions can prevent new infections to achieve epidemic control)?  

 Are high prevalence areas funded proportionate to their burden, considering PEPFAR and 

other sources of support within the country?  

 Does the geographic distribution of funds seem aligned with government priorities and 

strategies? 

 Are funds appropriate for areas/programs where there are key populations?  

EA provides estimates of the variability of the PEPFAR expenditure per beneficiary across a 

range of interventions, and further disaggregates these estimates by sub-national unit, cost 

category and other key parameters. These financial indicators assist in identifying expenditure 

outliers as well as high efficiency models, and allow tracking of increased efficiencies over time 

within the PEPFAR portfolio. EA should be viewed in the context of target and performance 

data. The total expenditures reported by program area in a country will help country teams assess 

whether the program distribution reflects the PEPFAR country portfolio and matches COP 

priorities.  Country teams should review the output indicators (volume) and unit expenditure by 

program area, location and Implementing Mechanisms from EA and/or other fiscal data and 

document key issues and consider the following questions in reviewing their EA results: 

 Is the distribution of PEPFAR expenditures across program areas and geographies 

reasonable in the context of budget, priorities and strategies? 

 If total expenditures appear low, was there incomplete reporting or could this represent 

challenges with moving money?  

 Is PEPFAR investment complementary with other donors (e.g. Global Fund) in country? 

 Is the distribution in alignment with the national strategy and priorities (e.g. is the 

distribution consistent with the status of transition and scale up in country?) 

 Are the recurrent site level costs consistent with transitioning from service delivery 

support to TA role? 

 Teams should review the output indicators (volume) and unit expenditure by program 

area from EA and/or other fiscal data and document key issues: 

 Are there any program areas where the budget-to-target was a concern last year or which 

demonstrate significant shifts from last year? 

 How did the country team use EA and/or other fiscal data to determine its budget and 

resource projections to achieve the targets? 

 Did the team use EA to verify that key programmatic outputs in COP, necessary for 

meeting targets, are adequately funded by comparison of proposed budget-per-target to 

EA unit expenditure result where possible? 

 Did the team issue guidance to its country-level TWGs and/or AORs/Activity Managers 

for EA data use? Have they had or requested FEWG technical assistance for a 

dissemination session with partners?  

 As part of the COP review process, the FEWG created a list of questions to guide the 

TWGs and COP reviewers, and additional analyses to better understand the distribution 

of geographic spending, site efficiency and potential cost savings. It is important to note 

that partner-specific analysis is not appropriate for COP reviews, as COP reviewers may 

not possess the country-level knowledge required to contextualize such an analysis. HQ 
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TWG participation in partner-specific analysis may be useful during portfolio reviews or 

in-depth TA visits; these conditions would be worked out with the country team. Cross-

country comparisons are discouraged as these are not a technically sound application of 

the EA data due to differences in degree of PEPFAR support, scope of services 

supported, and input prices, among others. 

 In designing their COPs, country teams are strongly encouraged to consider the following 

questions: 

 What metrics is the team using to assess and monitor efficiency within programs?  

 How have the results of EA been used for COP planning?  

 How has EA been used for portfolio management, including examples of how cost 

information has been used with individual partners to enhance efficiency? 

 How has EA been useful in planning focused economic analyses (detailed costing 

studies) and supporting HIV/AIDS financing systems?  

 Are any other economic studies needed for program planning and have those activities 

been reviewed with the FEWG to ensure technical rigor and appropriateness? 

3 Supporting materials and tools 

 

3.1 Economic analysis 

• http://www.gao.gov/products/GAO-13-345 

• http://www.mitpressjournals.org/doi/pdf/10.1162/REST_a_00067 

• http://www.avert.org/impact-hiv-and-aids-sub-saharan-africa.htm#footnote57_q0hu9o7 

• http://www.aidstar-one.com/focus_areas/treatment/ART_costing_cross_walk 

• http://journals.lww.com/jaids/pages/articleviewer.aspx?year=2012&issue=05010&article

=00017&type=abstract 

• http://www.who.int/bulletin/volumes/92/3/13-122523/en/ 

• http://www.plosone.org/article/info%3Adoi%2F10.1371%2Fjournal.pone.0048726 

• http://www.aidsmap.com/Voucher-incentives-improve-engagement-with-HIV-care-

among-people-who-inject-drugs/page/2851606/ 

 

3.2 Efficiency analysis and measurement 

 http://www.bmj.com/content/318/7191/1136.full 

 http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/epide

miology/2013/gr2013/UNAIDS_Global_Report_2013_en.pdf 

 http://www.unaids.org/sites/default/files/media_asset/JC2686_WAD2014report_en.pdf 

 

3.3 Health financing 

 Monitoring the Building Blocks of Health Systems: A Handbook of Indicators and their 

Measurement strategies. 2010. WHO. 

 http://www.leadinggroup.org/rubrique176.html 

 http://www.internationalhealthpartnership.net/en/about-ihp/past-events/high-level-

taskforce-for-innovative-international-financing-of-health-systems/ 

http://www.gao.gov/products/GAO-13-345
http://www.mitpressjournals.org/doi/pdf/10.1162/REST_a_00067
http://www.avert.org/impact-hiv-and-aids-sub-saharan-africa.htm#footnote57_q0hu9o7
http://www.aidstar-one.com/focus_areas/treatment/ART_costing_cross_walk
http://journals.lww.com/jaids/pages/articleviewer.aspx?year=2012&issue=05010&article=00017&type=abstract
http://journals.lww.com/jaids/pages/articleviewer.aspx?year=2012&issue=05010&article=00017&type=abstract
http://www.who.int/bulletin/volumes/92/3/13-122523/en/
http://www.plosone.org/article/info%3Adoi%2F10.1371%2Fjournal.pone.0048726
http://www.aidsmap.com/Voucher-incentives-improve-engagement-with-HIV-care-among-people-who-inject-drugs/page/2851606/
http://www.aidsmap.com/Voucher-incentives-improve-engagement-with-HIV-care-among-people-who-inject-drugs/page/2851606/
http://www.bmj.com/content/318/7191/1136.full
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/epidemiology/2013/gr2013/UNAIDS_Global_Report_2013_en.pdf
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/epidemiology/2013/gr2013/UNAIDS_Global_Report_2013_en.pdf
http://www.unaids.org/sites/default/files/media_asset/JC2686_WAD2014report_en.pdf
http://www.leadinggroup.org/rubrique176.html
http://www.internationalhealthpartnership.net/en/about-ihp/past-events/high-level-taskforce-for-innovative-international-financing-of-health-systems/
http://www.internationalhealthpartnership.net/en/about-ihp/past-events/high-level-taskforce-for-innovative-international-financing-of-health-systems/
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 Oxford Policy Management, “Assessment of the Potential of Innovative Financing 

Mechanisms for HIV, Health, and Development: A Focus on Africa, May 9, 2012, 

London, United Kingdom 

 http://siteresources.worldbank.org/INTAFRREGTOPHIVAIDS/Resources/Fiscal_Dimen

sions_HIV_SADC.pdf 

 http://www.ncbi.nlm.nih.gov/pubmed/19887402 

 http://www.tandfonline.com/doi/abs/10.1080/09540121.2013.764390#.VH002m1OnIU 

 

3.4 PEPFAR Expenditure Analysis Initiative 

The FEWG has developed extensive resources for country teams to facilitate understanding and 

use of EA data.  

 PEPFAR Budget Allocation Calculator (PBAC): There was considerable feedback from 

Phases I and II of EA on the difficulty of translating EA results into the PEPFAR budget 

codes. A PBAC tool has been developed, which country teams are encouraged to use. 

Teams can enter or import key EA data and targets. The tool generates budget allocations 

that correspond to the traditional PEPFAR budget codes. It should be noted that the 

budget tool provides an index value to assist teams and provide an objective basis for 

allocations, but does not provide rigid benchmarks. Budgets should be guided by fiscal 

data and determined in overall program context. 

 EA Data Navigation Tool: This tool was designed to assist country teams and HQ support 

teams in reviewing EA data during the COP/ROP planning process. This Excel tool 

features multiple sheets with dropdown menus which allow the user to customize and 

summarize EA results by program area, sub-national unit, and cost category over multiple 

fiscal years. The tool also contains information on national unit expenditures as well as 

mechanism specific unit expenditures.  

 EA-Epi Comparison Tool: This tool is designed to align expenditures with epidemiologic 

data at the sub-national level. Epidemiological data may include prevalence, incidence, 

ANC prevalence, ART need, testing volume, and testing yield. Expenditures may be 

presented in total by sub-national unit, or disaggregated by the appropriate program area. 

 Site Expenditure Allocation Tool (SEAT): The site expenditure allocation tool is 

designed to assist country teams in evaluating the impact of concentrating PEPFAR 

support in FBCTS, PMTCT, and HTC sites with higher yields of HIV-positive patients 

receiving services. The tool provides estimates of potential savings that would be attained 

by withdrawing support from direct service delivery sites and the impact on indicators if 

the savings are redistributed to sites in other geographic areas. The selection of sites from 

which to withdraw support is conducted by the country team and not completed within 

the tool. Once a list of sites is established, country teams can insert it into the tool to run 

simulations to assess the magnitude of savings and the potential impact to indicators if re-

allocated.  As EA has not yet collected site-level expenditure data, the SEAT uses the 

most disaggregated unit expenditure available, typically at the level of an implementing 

mechanism within a specific sub-national unit (e.g., Partner XYZ’s contract 123 in 

Province A) to estimate the effect of withdrawing PEPFAR support for specific services 

at sites under that mechanism in that province.  The SEAT provides a range of potential 

savings intended to reflect the uncertainty around the true site-level unit expenditures.  As 

http://siteresources.worldbank.org/INTAFRREGTOPHIVAIDS/Resources/Fiscal_Dimensions_HIV_SADC.pdf
http://siteresources.worldbank.org/INTAFRREGTOPHIVAIDS/Resources/Fiscal_Dimensions_HIV_SADC.pdf
http://www.ncbi.nlm.nih.gov/pubmed/19887402
http://www.tandfonline.com/doi/abs/10.1080/09540121.2013.764390#.VH002m1OnIU
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with the PBAC tool, the SEAT does not provide rigid benchmarks of savings and 

indicator impacts, rather it assists country teams to evaluate scenarios when a withdrawal 

of PEPFAR support from sites is warranted. Currently the SEAT is intended for use only 

by PEPFAR Long-Term Strategy countries. 

 

4 Tracking to the CEEs  

CEE Number Standard 

Domain 20: Financial Management 

20.1 Financial 

Management  

Each site that is responsible for planning, managing and accounting 

for its expenditures should have financial monitoring systems that 

meet financial management criteria at the operational level.  

20.3 Financial 

Management (above-

site)  

Government units that are responsible for planning, managing and 

accounting for its expenditures should have financial monitoring 

systems and produce financial reports that meet financial 

management criteria and use for managing, budgeting and planning 

program and activities. 

20.5 Use of data from 

health economics and 

finance studies 

The government unit or organization should use widely 

disseminated quality economic and financial data in a transparent 

fashion for evidence based planning and maximizing impact of 

HIV/AIDS investments. 

20.6 Use of routinely 

reported financial 

information for HIV 

programs  

The government unit or organization should routinely review and 

use reported financial flows on HIV/AIDS, ideally linked it to 

program outputs and outcomes of national HIV/AIDS programs to 

determine resource utilization, coordinated mobilization and targets 

to support country’s HIV response. 
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HUMAN RIGHTS 

 

 
 

1  Program Priorities:  

This section focuses on activities to address stigma and discrimination by creating a social and 

legally enabling environment where access to HIV prevention, treatment and care is possible. 

 

PEPFAR’s human rights work will focus on these key areas: 

• Reducing stigma and discrimination in HIV service delivery/health care settings 

• Ensuring that data for decision-making is gathered to optimize patient care, to ensure 

adequate program monitor and to strengthen and improve services, all of which is 

needed to create  an enabling environment 

• Supporting Patient Rights and Access to Quality Services     

 

Interagency Collaboration   

 

In each of the below activities, PEPFAR country teams should confer with USG colleagues 

working on democracy, human rights, and governance programs to explore opportunities for  

partnership and/or avoid overlap. For example, a USG-funded parliamentary strengthening or 

judicial training program may already be taking place through USAID and/or DRL in the host 

country.  If so, teams should seek to build on these existing platforms to integrate modules on the 

challenges of people living with HIV and/or vulnerable to the disease. Similarly, USG colleagues 

working on these issues will generally be well informed about the mechanisms available for 

tracking human rights and governance trends in host countries, and thus may in turn provide 

avenues for pursuing PEPFAR outcomes related to human rights.  Finally, these colleagues 

generally have useful contacts across the broader spectrum of activists and advocates for human 

rights, gender equality, basic freedoms, and good governance, who may be natural allies in terms 

of pushing for reforms that benefit PEPFAR recipients and may have access to small grant 

information. 

 

  

1.1 Non-Discrimination 

Stigma and discrimination deters many people from using and benefiting from HIV related 

services. This is most often documented with members of vulnerable groups including key 

populations. PEPFAR programs should support a non-stigmatizing environment where 

individuals’ human rights are promoted, protected, and respected, thereby enabling all persons to 

Program Priorities:  

1. Reducing stigma and discrimination in HIV service delivery/health care 

settings 

2. Ensuring that data for decision-making is gathered to optimize patient care, to 

ensure adequate program monitor and to strengthen and improve services, all 

of which is needed to create  an enabling environment 

3. Supporting Patient Rights and Access to Quality Services     
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receive quality services. This is directly stated as one of the key principles that frame the 

PEPFAR Blueprint: “ending stigma and discrimination against people living with HIV and key 

populations, improving their access to, and uptake of, comprehensive HIV services.” Consistent 

safe access to nondiscriminatory treatment services, including both clinical facility and 

community-based care and support, is necessary to achieve epidemic control. 

 

1.1.1 All PEPFAR Trainings will include a section on Non-Discrimination   

All PEPFAR training will include information on non-discrimination. For health care providers, 

Country Teams should continue to provide trainings on how to deliver clinically appropriate, 

sensitive and non-stigmatizing care, as these are critical to developing an environment where all 

people can access and adhere to treatment. This is particularly important for those populations 

who experience increased levels of discrimination including PLWHA, members of key 

populations, women and girls (and in particular those who are unmarried and sexually active) as 

well as people with disabilities. This will include efforts to directly educate health care 

professionals, and to learn about best practices to link caregivers both with key populations as 

well as advocates. It may also include measuring and monitoring levels of stigma and 

discrimination by health care workers as well as accommodation and access to services for 

vulnerable populations.  

 

Non-discrimination information should, however, also be included for PEPFAR sponsored 

trainings which do not directly impact the delivery of services.  For example, trainings about 

using and understanding PEPFAR data or social issues such as gender based violence should also 

include information on nondiscrimination.   These trainings are an opportunity for education and 

understanding about legal and other structural barriers that impact on programmatic activities. 

 

1.1.2 Gender and Sexual Diversity Training 

By May 31, 2015 all PEPFAR country teams will have completed the Inaugural Gender and 

Sexual Diversity Training. From PEPFAR 3.0 “ Recognizing that gender and sexual minorities 

are disproportionately affected by HIV in many countries and commonly have less access to 

basic care, Gender and Sexual Diversity Training is required for PEPFAR staff. The training 

covers the U.S. government nondiscrimination policies and the concepts of responsible 

engagement, which are important in the context of gender and sexual orientation. How service 

providers engage with these marginalized groups matters greatly, especially in challenging 

contexts where engagement may inadvertently place individuals at risk.” 

 

Resources 

 Engender Health, Reducing Stigma and Discrimination Related to HIV and AIDS: Training 

for Health Care Workers http://www.engenderhealth.org/pubs/hiv-aids-sti/reducing-
stigma.php#sthash.P2wY32ke.dpuf 

 WHO, Reproductive Choices and Family Planning for PLWHA 
http://www.who.int/reproductivehealth/publications/family_planning/9241595132/en/ 

 UNDP, WHO: The Time Has Come” is a training package for health providers to reduce 

stigma in health care settings, as well as to enhance HIV, STI and other sexual health 

services for men who have sex with men (MSM) and transgender people in Asia and the 

http://www.engenderhealth.org/pubs/hiv-aids-sti/reducing-stigma.php#sthash.P2wY32ke.dpuf
http://www.engenderhealth.org/pubs/hiv-aids-sti/reducing-stigma.php#sthash.P2wY32ke.dpuf
http://www.who.int/reproductivehealth/publications/family_planning/9241595132/en/


 

 

334 

 

Pacific. http://asia-pacific.undp.org/content/rbap/en/home/library/hiv_aids/the-time-has-

come/ 

 Reduction of HIV Related Stigma and Discrimination 
http://www.unaids.org/sites/default/files/media_asset/2014unaidsguidancenote_stigma_en.pdf 

 Global Fund’s HIV and Human Rights Information Note   
http://www.theglobalfund.org/documents/core/infonotes/Core_HIV-HumanRights_Infonote_en/ 

 http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf 

 Reducing HIV Stigma and Discrimination: A Critical Part of National AIDS Program 

http://data.unaids.org/pub/Report/2008/jc1521_stigmatisation_en.pdf 
 The Global Forum on MSM & HIV and Johns Hopkins University. Promoting the health of 

men who have sex with men worldwide: A training curriculum for providers 

http://www.msmgf.org/promotinghealth 

 

1.2 Data for Decision Making and Creating an Enabling Environment 

 

Within the Human Rights Agenda, baseline data on the social and legal environment will be 

particularly important both to illustrate and understand the barriers as well as to focus future 

programming.    However, all data use brings with it challenges around privacy and ethics, as we 

must ensure that data collected and recorded for individual clients or patients either through the 

below activities or elsewhere in our work serve the purpose of optimizing services and care 

provided to the individual and that adequate human protections are in place. 

 

1.2.1 People Living with HIV Stigma Index  

Countries should collaborate with the implementers of the People Living with HIV Stigma 

Index
18

, a tool used to assess and document the prevalence of experienced discrimination in 

healthcare, employment, community and other settings by people living with HIV. It provides a 

tool that measures and detects changing trends in relation to stigma and discrimination 

experienced by people living with HIV. In the initiative, the process is just as important as the 

product as it requires the robust leadership of people living with HIV and the networks which 

represent them. The Index aims to address stigma relating to HIV while also advocating on the 

key barriers and issues perpetuating stigma–a key obstacle to HIV treatment, prevention, care 

and support.  

a. If the Stigma Index has not been conducted, support the national network of people 

living with HIV or a similar entity, in collaboration with the UNAIDS Country Office (if 

present) to bring together national partners to plan and implement the Stigma Index. USG 

resources should not be used to fund the implementation of the tool; however, PEPFAR 

teams should work closely with implementers and other national partners to plan its 

implementation, including providing technical assistance on the tool’s methodology, 

sampling, and data collection and analysis. 

 

b. If the Stigma Index is in the process of implementation, provide technical assistance to 

national partners in finalizing the research and work with OGAC to develop actions to 

follow-up on the recommendations that emerge based on the evidence. 

                                                 
18

 http://www.stigmaindex.org/ 

 

http://www.unaids.org/sites/default/files/media_asset/2014unaidsguidancenote_stigma_en.pdf
http://www.theglobalfund.org/documents/core/infonotes/Core_HIV-HumanRights_Infonote_en/
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
http://data.unaids.org/pub/Report/2008/jc1521_stigmatisation_en.pdf
http://www.stigmaindex.org/
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c. If the Stigma Index has been conducted in the last four to five years, it is imperative that 

PEPFAR teams actively pursue information regarding the findings of the survey and 

inform OGAC as soon as possible. OGAC, together with implementing agencies, will 

work with you to review the results and consider what next steps would be appropriate 

before convening or supporting a process to address the concerns highlighted in the 

results.  After consultation with OGAC, examples of specific efforts may include: 

• Holding consultation with diverse networks of people living with HIV, 

including key populations living with HIV, and allies on the next steps 

needed. 

• Supporting work to publicize/disseminate results of the Index.    

• Engaging with Government officials in a policy dialogue on how to address 

some of the findings of the Index report, for example, improving the quality of 

health care services or promoting local laws and policies which promote and 

protect the sexual and reproductive health and reproductive rights of people 

living with HIV.  

 

UNAIDS can play a role in facilitating a dialogue among national stakeholders, and ensuring that 

the national network of people living with HIV leads the process of implementation. And they 

will be well placed to know about the likely opportunities to build-upon current work.   For 

context please see 

http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_Ma

y2012_0.pdf. 

PEPFAR can provide technical assistance on engagement in and roll out of the research.  

 

1.2.2 Legal Environment Assessment (LEA) 

Conduct a Legal Environment Assessment (LEA) if it has not been undertaken in the last three 

years. An LEA analyses the extent to which the legal, regulatory and policy framework in a 

country supports or hinders effective national and local responses to HIV and AIDS. If a LEA 

has been conducted in the last three years, support a process to implement the outcome’s 

recommendations. 

A LEA enables a country to build a comprehensive picture of the strengths and weaknesses of its 

legal framework and practices, including its implementation of regional and international HIV, 

human rights and health commitments.  While there are a number of different LEAs, they are 

often conducted by expert consultants working with UNDP, in close collaboration with 

Technical Working Groups composed of key stakeholders such as government offices, UN 

partners, civil society organizations, people living with HIV and key populations. This 

assessment should also be used as an opportunity to document and assess the existing domestic 

human rights mechanisms and institutions, which may help enable increased access to justice.  

 

http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
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If your country is also a Global Fund country, you may want to collaborate with your GF 

counterpart as conducting a LEA is now one possible component of the Global Fund module on 

“Removing legal barriers to access.”   

If an LEA has been conducted in the last three year, PEPFAR resources should support the 

creation and implementation of a strategic plan for follow-up.  UNDP will be an important 

resource in this process as there are likely opportunities to build-upon current work. Examples 

may include: 

 Develop the capacities of law-makers, local government units, law enforcement 

officers and/or judges for respecting, protecting and promoting human rights of 

members of the most affected populations. 

 Provide support for increasing access to HIV services access, including through 

support of law reform efforts and increasing legal capacity to address barriers and 

end discrimination (programs such as this are taking place through IDLO). 

 Support dialogues between the national/local governments and members of 

populations impacted by the epidemic— including PLWHA, members of key 

populations, women and girls, persons with disabilities, and their families—to 

discuss and take action on legal reform.  

 Support access to justice programs to address challenges faced by members of key 

populations  

 Capacity building of National Human Rights Institutions where applicable. 

 Capacity building of civil society organizations.  

  

Resources 

 Legal Environment Assessment for HIV: An operational guide to conducting national legal, 

regulatory and policy assessments for HIV. 

http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/practical-
manual--legal-environment-assessment-for-hiv--an-opera/   

 Global Commission on HIV and the Law “HIV and the Law, Risks, Rights and Health” 
http://www.hivlawcommission.org/index.php/report 

 The World Bank, “Legal Aspect of HIV/AIDS. A Guide for Policy and Law Reform” 

http://siteresources.worldbank.org/INTHIVAIDS/Resources/375798-1103037153392/LegalAspectsOfHIVAIDS.pdf  (in particular 

the chapters on SW, MSM and examples from various countries/regions including PEPFAR 

countries).  

 UNDP, National Dialogues on HIV and the Law: A Practical Manual for UNDP Regional 

HIV Teams and Country Offices http://www.undp.org/content/dam/undp/library/HIV-

AIDS/Governance%20of%20HIV%20Responses/UNDP%20Practical%20Guide%20on%20National%20Dialogues%20on%20HIV%20and
%20the%20Law%20FINAL.pdf 

 UNDP, ‘Legal Environment Assessment for HIV: An operational guide to conducting 

national legal, regulatory and policy assessments for HIV’, New York, 2013. 
http://www.undp.org/content/dam/undp/library/HIV-

AIDS/Governance%20of%20HIV%20Responses/UNDP%20Practical%20Manual%20LEA%20FINAL%20web.pdf 

 State Department Human Rights reporting (available at 

http://www.state.gov/j/drl/rls/hrrpt/index.htm) 

 International Center for Not-for-Profit Law NGO Law Monitor (available at 

http://www.icnl.org/research/monitor/) 

http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/practical-manual--legal-environment-assessment-for-hiv--an-opera/
http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/practical-manual--legal-environment-assessment-for-hiv--an-opera/
http://www.hivlawcommission.org/index.php/report
http://siteresources.worldbank.org/INTHIVAIDS/Resources/375798-1103037153392/LegalAspectsOfHIVAIDS.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/UNDP%252520Practical%252520Guide%252520on%252520National%252520Dialogues%252520on%252520HIV%252520and%252520the%252520Law%252520FINAL.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/UNDP%252520Practical%252520Guide%252520on%252520National%252520Dialogues%252520on%252520HIV%252520and%252520the%252520Law%252520FINAL.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/UNDP%252520Practical%252520Guide%252520on%252520National%252520Dialogues%252520on%252520HIV%252520and%252520the%252520Law%252520FINAL.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/UNDP%252520Practical%252520Manual%252520LEA%252520FINAL%252520web.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/UNDP%252520Practical%252520Manual%252520LEA%252520FINAL%252520web.pdf
http://www.state.gov/j/drl/rls/hrrpt/index.htm
http://www.icnl.org/research/monitor/
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 CIVICUS  State of Civil Society report (available at 

http://www.civicus.org/index.php/en/socs2014) 

 

Resources regarding Persons with Disabilities 

 Disability and HIV Policy Brief 

http://www.who.int/disabilities/jc1632_policy_brief_disability_en.pdf   (Please note that 

while some of the data in this brief is outdated, including the estimated global prevalence of 

disability, the recommendations remain valid.) 

 2014 UNAIDS Gap Report, a chapter on persons with disabilities. 

http://redirect.state.sbu/?url=http://www.unaids.org/sites/default/files/media_asset/11_People

withdisabilities.pdf  

 UNAIDS Strategy for Integrating Disability into AIDS Programmes 

http://www.hiseminars.org/uploads/media/UNAIDS_Strategy_01.pdf)    

 HIV-related Policy and National Progamming: How to Include the World’s Largest 

Minority? (Workshop Manual) 

http://www.hiproweb.org/fileadmin/cdroms/Handicap_Developpement/www/docs/7.2/7.2.A

%20Manual%20for%20participants%202012.pdf    

 HEARD’s work on HIV and disability in Eastern and Southern Africa (including working 

with partners to review/influence the content of National Strategic Plans on AIDS to be 

disability-inclusive). http://www.heard.org.za/african-leadership/disability/  

 

Law makers, law enforcement, judges 

2 Raising the Profile of HIV and AIDS in Your Parliament 

http://www.ipu.org/pdf/publications/hiv-aids-guide-e.pdf 
3 Taking action against HIV and AIDS: A handbook for parliamentarians 

http://www.ipu.org/pdf/publications/aids07-e.pdf 
4 Engaging with Parliamentarians on HIV and the Law: A practical manual for UNDP 

Country Office and Regional Staff 

http://www.undp.org/content/dam/undp/library/HIV-
AIDS/Governance%20of%20HIV%20Responses/Engaging%20with%20parliamentari
ans%20on%20HIV%20and%20the%20Law.pdf 

5 Practical Guidance on Engaging Uniformed Services in HIV 

http://www.aidsdatahub.org/guidance-joint-un-teams-aids-engaging-uniformed-
services-aids-responses-asia-and-pacific-unaids-2013 

6 Judging the Epidemic: A Judicial Handbook on HIV, human rights and the law 
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2013/201305 _Judging-epidemic_en.pdf 

7 UNDP Compendia of Judgments: Background Material, Judicial Dialogue on HIV, Human 

Rights and the Law in Asia and the Pacific and Eastern and Southern Africa 

http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/compendium-of-judgements--background-material.html and 
http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/compendium-of-judgment-for-judicial-dialogue-on-hiv--human-
right.html 

8 In relation to employment, ILO produced a handbook for judges aimed at promoting the 

application of international labor standards in national and regional courts, entitled: HIV and 

AIDS and Labor Rights: A Handbook for Judges and Legal Professionals 
http://www.ilo.org/wcmsp5/groups/public/---ed_protect/---protrav/--ilo_aids/documents/publication/wcms_ 228498.pdf 

 

 

http://www.civicus.org/index.php/en/socs2014
http://www.who.int/disabilities/jc1632_policy_brief_disability_en.pdf
http://redirect.state.sbu/?url=http://www.unaids.org/sites/default/files/media_asset/11_Peoplewithdisabilities.pdf
http://redirect.state.sbu/?url=http://www.unaids.org/sites/default/files/media_asset/11_Peoplewithdisabilities.pdf
http://www.hiseminars.org/uploads/media/UNAIDS_Strategy_01.pdf
http://www.hiproweb.org/fileadmin/cdroms/Handicap_Developpement/www/docs/7.2/7.2.A%252520Manual%252520for%252520participants%2525202012.pdf
http://www.hiproweb.org/fileadmin/cdroms/Handicap_Developpement/www/docs/7.2/7.2.A%252520Manual%252520for%252520participants%2525202012.pdf
http://www.heard.org.za/african-leadership/disability/
http://www.ipu.org/pdf/publications/hiv-aids-guide-e.pdf
http://www.ipu.org/pdf/publications/aids07-e.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/Engaging%252520with%252520parliamentarians%252520on%252520HIV%252520and%252520the%252520Law.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/Engaging%252520with%252520parliamentarians%252520on%252520HIV%252520and%252520the%252520Law.pdf
http://www.undp.org/content/dam/undp/library/HIV-AIDS/Governance%252520of%252520HIV%252520Responses/Engaging%252520with%252520parliamentarians%252520on%252520HIV%252520and%252520the%252520Law.pdf
http://www.aidsdatahub.org/guidance-joint-un-teams-aids-engaging-uniformed-services-aids-responses-asia-and-pacific-unaids-2013
http://www.aidsdatahub.org/guidance-joint-un-teams-aids-engaging-uniformed-services-aids-responses-asia-and-pacific-unaids-2013
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2013/201305%252520_Judging-epidemic_en.pdf
http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/compendium-of-judgements--background-material.html
http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/compendium-of-judgment-for-judicial-dialogue-on-hiv--human-right.html
http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/compendium-of-judgment-for-judicial-dialogue-on-hiv--human-right.html
http://www.ilo.org/wcmsp5/groups/public/---ed_protect/---protrav/--ilo_aids/documents/publication/wcms_%252520228498.pdf
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2 Recommended Activities 

2.1 Trainings and Programmatic Initiatives on Non-Discrimination  

Develop service and delivery models that reduce the effect of stigma and discrimination.  

This may include co-location and integration of services.   

Teams are encouraged to use innovative strategies to reduce stigma and discrimination.  This 

may include the integration and/or co-locations of ART services with key population-specific 

services such as MAT, HTC, or STI screening and treatment. Or the training of health care 

facility staff in legal literacy programs, or in providing referrals to legal services. This latter 

training can be critically important as those who witness abuses in the healthcare setting are 

often more empowered than the victims to ensure remedial or legal actions are taken. 

 

Create capacity and train health facility staff and/or recruit legal advisors to provide legal 

literacy education and support referrals to legal services.   

Due to the direct interaction with patients and the personal relationship that often comes with 

being provided health services, health care facility staff is often best placed to know when 

violations of rights occur. PEPFAR country teams should equip those who work in facilities with 

information on what to do when they learn that violations are taking place.  While this will often 

include reports back to the PEPFAR country director regarding the use of US Funds, it could 

also include referral to local legal and social service providers.  

 

Where appropriate country teams should also link health facility staff with information on 

resources available to link populations in crisis with protection and services, for instance through 

UNAIDS and/or DRL. The US Embassy Staff (human rights officer), USAID DRG staff, and 

UNDP will be important resource for crisis support.   

➢ Emergency Protection for LGBTI human rights defenders or CS organizations: 

“Dignity for All,” is the Global Equality Fund’s rapid response mechanism to provide 

emergency and preventive assistance to civil society organizations under physical threat as 

well as those that experience extreme harassment.   

www.freedomhouse.org/program/dignity-all-lgbti-assistance-program. 

12. Global Equality Fund  also provides small grants for local civil society 

organizations http://www.state.gov/globalequality/about/ 

 

Resources 

• Key programs to reduce stigma and discrimination and increase access to justice in 

national HIV responses 

http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_

en_May2012_0.pdf 

• Scaling up HIV related Legal Service http://www.idlo.int/insights/publications/toolkit-

scaling-hiv-related-legal-services-russian 

• For context please see UNAIDS 

http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_

en_May2012_0.pdf 

 

 

http://www.freedomhouse.org/program/dignity-all-lgbti-assistance-program
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
http://www.idlo.int/insights/publications/toolkit-scaling-hiv-related-legal-services-russian
http://www.idlo.int/insights/publications/toolkit-scaling-hiv-related-legal-services-russian
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
http://www.unaids.org/sites/default/files/media_asset/Key_Human_Rights_Programmes_en_May2012_0.pdf
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2.2 Data for Decision Making and Creating an Enabling Environment 

 Provide funding for operational research and implementation science to assess barriers to 

HIV services faced by members of key populations, and to test and evaluate innovative 

interventions and HIV service delivery models that decrease barriers to service access 

and help lower the threshold for service access and retention among key populations.  

 Provide funding for outcome evaluations of the human rights programs for enhancing 

scale and effectiveness. 

 Support the collection of data to inform the 6 MERG-approved indicators on stigma and 

discrimination in healthcare settings - support to surveys among healthcare personnel to 

collect such data. 

 Support inclusion into existing data collection surveys of the general population stigma 

and discrimination questions for the three indicators approved by UNAIDS MERG 

(Indicators 1069, 1071 and 1072). 

Resources 

 HIV Discrimination:  The Health Policy Project has developed the following survey tool 

regarding discrimination against PLWHA 
http://www.healthpolicyproject.com/index.cfm?ID=publications&get=pubID&pubID=49http://w

ww.indicatorregistry.org/?q=taxonomy/term/677 

 UNDP, ‘Surveying Nepal's Sexual and Gender Minorities: An Inclusive Approach’, 

Bangkok, 2014. http://asia-
pacific.undp.org/content/rbap/en/home/library/hiv_aids/surveying-nepal-s-
sexual-and-gender-minorities--an-inclusive-app.html 

 Understanding and Challenging Stigma toward Men who have Sex with Men Toolkit for 

Action. http://www.icrw.org/files/publications/Understanding-and-Challenging-
Stigma-toward-Men-who-have-Sex-with-Men-Toolkit-for-Action.pdf (This toolkit  is 

a collection of educational exercises to explore, understand, and challenge stigma and 

discrimination towards men who have sex) 

 International Center for Research on Women: Measuring HIV Stigma and Discrimination 

Technical Brief. 

http://strive.lshtm.ac.uk/system/files/attachments/STRIVE_stigma%20brief-
A4.pdf  (This brief proposes specific questions for measuring key conceptual domains of 

stigma and discrimination.) 

 Understanding and Challenging Stigma Towards Injecting Drug Users and HIV in 

Vietnam. This toolkit is a collection of educational exercises to explore, understand, and 

challenge stigma and discrimination towards injecting drug 

users.http://www.icrw.org/sites/default/files/publications/Toolkit%20for%20acti
on%20-
%20Reducing%20stigma%20toward%20drug%20addiction%20and%20HIV%20i
n%20Vietnam.PDF 

 UNAIDS: The Gap Report 2014: People Who Inject Drugs 

http://www.unaids.org/sites/default/files/media_asset/05_Peoplewhoinjectdrugs.
pdf 

http://www.healthpolicyproject.com/index.cfm?ID=publications&get=pubID&pubID=49
http://www.healthpolicyproject.com/index.cfm?ID=publications&get=pubID&pubID=49
http://www.indicatorregistry.org/?q=taxonomy/term/677
http://asia-pacific.undp.org/content/rbap/en/home/library/hiv_aids/surveying-nepal-s-sexual-and-gender-minorities--an-inclusive-app.html
http://asia-pacific.undp.org/content/rbap/en/home/library/hiv_aids/surveying-nepal-s-sexual-and-gender-minorities--an-inclusive-app.html
http://asia-pacific.undp.org/content/rbap/en/home/library/hiv_aids/surveying-nepal-s-sexual-and-gender-minorities--an-inclusive-app.html
http://www.icrw.org/files/publications/Understanding-and-Challenging-Stigma-toward-Men-who-have-Sex-with-Men-Toolkit-for-Action.pdf
http://www.icrw.org/files/publications/Understanding-and-Challenging-Stigma-toward-Men-who-have-Sex-with-Men-Toolkit-for-Action.pdf
http://strive.lshtm.ac.uk/system/files/attachments/STRIVE_stigma%252520brief-A4.pdf
http://strive.lshtm.ac.uk/system/files/attachments/STRIVE_stigma%252520brief-A4.pdf
http://www.icrw.org/sites/default/files/publications/Toolkit%252520for%252520action%252520-%252520Reducing%252520stigma%252520toward%252520drug%252520addiction%252520and%252520HIV%252520in%252520Vietnam.PDF
http://www.icrw.org/sites/default/files/publications/Toolkit%252520for%252520action%252520-%252520Reducing%252520stigma%252520toward%252520drug%252520addiction%252520and%252520HIV%252520in%252520Vietnam.PDF
http://www.icrw.org/sites/default/files/publications/Toolkit%252520for%252520action%252520-%252520Reducing%252520stigma%252520toward%252520drug%252520addiction%252520and%252520HIV%252520in%252520Vietnam.PDF
http://www.icrw.org/sites/default/files/publications/Toolkit%252520for%252520action%252520-%252520Reducing%252520stigma%252520toward%252520drug%252520addiction%252520and%252520HIV%252520in%252520Vietnam.PDF
http://www.unaids.org/sites/default/files/media_asset/05_Peoplewhoinjectdrugs.pdf
http://www.unaids.org/sites/default/files/media_asset/05_Peoplewhoinjectdrugs.pdf
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 Culturally Competent Care and Training Resources from the National Resource Center 

on LGBT Aging http://www.lgbtagingcenter.org/resources/index.cfm?s=4. (this includes 

A Practical Guide to Collecting Data on Sexual Orientation and Gender 

http://www.lgbtagingcenter.org/resources/resource.cfm?r=601)  

 Cultural Competence Resources for Health Care Providers 
www.hrsa.gov/culturalcompetence/ 
(A resource page for health care providers provided by the Health Resources and 

Services Administration) 

 National Center for Cultural Competence (NCCC) 
http://www11.georgetown.edu/research/gucchd/nccc/  
(The mission of NCCC is to increase the capacity of health and mental health 

programs to design, implement, and evaluate culturally and linguistically 

competent service delivery systems.) 

 

2.3 Supporting Patient Rights and Access to Quality Services     

In order to have an effective HIV program, PEPFAR’s work must increase access to non-

discriminatory prevention, care and treatment services for people living with or affected by HIV. 

This requires education/information on individuals’ rights, as well as access to people or 

organizations that can help individuals advocate for and obtain redress.  PEPFAR supports 

programs which build legal literacy, advocate for individual’s rights, to help create socially and 

legally enabling environments for all people affected by HIV.  

 

Ensure that all clinics and other PEPFAR-supported settings where HIV-related services are 

provided display information on the rights of patients. 

 

Knowing your rights, also known as legal literacy, teaches those accessing health care services 

about their rights and national/local laws relevant to provision of health care, including HIV 

services.  PEPFAR, together with Global Fund and UNAIDS, is creating a poster which 

illustrates the international recognized human rights standards as they relate to the health setting.  

All PEPFAR funded clinics should display this information.  This knowledge enables patients to 

both understand the standard of care they are entitled to, as well as, where needed, to organize 

around these rights and laws and to advocate for concrete needs within the context of HIV.  

Information should be provided in plain language that the people receiving services can 

understand. 

 

Country teams may also choose to display additional national information as relevant to the local 

context, such as national and local laws relevant to HIV.  

 

Support dialogue between domestic human rights institutions, human rights defenders, and 

members of populations most impacted by the epidemic including PLWHA, key populations, 

and other particularly vulnerable to HIV including,  women and girls, people with disabilities, 

and their families 

 

http://www.lgbtagingcenter.org/resources/index.cfm?s=4
http://www.lgbtagingcenter.org/resources/resource.cfm?r=601
http://www.hrsa.gov/culturalcompetence/
http://www.aoa.acl.gov/Site_Utilities/Standard_External_Disclaimer.aspx?redirection=http://www11.georgetown.edu/research/gucchd/nccc/
http://www.aoa.acl.gov/Site_Utilities/Standard_External_Disclaimer.aspx?redirection=http://www11.georgetown.edu/research/gucchd/nccc/
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Undertake actions to empower and ensure participation and meaningful involvement of people 

living with HIV, key populations and persons with disabilities, and their families 

 

 

Resources 

 Poster to be received in 2015. 

 For pre-existing local materials please see the UNAIDS/IDLO HIV-related Legal Literacy 

Scan 

 UNAIDS From Principle to Practice   Greater Involvement of People Living with 

HIV/AIDS http://data.unaids.org/Publications/IRC-pub01/JC252-GIPA-i_en.pdf 
 Setting Standards for Youth Participation http://www.youthcoalition.org/wp-content/uploads/IPPF-YOUTH-

GUIDE.pdf 

 http://www.unaids.org/sites/default/files/media_asset/20130802_Positive_Health_Dignity

_Prevention_Operational_Guidelines_0.pdf 

  

http://data.unaids.org/Publications/IRC-pub01/JC252-GIPA-i_en.pdf
http://www.youthcoalition.org/wp-content/uploads/IPPF-YOUTH-GUIDE.pdf
http://www.youthcoalition.org/wp-content/uploads/IPPF-YOUTH-GUIDE.pdf
http://www.unaids.org/sites/default/files/media_asset/20130802_Positive_Health_Dignity_Prevention_Operational_Guidelines_0.pdf
http://www.unaids.org/sites/default/files/media_asset/20130802_Positive_Health_Dignity_Prevention_Operational_Guidelines_0.pdf
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CIVIL SOCIETY ENGAGEMENT STRATEGY 

 

 
 

  
 

   

 

Active engagement with local civil society organizations in PEPFAR planning implementation, 

monitoring, and accountability continues to be an important requirement of the PEPFAR 

Program.  Building upon last year’s State Cable 13 STATE 89700 PEPFAR, teams are expected 

to expand their engagement with local civil society, both as a feedback loop to improve PEPFAR 

services and as a way to spur greater local civil society engagement and accountability with 

“Civil society organizations -- such as community groups, non-governmental organizations, 

labor unions, indigenous groups, charitable organizations, faith-based organizations, 

professional associations, and foundations -- often drive innovations and develop new ideas 

and approaches to solve social, economic, and political problems that governments can 

apply on a larger scale.” 

President Obama, September 2014 

  

 

 

Technical Priorities:  

1. To bring transparency and local accountability to the annual COP/ROP process by 

engaging civil society in consultation and using their feedback for decision making. 

2. To support the development of civil society members to monitor, advocate and 

partner with other stakeholders in developing quality services and sustainable 

programs 

3. To strengthen the capacity of CSOs in engaging in PEPFAR programing and 

planning through participation in the design, implementation, and evaluation of 

PEFPAR programming. 

4. To strengthen the overall leadership of CSOs and networks of PLHIV, women living 

with HIV, key populations, person with disabilities and their families, and youth led 

organizations, in the country’s response to HIV through regular engagement with 

PEPFAR teams/TWGs. 

 

“Strong, independent voices of civil society accountability are essential for generating the 

political will to fully fund and implement a science-based program of interventions to 

prevent HIV transmission, treat people living with HIV infection, and ensure the 

sustainable control of the HIV/AIDS pandemic.”   
 

Ambassador Birx, December 2014 
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partner-country governments.  As part of this increased involvement, PEPFAR Teams will create 

a Civil Society COP Engagement Strategy. 

PEPFAR Civil Society COP Engagement Strategy should match the following objectives: 

o To bring transparency and local accountability to the annual COP/ROP process by 

engaging civil society in consultation and using their feedback for decision making. 

o To support the development of civil society members to monitor, advocate and partner 

with other stakeholders in developing quality services and sustainable programs 

o To strengthen the capacity of CSOs in engaging in PEPFAR programing and planning 

through participation in the design, implementation, and evaluation of PEFPAR 

programming. 

o To strengthen the overall leadership of CSOs and networks of PLHIV, women living with 

HIV, key populations, person with disabilities and their families, and youth led 

organizations, in the country’s response to HIV through regular engagement with 

PEPFAR teams/TWGs. 

 

1    Engaging civil society in the COP/ROP planning process 

In addition to the three steps for Civil society engagement in previous COP guidelines, COP 15 

adds as an initial step to engaging civil society in the COP/ROP planning process, requiring 

PEPFAR Teams create   a Civil Society COP Engagement Strategy. Country teams must now: 

 

1. Create a Civil Society COP Engagement Plan (which outlines how they will conduct the 

next 3 steps). 

2. Meet with civil society groups, including key population groups, early in the COP 

planning process; 

3. Document civil society engagement and how their inputs were addressed in COP 

submission or in overall PEPFAR planning or programing; and 

4. Provide written response to civil society organizations feedback after the COP process to 

document how their input was considered. 

 

STEP 1: Develop PEPFAR Civil Society COP Engagement Strategy 

Each country will prepare a strategy for engagement of civil society in the COP process. This 

strategy should be a detailed outline of how countries will undertake STEPS 2-4, planning the 

planning of the meetings to provide feedback into the COP Development. Thus, establishing 

which organizations should engage; proposing dates for meetings; proposing dates and purpose 

for COP planning meetings; proposed method for information sharing; Steps for continued 

engagement; budget. Additional information on what should be included in each of these points 

is below and a checklist has been included as an annex to support country teams in developing 

this strategy. 

 

Importantly, however, this strategy is not limited to the COP development but will also outline 

how Teams will continue partnerships between PEPFAR and civil society throughout the year. 

While CS buy-in will improve the COP, the overall objective of the PEPFAR Civil Society COP 

Engagement strategy is supporting the development of civil society members in advocating and 

partnering with other stakeholders in developing sustainable domestic programs.  
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The Strategy should include:  

1. A Process for establishing which organizations should engage  

 Teams should seek inclusion of a diverse range of civil society members in 

consultations, taking into account that this process will likely require proactive 

outreach to ensure all populations are represented (See Box 1). This will require 

additional efforts to ensure participation from civil society organizations that are 

based outside of the capital or major urban areas.  

 The presumption should be to include all groups who voice interest in engagement—

recognizing that if that number grows too large it may require multiple early process 

meetings.  This outreach and feedback process should at all times be open and 

transparent to allow all groups/individuals to participate.  

 Teams should seek assistance to identify important groups/ individuals to invite. This 

outreach includes the U.S. embassy human rights officer, as well as ESTH Office and 

health attaché if applicable, the UNAIDS country or regional staff, the Global Fund, 

and other multilateral partners 

 Teams should include local civil society organizations including: non-governmental 

local organizations; networks/coalitions; professional associations; activist and 

advocacy groups; groups representing key affected populations, including 

LGBT/gender and sexual minority and sex worker organizations;  groups representing 

populations highly affected by the epidemic, such as women’s groups, persons with 

disabilities and youth-led organizations; PEPFAR program beneficiaries or end users; 

faith-based organizations; community associations; not-for-profit organizations at 

national, district and local levels, and potential allied organizations (e.g., public 

budget monitoring organizations, women empowerment organizations, labor unions).  

 

2. Proposed dates and  purpose for COP planning meetings 

 The strategy should include proposed dates for engaging with civil society groups in 

the COP planning process 

 The strategy should note the purpose and intended outcome of each engagement. 

 The strategy may also include suggestions for smaller roundtable discussions. 

 

3. Proposed method for information sharing 

 The strategy should outline how information about the meeting will be disseminated, 

how feedback will be received, and a plan for additional follow-up 

 This should take into account that PEPFAR should have a method for sharing 

information and receiving input from those who are not able to attend an in-person 

consultation.  

 The strategy should outline how teams will ensure continued contact with CS 

throughout PEPFAR’s programming cycle (COP development, reviews, APR/SAPR 

reviews, ongoing program monitoring, etc.). 
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4. Steps for continued Engagement (Quarterly) 

 The Strategy will outline how PEPFAR Teams will hold civil society consultations on 

a quarterly basis so that relationships can be ongoing and feedback responsible to 

topical issues. Recognizing that these may need to be phone or web-based to include 

civil society organizations not in the capital. 

 One option to ensure continued engagement is to establish a community advisory 

committee to meet monthly/ quarterly to advise on policy and programming issues. 

Such meetings should be open meetings, where information is shared with all 

interested groups. Teams should adopt a community dialogue approach which 

emphasizes an exchange of perspectives and expertise, rather than PEPFAR staff 

simply informing civil society of PEPFAR actions. Lessons to help in developing this 

can be taken from U.S. domestic policy. The 1990 Ryan White Care Act called for 

people personally affected by HIV to help set local spending priorities for federal 

funds.  

 All of PEPFAR should operate on a principle of transparency. Little about what 

PEPFAR does is inappropriate to share publicly, and so the operating assumption and 

practice should be that reports, progress, targets, detailed information on the COPs, 

data gathered with PEFPAR funds, and spending patterns will be shared with all civil 

society members who are interested to increase their capacity in data collection and 

use for decision making.
19

 

 Through these quarterly meetings and when possible through more frequent 

engagement,  civil society leaders should be provided with briefings and regular 

updates on the PEPFAR budget and programming systems, data generation and data 

use, and with clear guidance on how CSOs can best support and influence the work to 

address HIV.  

 

5. Skills building for Advocacy, and Mutual Accountability work 

 Recognizing that the most effective way to expand domestic resources and service 

delivery is for a strong, well informed civil society to use evidence to advocate and hold 

governments accountable, the strategy should outline how the team will foster Civil 

Society’s skills and engagement to use data and evidence to advocate for quality service. 

Suggestions for PEPFAR Team actions include: 

o Provide accessible data on the national and subnational epidemiological, 

health, health workforce, and economic data to inform smart investments.  

o Provide accessible data to show whether past resource allocations are 

evidence-based and in line with political priorities, and identify areas for 

reallocation.  

o Provide clear information about the costs and expected impacts of various 

scale-up scenarios, drawn from modeling exercises that are based on evidence 

of costs and impacts. 

o Directly support civil society capacity needs including staffing and training 

needed to analyze policy, monitor service delivery, develop advocacy 

strategies, etc. 

                                                 
19 This follows PEPFAR’s agreement to sign on to the AID Transparency Initiative  
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6. Civil Society Role in Service Delivery and Addressing the Needs of Key Populations 

 The strategy should discuss how civil society partners can help support the scale, quality, 

and success of PEPFAR and health system programs.  For example, it’s role in 

community-based or community-oriented services. Such services include, among other 

things, HIV testing and counseling, and promotion, support and retention services for 

people in care and treatment, and work to build and promote the critical enabling 

environment. Though international NGOs are often a reliable source of local knowledge 

and skills, it is necessary that PEPFAR teams also seek opportunities to partner directly 

with local and grassroots organizations. 

7. Capacity Building of Civil Society 

 The strategy should discuss how PEPFAR teams will advocate for civil society 

organizations, acknowledging their role and their need for fiscal support.  

 Teams should identify ways to support civil society through organizational 

development and also convene multiple stakeholders, including other funders, to 

support increased funding for these organizations.  

 Given PEPFAR’s close relationship with country governments and other multilateral 

stakeholders, PEPFAR teams should encourage the involvement of civil society in 

country planning and decision making with domestic government initiatives. This 

will lead to increased collaboration, open accountability between partners, and 

stronger country ownership over the response. 

 

8. Budgeting Costs including for Increasing CS capacity 

 The Strategy should budget for these COP engagement meetings. 

 Resources should be available to provide any needed capacity development to civil 

society members, including support on the how to curate, visualize and use of 

PEPFAR data, for example the PEPFAR Dashboard, to support their advocacy and 

accountability efforts.  

 Budget may also include any other skills building for CS that Teams foresee will be 

needed through the year to enhance program and policy monitoring and advocacy 

skills. 

 

9. Evaluation: Monitoring the Impact of Civil Society Engagement 

 PEPFAR teams should include the Strategy answers to the following information 

about last years’ COP 14 planning/engagement.   

1. To what extent was the civil society sector engagement with PEPFAR 

inclusive of diverse organizations (e.g. organizations and networks of 

people living with HIV, of sex workers, LGBTI, youth/adolescents, persons 

with disabilities, indigenous communities, displaced persons due to conflict 

or disaster, and faith based organizations and geographically diverse in its 

reach)? 
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2. To what extent were civil society representatives been involved in the 

planning and budgeting process for the COPs/ROPs or for the most current 

PEPFAR activity plan (e.g. attending planning meetings and reviewing 

drafts)? 

3. To what extent were civil society included in the monitoring and evaluation 

(M&E) of the PEPFAR-funded country programs/projects/activities? 

4. Number of community based organizations and/ or networks that have 

meaningfully participated in PEPFAR planning sessions/reviews or 

evaluations in the last 12 months. 

5. To what extent was civil society effective in affecting policy within the 

country as a whole?  

6. How many well-informed, well capacitated actors engage with 

government?  

 

 Illustrative Indicators Adapted from the Health Policy Project’s Organizational 

Capacity Assessment Tool can be used to measure PEPFAR’s investment in building 

the capacity of civil society members in this process and hosting effective 

engagement meetings with the partners: 

1. Does the PEPFAR country team have systems in place to facilitate 

transparent communication and exchange of resources with in-country 

CSOs? 

2. Does the PEPFAR country team dedicate resources, such as staff time 

and/or project funding, targeted to collaborate with civil society partners? 

3. Does the PEPFAR country team provide technical assistance/mentoring to 

other organizations on efforts related to strengthen civil society 

engagement in PEPFAR planning processes? 

4. Does the PEPFAR country team ensure the participation and representation 

of constituency groups in TWGs (women, key populations, stigmatized 

groups, minorities)? 

 

 This evaluation should also include the indicators taken from the Sustainability Index and 

Dashboard can be used to measure civil society engagement and potential for transition 

from PEPFAR to a country-led response. 

1. Does host country government have formal channels and opportunities for 

diverse civil society groups to engage and provide feedback on its HIV 

policies, programs, and services? 

2. Does the legislative and regulatory framework make special provisions for 

the needs of civil society organizations (CSOs) working on HIV or give 

not-for-profit organizations working on HIV special advantages? 

3. Is there active engagement of diverse non-governmental organizations in 

HIV advocacy, decision-making and service delivery in the national HIV 

response? 

 

STEP 2: Convene Engagement Meetings  

Prior to COP development, PEPFAR teams should hold meetings, early in the planning process, 

with a diverse group of civil society organizations representing various PEPFAR constituencies. 
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At this meeting, the PEPFAR team should provide a basic overview of the COP process as well 

as guidance on how and when civil society organizations can provide input.
20

 These civil society 

engagement meetings are meant to support ongoing engagement, creating an iterative feedback 

loop, rather than a one-time interaction.  

 

During civil society engagement meetings, PEPFAR teams should explicitly share the draft 

goals, priorities, targets and budgets that the PEPFAR team is considering for inclusion in the 

COP for the upcoming year, particularly regarding how they support country HIV plans, 

prioritize resources geographically and by population, and align with WHO guidelines and 

epidemic needs. PEPFAR teams should also provide trainings on available tools to monitor 

PEPFAR’s work (e.g., country dashboards). Country Teams should also highlight changes from 

prior year programs proposed as part of the COP submission, and the expected impact on users 

of the program. SAPR and APR data should be shared with civil society, as well as mitigating 

action the team is considering to address challenges. In addition, any available funding to support 

civil society should be discussed.  

 

Comments from civil society should be taken at the meeting, and participants should also be 

given at least one week to provide additional comments in writing. Providing copies of the 

presentation will help civil society representatives better share this information with their 

constituencies for further consultation and feedback. In some cases it will be necessary to hold 

more than one meeting to reach a diversity of civil society. Civil society should be given ample 

notice of this meeting, in order to prepare adequately.  

 

In addition to the two large meeting outlined below, teams should establish a process to host or 

attend roundtable discussions or meetings with community members that are more amendable to 

directly soliciting feedback. These meetings should recognize that certain population will require 

more focused attention, and may need a “safe space” in order to express their feedback.  

 

The two large civil society engagement meetings during COP planning are:  

 

1. Before COP Development: At the first meeting PEPFAR teams should initially solicit 

ideas from civil society on goals, priorities, targets that the PEPFAR team should 

consider for inclusion in the COP for the upcoming year. The PEPFAR team should 

provide a basic overview of the COP process as well as guidance on how and when civil 

society organizations can provide input. Country Teams should also present on prior year 

COP activities, budgets, and results. SAPR and APR data should be shared with civil 

society, as well as mitigating action the team is considering to address challenges.  The 

ideas civil society shares during these meetings should be written up and discussed 

during internal USG PEPFAR COP 15 planning sessions.  

 

2. Before COP Submission: At the second meeting, once COP is closer to finalized, 

PEPFAR teams should present on the proposed COP goals, priorities, targets, and 

budgets. Country teams should highlight changes from the prior year’s COP. PEPFAR 

Teams should highlight which ideas that were shared at the first meeting were 

                                                 
20 PEPFAR country teams should make presentations readily available online for organizations that could not attend. 
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incorporated into COP15 activities. Comments from civil society should be taken at the 

meeting, and participants should also be given at least one week to provide additional 

comments in writing.  Providing copies of the presentation will help civil society 

representatives better share this information with their constituencies for further 

consultation and feedback.  

 

It may be necessary to hold more than two meetings to reach a diversity of civil society.   Civil 

society should be given ample notice of these meetings, in order to prepare adequately.  

 

 

STEP 3: Solicit written feedback from civil society 

PEPFAR teams will solicit written feedback from civil society on the proposed COP goals, 

budgets and targets and on an interim performance assessment. It is the team’s role to ensure 

groups have sufficient information about the program for this to be meaningful. S/GAC requires 

PEPFAR teams to share the written civil society feedback received with your Country Impact 

backstop. PEPFAR teams should also ask for feedback on other overarching issues, processes or 

knowledge civil society organizations would like to share. 

 

STEP 4: Provide written feedback to civil society 

PEPFAR teams will provide written feedback to civil society groups regarding the impact of 

their participation, including a specific explanation of which input was incorporated into the 

COP and which was not, and why these decisions were taken, prior to the finalization of COPS 

15. Once the COP is approved, teams should convene a subsequent meeting to provide details 

regarding the COP contents. S/GAC requires PEPFAR teams to share the written feedback 

provided to in-country civil society with the Country Impact backstop. PEPFAR teams should 

also include in written feedback how PEPFAR will continue to engage with CSOs throughout the 

year. 

 

2     FOR SPECIAL CONSIDERATION 

After Headquarters have cleared the SAPR and APR these results should be shared with civil 

society groups as part of the ongoing outreach process.  

 

Annexes 

1. Post COP Process Evaluation- To be sent to Headquarters by May 1, 2015 

2. PEPFAR Country Team Checklist for Engaging Civil Society 
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3. Background Context 

4. Rationale 

5. Resources 

 

 

Background Context 

 In September 2014, President Obama released a Presidential Memorandum on engaging 

civil society in U.S. policy and planning processes and confirmed his commitment to 

expand interaction with civil society in planning U.S. government activities. Agencies are 

now required to, “consult with representatives of civil society to explain the views of the 

United States on particular issues, seek their perspectives, utilize their expertise, and build 

strong partnerships to address joint challenges.”  

 Consistent with the COPS 15 Guidance and State Cable 13 STATE 89700, PEPFAR teams 

continue to be required to take proactive steps to involve civil society 
21

 from the outset in 

the planning and implementation of all PEPFAR activities in their respective countries. 

PEPFAR teams should ensure that civil society voices, particularly those of people living 

with HIV, key populations in the epidemic women’s groups including Sexual Reproductive 

Health and Reproductive Rights groups, are well represented in conversations with partner 

governments, and integrated as key partners in all PEPFAR programs.  

 The successful HIV response has in large part been driven by civil society activism, 

advocacy, and engagement. Engagement with civil society is crucial to realizing PEPFAR’s 

five key agenda areas of work. Civil society can and does play a critical role in advising on 

key populations, human rights, and other programming; advocating with their governments 

for increased and better targeted resources; advancing evidence-based and data-driven 

responses; and driving accountability for results. As countries take on increased leadership 

in their HIV responses it is essential civil society be increasingly capacitated and engaged 

to play a full, collaborative role with PEPFAR, Global Fund and government planning.  

 PEPFAR teams have made advances in engaging civil society and implementing the 

directive above. However, challenges remain. Civil society partners have stressed the need 

to ensure: a diverse group of civil society representatives are included in planning; key 

                                                 
21 This strategy defines civil society as: non-governmental local organizations; networks/coalitions; professional associations; 

activist and advocacy groups; groups representing key affected populations, including LGBT/gender and sexual minority and sex 

worker organizations;  groups representing populations highly affected by the epidemic, such as women’s groups, persons with 

disabilities and youth led organizations; PEPFAR program beneficiaries or end users; faith-based organizations; community 

associations; and not-for-profit organizations at national, district and local levels.   

  

BOX 1: Civil Society Engagement in CCM 

In 2013, the Global Fund initiated a pilot key population’s engagement program among ten 

countries globally. The purpose of the pilot was to strengthen key population engagement 

and participation in the country coordinating mechanism and country dialogue processes. 

Nigeria was one of the countries with high key population engagement, despite the punitive 

policy environment. The Nigerian model included the use of an implementer to facilitate 

connections with civil society, key populations and the government. Key populations 

organizations were invited to develop budgets for consultations as well as engagement 

strategies and a national consultation was held to discuss further engagement. Such a model 

can be used as an example for PEPFAR country teams. 
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population-led civil society groups are well represented in dialogues; ample notice of 

planning meetings is provided; information is shared with all civil society groups not just a 

select few; performance review data is available to civil society, greater detail is provided 

on about the COP; multiple meetings are held between the PEPFAR team and civil society; 

civil society from outside of urban areas are included in planning; and that there is an 

accountability process to track implementation of engagement with civil society.  

 PEPFAR has played an important role in nurturing informed, effective, and sustained civil 

society engagement.
22

 Inclusive development partnerships, between PEPFAR and partner 

countries, can only be seen as open if it involves civil society engagement. Doing so will 

require ongoing relationships with civil society, not limited to annual meetings on COPs. It 

will also require transparency, data sharing and capacity strengthening for civil society 

partners. This work with civil society represents a major, lasting contribution of PEPFAR 

to equitable, strengthened country health programming. 

 All of PEPFAR should operate on a principle of transparency. Little about what PEPFAR 

does would be inappropriate to share publicly, and so the operating assumption and 

practice should be that reports, progress, targets, detailed information on the COPs, data 

gathered with PEFPAR funds, and spending patterns will be shared with all civil society 

members who are interested to increase their capacity in data collection and use for 

decision making.
23

 

 

3    Rationale for Increased Engagement 

 Civil society has been a leading force in the response to HIV since the beginning of the 

epidemic.  This longstanding involvement enables expertise and relationships with local 

                                                 
22 As noted in the Paris Declaration of Aid Effectiveness, Accra Agenda for Action, and Busan Partnership for Effective 

Development, the U.S. government has a responsibility to support civil society engagement in developing country ownership. 
23 This follows PEPFAR’s agreement to sign on to the AID Transparency Initiative  

BOX 2: RESPONSIBLE ENGAGEMENT IN RIGHTS-CONSTRAINED 

ENVIRONMENTS 

In some countries, there may be legal or social barriers to engaging with certain communities 

(e.g., gender and sexual minorities, people who inject drugs, sex workers). Behaviors associated 

with a community (e.g., transactional sex, same sex sexual behavior) may be criminalized, 

presenting real or perceived risks to individuals that include blackmail, stigma, persecution, 

arrest, fines, emotional or physical violence, and other forms of discrimination. 

In such countries, it is important to understand the legal and social environment and consult with 

legal experts and members of the community to accurately assess the risks associated with 

engagement in PEPFAR activities.  

Often, risks will be related to disclosure. It is always good practice to consult with members of a 

community about issues related to disclosure. For example, some individuals would rather their 

names not be published. Others may not want their names included in electronic files. 
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communities that larger organizations often struggle to achieve. It is incumbent upon 

PEPFAR to bring to bear these relationships and expertise to design and deliver 

programing that meets the needs of all populations that we serve.  

 Civil society organizations provide services that are crucial to realizing donor strategies. 

Such services draw upon experiences working hand-in-hand with beneficiary populations 

and may include advocacy, promoting human rights and combatting stigma and 

discrimination, help with identifying challenges and gaps in health care delivery, and 

independent oversight of programming and processes. Civil society organizations can act 

as watchdogs, promoting transparency in the HIV response and helping to ensure smart 

investments (investments that are in line with epidemiological information and are 

allocated to interventions known to have the biggest impact). Inclusion in PEPFAR 

processes and timely access to data that deal with the national response are necessary for 

this to occur. 

 As PEPFAR countries transition toward greater sustainability, national governments will 

need to depend even more on civil society to meet the health needs of their citizens. Early 

engagement with PEPFAR builds the capacity of civil society organizations, better 

preparing them to play a leadership role now and into the future. 

 Civil society engagement is an ethical and human rights imperative. It is an ethical 

principle to involve people in decisions that affect their lives. The UN General 

Assembly’s Declaration of Commitment on HIV/AIDS (2001), Political Declaration on 

HIV/AIDS (2006), and the Political Declaration on HIV and AIDS (2011) all call for 

greater engagement with people living with HIV and people from marginalized 

communities. Furthermore, the International Covenant on Civil and Political Rights 

(ICCPR), adopted by the UN General Assembly in 1966, recognizes the right “to take 

part in the conduct of public affairs” (Article 25). 

 

4     Resources 

 AID Transparency Initiative Report, 2014, http://ati.publishwhatyoufund.org/ 

 African Development Bank Civil Society Engagement, 2012, 

http://www.afdb.org/fileadmin/uploads/afdb/Documents/Policy-

Documents/Framework%20for%20Enhanced%20Engagement%20with%20Civil%20Society

%20Organizations.pdf 

 Global Fund Community Systems Strengthening Framework, 2014, 

http://www.theglobalfund.org/en/civilsociety/reports/ 

 Health Policy Project’s Organizational Capacity Assessment, 2014,  

http://www.healthpolicyproject.com/index.cfm?id=publications&get=pubID&pubId=373 

 Health Policy Project’s Stakeholder Analysis, 2013, 

http://www.healthpolicyproject.com/index.cfm?id=publications&get=pubID&pubID=325 

 UNAIDS Strategy on Civil Sector Engagement, 2013, 

http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/document

/2013/ubraf/20130624_UNAIDS_WorkingPaper_CSengagement.pdf 

 WHO: Interactions between Global Health Initiatives and Health Systems: Evidence From 

Other Countries, 2009, 

http://www.who.int/healthsystems/publications/MPS_academic_case_studies_Book_01.pdf 

http://ati.publishwhatyoufund.org/
http://www.afdb.org/fileadmin/uploads/afdb/Documents/Policy-Documents/Framework%20for%20Enhanced%20Engagement%20with%20Civil%20Society%20Organizations.pdf
http://www.afdb.org/fileadmin/uploads/afdb/Documents/Policy-Documents/Framework%20for%20Enhanced%20Engagement%20with%20Civil%20Society%20Organizations.pdf
http://www.afdb.org/fileadmin/uploads/afdb/Documents/Policy-Documents/Framework%20for%20Enhanced%20Engagement%20with%20Civil%20Society%20Organizations.pdf
http://www.theglobalfund.org/en/civilsociety/reports/
http://www.healthpolicyproject.com/index.cfm?id=publications&get=pubID&pubId=373
http://www.healthpolicyproject.com/index.cfm?id=publications&get=pubID&pubID=325
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/document/2013/ubraf/20130624_UNAIDS_WorkingPaper_CSengagement.pdf
http://www.unaids.org/sites/default/files/en/media/unaids/contentassets/documents/document/2013/ubraf/20130624_UNAIDS_WorkingPaper_CSengagement.pdf
http://www.who.int/healthsystems/publications/MPS_academic_case_studies_Book_01.pdf
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 Towards an Enabling Legal Environment for Civil Society, Statement of the 16
th

 Annual 

John Hopkins International Fellows in Philanthropy Conference, Nairobi, Kenya. 2005, 

http://ccss.jhu.edu/wp-content/uploads/downloads/2011/09/2004-Kenya-Conference-

Statement.pdf 

 

  

http://ccss.jhu.edu/wp-content/uploads/downloads/2011/09/2004-Kenya-Conference-Statement.pdf
http://ccss.jhu.edu/wp-content/uploads/downloads/2011/09/2004-Kenya-Conference-Statement.pdf
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RETENTION & ADHERENCE 

 

 
 

PEPFAR, in partnership with host country governments, has achieved unprecedented success in 

scaling up support for HIV programs, which have provided life-saving care and treatment to 

millions. However, studies show that at each step along the clinical care cascade, additional 

patients are lost to follow-up (LTFU).  Weak cascades lead to poor outcomes for health systems 

and individuals, and strengthening the cascade is critical to saving lives, sustaining impact, and 

changing the course of the HIV epidemic.  Efforts to retain patients along the cascade and 

promote optimal adherence to antiretroviral therapy are essential to achieving desired clinical 

outcomes, preventing new infections, and restoring quality of life for individuals, families, and 

communities.  

  

Technical Priorities:  
 

1. Programs should assess local gaps/barriers to retention and adherence (including 

individual, social/economic, or health care/facility factors), and should prioritize 

evidence-based interventions that address key local gaps and barriers. It is critical 

for programs to monitor retention and adherence and evaluate the impact of 

interventions implemented.     

2. Retention:  Based on local gaps/barriers, programs may choose to implement some or 

all of the following interventions (among others), for pre-ART and ART patients.  A 

combination of approaches may be needed.   

o Evidence-based community interventions focused on improving retention 

(e.g. community support groups; community-based care) 

o Patient tracking  

o Health system interventions that address documented barriers to retention, 

including   quality improvement (improving functionality of clinics and quality 

of services) or addressing structural issues (e.g., decentralization, integrating 

services or improving linkages between services) 

3. Adherence:  Adherence counseling and support and appropriate clinical and lab 

monitoring should be offered to all HIV-positive individuals, with the ultimate goal of 

maintaining virologic suppression.   

o Programs should offer evidence-based approaches to adherence counseling 

and support; a number of different approaches have been shown to be 

effective.   

o All patients on ART should receive routine monitoring for treatment failure 

through regular assessment of CD4 and/or viral load per national 

guidelines, and results should be documented in the medical record.       
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1 Improving Retention in Care 

There are many factors that may contribute to low rates of retention in care; these may vary 

across different regions and populations.  Of note, there are particular challenges with retaining 

patients in care prior to initiation of antiretroviral treatment (ART), especially for those not yet 

eligible for ART.  However, retaining these “ART-ineligible” clients is particularly important to 

assure prompt initiation of ART when patients become eligible, to provide services which reduce 

morbidity and mortality (e.g., cotrimoxazole and tuberculosis (TB) interventions), and to provide 

key HIV prevention interventions [i.e., prevention for PLHIV/Positive Health, Dignity and 

Prevention (PHDP) services]).  Further, earlier initiation of ART (e.g. PLHIV with CD4 <500, 

pregnant and breastfeeding women, all children < 5 years), will also pose challenges for lifelong 

retention and adherence, particularly for patients who are asymptomatic and may not perceive 

need for treatment.       

Table 1, below, lists a number of factors which may affect linkage and retention in care.  

Table 1. Factors affecting linkage and retention in care 

 

Countries are encouraged to examine linkage and retention, including assessing barriers and 

facilitators, and to develop strategies to improve linkage and retention. As an initial step, an 

assessment (formal or informal) of patient, provider, and institutional barriers to participation in 

care should be undertaken to inform the development of appropriate strategies. Strategies should 

focus on identified barriers and facilitators, and should be tailored to meet identified needs in 

different settings and populations.  A combination of approaches may be needed to address 

different barriers/gaps. Strategies involving the community may be particularly important and 

have significant impact, as described below.   
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Countries should also review the recently released Care and Support Prioritization Framework 

document. Of note, the Framework includes evidence-based interventions to optimize retention 

and adherence, which address local gaps and barriers, among the universal interventions, which 

should be considered core activities in virtually all countries and settings.    

To optimize linkage and retention, programs need to ensure routine monitoring systems are in 

place. Ideally, this should include systems to monitor missed appointments and assure follow up 

with patients, to document and confirm patient transfers, and to track patients who are LTFU.  Of 

note, a number of these systems are addressed in SIMS, particularly tracking of patients.    

A number of potential interventions to improve retention are described below; this is not meant 

to be a comprehensive listing. While data on effectiveness of some of these interventions are 

limited, supporting evidence is referenced to provide information for countries as they consider 

strategies. 

 

2 Strategies to Improve Retention in Care 

A wide variety of interventions have been proposed to improve retention in care. Examples of 

interventions which have been implemented include:  

 Community support groups – use of PLHIV community support groups to provide 

support, counseling and other services (Zachariah, Teck, Buhendwa, Fitzerland, & 

Labana, 2007); some may even distribute ART and monitor adherence (Decroo, Telfer, 

Biot, Maikéré, & Dezembro, 2001); 

 Community/home-based care – use of community health workers or HBC providers to 

monitor PLHIV, provide services/support, and promote retention in care (Rich, Miller, 

Niyigena, Franke, & Niyonzima, 2012); 

 Patient tracing (physical +/- phone) (McMahon, Elliott, Hong, & Jordan , 2012); 

 Mobile phone interventions (Lester, Ritvo, Mills, Kariri, & Karanja, 2010)
 
(Horvath, 

Azman, Kennedy, & Rutherford, 2012); and 

 Providing valued commodities/services which may increase uptake of care (e.g., 

cotrimoxazole, possibly other components of “preventive care package” or nutritional 

support (Kohler, Chung, McGrath, Benki-Nugent, & Thiga, 2011)). 

 

Other approaches focus on structural or health systems issues (e.g., decentralization; integrating 

services, or improving linkages between services; and task-shifting to address HR shortages). 

Programs may also focus on quality improvement (e.g., addressing structural barriers - limited 

hours, fees, frequency of visits, etc.); addressing drug shortages; reducing clinic wait time; 

improving access to key lab results (e.g., POC CD4 testing); and improving monitoring and data 

systems to facilitate patient monitoring and tracking. Programs might also consider other 

approaches to attempt to improve the functionality of clinics (e.g., clinic flow analyses to 

improve patient flow and reduce wait time), or approaches to triage or stratify patients into 

different streams of care (e.g., “express care” for patients who only need a brief visit). Programs 

are encouraged to evaluate such health systems interventions to determine their impact on 

retention as evidence is limited on effective interventions for retaining pre-ART and ART 

patients. (Govindasamy, et al., 2014) 
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The 2013 WHO Guidelines for the Prevention and Treatment of HIV recommend earlier 

initiation of ART for children under 5 years of age, which has significantly increased the number 

of children eligible for treatment (WHO, 2013). These children will still require routine follow-

up visits and laboratory monitoring, and programs will need to institute services to ensure that 

they are retained in care. Older children diagnosed with HIV, especially those not yet eligible for 

treatment, also need significant support to be retained in care. 

 

Key strategies to ensure retention and strengthen the continuum of care for HIV-infected 

children and adolescents should include: 

 Quarterly or semi-annual (based on country context) clinical assessment for the need to 

transition to ART and lab assessment every 6 months; 

 Routine review of medical records to identify and re-engage children lost to follow-up; 

and 

 Linkage of all HIV-infected adolescents to facility-and community-based PWP/PHDP 

services that provide additional care and support.  

All programs should demonstrate the ability to collect accurate retention data, include plans for 

routine monitoring of those at risk for falling out of care, and have a system for tracking patients 

lost to follow-up (LTFU). 

 

3 Strategies to Improve Adherence to ART 

Adherence counseling and support should be offered to both HIV-positive individuals and 

serodiscordant couples to maximize adherence to ART and retention in care and treatment 

services, with the ultimate goal of achieving and maintain virologic suppression (Crum, 

Riffenburgh, Wegner, & et al., 2006), reducing morbidity and mortality experienced by PLHIV 

(Crum, Riffenburgh, Wegner, & et al., 2006) (Lima, et al., 2009), and reducing HIV transmission 

to sex partners by 96% (Cohen, et al., 2011). To maintain optimal treatment efficacy, PEPFAR-

funded programs should include interventions that increase adherence to prophylactic 

medications (e.g., cotrimoxazole) and ART as part of PHDP activities. Effective interventions 

include pillbox organizers, treatment supporters, provider-delivered education or counseling, 

couple-based counseling, telephone support, reminder devices, home visits, and directly 

observed therapy (Simoni, Pearson, Pantalone, Marks, & Crepaz, 2006). Adherence support 

interventions can be successfully delivered in an ongoing manner at clinical, community, or 

home settings and all programs should include context- and culturally-appropriate adherence 

approaches and measures (i.e., documentation of self-reported adherence and/or pharmacy refill 

tracking) that optimize response to ART.  

 

For young children, adherence to treatment will depend on the pediatric formulation used and on 

providing support and education to parents and caregivers. Caregiver support groups, routine 

adherence assessments, and home-based visits can be used to improve or maintain adherence to 

treatment. Decentralizing pediatric care to reduce patient travel distance to treatment centers is 

critical to improving both access and adherence. Linkage and collaboration between clinic-based 

treatment programs and home –based programs, such as socio-economic support initiatives can 

also help improve retention and adherence. While particularly useful for pediatric patients, OVC 

initiatives are also potentially useful for improving adherence for adults (many of whom are 

parents). 
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In older children and adolescents, efforts to support adherence are of particular importance and 

should be a component of all programs. Adolescents are a high-risk group for treatment default 

(Chan, Mateyu, Jahn, Schouten, & Arora, 2010). Care and treatment delivery models that 

support adolescent psychosocial needs as they transition into adulthood can improve adherence, 

thereby improving treatment success. 

 

4 Tracking to CEEs 

 

CEE Number Standard 

Domain 1: Adult Treatment  

1.1 Patient Tracking 

(ART Patients)  

 

Each ART site should have a standard procedure for identifying and 

tracking ART patients who have defaulted on their appointments. 

The system should be fully implemented and contain the following 

core elements: defined staff roles/responsibilities, procedures for 

patient identification and tracking, and standardized documentation. 

1.2 Adherence Support  Each site that provides ART should have a standard adherence 

support protocol for providing and documenting all the following 

core elements:  

1) Adherence counseling prior to ARV treatment initiation 

2) Routine adherence assessments during ARV therapy 

3) Counseling interventions for patients with poor adherence 

1.3 ART Monitoring   All patients on antiretroviral therapy (ART) should receive routine 

monitoring for treatment failure through regular assessment of CD4 

and/or viral load per national guidelines, and results should be 

documented in the medical record. 

Domain 2: Care and Support  

2.2 Patient Tracking 

(Pre-ART Patients)  

Each care/treatment site should have a standard procedure for 

identifying and tracking pre-ART patients who have defaulted on 

their appointments.  Pre-ART patients are defined as patients in 

care but not yet on ART – either those not yet eligible, or those who 

are eligible but have not yet started ART.  The system should be 

fully implemented and contain the following core elements: defined 

staff roles/responsibilities, procedures for patient identification and 

tracking, and standardized documentation. 

2.6 PHDP All HIV-infected clients should receive all of the following HIV 

prevention messages and services as part of routine care: 

13. Risk reduction counseling (e.g. condom use and other safer 

sex practices, alcohol and other drug reduction, HIV 

serostatus disclosure) 
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14. Condom provision 

15. Adherence counseling 

16. Partner HIV testing and counseling 

17. STI diagnosis/treatment 

18. Contraception/safer pregnancy counseling and provision 

2.7 Community-Based 

Care and Support 

Services  

Each community intervention point that provides care and support 

services should have a standard protocol for providing and 

documenting all the following core elements: 

4) Support for retention for pre-ART and ART patients; 

5) Adherence support; and 

6) Formal assessment and documentation of clinical and 

psychosocial needs, with linkage/referral to other services as 

appropriate 

Domain 3: Pediatric Care and Support  

3.2 Pediatric ART 

Monitoring  

All children on antiretroviral therapy (ART) should receive routine 

monitoring for treatment failure through regular assessment of CD4 

and/or viral load per national guidelines, and results should be 

documented in the medical record. 

Domain 4: PMTCT 

4.12 Tracking Mothers 

and Infants for PMTCT  

Each PMTCT site should have a standard protocol for identifying 

and tracking MCH patients (HIV-infected pregnant women, 

mothers and their HIV-exposed infants) that have defaulted on their 

appointments or transferred out. It should be fully implemented and 

contain the following core elements: defined staff 

roles/responsibilities, procedures for patient identification and 

tracking, and standardized documentation. 
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ACRONYM LIST 

Abbreviation   Definition 

ACILT    African Centre for Integrated Laboratory Training 

AFG    AIDS-free Generation 

AIDS    Acquired Immunodeficiency Syndrome 

AIDSTAR   AIDS Support and Technical Resources (project) 

AIS    AIDS Indicator Surveys 

ALHIV    Adolescents Living with HIV 

AMC    Average Monthly Consumption 

AMDS    AIDS Medicines and Diagnostics Service 

ANC    Antenatal Care 

ARC    African Health Profession Regulatory Collaborative 

ARROW   Anti-retroviral Research for Watoto 

ART    Anti-retroviral Therapy 

ARV    Anti-retroviral Drugs 

ASLM    African Society for Laboratory Medicine 

AZT    Zidovudine 

BCC    Behavior Change Communication 

BCS+    Balanced Counseling Strategy Plus 

BECS    Blood Establishment Computer Systems 

BF    Breast Feeding 

BMGF    Bill and Melinda Gates Foundation 

BMI    Body Mass Index 

BS    Blood Safety 

BSS    Behavioral Surveillance Survey 

BSS+    Behavioral Surveillance Survey with Serologic Testing 

CAP    College of American Pathologists 

CBO    Community-Based Organization 

CCM    Country Coordination Mechanism 

CDC    Centers for Disease Control and Prevention 

CD4    Cluster of Differentiation 4 

CD4+    Cluster of Differentiation 4 Glycoprotein 

CHAI    Clinton Health Access Initiative 

CHBC    Community and Home-based Care Providers 

CHTC    Couples HIV Testing and Counseling 

CHW    Community Health Worker 

CITC    Client-initiated Testing and Counseling 

COP    Country Operation Plan 

CPD    Continuing Professional Development 

CPT    Cotrimoxazole Preventive Therapy 

CQI    Continuous Quality Improvement 

CSS    Community Systems Strengthening 

CTL    Country Team Lead 

CTX    Cotrimoxazole 

CYP    Couple Years Protection 

d4T    Stavudine 

DBS    Dried Blood Spot 

DHAPP    DOD HIV/AIDS Prevention Program  

DHS    Demographic and Health Survey 

DHS+    Demographic and Health Survey with HIV Biomarkers 

DIS    Disease Intervention Specialist 

DNA/RNA   Deoxyribonucleic Acid/Ribonucleic Acid 

DOD    Department of Defense 

DOT    Directly Observed Therapy 
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DQ    Data Quality 

DQA    Data Quality Assessment 

DST    Drug Susceptibility Testing 

DTS    Dried Tube Specimen 

EA    Expenditure Analysis 

ECF    Emergency Commodity Fund 

EFV    Efavirenz 

EID    Early Infant Diagnosis 

EIMC    Early Infant Male Circumcision 

E/L/FS    Economic Strengthening, Livelihood, and Food Security 

eMTCT    Elimination of Mother to Child Transmission 

EPP Spectrum   Estimation and Projection Package Spectrum 

EQA    External Quality Assurance 

EWI    Early Warning Indicator 

FBF    Fortified Blended Flour 

FBO    Faith-based Organization 

FBP    Food by Prescription 

FDA    U.S. Food and Drug Administration 

FDC    Fixed-Dose Combination 

FIND    Foundation for Innovative New Diagnostics 

FP    Family Planning 

FP/HIV TF   Family Planning HIV Integration Task Force 

FP/RH    Family Planning/Reproductive Health 

FWID    Females Who Inject Drugs 

GAO    Government Accounting Office 

GAIN    Global Alliance for Improved Nutrition 

GAP    Global AIDS Program - CDC 

GBV    Gender-based Violence 

GF    The Global Fund to Fight AIDS, Tuberculosis and Malaria 

GHI    Global Health Initiative 

GIS    Geographic Information System 

GMP    Growth Monitoring and Promotion 

GNP+    Global Network of People Living with HIV 

HAART    Highly Active Anti-Retroviral Treatment 

HAPSTAT   HIV/AIDS Program Sustainability Analysis Tool 

HBC    Home-based Care 

HBV    Hepatitis B Virus 

HB HTC   Home-based HTC 

HCD    Human Capacity Development 

HCV    Hepatitis C Virus 

HCW    Healthcare Worker 

HDSS    High Dead Space Syringes 

HHS    Health and Human Services 

HIE    Health Information Exchange 

HIS    Health Information System 

HIV    Human Immunodeficiency Virus 

HIVDR    HIV Drug Resistance 

HIVST    HIV Self-testing 

HPV    Human Papillomavirus 

HQ    Headquarters 

HRH    Human Resources for Health 

HRIS    Human Resources Information System 

HSS    Health Systems Strengthening 

HSV    Herpes Simplex Virus 

HTC    HIV Testing and Counseling 

IATT    Interagency Task Team 
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IBBS    Integrated Biologic-Behavioral Surveys 

IC    Infection Control 

ICF    Intensified Case Finding 

ICPD    International Conference on Population and Development 

ICT    Information and Communication Technology 

IDU    Injecting Drug User 

IEC    Information, Education and Communication 

IMAI    Integrated Management of Adolescent and Adult Illness 

IOM    Institute of Medicine 

IPC    Interpersonal Communication 

IPT    Isoniazid Preventive Therapy 

IPV    Intimate Partner Violence 

IS    Injection Safety 

ISBS    Integrated Serologic and Behavioral Surveillance 

ISO    International Organization for Standardization 

IST    In-service Training 

ISTC    International Standards for TB Care 

IT    Information Technology 

ITN    Insecticide Treated Net 

ITU    International Telecommunications Union 

KP    Key Population 

L&D    Labor and Delivery 

LAM    Lactational Amenorrhea Method 

LDSS    Low Dead Space Syringes 

LED    Light-Emitting Diode 

LFA    Local Financing Agent 

LIS    Laboratory Information Systems 

LMIC    Lower Middle-Income Country 

LMIS    Logistics Management Information System 

LTBI    Latent Tuberculosis Infection 

LTFU    Lost To Follow Up 

LTC    Linkages to Care 

LTS    Long-term Support 

MAT    Medication Assisted Therapy 

MC    Male Circumcision 

MCH    Maternal Child Health 

MDG    Millennium Development Goal 

MDR-TB   Multi-Drug Resistant Tuberculosis 

M&E    Monitoring and Evaluation 

MEC    Medical Eligibility Criteria 

MER    Monitoring, Evaluation and Reporting 

MFL    Master Facility List     

MIS    Management Information System 

MLP    Mid-Level Providers 

MNCH    Maternal, Neonatal and Child Health 

MOD    Ministry of Defense 

MOH    Ministry of Health 

MOVE    Models for Optimizing the Volume and Efficiency of Male Circumcision 

    Services 

MSM    Men Who Have Sex With Men 

MTB/RIF   Mycobacterium Tuberculosis/Resistance To Rifampicin 

MTCT    Mother-To-Child Transmission 

MUAC    Mid-Upper Arm Circumference 

NACS    Nutritional Assessment, Counseling and Support 

NAP    National AIDS Control Program 

NBTS    National Blood Transfusion Service 
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NGI    Next Generation Indicators 

NGO    Non-Governmental Organization 

NIH    National Institute for Health 

NIMART   Nurse-Initiated and Managed Antiretroviral Therapy 

NLSP    National Laboratory Strategic Plan 

NNRTI    Non-Nucleoside Reverse Transcriptase Inhibitor 

NRTI    Nucleoside Reverse Transcriptase Inhibitor 

NSP    Needle and Syringe Program 

NTP    National TB Control Program 

NVP    Nevirapine 

OGAC    Office of the U.S. Global AIDS Coordinator 

OI    Opportunistic Infection 

OVC    Orphans and Vulnerable Children 

PACM    PEPFAR Costing Model 

PCR    Polymerase Chain Reaction 

PE    Program Evaluation 

Peds    Pediatrics 

PEP    Post-Exposure Prophylaxis 

PEPFAR   President’s Emergency Plan for AIDS Relief 

PHDP    Positive Health, Dignity, and Prevention 

PHFS    Partnership for HIV-Free Survival 

PHPEHRB   Prevention of HIV in Persons Engaged in High-Risk Behavior 

PI    Performance Improvement 

PITC    Provider-Initiated HIV Testing and Counseling 

PLHIV    People Living with HIV 

PLERS    PEPFAR Linkage, Engagement and Retention Strategy 

PMI    President’s Malaria Initiative 

PMTCT    Prevention of Mother-to-Child HIV Transmission 

POC    Point-of-Care 

PPE    Personal Protective Equipment 

PPP    Public-Private Partnership 

PQS    PEPFAR Quality Strategy 

PrEP    Pre-Exposure Prophylaxis 

PSE    Pre-service Education; Private Sector Engagement 

PT    Proficiency Testing 

PWID    People Who Inject Drugs 

PwP    Prevention with People Living with HIV; Prevention with Positives 

QA    Quality Assurance 

QC    Quality Control 

QI    Quality Improvement 

QM    Quality Management 

QMS    Quality Management System 

RCT    Randomized Controlled Trial 

RH    Reproductive Health 

RIF/MTB   Mycobacterium TB/Resistance to Rifampicin – Cartridge Based Test For TB 

    and Drug Resistance through GeneXpert  

RT    Rapid Test 

RT QII    Rapid Test Quality Improvement Initiative 

RTK    Rapid Test Kit 

RUTF    Ready-to-use Therapeutic Foods 

SABERS   Seroprevalence and Behavioral Epidemiology Risk Survey 

SADCAS   Southern African Development Community Accreditation Service 

SANAS    South African National Accreditation System 

SAVVY    Sample Vital Registration with Verbal Autopsy System 

SBC    Social and Behavior Change 

SCMS    Supply Chain Management System 
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SDP    Service Delivery Point 

SI    Strategic Information 

SIGN    Safe Injection Global Network 

SLIPTA    Stepwise Laboratory Quality Improvement Process Towards Accreditation 

SMME    Small, Medium and Micro Enterprises 

SMS    Short Message Service 

SOP    Standard Operating Procedure 

SRH    Sexual and Reproductive Health 

SRHR    Sexual and Reproductive Health Rights 

S&S    Surveillance and Surveys 

STD    Sexually Transmitted Disease 

STI    Sexually Transmitted Infection 

SUN    Scaling Up Nutrition 

SW    Sex Worker 

TA    Technical Assistance; Targeted Assistance 

TAN    Technical Area Narrative 

TB    Tuberculosis 

TG    Transgendered Persons 

TDF    Tenofovir 

TDR    Transmitted Drug Resistance 

TLC    Total Lymphocyte Count 

TTI    Transfusion-Transmissible Infection 

TWG    Technical Working Group 

UAT    Unlinked Anonymous Testing 

UKAID    United Kingdom Agency for International Development 

UN    United Nations 

UNAIDS   United Nations Programme on HIV/AIDS 

UNICEF   United Nations Children’s Fund 

UNITAID   International Drug Purchasing Facility 

UNFPA    United Nations Population Fund 

USAID    U.S. Agency For International Development 

USAID/PRH   Population and Reproductive Health 

USG    United States Government 

VCT    Voluntary Counseling and Testing 

VL    Viral Load 

VMMC    Voluntary Medical Male Circumcision 

WAD    World AIDS Day 

WASH    Water, Sanitation, and Hygiene 

WFP    World Food Program 

WHO    World Health Organization 

WLHIV    Women Living with HIV 

XDR-TB   Extreme Drug-Resistant Tuberculosis 

XPert    GeneXPert Machine by Cepheid 

 

 


