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 The President’s Emergency Plan for AIDS Relief (PEPFAR) Scientific Advisory Board 

(SAB) met for the third time on October 2-3, 2012 to discuss issues identified by the SAB and by 

the Office of the U.S. Global AIDS Coordinator (OGAC) as priority topic areas: 

 Linkage and retention in the patient care and treatment cascade 

 Ethics and Key Populations (Men who have sex with men, people who inject drugs, sex 

workers, migrants, and transgender persons) 

 Combination Prevention 

 Normative guidance 

 Children and adolescents 

 Data use and monitoring 

A summary of each topic area is below; recommendations and action items are included where 

applicable. 

Linkage and Retention:   

There are many challenges in characterizing the flow of HIV-infected persons from HIV 

diagnosis to enrollment in care, staging and determination of eligibility for ART, initiating ART, 

and adherence and retention on ART.  Although the linear step-wise progression of this care and 

treatment cascade has been well defined, it also known that many patients enter and exit the 

cascade through “side doors”, i.e. either not presenting for care until late in the course of HIV 

infection (thereby bypassing the “ART-ineligible” phase), or beginning ART but dropping out of 

care and not returning until late stage HIV infection.  A complete understanding of retention at 

each point is essential to assess program effectiveness.  A critical issue is loss-to follow-up and 

ascertaining whether it represents death and treatment failure, disengagement from care, or 

simply reflects that patients are receiving care at other settings (”silent transfers”).  The inability 

to make these distinctions can lead to biased conclusions, with significant underestimation of 

deaths and retention in care, along with biased predictors of these outcomes.  To avoid the cost 

and labor associated with complete ascertainment of loss to follow-up, a sampling approach has 

been used to determine the status of a subset of patients, with extrapolation to the larger 

population of those “lost to follow-up.” Sampling studies in several settings demonstrate the 

feasibility and value of this approach.  Results have documented both higher mortality and better 

retention than “naïve” data (not supplemented by sampling) suggest.  In addition, these data 

show that a significant number of deaths occur not long after clinic visits, suggesting that factors 

other than clinic visits per se are more strongly associated with mortality and disengagement in 

care and that interventions that address the availability of care as well as its quality and 

effectiveness are essential. 

Specific Linkage and Retention issues discussed by the SAB fall into four broad domains: 

 Measurement of outcomes and coverage along the continuum; both in-depth approach 

(e.g. special studies) and site level programmatic data (not consistently collected) are 

needed to inform programs. The SAB recommended that more use of the sampling 

approach (discussed above) in order to ascertain a more accurate characterization of the 

“linkage and retention cascade” be a PEPFAR priority. 

 Programming: evidence-based interventions exist and need to be more systematically 

applied (e.g. point-of-care CD4 testing, text messaging reminders).  However, barriers 
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and facilitators may also be unique to specific countries/contexts, and policy makers need 

to understand the local context to determine the most appropriate mix of interventions in 

each setting.  PEPFAR must consider how it can better support the systematic application 

of solutions to these challenges including evaluation of new approaches.  The community 

can be a key source of information about risk factors and barriers; interventions involving 

the community have been shown to be effective in improving retention in various 

settings.   

 Specific Populations: retention in care poses particular challenges for key populations 

(including injecting drug users, sex workers and men who have sex with men), pregnant 

and post-partum women, children, and adolescents.  It is essential to better characterize 

the cascade in each of these populations to understand barriers and develop appropriate 

interventions.   

 Research: there is limited data on initial linkages into care, associated barriers, and 

potential interventions.  Nineteen of the PEPFAR implementation science studies further 

investigate linkage and retention, including studies of various interventions.  Further gaps 

need to be identified and presented to the full SAB for discussion. 

 

Action Item: an SAB working group focused on linkage, adherence, and retention will be 

formed, including participation from PEPFAR/US government staff, to develop specific 

recommendations for Ambassador Goosby on linkage and retention. 

 

Ethics and Key Populations:  

The SAB identified gaps that exist regarding ethical considerations for key populations 

research and programming. Research gaps for key populations include: inattention to, and 

methods for changing attitudes of policy makers and health care providers, an inadequate 

understanding of the spread of HIV from key populations to the general population, and cost-

effectiveness of specific key population programs.  

 The Key Populations working group presented a framework to assist PEPFAR in 

articulating ethical commitments through a guide to engagement with key populations. The four 

core principles of the framework are: 1) inclusion 2) non-discrimination 3) community 

engagement and 4) pragmatism.  While the principles of inclusion, non-discrimination, and 

community engagement met broad consensus, the group felt that the principle of pragmatism 

should be better defined; stewardship and shared responsibility were proposed as additional 

principles.  The framework can also be applied to populations outside of key populations.  As 

PEPFAR transitions to a response based on country ownership, the SAB noted that the principles 

need to be applied to complex contexts, such as disagreements about priorities between PEPFAR 

and host country governments and to effective ways to engage communities.   

  

Action Item: The working group will discuss more formal recommendations to OGAC regarding 

the framework, and will work with other working groups to apply the principles of the 

framework where appropriate. 

 

Combination Prevention: 

 The PEPFAR combination prevention studies are harbingers for the challenges faced by 

implementation science, particularly the challenge of linking scaled-up implementation with 
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evaluators.  The three studies, taking place in four southern African countries, employ different 

study designs and methods, but all three have reduction in HIV incidence as the primary research 

question.  Efforts to coordinate the studies have resulted in increased harmonization, but the SAB 

requested that this process by strengthened and continued to ensure that methods and findings 

may be analyzed and compared across studies.   

 

Action Item: The SAB requested a call or meeting devoted entirely to discussion of these trials, 

to better understand the linkage, adherence, and retention measurements of the study and to 

discuss the potential policy impacts of the study findings when they are reported. 

 

Normative Guidance: 

 The World Health Organization (WHO) has released numerous guidelines and technical 

updates in 2012, including: 

 Couples HIV testing and counseling 

 PrEP for serodiscordant couples, men who have sex with men, and transgender women 

 Treatment optimization updates 

 WHO also plans to create and release several sets of guidance in 2013, including: 

 HIV testing and counseling among adolescents 

 HIV surveillance (ethical issues, second generation surveillance, case reporting) 

 Global recommendations for male circumcision devices 

In 2013, the WHO will also issue consolidated guidelines for treatment and prevention of HIV 

and tuberculosis (TB).  These guidelines will address different age groups and populations, 

different aspects of HIV response (clinical, operational, programmatic), and different uses of 

antiretroviral drugs (for individual clinical benefit and use for prevention). 

 

Children and Adolescents:  

 

The Child and Adolescent Working Group presented the challenges of addressing the behavioral, 

biomedical, educational, and structural needs of children who may be impacted by HIV either 

indirectly (e.g. as orphans and vulnerable children) or directly (e.g. perinatally exposed or 

infected children, behaviorally infected adolescents).  The group stressed the need to identify and 

retain adolescents in care to decrease loss to follow-up, the need for separate care and treatment 

cascades for both children and adolescents, and the need to better understand the interaction of 

clinical care with community-focused platforms. Given concerns about equity and sustainability, 

there is a need through improved evidence, monitoring and evaluation, and transition planning to 

move forward PEPFAR programs targeted to these ages.  

Recommendations of the working group focused on research to:  

 Follow current cohorts of children in PEPFAR-funded PMTCT sites in high HIV 

prevalence low-resource sites, both HEU and seropositive children; 

 Follow uninfected youth who are at high risk of acquiring HIV; and 

 Follow perinatally and behaviourally infected children to formulate, monitor, and 

evaluate models of care to ensure an effective transition from paediatric to adolescent, 

and adolescent to adult care. 
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Action Item: The CAWG will reconvene to consider feedback from the larger SAB and to 

discuss the need for formal recommendations to OGAC on scientific priorities.  

Data:  

This SAB working group explored three areas within PEPFAR’s broader strategic information 

portfolio: 

 Data collection:  A lot of data is being collected, but is often neither useful nor used.  

There is a need to focus on collecting critical indicators that will influence program 

quality, and to eliminate less important indicators. 

 Data usage: PEPFAR country teams use data to make programmatic decisions, and 

aggregate data is used for decision-making at the headquarters level. Data use is therefore 

extremely important for making decisions that generate quality programs and further 

guidelines may be helpful to ensure routine use of data.  

 Data availability:  members of the working group felt that PEPFAR should increase 

attention to data management plans at the country level and to the development of data 

portals and transparency. 

 

Recommendations from the Data Working Group: 

 Establish and maintain a PEPFAR public access knowledge portal 

 Strengthen, streamline and publicly disclose PEPFAR’s data collection and management 

of key program indicators 

 Establish, collect and publicly disclose activity-based budget, expenditure and cost data 

 Require each future grantee and contractor to submit a data management plan. 

 

Action Item: Data Working Group to reconvene and consider feedback from the larger SAB. 

 

  


