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Key	  sta(s(cs	  

•  Popula)on	  est.	  (2011):	  34.6	  million	  
•  Annual	  popula)on	  growth:	  3.3%	  
•  Surface	  area	  (sq.km):	  	  241,000	  
•  GNI	  per	  capita	  (US$):	  481	  
•  Life	  expectancy	  at	  birth:	  53yrs	  
•  Absolute	  Poverty	  :	  	  ~32%	  
•  Urban	  Popula)on:	  	  	  12%	  
•  Literacy	  (age	  15+):	  	  	  69%	  
•  HIV	  prevalence:	  	  	  	  	  	  	  	  6.2%	  



•  In 2008-2010, health research constituted about 
30% of all research in Uganda. Of these, 
approximately 5% were clinical trials. 

•  Mostly in HIV/AIDS, Malaria and TB 

•  Over 90% of health research wass funded from 
abroad; 

•  Investigators closely affiliated with public 
universities and hospitals. 

Introduction 



Research Approval Process  
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National Guidelines for Research 
involving Human Subjects 

•  First	  in	  1997,	   •  Then	  revised	  in	  2007,	  	  
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PTA in policy & guidance 
•  There are some statements which reflect PTA, 

but no sufficient guidance on implementation: 

– Once the intervention being studied has been 
demonstrated to be superior, the Sponsor(s) shall 
promptly offer to research participants in the placebo 
arm the intervention treatment free of charge. 
However, Sponsors shall not be obliged to provide 
lifelong care and treatment for chronic and relapsing 
illnesses. 

– National Guidelines Section 7.2—Standard of care for subjects in 
control group 



–  If the investigational product is found to be 
beneficial, the investigator should assist to secure 
its provision, without charge, to participants in the 
research project following the conclusion of the 
research project  
•  National guidelines-Section 8.1d  



– Research among vulnerable groups requires 
additional attention to ensure their protection. 
Where factors relating to vulnerability are an 
aspect of the research project, researchers should 
specify how that particular vulnerability would be 
addressed. In particular, IRCs (i.e. Ethics 
Committees) must ensure that:…. 
•  c. Research is beneficial to that community; 
•  d. The community can access products of the research; 

–  (UNCST Guidelines Section 9) 



Considerations for PTA 

•  Generally and in practice, there seems to be a 
recognition of moral responsibilities for PTA, 
but it is not a mandatory requirement for 
research & research sponsors; 

•  PTA is handled on a case by case basis; 

•  Investigators play a more active role in 
discussing and negotiating PTA; 



Case 1: Male Circumcision, 2006/7 
•  In a randomized controlled trial, Male 

Circumcision was proven to reduce HIV incidence 
in by more than 50%; 

•  Enrolled 4,996 HIV –ve men, 15-49 yrs of age; 
•  Participants in the placebo group were offered 

intervention for free; 
•  Took long to be recognized by government and to 

be included among HIV prevention strategies; 
•  Access is being provided through research and 

care programmes  (PEPFAR) & in private sector. 



Case 2: Partners PrEP, 2011  

•  A double-blind, placebo-controlled, phase III 
clinical trial that assessed the safety and 
efficacy of oral PrEP for the prevention of HIV 
infection, using the antiretroviral medication 
tenofovir (TDF), either alone or in 
combination with emtricitabine (FTC/TDF). 

•  Enrolled 4758 HIV serodiscordant couples 
from 9 clinical trial sites in Kenya and Uganda.  



•  Study demonstrated that Oral TDF PrEP 
reduced HIV risk by 62%;  and Oral FTC/TDF 
PrEP reduced HIV risk by 73%. 

•  Placebo group switched to treatment arms,  
•  Extended follow up studies approved---

participants will continue receiving 
intervention for 12 months. 

•  However, PTA obligations afterwards is not 
clear. 



Observations 
•  Not clear in both cases extent to which RECs 

discussed PTA issues prior to study initiation; 
•  Both face challenge of inclusion into 

government’s HIV prevention care package--- 
•  Some unresolved scientific concerns 
•  Possible legal conflicts rolling out unlicensed products 
•  Feasibility of providing access; allocation of resources, 

etc. 

•  Most research programs built PTA within their 
research grants. 



Conclusions 
•  PTA is complex and contentious issue, but there 

is need to clarify it in national policy; 
– To better address situations when PTA would be 

necessary; 

•  A global mechanism (e.g. trust fund for PTA) 
may be desirable, or at least have aspects of it 
embedded within appropriate care programs in 
countries.  



Conclusions	  

•  More stakeholder engagement; 

•  More work needed on how RECs and 
regulatory agencies/government should handle 
PTA issues. 



•  Gray et al. (2007) Male circumcision for HIV prevention in 
men in Rakai, Uganda: a randomised trial. Lancet. 2007 
Feb 24;369(9562):657-66. 



Thank you 


