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Why PRP Matters: The Ethical Imperative



The Paradox of Progress

• We celebrate successful trials 
(e.g., HIV treatment, PrEP, ), 
but a profound ethical 
question remains: 

 

   ‘’What happens when the  

     protocol ends and the sponsor  

    leaves?’’

•  Our research success creates 
a moral debt



Defining PRR

• Obligation owed to participants, communities, and health systems 
after the formal study intervention/data collection is complete

• Ethical drivers: Beneficence, Non-maleficence, and Justice

• It encompasses the moral and practical duties that extend beyond 
study closure, covering: 
• Post-trial access
• Ancillary care, and 
• Sustainable capacity Building

• Research is a social contract. PRR ensures this contract is honored



Why PRR?

• PRR is central to Responsible Conduct of Research and 
ensuring research impact and equity in Africa

• Focus Areas: Access to study interventions, community 
feedback, long-term care, capacity building 
sustainability, and publication/ dissemination



The Evolution of PRR: Past and Present



PRR: The Past - Historical Underpinnings

• Research was often extractive, leaving communities with little 
more than the knowledge generated

• Despite active participation and contribution to the research,  
participants were unable to access/ afford the product once the 
study ended

• PRR often vague, non-binding, or non-existent in protocols for 
resource-limited settings



PRR: Tracing the Ethics of Obligation 

▪ The Early Era (Pre-2000s): Focused primarily on immediate participant 
safety and reporting.

▪ Nuremberg Code (1947) & Declaration of Helsinki (1964): Focused 
primarily on participant protection during the research

▪ The Belmont Report (1979): Introduced Beneficence and Justice, which lay 
the groundwork for PRR (e.g., maximizing benefits and fair distribution of 
research burdens/benefits)



The Turning Point: Declaration of Helsinki 2000 & 2013

▪ Key Milestones: The 2000 revision of the Declaration of Helsinki (DoH) was 
revolutionary, initially demanding participants be "assured of access.“

▪ This was softened to "reasonable availability" in the 2013 revision (Para 34)

▪ The Shift: Moving from simply preventing harm to actively promoting sustained 
good

▪ This shift defined the modern debate, acknowledging that access requires 
practical planning



The Present: Formalizing 
PRR - International 
Guidelines

• Core Mandates

• WMA Declaration of Helsinki

• CIOMS/WHO CIOMS 
Guidelines

CIOMS (Council for international Organizations of Medical Sciences)



Declaration of Helsinki (World Medical Association)

2024 Declaration of Helsinki, article 18:

(Emphasizes post-trial access to proven interventions)

 ‘’Every research should include provisions for post-trial access to  
interventions identified as beneficial in the study or access to other 
appropriate care. This provision should be made known to the 
participant during the informed consent process.’’



CIOMS Guidelines (CIOMS/WHO) 2016 

▪ Availability of beneficial intervention for participants and 
sustainable measures for community benefit:

A. Availability of Beneficial Interventions (Guideline 2)

B. Caring for Participants' Health Needs (Guideline 6)



PRR Scope



Areas of Agreement and Core 
Controversies



Consensus

• Community Engagement: Researchers must involve communities in planning and 
dissemination

• Transparency: Ethical research requires clear communication of goals, risks, and 
outcomes to build trust

• Capacity Building: Strengthening local research infrastructure/ skills is a shared 
responsibility

• Access to Benefits: Participants should benefit from research findings/ 
interventions



Area of controversy 1: What is reasonable?

▪ Does "access" mean free access, subsidized access, or simply 
making it available in the market? For how long?



Areas of controversy 2: Individual vs. System PRR 

▪ Should PRR be limited to ensuring individual participants receive 
the intervention, or does it include a broader obligation to 
communities, and to local health systems strengthening?

▪ The African Context: System-level PRR (e.g., upgrading labs, 
training personnel) is often argued as one of the most meaningful 
form of lasting benefit



Areas of controversy 3: 
Funding

▪ Who is primarily responsible for long-
term access to a proven beneficial 
intervention (e.g., a new PrEP 
formulation or HIV regimen) after the 
trial concludes?

▪ Is the Sponsor/funder solely responsible, 
or does the host government/Ministry of 
Health share the burden?



Areas of controversy 4: 
Sustainability

▪ For how long should post-
trial access continue



Controversy 5: Ancillary Care (The Scope of Duty)

• What is the scope of obligation for follow-up care for conditions 
unrelated to the study intervention but discovered during the trial 
(e.g., hypertension discovered during an HIV study)?

• The Partial Entrustment Model suggests a temporary moral 
obligation to address urgent health needs through clear referral 
pathways.



Controversy 6: Beyond Interventions - Data and Specimens 

• Data: How do we ensure data is shared responsibly, and ethically 
with local researchers

• Specimens: Who owns them? Where are they stored? How do we 
ensure long-term benefit and accessibility for future local research



Common objections against post-trial access

• PTA may cause undue inducement, since the expectation of follow-up care or any 
other benefit, especially in resource limited settings, may persuade people to 
participate in clinical trials

• PTA may delay trials because of procedures and agreements to be made with 
sponsors, and researchers, and governments

• PTA may prevent trials happening, since the final financial burden of PTA provision 
may become a disincentive for sponsors to conduct clinical trials in resource limited 
settings

• PTA may be misused as a marketing tool 



Current Status of PRR in Uganda and the Region



The Ugandan Landscape: Progress and Challenges

▪ Progress:

▪ Strong regulatory bodies (UNCST, NDA) and accredited RECs

▪ Growing focus on PRR clauses in local guidelines (e.g., National 
Guidelines for Research)

▪ Challenges:

▪ Enforcement of PRR clauses

▪ Ensuring policy uptake post-research

▪ Dependency on external funding



The Role of Local Research Institutions 

▪ Local PIs/Institutions are the PRR Stewards and are responsible for:

▪ negotiating robust PRR terms; advocate for participants

▪ ensuring sustained capacity building efforts

 

▪ serving as the link between international partners and the host 
community/system

▪ disseminating research findings and advocating for policy change



Research to policy - ? practice



Regional Perspectives: Shared Responsibilities in East Africa

Similar challenges across the region (Tanzania, Kenya, 
Rwanda):

- High research volume

- Resource-limited settings, and 

- Consistent struggle to translate research  

success into lasting public health gain

Need for Regional Harmonization: Common 
standards for PRR across EAC research consortia

Platforms like AccessAfrica2 and AVAREF enable 
shared standards and joint ethical reviews for 
multi-country research studies



Case studies - PrEP trials (Results to Clinic)



Comparison of Key Access Milestones for PrEP trials

Milestone Daily Oral PrEP (TDF/FTC) Dapivirine Vaginal Ring 
(Monthly)

CAB-LA 
Two-monthly Inj.

Lenacapavir (LEN)-Twice 
Yearly Inj.

Phase III Efficacy 
Results Release

2010/2011 (iPrEx, Partners PrEP, 
TDF2 trials)

February 2016 (ASPIRE & Ring 
Study results)

May 2020 (HPTN 083/084 
interim results)

June 2024 (PURPOSE 1/2 
interim results)

Major Regulatory 
Approvals (US/EU)

July 2012 (US FDA approval for 
Truvada for PrEP)

July 2020 (EMA Positive Opinion 
for RLS use)

December 2021 (US FDA 
approval for Apretude)

June 2025 (US FDA 
approval for Yeztugo)

WHO 
Recommendation/ 
Prequalification

2012/2015 (Initial guidance on 
demonstration projects; strong 
recommendation by 2015)

January 2021 (Conditional 
Recommendation/Prequalificati
on)

2023 (WHO 
Prequalification/Guidance)

July/Oct 2025 (Guidance 
& Prequalification)

Uganda NDA 
Registration

Pre-2017 (Generic TDF/FTC 
registration was largely 
streamlined as an existing ART)

October 5, 2021 (Formal NDA 
Registration)

2024 (National Drug Authority 
approval)

Late 2025 / Early 2026 
(Projected)

Uganda National 
Rollout/ Pilot Start

Late 2025 / Early 2026 
(Projected)

Late 2022 / Early 2023 (Pilot 
implementation studies began 
at select facilities)

Late 2024 / Early 2025 (Targeted 
implementation start)

2026 (Targeted National 
Introduction via 
PEPFAR/Global Fund)

Current Status Widespread Availability 
(Implemented across hundreds 
of facilities)

Limited Availability (Available at 
7 facilities in 2024, expanding 
slowly)

Pipeline / Initial 
Implementation (Targeting 7-11 
facilities by early 2025)

Accelerated Pipeline 
(Awaiting in-country 
registration & delivery 
system setup)

Lag Time Oral PrEP: 5-6 years DVR: 7 years CAB-LA: 5 years LEN: < 2 years (Projected)



Twice-yearly injectable Lenacapavir for 
PrEP: fast-tracked 

▪ Extensive community engagement – global 
community advisory board and in-country CAB 
members

▪ Dedicated budget for community engagement

▪ Study design
▪ Open label extension phase included in main protocol

▪ Post-trial access guaranteed until the product is publicly 
available in Uganda and South Africa

PURPOSE 1 Global community engagement meeting – 
Kigali, Rwanda, Dec 2019



Results dissemination and advocacy



Twice-yearly injectable Lenacapavir – Key milestones





Access plans for 
Lenacapavir

▪ Gilead Sciences Inc. 

1) Signed voluntary licensing agreements with five generic 
manufacturers to expedite access to LEN in high incidence RLS 

2) Ensured dedicated supply in the countries where need is 
greatest until voluntary licensing partners are able to supply 
high-quality, low-cost versions of LEN

▪ Global fund has donated 36,000 doses of LEN to Uganda 
MOH cover expected to cover 19,000 peoples starting 1st 
quarter 2026

▪ US government has committed to purchasing lenacapavir 
for up to 2 million individuals in 10 HIV high burden settings 
including Uganda by 2028

a



Next Steps for Uganda and the Region 



A pragmatic 5-point plan for a more ethical research future

Mandate Pre-Trial 
Agreements : Make 
the PTA a non-
negotiable 
requirement for REC 
approval

1
Cost of PRR in 
Budget: Require 
sponsors to ring-fence 
a percentage of the 
total grant for post-
study 
transition/handover

2
Strengthen REC 
Oversight: ECs to 
rigorously review PRR 
clauses for feasibility 
and sustainability

3
Policy Translation 
Track: Establish a clear 
mechanism(MoH) for 
rapid evaluation and 
integration of 
successful trial results 
into national guidelines

4
Community 
involvement: Fosterin
g community 
engagement and 
advocacy to ensure 
research benefits 
meet local needs

5



Conclusion and Call to Action

▪ PRR is the essential bridge between scientific discovery and social benefit. It demands: 
Partnership, Justice, and Sustainability

▪ PRR is an investment in trust with communities, sustainability of health gains, and equitable 
partnership with the global research community

▪ Pre-trial access is a non-negotiable requirement including ring-fenced funding for post-study 
transition

▪ Need to establish a rapid policy translation track to convert successful research findings into 
guidelines

▪ Let us ensure that no participant ever leaves a successful trial without access to the product 
they helped discover



‘’A true mark of ethical research is not 
just what's achieved during the study, 
but what remains after it ends.’’

Anonymous



Acknowledgements

• Participants and their communities

• Study sponsors

• Research institutions/ Investigators

• Community Advocates

• UNCST, NDA, RECs

• MOH

• Uganda AIDS commission

• ANREC Organizers



Thank you!




