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Consultation on Standards of Prevention in HIV Prevention Trials

Speke Resort Munyonyo, Kampala, Uganda

March 26th, 27th and 28th, 2008
Final Agenda
Day 1
Thursday March 26, 2009
8:30 – 9:00
Coffee and registration 

Session I
Setting the stage

Chairs: 
Catherine Hankins, UNAIDS 



Anatoli Kamali, Uganda Virus Research Institute 

 

9:00 – 9:15
Welcome and Introductions


David Apuuli, Director General Uganda AIDS Commission 


Catherine Hankins

9:15 – 9:45
Scientific and Ethical Challenges in HIV Prevention Trials

Lori Heise, Global Campaign for Microbicides
· Outline the evolution of prevention research field, including ethical considerations and consultations, shared challenges, possible implications for trial design and conduct, and current thinking about different trial designs.
· Highlight the uncertainty around meanings of key terms in current guidance documents, including “established intervention”, “access to”, and “state of the art”. 

9:45 – 10:15
Genesis and Evolution of the UNAIDS/WHO Ethics Guidance on Biomedical Prevention Trials
Ruth Macklin, Albert Einstein College of Medicine 

· Review the genesis of UNAIDS/WHO guidance, the process of developing it, and current thinking about key implementation issues, including what is NOT included in the 2007 guidance document.
10:15 – 10:30
Questions and Discussion
10:30 – 11:00
Break

Session II
Prevention Trial Realities 

Chair: 
Helen Rees, Reproductive Health and HIV Research Unit
11:00 – 11:30
Walking in My Shoes

Lynn Paxton, Centers for Disease Control and Prevention
· Outline the ethical, logistical and scientific questions that the HIV prevention field will face in the near future as data become available on new HIV prevention strategies.  

· Scenarios will illustrate these decisions and dilemmas.  For example,  if the CDC PrEP trial among IDU in Thailand shows a reduction of 40%: 
· What impact, if any, would this have on on-going PrEP trials? 
· Would a single trial be sufficient to recommend PrEP to IDUs? What about other user groups? 
· Will PrEP now have to be provided to participants in future HIV prevention trials? Is counseling on its availability enough or are investigators and sponsors obligated to provide it? 

11:30 – 12:00
Questions and Discussion
12:00 – 1:00
Lunch

Session III
Participatory Exercise 
1:00 – 2:30  
Participatory Exercise 
Facilitators: 
Milly Katana, TASO 

Mitzy Gafos, Africa Center for Health and Population Studies 
· Facilitators will lead meeting participants through a series of exercises to surface their initial reactions to what they would do if faced with questions like those described in the previous session. 
2:30 – 3:00
Break

Session IV
Ethical Frameworks 

Chairs: 
Ames Dhai, University of the Witwatersrand  



Elizabeth McGrory, Consultant
3:00 – 3:30
Overview of Bioethical Frameworks

Sean Philpott, Global Campaign for Microbicides
· Outline and review different bioethical frameworks that have been applied to evaluate what prevention tools should be provided to HIV prevention trial participants.
3:30 – 4:15
Panel Discussion

Discussants: 
Jeremy Sugarman, Johns Hopkins University


Jerome Singh, CAPRISA, University of KwaZulu Natal 


Joseph Mfutso Bengo, University of Malawi 
  
· Using scenarios and case examples, discussants will reflect on the relative utility and applicability of different ethical frameworks for assessing standards of prevention, and what they imply for investigators’ obligations and actions. 
4:15 – 5:15
Questions and Discussion


Ames Dhai and Elizabeth McGrory
· Discussion of issues raised during the day to surface topics, questions and dilemmas for further deliberation  
5:15
Adjourn

6:00 – 9:00
Reception and Group Dinner


Day 2
Friday March 27, 2009

8:00 – 8:30
Breakfast

8:30 – 9:00
Check in and review of key issues


Elizabeth McGrory, Consultant
Session V
Where Are We Now?

Chairs: 
Pontiano Kaleebu, Uganda Virus Research Institute



Supachai Reks-Ngarm, Ministry of Public Health, Thailand
9:00 – 9:30 
Current Practice   
Samu Dube, Global Campaign for Microbicides 
· Outline range of prevention services currently offered in different trial networks and sites based on GCM review 
9:30 – 10:00
Standards of Prevention and Sample Size 


Doug Taylor, Family Health International
· Describe how the background prevention package provided in a clinical trial influences the ability of trials to detect the protective effect of new prevention technologies like PrEP and microbicides.  
10:00 – 10:30
Questions and Discussion
10:30 – 11:00
Break
Session VI
Considering New Prevention Modalities 


Chairs:  
Elizabeth Bukusi, Kenya Medical Research Institute 



Mitchell Warren, AIDS Vaccine Advocacy Coalition

11:00 – 11:30
Interpreting What Works: An Epidemiologist’s and Trialist’s Perspective 

Janneke van de Wijgert, Center for Poverty- Related Communicable 
Diseases
· Highlight challenges associated with making the UNAIDS/WHO ethical guidance operational through key questions by looking such questions as: 
· What levels of evidence are needed to demonstration that a prevention modality “works” and should be incorporated into existing prevention programs? 
· What is the current level of evidence available for “proven and effective” tools like condoms, VCT, STI treatment, and PMTCT? 
· What factors are relevant to such an assessment?
Session VII
Thresholds of Evidence for New Methods 


Chairs: 
Elizabeth Bukusi, Kenya Medical Research Institute



Mitchell Warren, AIDS Vaccine Advocacy Coalition  

11:30 – 12:40
What is the Threshold of Evidence for New Prevention Tools? 
Ethical guidance uses terms like “established” “proven” or “state of the art” to suggest that a new prevention tool should be provided to trial participants. Panelists will explore the expectations and considerations of different constituencies with respect to these definitions and how they influence what should be provided to participants. Panelists will draw on such examples as male circumcision, female condoms, PrEP and new vaginal microbicides.  

· Normative Agencies
Catherine Hankins, UNAIDS
How WHO and UNAIDS consider evidence, including when to recommend male circumcision in HIV prevention programmes
· National Regulatory Agencies 
Rajen Misra, Medicines Regulatory Authority, South Africa 
The level of evidence required to register and approve new drugs, and the implications for including these new tools in HIV prevention trials. 
· Data and Safety Monitoring Boards
Timothy Farley, World Health Organization
Factors considered by DSMBs in weighing whether to stop a prevention trial early for benefit. How these decisions may influence expectations around availability of a new intervention in other prevention trials and in programs.  
· Investigators
Guy de Bruyn, Perinatal HIV Research Unit 
Processes undertaken by investigators in deciding whether a new prevention strategy should be integrated into ongoing or planned trials.  Draw particularly on the PHRU’s decision to offer male circumcision to participants in the Phambili vaccine trial, how the decision was reached and the impact it had on the trial. 
· Institutional Review Boards/Ethics Committees
Tom Lutalo, Uganda Virus Research Institute
Reflect on how and when an ethics board would consider it obligatory to provide a particular prevention tool in ongoing or planned HIV prevention trials, including how to address in multi center trials.  
· Community Advisory Boards
Marie-Michele Umulisa, Projet Ubuzima 

Describe how community advisory boards would consider whether new HIV prevention tools should be offered to trial participants, including ways to engage and inform trial communities.  
· Advocates
Pauline Irungu, Global Campaign for Microbicides 
Factors that advocates consider related to HIV prevention trials’ responsibility to offer new or established methods (male circumcision, female condoms, or a new vaginal microbicide) as part of ongoing or future trials
12:40 – 1:00
Questions and Discussion

1:00 – 2:00
Lunch 

Session VIII
Providing Access to New HIV Prevention Methods in the Research Setting 

2:00 – 3:30
Facilitated Exercise 


Facilitators:  Lori Miller, AIDS Vaccine Advocacy Coalition 




  Busi Nkala, Perinatal HIV Research Unit 
Participants will engage in several thought exercises to tease out which factors influence their own assessment of whether a new method should be provided in the standard prevention package in HIV prevention trials such as:  
· What level of evidence exists for efficacy of the method (RCT, observational data? One trial or many?)?
· Is the evidence from the same population or a different one? 

· Is the new method/drug formally approved in the trial country? Anywhere?

· Is the new method relevant to the user group being enrolled in the current trial under consideration?

· Have normative agencies recommended and issued guidance for the method?

· Has the host country integrated it into national policy?

· Can it be safely combined with existing methods?

· Does the new method provide some demonstrable advantage to some users?

· Is it available locally?

· Are there any unresolved safety issues?

3:30 – 4:00 
Break

Session IX
Implications for Real Life HIV Prevention Trials 

Chairs: 
Alex Coutinho, Makerere University



Deborah Birx, Centers for Disease Control and Prevention
4:00 – 4:20
Investigator’s Perspective


Helen Rees, Reproductive Health and HIV Research Unit 

4:20 – 4:40
Community’s Perspective


Morenike Ukpong, Nigerian HIV Vaccine and Microbicide Advocacy Society
· Challenges presented by multi-centre trials;
· Implications of “the prevention package” varying across settings, different trials in the same country or different countries
· Implications of making a new prevention tool available (or requiring it) in a trial when it is not yet available elsewhere in the country?

4:40 – 5:15
Questions and Discussion 

5:15
Adjourn

6:30 – 8:00
Group Dinner
Day 3
Saturday March 28, 2009

8:00 – 9:00 
Breakfast

9:00 – 9:10
Check In and Outline of Today 


Lori Heise, Global Campaign for Microbicides

Session X
Prevention Methods in the Research Setting


Facilitators: 
Patrick Ndase, Microbicide Trials Network


Sean Philpott, Global Campaign for Microbicides
9:10 – 9:30
Examples from Related Prevention Fields


Liza Dawson, National Institutes of Health

· Describe how the challenges of providing new prevention tools as part of a comprehensive behavioral and biomedical prevention package has been handled in other fields like smoking cessation, psychiatric counseling, and diabetes prevention.
9:30 – 11:00
Facilitated Discussion

11:00 – 11:20
Break

Session XII
Process and Decision Making 

Facilitators: 
Catherine Hankins, UNAIDS




Lori Heise, Global Campaign for Microbicides
11:20 – 11:40
How Do We Decide?


Sheena McCormack, Microbicides Development Programme, Medical 
Research Council 

· Explore decision-making criteria and processes for incorporating new prevention technologies into prevention trials. It will reprise the different approaches raised throughout the meeting: decisions by individual investigators; processes by normative agencies; and the “community consultative process” described by UNAIDS/WHO ethics recommendation # 13.
11:40 – 12:15
Facilitated Discussion about Stakeholder Negotiation

12:15 – 1:15 
Lunch

Session XI
Implications of Adding New Prevention Tools for Trial Feasibility

Facilitators: 
James Kublin, HIV Vaccine Trials Network



Renee Ridzon, Bill and Melinda Gates Foundation
1:15 – 1:45  
Testing Superiority, Equivalence, and Non-Inferiority 


Benoît Mâsse, Fred Hutchinson Cancer Research Institute
· Explain trial designs for superiority, equivalence and non-inferiority trials. Describe what is necessary in terms of study size and other factors in order to measure the efficacy of new HIV tools, and how these may be affected by the prevention package.
1:45 – 2:00
Overview of Trial Feasibility

Lynn Paxton, Centers for Disease Control and Prevention
· Review current trial site capacity, cost of trials, number of participants that can be reasonably enrolled in different settings, availability of different populations, and related issues. 
2:00 – 2:30
Facilitated Discussion about Trial Feasibility
Session XIII
Recommendations and Next Steps


Facilitators: 
Catherine Hankins, UNAIDS



Lori Heise, Global Campaign for Microbicides


Lynn Paxton, Centers for Disease Control and Prevention

2:30 – 4:30
Facilitated Discussion

· Review key points of agreement and disagreement, and discuss next steps (including disseminating recommendations, and widening circles of consensus among other researchers, policymakers and advocates).

4:30
Adjourn

6:30 – 8:00
Group Dinner
�     �    �      
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