I M B I Z O

The VARG
Vaccines are among the most efficient tools for promoting individual and public health. The Vaccine Advocacy Resource
Group (VARG), is an independent, advocate led, global team of AIDS prevention research advocates that play a critical
liaison role in the highly complex field of HIV vaccine research. Since 2013, the VARG has served as a critical platform
for bringing together vaccine-specific advocates to build their skills and understanding to effectively engage, navigate
and influence traditionally scientific spaces, strengthen our engagement with communities, and continue to hold
networks, civil society and trial sites accountable to each other. The VARG promotes a human rights perspective to HIV
vaccine research and amplifies the voices of communities across the globe where research happens.
One of the key advocacy issues that the VARG has identified is that of demanding a rights-based standard of
care and prevention package for research participants.
This is further articulated in the second objective of the VARG Strategic Plan:

STRENGTHENING ACCOUNTABILITY OF THE HIV VACCINE TRIAL SECTOR STRATEGIC CONTEXT:
Accountability is essential to community engagement. Participants and the general community have a right to know
how and why HIV vaccine trials happen in their communities. Accountability is expected from trial conception through
to its design, implementation, result dissemination and post-trial access.

STRATEGIC APPROACH:
PRE TRIAL
Community engagement should begin at the conceptualisation of trial design. Researchers, scientists and trial
networks must ensure diverse representation of communities to be engaged in the research are involved in the
decision-making process about the trial design. Documentation of consensus reached is important to enable advocates
to track events.

DURING TRIAL
The VARG intends to secure copies of trial protocols and make a summary of the document available to communities
via its website and partners. The VARG regards the access to information about the trial protocol as a right of communities to facilitate communities’ agency and ability to understand the complexities of a trial, should they be given the
opportunity. The VARG and its partners shall also monitor events at trial sites to ensure the ethical conduct of HIV
vaccine research.

POST-TRIAL
The VARG considers engagement that happens post trial to be as crucial as the engagement that happens pre-trial.
Communities will be kept aware of post-trial events of research conducted in their countries. The VARG shall follow up
to facilitate post-trial access of trial participants to care and HIV prevention options.
This report was written by Tian Johnson with rapporteur support from Yumnah Hattas, based on audio
recordings of the meeting and input from the members of the VARG: Maureen Luba (Malawi),
Morenike Ukpong (Nigeria), Rosemary Mburu (Kenya), Veronica Noseda (France),
Ntando Yola (South Africa), Matthew Rose (USA), Chamunorwa Mashoko (Zimbabwe),
Hilary Bainemigisha (Uganda) and Udom Likhitwonnawut (Thailand).
The work of the VARG is made possible by technical and financial support from AVAC.
The Imbizo, chronicled in this report, was made possible with support from the South African Medical Research Council who also supported
members of the VARG and advocates to participate in the 2-day post Imbizo Summit.
Neither have made editorial inputs into this document.

TRIBUTE

TRIBUTE

TRIBUTE
THE MEN OF THE TUSKEGEE STUDY
OF UNTREATED SYPHILIS IN THE NEGRO MALE
Throughout this report you will see names. These are the names of the Black, African American men who
took part in a study that remains a blight on the trajectory of clinical research and a constant reminder of why
the preeminence of the participant must remain central at all times, in all circumstances. The names represent more than study participants, the names represent individuals who lived and breathed, who loved and
laughed, who were part of a community, who were fathers to daughters and sons and children of doting
parents. They represent in many ways the space in which clinical research still finds itself today – despite the
many advances - a space that is characterized by privilege, power, access and whiteness whilst being located
in some of the most unequal societies in the world ravaged by the violence of poverty, even more than the
violence of disease.
For 40 years from 1932, medical workers in Tuskegee, Ala., an area which had the highest syphilis rate in the
nation at that time, withheld treatment for unsuspecting men infected with syphilis so doctors could track the
ravages of the illness and dissect their bodies afterward. When the study began, the discovery of penicillin as
a cure for syphilis was still 10 years away and the general availability of the drug was 15 years away. Treatment in the 1930s consisted primarily of doses of arsenic and mercury.
Of 600 black men who originally took part in the study, more than 200 were allowed to suffer the disease
and its side effects without treatment, even after penicillin was discovered as a cure for syphilis.
Untreated it can cause blindness, deafness, deterioration of bones, teeth and the central nervous system,
insanity, heart disease and death. Men were persuaded to participate by promises of free transportation to
and from hospitals, free hot lunches, free medical treatment for ailments other than syphilis and free burial.
Today, clinical research, and the way research participants are involved and participate in research has
evolved dramatically for the better. Several global conversations and resolutions are now considered the gold
standard in centering the well-being of the participant. However, clinical research is still racked by institutional and structural racism and inequality in many aspects and the work for advocates to raise the consciousness
of science must go ahead, as must our understanding of how engagement happens.
The struggle is not yet over and now more than ever, advocates need to be engaged, conscious and unrelenting in the pursuit of human rights in the context of clinical research. The gathering detailed in this report
captures some of the deliberations that took place in Cape Town South Africa in 2017 that sought to advance
the preeminence of the participant and the cementing of the rights of individuals who choose to participate
in clinical research to find answers for disease that afflicts us all.
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Imbizo:
(im’bi:zo)
n, pl –zos
South African
a meeting, especially a gathering of people called by the king or a traditional leader
Zulu
Xhosa
(biza to call or summon)

THE BACKGROUND TO THE IMBIZO
1.

The HIV Prevention Trials Network (HPTN) and WITS RHI co-sponsored a stakeholder meeting for the
HPTN 084 study (evaluating long-acting cabotegravir for pre-exposure prophylaxis) in Cape Town, South
Africa on August 10-11, 2017. This meeting brought together approximately 150 attendees from eight
countries comprised of representatives from governmental and nongovernmental organizations, civil
society groups, research staff, and community members who are committed to identifying HIV prevention strategies that address the diverse needs of their communities. The countries carrying out HPTN 084
that were represented at this meeting include Botswana, Kenya, Malawi, South Africa,
Swaziland, Uganda, and Zimbabwe. The anticipated outcome of this meeting was an understanding of
the HPTN 084 study through dialogue, mutual understanding, and partnership with key stakeholders.
The study will be implemented throughout sub-Saharan Africa in 20 selected clinical research sites.
The meeting report is available at thevarg.org/resources

2.

A group of advocates read out a statement at the outset of the meeting that covered a range of concerns
from the need for meaningful community engagement to the non-negotiable provision of PrEP to trial
participants as part of a rights based standard of care. (Annex 1)

3.

Following the reading of the statement, the Vaccine Advocacy Resource Group met with several
prominent local researchers and scientists to chart a way forward and begin aggressively addressing the
issue of standard of care for trial participants – especially as it relates to the provision of PrEP to
trial participants.

4.

These discussions resulted in the South African Medical Research Council supporting a two-day gathering
of independent advocates and a group of CAB members to unpack the issues of standard of care for trial
participants. (Annex 2)

5.

The gathering would take place prior to a regional summit that would convene a bigger group - including
the advocates and CAB members - of ethicists, researchers, government representatives and trial leadership to continue the standard of care discussion.

6.

This report highlights the deliberations over the two-day pre-summit Advocates Imbizo.

7.

The Executive Summary of the summit can be found as (Annex 3).
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EXECUTIVE SUMMARY - TIAN JOHNSON
The HIV Prevention landscape has changed dramatically over the last three decades. Whilst scientific research
captures our interest continuously with efforts to pursue an increasingly ambitious agenda to find solutions
for diseases that afflict us, advocates are never short of challenges to focus on, successes to celebrate, institutions to keep honest and communities to respect and engage. Our work is essential to centering communities
where research happens, and, as research happens in some of the most unequal societies in the world, we
walk with communities to make the transition of buy in to ownership of research.
Facing up to and engaging with some of the world’s most powerful and well-resourced research agencies and
networks is not a simple task. The complexities of navigating the structures, the agenda’s and indeed the
science, remains an ongoing education for us all. However, as we are continuously reminded, the contribution
that, especially black women, make to research, needs to remind us that the power of communities is where
the real power exists.
Communities hold the power to halt multi-million-dollar research trials that run afoul of human rights and
equally they hold the power to accelerate and support science to find answers we so desperately need to
prevent, treat and ultimately cure ill health.
As the HIV research space becomes increasingly contested, advocates need to be on guard to take a step back,
understand the intention, the approach and the integrity of research processes to see through the hype and
hyperbole and to drill down to interrogating how communities are actually being centered in research - wherever it happens.
The rights-based principles that gave us grounding throughout the struggle for treatment for HIV in so many
of our countries should not take second place to the scientific agenda and it is this understanding that advocates have brought to the discussion on the standard of care in research.
The concept of a standard of care is not a new one. From as far back as 1946 the Nuremberg trials shone the
spotlight on the atrocities in WWII concentration camps committed by Nazi physicians under the guise of
“experimentation.” This harmful language is still used today in 2018 in far too many research spaces and
must be continuously challenged and confronted to elevate the consciousness of science. 23 Individuals were
tried for those crimes and 20 of those were physicians. Sixteen of the 23 were convicted and given sentences
ranging from imprisonment to death. At the time of the trial, there were no international standards for ethical
conduct in human experimentation. This resulted in the Nuremberg Code, or directives for human experimentation, adopted a year after the trials began, in 1947.
These were:
1.

Voluntary consent of the human subject is essential.

2.

There must be no reasonable alternative to conducting the experiment.

3.

The anticipated results must have a basis in biological knowledge and animal experimentation such that
the experiment has potential for yielding fruitful results for the good of society.

4.

The procedures should avoid unnecessary physical and mental suffering and injury.

5.

There is no expectation for death or disability as a result of the trial.

6.

The degree of risk for the patient should not exceed the humanitarian importance of the problem to be
solved.
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7.

The subjects should be protected against even a remote possibility of death or injury.

8.

The study must be conducted by qualified scientists, with a high degree of skill and care throughout
the experiment.

9.

The subject can stop participation at will.

10. The investigator has an obligation to terminate the experiment if injury, disability or death of the
subject seems likely.
Nearly two decades later, the World Medical Association held a meeting in 1964 in Helsinki, Finland, and
adopted a formal code of ethics for physicians engaged in clinical research. The Declaration of Helsinki , which
is revised regularly, reiterates the principles of the Nuremberg Code, with particular attention to the duty of
the physician to protect the life, health and dignity of the human subject. The Declaration states that research
involving human subjects must be formulated in a written protocol that has been reviewed by an ethical
review committee, distinct from the investigator, must conform to generally accepted scientific principles and
should include written informed consent from the participants. Negative as well as positive results should be
disseminated, and funding sources disclosed.
Since then, several international and local NGO’s and groups of advocates have been engaged in dialogue
about the statements on the ethics of placebo control and the duty of the study planners to provide
post-study access for all study participants to what is regarded as beneficial treatment. The 2008 revision of
Helsinki, confirms the world bodies position on the preeminence of the patient and outlines required consents
for research on human material, such as blood, tissues, and DNA, and human data as well as requiring clinical
trials to be registered in a publicly accessible database.
One well-known example of abuse of ethical research occurred in 1936 when the US Public Health Service
began The Tuskegee Study of Untreated Syphilis in the Negro Male in Tuskegee, Alabama (399 men with
advanced disease and 201 “controls”). The study had allowed hundreds of African-American men with syphilis to go untreated so that scientists could study the effects of the disease and continued long after the availability of penicillin, a proven cure, in the 1950s. The researchers never obtained informed consent from the
men and never told the men with syphilis that they were not being treated but were simply being watched
until they died, and their bodies examined for ravages of the disease. The study was stopped in the early
1970s after it was publicized and became an embarrassment to the country. In response to the Tuskegee
Study of Untreated Syphilis in the Negro Male, the US Congress established the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research through the 1974 National Research Act.
This Commission produced the Belmont Report in 1979 that distilled basic ethical guidelines in research with
human subjects to three principles: respect for persons or individual autonomy, beneficence and justice.
Respect for persons (individual autonomy) means that patients have the right to decide what should be
done for them with respect to their illness unless the result would be clearly detrimental to others. Respect
for persons means that potential subjects for clinical trials are informed of alternative therapies and risks and
benefits of participation in a particular trial before they volunteer to participate in that study.

3

...CONTINUED

Since clinical trials often require participants to surrender some measure of autonomy in order to be randomized to treatment, and follow the established protocol, these aspects will be described to the potential
subject, along with their freedom to choose to discontinue the study at any time.
Beneficence reflects the patient’s right to receive advantageous or favorable treatment. Investigators are
obliged to make practical and useful assessments of the risks and benefits involved in research, which necessitates resolving the potential conflict between risk to participants and benefit to future patients. The beneficence obligation extends to both the particular subjects in a study and to the research endeavor.
Justice addresses the question of fairly distributing the benefits and burdens of research. Compensation for
injury due to research is an application of justice. Injustice occurs when benefits are denied without good
reason or when burdens are unduly imposed on particular individuals, such as the poor or uninsured.
Other international guidelines have been proposed. The World Health Organization (WHO) and the Council for
International Organizations of Medical Sciences (CIOMS) issued a document entitled International Ethical
Guidelines for Biomedical Research Involving Human Subjects, with its latest revision published in 2002.
UNESCO set forth a Universal Declaration on Bioethics and Human Rights in 2005. The standard guidelines for
the ethical conduct of HIV prevention research are further explored in the Good Participatory Practice Guidelines (2011); the initial edition of GPP was drafted by a multidisciplinary international group including
community advocates, research staff, and NGO representatives, convened by UNAIDS and AVAC.
A draft version of the guidelines was then further refined through broad consultation involving a wide range
of stakeholders. The GPP Guidelines provide trial funders, sponsors, and implementers with systematic
guidance on how to effectively engage with all stakeholders in the design and conduct of biomedical HIV
prevention trials. Issues related to and as a consequence of funding dynamics, national regulations and guidelines and protecting the preeminence of the participant are explored.
As South Africa positions itself increasingly as a prime destination for clinical research, the Advocates Imbizo
and Regional summit came at a strategic time.
The aims of the two-day Imbizo were to:
•

Build the capacity of scientists and researchers on advocacy principles and how advocates experience and
interact with clinical trial processes including advocacy mapping around the standard of care

•

Build capacity amongst advocates on the Regulatory Processes for evaluation of Investigational New Drug
products including ethical Considerations for Research in Humans

•

Obtaining group consensus on the issue of PrEP in trials

•

Reviewing the 2017 TAG report: “HIV research in the era of PrEP: The implications of TDF/FTC for Biomedical Prevention trials” and finally

•

The development of a regional advocates statement on Standard of Care in clinical trials.

•

On day one of the Imbizo space was created for the 15 advocates and 15 CAB members to reinforce their
understanding of clinical trials and their operations. The session, facilitated by the International Partnership for Microbicides, covered the stages of research and the ethics standards that research is held to.
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This was followed by a session, facilitated by the VARG, that formed the groundwork of an online learning tool
aimed at scientists and researchers with the intention of building their capacity in advocacy and meaningful
stakeholder engagement. As a result of several concerns by advocates around varied interpretation of the
same data related to PrEP’s efficacy, the Imbizo created a space for that discussion to be held. Larry Corey from
the HVTN made a presentation that was rigorously engaged with and resulted in the delegates requesting IAS
President Linda-Gail Bekker to join the Imbizo to address several questions regarding the efficacy and implementation of PrEP both within trials and in the public sector. The day ended with the participants reviewing
a webinar, facilitated by AVAC and featuring the latest TAG report: “HIV research in the era of PrEP: The implications of TDF/FTC for Biomedical Prevention trials” which explored some of the published literature addressing the implications of and approaches to Truvada /PrEP taken by recent biomedical prevention efficacy trials.
The report also presented results from a small community survey conducted by Treatment Action Group (TAG)
that solicited opinions on incorporating Truvada PrEP into biomedical prevention trials.
The second day opened with a recap of day one and advocates mapped out the current PrEP status in their
countries. This was followed by a discussion session with Linda-Gail Bekker who sought to clarify delegates
own understanding of the evidence around PrEP following the previous day’s presentation by Larry Corey
from the HVTN. After the group agreed that the basis of deliberations was that PrEP works if you take it, the
group moved on to a session facilitated by AIDS Legal Network that explored the basic fundamentals of
human rights principles in general and as they relate to HIV prevention research.
At the end of the Imbizo, advocates finalized a statement that was presented by VARG Member, Maureen
Luba at the Summit. The statement reinforced advocates call for trial participants to be offered and provided
with PrEP, should they so choose, regardless of public sector availability of PrEP. (Annex 4). Advocates have
historically called on trial leadership and donors to ensure that PrEP forms an integral part of the standard of
care in trials to strengthen advocates work to accelerate the roll out of PrEP in the public sector broadly.
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DAY ONE
Introduction: Maureen Luba
The Vaccine Advocacy Resource Group
Maureen Luba from The Vaccine Advocacy Resource Group welcomed delegates that comprised of advocates
and community advisory board members from across the region including Nigeria, Uganda, Zimbabwe, and
Kenya, New York, South Africa (KwaZulu Natal, Johannesburg, and Cape Town) and Malawi.
In addition to the stated agenda, the expectations of the group for the 2-day Imbizo was captured as:
1.

What role should advocates play in decision-making related to research?

2.

What are organizations currently working on in relation to young women and PrEP?

3.

What is the status of PrEP in trials?

4.

What are the outcomes for young women and girls who participate in trials?

5.

What does country level work look like for HIV Prevention research?

6.

Advocacy for access- understanding the challenges of prevention trials

7.

How do we get science to keep the research promise?

8.

How do we strengthen our community communications work?

9.

How to better link government and researchers?

10. How are CAB’s currently working with communities?
11. How do we effectively advocate for existing HIV Prevention methods while waiting for science to
develop a vaccine?
12. I want to learn more about the safety of trial participants
13. We want to have a frank discussion on PrEP

MAUREEN LUBA
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DAY ONE
Welcome: Glenda Gray, Co Host
President & CEO - South African Medical Research Council 1
It gives me great pleasure to welcome you to this Imbizo titled “Exploring the future of Standard of Care in
Clinical Research”. I am representing Prof Glenda Gray, the President and CEO of the South African Medical
Research Council. She is participating on a Board meeting and will join the Imbizo tomorrow. Allow me to
extend special thanks and welcome to all the delegates, especially those that travelled a long way to Cape
Town to participate in this Imbizo. We trust that the next 2 days would be rewarding for all of you and
communities that you represent.
The MRC is one of several science councils in SA. We have a parliamentary mandate to improve the quality
of lives of the population of SA through relevant and impactful research and innovation activities. We conduct
as well as fund research. Our priorities are to address the huge burden of disease in SA – HIV and TB being
very much in the forefront of our research endeavors. In respect of PrEP, SA is one of a few countries that have
approved its use. As with any new intervention or healthcare technology, several questions and concerns
have been raised. These include affordability, access, cost-effectiveness, budgeting etc. In particular there are
concerns about whether monies will be taken from the funds allocated to treatment to pay for PrEP, which
poses an ethics issue in deciding whether healthy individuals should be prioritized over the sick. PrEP is
expensive, as articulated by several of the delegates. However, there may be a place for it in terms of impact
and reducing future costs of treatment and HIV management.”
I trust that you will discuss these issues and many more in your deliberations. In concluding, Glenda has
asked me to convey her best wishes for a successful Imbizo.

1 Represented by Niresh Bhagwandin, Executive Manager, Strategic Research Initiatives, SAMRC
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DAY ONE
Devotion
The VARG bases its work on human rights principles. Foremost in our approach is the centering of trial participants in research, wherever it happens. This was embodied in an opening devotion by a range of faith
leaders who reminded delegates of the significance of the work we all do to find answers to disease that
afflict us, those we love and our communities. VARG member Chamunorwa Mashoko led the participants
into a session of spiritual devotion.

Traditional Faith Devotion:
Shaun Budaza
Shaun asked on our behalf for the ancestors to give blessings to all
of us who play a part in research, thanked them for all that the field
has achieved so far and asked for blessings on the Imbizo and
summit.

SHAUN BUDAZA

Christian Faith Devotion:
Nomfundo Eland

NOMFUNDO ELAND

Jeremiah 29:11-13 New International Version (NIV)
11 For I know the plans I have for you,” declares the LORD, “plans to
prosper you and not to harm you, plans to give you hope and a
future.As we engage we need to know that we have the highest
authority that is God who has plans for us and plans to make us
succeed. As we continue our work, we are working towards success.
We are working towards making our community a safer place to live
for all. We are working towards healthy communities that encompass spirit, body and mind. Communities that are JUST.

Islamic Faith Devotion:
Yumnah Hattas

YUMNAH HATTAS

“Ah-oothu Biellahi Miena Shaytaan Niera jeem. Biesmillahi
Ragmaani Raghiem.
I banish the devil in the name of God, most gracious, most merciful
Today, I will make reference to a Surah’s from the Quran. The first
Surah was revealed to the prophet Muhammad (peace be upon
him). In this Surah the first word that was revealed was, “READ!” The
Prophet Muhammad was an illiterate person and so this revelation
was very significant in his life. The connotations to this word are
broad and include: teach, knowledge, research, study and the
promulgation of truth. We call upon our creator to bless our
gathering today and always. Alghamdulliahi Rabbil Aalameen.”
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DAY ONE
SESSION: Clinical Trial’s 101
FACILITATOR: Sinazo Pato, International Partnership for Microbicides
Sinazo led the discussion by facilitating a debate amongst
participants. Participants were presented with a statement and
then asked to agree or disagree.
The following are the stat ments that were presented to the
group and responses summarised here for brevity.

SINAZO PATO

Statement: Stakeholder engagement is most important once projects are up and running.
Sinazo highlighted that there is a “text book” version as to what happens in trials and the “reality” and that
this Imbizo in part will discuss these two scenarios. She also concluded with saying that stakeholders should
be engaged in every phase of the research life cycle, from trial design to the distribution of results.
Statement: CAB’s are the most effective stakeholder advisory mechanism.
Sinazo concluded this statement debate by saying that again it is a question of what is expected theoretically and what is actually happening in reality. She also pointed out that Section 3.2 of the GPP guidelines
explains that there are many types of stakeholder advisory mechanisms and that researchers are responsible for identifying other forms of community advisory mechanisms, in addition to community advisory
boards or groups.
Statement: As long as a trial is conducted ethically and with scientific accuracy, it is not necessary for
a research team to devote more resources to understanding local social circumstances.
Sinazo concluded this statement debate by asking the questions, “what do we mean by ethics?” and “what
do we mean by social circumstances?” Participants attention was brought to the fact that, section 3.1 of the
Good Participatory Practice explains that research teams are responsible for conducting formative research
activities to gain an informed understanding of local populations and their socio-cultural norms, cultures,
circumstances, and perceptions.
Statement: It is not worthy to budget for stakeholder education activities as they cannot understand
technical scientific concepts behind biomedical HIV prevention research
Sinazo indicated that research teams can and should provide community stakeholders with appropriate
summaries and translations of technical concepts and information.
Statement: If a clinical trial results show that the use of an investigative product is not effective at
reducing risks of becoming infected with HIV, this should not be shared to the public.
Sinazo closed this statement debate by saying that Guiding GPP Principle ‘Transparency’ promotes open,
honest, and understandable information about the objectives and processes of the trial including study
distribution of results regardless of the outcome.
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Statement: Trial participants should be informed of research findings first before any other stakeholders.
Sinazo explained that research teams are responsible for ensuring that trial participants are provided opportunities to learn trial results before they are announced publicly.
Statement: Partners of the participants have the right to be informed about the study results.
Sinazo raised the fact that partners may learn about the results via public dissemination, same as any other
stakeholders. It is up to trial participants to choose if they want their partners to know they were in the
study and give consent for their partners to be informed by trial staff. Some participants may not have
disclosed their participation to their partners.
Statement: Post-trial access to trial products refers to making the prevention product tested available
to ALL past trial participants.
Sinazo’s presentation reinforced the importance of women needing multiple options for different stages of
our lives. An option for a woman of 20 years old might not work for someone that is 60 years old. Condom
use is also often difficult to negotiate, and women-initiated technologies remain a key component of a
comprehensive prevention package.

In conclusion, Sinazo pointed out that research is essential for gaining new knowledge and finding new
ways that people can use to prevent HIV. This research must be conducted ethically and meet the needs of
the people who will most benefit and is a long-term commitment. Innovation takes time, determination,
passion and vision – researchers cannot do it alone and need support from and partnership with stakeholders to succeed.
Question from the floor: Why are CAB members excluded from studies?
The debate centered on the fact that CAB’s could find themselves in a conflict of interest situation. Some felt
that CAB’S are best placed to be part of the study because they are so well informed and experienced.
Others felt that CAB’S would not be impartial because a CAB is a body with specific potential benefits and
might fear that benefits will be reduced or lost. They also felt that after you have been a CAB member,
maybe you can join the trial. However, this seems to be an ongoing debate.

GROUPWORK
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DAY ONE
SESSION: Research Advocacy Toolkit Content Development
FACILITATOR: Tian Johnson, VARG & African Alliance for HIV Prevention
Tian Johnson facilitated a session that aimed to learn from
participants – especially attending CAB members – what they
wished trial leadership and researchers knew. The session
explored the historical bias that surfaces when the traditional
top to bottom model of “capacity building” is used with scientists and researchers training CAB members. An anticipated
deliverable of this session is the development of an online
PARTICIPANTS

learning tool that scientists and researchers can use to
strengthen their political understanding of the principles,

passion and strategy that forms the foundation of the work that advocates do. The word cloud below is a
reflection of the frequency of mentions of certain words during the session.
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What Scientists / Networks should know about Advocacy and Community?
GROUP ONE
•

Understand culture- grasp differences before setting targets (e.g. MMC).

•

Balancing western driven targets and priorities versus respect for human rights.

•

Do not select communities only on epidemiological data but understand the social economic context as
well.

•

Talk more openly about tokenistic/convenient advocacy representation.

•

Contextualize granular understanding of what is happening in the region (PrEP rollout).

•

Community engagement/education is not free – BUDGET FOR IT AND PAY FOR ENGAGEMENT TIME!

•

Community have to be part of research from the conceptualization stage.

•

Communities want representatives from each community & site at key meetings and discussion (country level representation only is dangerous!).

•

Understand the historical and current complexities of the black women’s body, her SRHR and her right
to freedom of choice.

•

Understand all issues affecting participants, including mental health. This does not mean researchers
have to address the issues, but they do need to be aware of them and interrogate what these mean for
the world in which participants live.

•

Invest in social sciences research before conducting research in a community.

•

Donor driven male involvement can be toxic – research agenda’s must understand the role of patriarchy
and be informed by community.

•

Regulators must interface with the community.

•

Why do we hardly ever see PI’s at site level meetings? When they do show up they pop in and out.
Some of us only see our PI’s at global meetings and cannot engage with them.

•

Involve adolescents in planning at all stages.

•

Take time to build capacity of CAB members and CLO’s.

•

Advocates are not enemies and research would do well to meaningfully hear what advocates are
saying.

•

Advocates should not only be engaged when you need access to a community or need to put out a “fake
news” fire!
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GROUP TWO
•

Accountability: recognize the important roles played by CAB’s and advocates in community
mobilisation, education and advocacy.

•

Measure and monitor enagagement.

•

Encourage the use of the GPP guidelines.

•

Researchers should not make decisions without consulting the community meaningfully.

•

How can CAB members and CLO voices be heard in a meaningful way?

•

Help scientists to understand community dynamics and perceptions (readiness/ willingness) to participate or use products that will inform how they conduct research.

•

Educate researchers about the power and influence that advocates hold. I.e. media and community
engagement.

•

Make them aware of ways of accessing the power of advocates not only when it suits them (i.e. after
the release of trial results).

•

Researchers should also be given an opportunity to receive updates about potential threats to trials
being tested on the ground.

GROUP THREE
•

Easy access to trial operations is needed (PI level).

•

Balanced/ focused on the key population representations (CAB & CLO).

•

Transparency on budgeting and staff development by site leadership is lacking (CLO & PI).

•

Remunerations for participants need to be grounded in reality (Funder & PI).

•

Interaction between CAB and advocacy must be formalized and sustained (CLO & CAB’s).
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DAY ONE
SESSION: Standard of Prevention in HIV Vaccine Trials
FACILITATOR: Larry Corey
The evolution of Standard of Care
Dr. Corey gave an overview of the work of the HIV Vaccine Trials Network, which he leads. Having started
the HIV Vaccine Program in Seattle in 1993 and conceptualized and founded the HVTN in 1999 one of the
network’s first efficacy trials in high-risk persons was the Step / Phambili Trials which started in 2005.
Despite pressure from other HIV prevention research bodies and individuals the HVTN pioneered availability
of antiretroviral treatment for persons participating in HVTN trials and acquiring HIV. As the field developed
a broader understanding of Standard of Care the network established a dedicated fund to provide circumcision for men in the Step / Phambili Trial. Both of the above actions adhered to United States Government
precedent and law to not use research funds for medications and standard of care procedures including lab
work and was supported by solicited philanthropic funds.2
HVTN and PrEP
According to Corey, “After the IPREX study was published, HVTN investigators led by Co-PI, Scott Hammer,
conducted a number of focus groups with community stakeholders on the use of TDF / FTC in HVTN trials.
HVTN had, at that time, an ongoing trial called HVTN 505, which was enrolling circumcised Ad5 seronegative
MSM. We established our current approach of providing access to TDV / FTC through a national on-line pharmacy. Upon receiving a physician prescription, medication was sent free of charge to participant’s house via
mail. Gilead donated drug to HVTN for this purpose. Medical care and prescription was provided outside the
research clinic - preferably with the participant’s primary care physician / provider. HVTN would do all the
HIV testing for free. Separating Standard of Care from the Research Clinic allowed continuity of care for the
subjects as using study staff did not allow for that; especially when it came to bone density, liver function
testing, monitoring drug interactions and side effects, e.g. renal disease
In the IPREX study TDV / FTC was provided free of charge for the duration of the study and participants desiring PrEP could still participate in studies designed to develop better forms of prevention - like an HIV vaccine.
A bit to the HVTN leadership’s surprise <5% of study subjects participated.”
HVTN and AMP Trial
“We continued this program in the US for the AMP Trial, HVTN 704, which started in October 2016 and see
that approximately 36% of current participants utilize the service with Peru to establish demonstration
projects with “slots” available for AMP participants. (Editor’s note: this is one of the proposed approaches in
South Africa). Currently, Brazil has a national TDF / FTC access program.”

2 HVTN is sponsored by the National Institute of Allergy and Infectious Diseases (NIAID) of the US National Institutes of Health (NIH). By Congressional statute, NIH research
funds cannot be used to pay for treatment that is not the specific focus of research. (Provision of treatment in HIV-1 vaccine trials in developing countries. Daniel W.
Fitzgerald, Jean William Pape, Judith N. Wasserheit, George W. Counts, George W. Counts, Lawrence Corey Lancet. 2003 Sep 20; 362(9388): 993–994. doi:
10.1016/S0140-6736(03)14372-3)
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PrEP and AMP
The program in MSM adhered to three key principles of the HVTN:
1.

We treat all participants in our study as equally as national guidelines allow us

2.

Money should not be a factor in accessing medication or a medical procedure like circumcision

3.

Separating long term care from clinical trial procedures

PrEP and HVTN 703 / AMP in Sub-Saharan African Women
A similar program as the one in the US was discussed with Gilead two years ago and while we would not
use not a centralized pharmacy - we would utilize same principles:
1.

utilize clinical care infrastructure of local demonstration projects

2.

provide drug for participants desiring PrEP enrolled in our trials

3.

adhere to in country standards and provide equitable access, e.g. trial participants enrolling in a vaccine
trial to get PrEP

So, what then happened?
1.

Scale up of demonstration projects was slower than expected

2.

Government stakeholders wanted equity between community and trial participants

3.

We trained our clinicians in TDF/ FTC management and risk reduction counseling and incorporated a
discussion of PrEP in all of our informed consent processes

4.

We updated site PrEP plans every 6 months

5.

Our discussions with our community stakeholders and investigators emphasized that we would periodically review the issue and were happy to reinitiate these discussions when in country guidelines
changed

“In -country guidelines are starting to change. There is policy emerging for women between the ages 18-25
being proposed to access for PrEP within the national health systems. Defining standard of care is something
we listen to. Standard of care is something we want to adhere to. We view our studies really as standard of
care versus standard of care plus a vaccine… this is how we sort of frame our studies. Now to define
standard of care…(I think that is where we are) it is always an evolving area of medicine - and we in medical research are always trying to change the standard of care, trying to make it better and so we are used
to this discussion.”
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DAY ONE
SESSION: Q&A with Larry Corey
FACILITATOR: Ntando Yola, VARG
The Q & A session has been condensed to capture the gist of each interaction. Full transcript is available on request.

Yvette Raphael, Advocacy for the Prevention of HIV & AIDS,
South Africa: “I was taken aback a little bit by something, I
think came out of your presentation...that we cannot pay for
care out of research dollars. This sounds simple, make sense,
but why is research not making the case for their participants,
the people who dedicate their lives for the research to
happen?” I hear you and with all complex problems there are
a number of different stakeholders. When we do a protocol in

NTANDO YOLA

any country we submit it both to the National Health authority,
regulatory authorities and multiple ethics review boards. The
issues of PrEP or prevention standards are scrutinized and in
general even in the USA we end up with a sort of compromise.
I didn’t even go into the issue about the data about PrEP. I’m
not arguing about its efficacy. There are some people who feel
that it has not been effective in women in Sub- Saharan Africa.
I’m not even talking about that from me as an organization we
are providing it for anybody who wants it. We are providing
access to it and making it available.

YVETTE RAPHAEL

Florita Durueke, New HIV Vaccine and Microbicides
Advocacy Society (NHVMAS) Nigeria: In Nigeria we have had
community consultations on standard of care because we
know that participants and communities come from the same
world. However, we see a double standard when participants
who partake in Western based trials receive a seemingly
higher standard of care than those in Africa, despite the major
role that Africa and her people play in that research. We don’t

FLORITA DURUEKE

have a trial site in Nigeria, so anything I say about Nigeria is
sort of a moot point. We have not tested that system. We
3

dohave sites in Zimbabwe, Botswana, Zaire , Mozambique, and Tanzania and so we have tested the waters
in many situations.

3 Zaire was the name for the Democratic Republic of the Congo that existed between 1971 and 1997 in Central Africa.
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Nomfundo Eland, Emthonjeni, Cape Town, South Africa:
Why should we look forward to products that are being researched when current products that have
been proven to be effective are not accessible to those who need it? I have pushed advocacy for antiretrovirals throughout my entire life and we did make them available for Step and Phambili and we did have
the funds and if anybody needed it we arranged, and they got it. We reimbursed the fund and we reimbursed the drugs and we did everything possibly we could do.
Ntando Yola, Advocacy for the Prevention of HIV & AIDS, South Africa:
Why should we be excited about research when we say we are looking for a product that works and
scientists are arguing amongst themselves about the efficacy and “best” population in which to use
PrEP? Sometimes academic medicine can appear to the outside more competitive than what really motivates the real reason to do this work. American people are really a generous people. Our investment in SubSaharan Africa is just really very substantive, I don’t like to talk about it, but it is incredibly substantive, and
that is the generosity of the American taxpayer that is saying, “Yes, it is good for the world to have on HIV
vaccine”. In the vast majority of us there is no ego, it is about trying to improve the lot of the communities
and the people who are affected. If science come off as being egotistical, that's because it has it’s (at times)
individual rewards.
Nonmfundo Eland – Emthonjeni, (South Africa):
The issue for me is there is a product, it is there sitting on the shelf and the person who needs it,
cannot access it. So why should I be excited about another one coming in and certain individuals are
going to access it and the person who most needs it, does not access it? Okay, I guess I hear you. I have
no, I can’t take away how you feel. I would say that there are other people who feel differently. I can’t
change the Nigerian governments position on licensing PrEP for example. I can go to the countries that we
are working in and say to them, “if you allow me, I will provide access to it (PrEP) and if you saying “well
you have to do that equitably because we don’t want the trial participant to get something better than the
communities,” then I’ll push them and say, “ you do your role and I do my role, and we will try to raise this
boat level together”. I think that is why we are here now. That was not what happened 2 years ago when
we had the discussions to do what we did in the United States for AMP and we would do it for 702, but they
were not quite ready. We were ready.
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Grace Kamau, Bar Hostess Association, Nairobi, Kenya:
We are talking to our communities about PrEP. We are talking to our communities about the ring, we
are talking about vaccines, we are talking about the tablet. I am keen to hear a researcher’s perspective on how you think we should be speaking about this very busy pipeline. In Kenya we are doing
roll out of PrEP and it’s been a challenge to convince key populations to access PrEP because this has
been seen as a government tool and a researcher’s tool, so its been rolled out as a very specific product for a specific group of people I guess I’ll say that medical care actually is individualized in the consulting between the participant and the physician and so we just are not there at that (particular) time. Now
when I, as the head of the organization feel pretty strongly about referring, especially women who are
interested in PrEP, to an independent source, there is always this perceived conflict of interest which has
permeated around here that the researcher had an interest in doing something different than standard of
care and therefore, I may say something about PrEP that is not as positive and hence influence the person
away from that. I am very sensitive about that for our organization and that’s why when we did PrEP training, we hired an independent group that specializes in PrEP and is an advocate of PrEP to train our people
and that’s why I feel pretty strongly that it is best to refer the person to personnel outside the study who has
a vested interest in trying to make things better to get an independent assessment – a sort of standard
assessment you know - of PrEP effectiveness in this situation for women in Sub-Saharan Africa.
In the studies when you go to access PrEP you need to do your baseline test (creatinine, liver function
etc) and be tested for HIV. However, in the real world these tests are not done, we raised this with our
funders who have said that the baseline tests are in the guidelines but not necessary in the public
sector. Why do these tests within the trial when they are not being done in the real-world settings?
First question about how you alter care, how do you feel when you see disparities in care, you know how
does a researcher react to that?. Well, I say painfully. I will be the first person to say that the data are less
firm in women than they are in MSM. There are a bunch studies that show this due to adherence and there
are some studies that have efficacy and there’s some controversy in the field. I don’t want our organization
to be un- positive about PrEP and so we refer participants to people who are positive about PrEP and will
present it in a positive way. If someone has a surly day and the counselor or the doctor does not say the most
optimistic thing on Monday because he or she is feeling lousy - which I can’t control and I think that is an
issue that permeates just about all of humanity - the best you can do is try and put it place a situation where
you use people that are well
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trained, who you’ve listened to their script and they have it in a way that we all feel comfortable, (it’s not
just Larry feels comfortable) but the entire site even the PI is part of the PrEP plans and they have is to know
the people to whom they refer for PrEP.
Ntando Yola, Advocacy for the Prevention of HIV & AIDS, South Africa:
So if what you do is vaccine research you will continue doing it regardless of what seems to be an
issue about access thereafter? Yes
Tian Johnson, Vaccine Advocacy Resource Group:
We had started this meeting by all affirming the fact that we believe in PrEP. It works if you take it.
It works for African women. We have to yet see a convincing argument otherwise and it is from that
basis we start engaging, but Larry, I have a problem hearing from you HVTN’s almost ambivalence
and neither here nor there around PrEP. This is an historical issue, we need networks to say it like it
is, we need the networks to stand up and take a position. I don’t think we have the luxury of a
network as influential and powerful and as impactful as HVTN to be neither here nor there about PrEP.
We look towards networks like HVTN for clear leadership and guidance to inform our advocacy and if
HVTN is - at least in this instance - ambivalent around PrEP and you are using language like, “as a
network you don’t want to be un-positive about PrEP and so will refer participants to those who are
positive about PrEP” etc. Actually, if you are not positive about PrEP, we want to know why? So that’s
the first issue. I don’t think that as an organization we are ambivalent about PrEP. You should not have
construed my remarks that the HVTN is ambivalent about PrEP.
Tian Johnson, Vaccine Advocacy Resource Group:

Do you believe that PrEP works for African women if they take it? I actually believe that PrEP has some
efficacy for women when they take it - yes.
Tian Johnson, Vaccine Advocacy Resource Group:
Do you believe it works in African women if they take it? I do believe it works in African women and
more importantly than what I believe is that I as leader of the HVTN is having the organization unequivocally
saying, “we will provide access to it.” We planned on doing it for the AMP studies and will plan on doing it
for 702 & 705. So, there is no ambivalence about how we feel as an organization.
Tian Johnson, Vaccine Advocacy Resource Group:
How do you communicate that? Do you believe that it is clearly enough communicated? (by the
HVTN). I think so because we have PrEP advocates doing our training and we are proposing to refer to MSF
and all the other demonstration projects that are involved in PrEP by people who believe in PrEP and referring them to people who believe in PrEP. I don’t think that is an issue frankly.
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Tian Johnson, Vaccine Advocacy Resource Group:
Which one is easier to explain? Why you are not anti- PrEP or to simply say “actually PrEP works if you
take it”? I think we are saying that PrEP has efficacy an am happy here today to say that that is the stance
of our organisation. I am also a strong enough scientist to say that we in science can do better and should
do better and it is not exactly the most perfect drug.
Tian Johnson, Vaccine Advocacy Resource Group:
Larry, do you appreciate the political problems of that statement? Do you appreciate how problematic
that is for us when we communicate that the people we look to for leadership are saying that it has
efficacy “but not the best drug?” What is the message of the HVTN on PrEP, it is not clear to us. And
is why we are having this meeting, there has been historical issues around how the networks including HVTN continuously communicate about PrEP whether through its presentations at meetings or by
saying you believe PrEP works if it is taken but it is not the best drug. What message is it? To be clear,
networks like HVTN do not do these trials out of the “goodness of the American people’s hearts” as
you have said, but in actual fact they do these trials by the grace of communities who allow these
trials to happen – and access black African women’s bodies in the main - who dedicate their lives and
their time to making largely western funded research work and make it the success that it is today.
So, we come to the table on that basis – the recognition that we don’t view this work as a result of
the generosity of the American people. We view this work as a political and economic imperative to
get this research done, to keep people alive. The American dollar contribution is just as essential as
the commitment and dedication that black African women bring to the table. So, in my view it is that
kind of equivalence. Then having said that, it does not sit very well with me when I hear you saying,
“We will always be on the right side of vaccine research. We will do whatever it takes to move the
needle forward.” Part of this meeting is to situate human rights at the center and I think we’ve lost
it because actually we don’t want to see you do whatever it takes to move the needle forward, if that
positions - predominantly black African women – participants in a position of less access. The majority
of trial participants are women who live in some of the most unequal and violent societies in the
world.
What advocates expect to see from networks as powerful and positioned as the HVTN is a political
commitment to putting people’s lives at the center and that then translates into, not trying to change
the Nigerian’s government’s position for example, but entering talks with the Nigerian government
being clear that you believe in a standard of care - from a human rights point of view that includes
PrEP - irrespective of the National guidelines. It is time for networks now to step up and become
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allies with advocates and firmly say, irrespective of the National guidelines, YOU believe in PrEP, YOU
believe PrEP works and YOU WILL provide it to trial participants. Advocates have been calling for this
for the last few years saying we want to use PrEP provision within trial sites to push a national advocacy agenda and use what’s happening in trial sites with PrEP, to go to ourgovernment and say ”that
is how you do it!”. That is why we want PrEP for everyone. The issue is how do I feel about interpreting
scientific evidence versus policy is an interesting issue. It is about the weight of the data and how they get
interpreted into policy and that is one of the most difficult things that anybody has done. I don’t think it is a
cop out for us to say that we take the people who work in the field who advocate for PrEP and work with
them, because we want to ensure that the counselling and the direction of how PrEP is presented is by the
people who are advocating for it. I also, don’t think it’s wrong for us to feel like, “Okay PrEP is a good drug,
but a vaccine is better than a drug. That getting a shot that you get 3 to 4 times lasts 3 or 4 years is better
than taking something that you have to take once a day that has a 14% incidence of making you nauseous
and vomit and that you have to require bone density after 2 or 3 or 4 years and that accumulates medical
costs over time.” I don’t think I or the HVTN should be admonished for what it is trying to do. That does not
mean that the tool at hand is not a great tool and there is an old saying that “you should never throw out
the good for the perfect.” So, I feel that we are just doing that. We are not throwing out the good for the
perfect/ better/ best and that’s what we are in the business of doing. Last thing I would say is that I would
reframe your characterization of the American people and the partnership that we have with people of SubSaharan Africa both men and women, I would say, that it should be - like in most engagements - what the
psychologists and coaches say, “powerequal”.
So, I don’t think that the American people’s beneficence overrides the altruism of women and men in SubSaharan Africa. I also don’t think it’s the reverse. I think it is partnership equal, I would like tothink that maybe wrongly - but that’s why I am here, and engaging in this dialogue as a partnership and its only when
it’s a good deal on both sides does that partnership work.
Tian Johnson, Vaccine Advocacy Resource Group:
If you could share how these site level PrEP plans are shared and made public and with general
community? The PrEP plans are shared with IRBs, CAB’S, and of course the leadership of the HVTN that reads
them. They put it on the web, but they are widely shared by our community advisory boards. I need to make
sure that the IRBs allow public dissemination but almost every document is made public.
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Chamunorwa Mashoko, Advocacy Core Team, Zimbabwe:
Is PrEP being provided to participants as a standard of care
to trial sites. If so where and by whom? As of today, a few
demonstration projects in Zimbabwe and South Africa but not
at all our trial sites, and that’s why we are here today and
having this summit to really re-look at this. To be honest we
are comfortable with providing PrEP and the other stakeholdChamunorwa Mashoko

ers have not engaged on this with us as quickly as we thought
they would engage and we are back here engaging. We do

have PrEP referral for people who come to our sites probably in both Soweto, UCT and some areas like Klerksdorp and Rustenburg, but in some of these sites there is very limited demonstration projects and so the
referrals need to be enhanced and that’s why we are here this week.
So, participants in studies in the US and Latin America, are they getting it as standard of care? They
get access to it. They get told about it. They get told about the free programme, get told about the demonstration, and get told where they can be referred and the medication - if they qualify for the medication and
if they want the medication - they will get the medication mailed to their homes. In Peru it is not mailed, it
is dispensed.
Now having realized that the issue of standard of care has become an ethical issue, what would be
the best way forward? I am also hearing a scientific explanation that you would not want to labor
yourself with PrEP because this is a drug that has its own strengths and weaknesses and to a certain
extent probably we can do better. So, what is it that we have that is better than PrEP today? No one
is saying that there is a better biomedical product than oral PrEP today. Whether the monoclonal antibody
will be better. Whether one of the vaccine trials will be better. If we knew that we would not do the experiment. We feel they offer incredible advantages and hence are worth the investment and people’s time and
money that’s involved in doing these trials, but you don’t know.
Kagisho Baepanye, HVTN:
In terms of sites, each site conducting clinical trials currently design their own PrEP plan and in
designing that PrEP plan they work with community teams (the community advisory boards) to identify those demonstration sites and then from there, sites are encouraged to work together with
demonstration sites and also to advance information to ensure that sites that do demonstration studies are aware of research that is taking place around them and also sites equally must be aware of
the demonstration sites that are closer to them so that they can refer participants.
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Ruth Assefa, AVAC, New York:
The VTN has been at the cutting edge of a lot of these conversations with regards to standard of care
and especially as you pointed out regards to MMC and earlier treatments in early 2000 that were
cutting edge in terms of National guidelines and where governments have been. So, I want to know
what your perspective is on National guideline changes and what are the lessons learnt as you say
governments are changing with respect to PrEP in relation to earlier lessons learnt? I am consternated
that it took 8 years to manufacture the vaccines for 702 after RV144. I am pleased that the monoclonal
anti-body is going twice as quickly as the vaccine programmes and I am optimistic that we can make a
difference in improving the biomedical tools. As much as I like the world of antiretrovirals, I think that will
be better, safer in the longer term. So, the lessons learnt are that you can push for change and it is great to
march in hand with community advocates. I think that I am very proud of HVTN’s community education
programme and we are always going to better at everything, but I like the idea of being partners with
people in the room. I do believe that we can precipitate change. You know HIV has always had some
element of stigmatization, discrimination and problem of resources and that money has always gone into
the issues of how you manage this disease when I look at cancer versus HIV. HIV will always carry the stigma
of “who has it?” and “how did you get it?” because it is sexually transmitted, and this aspect has always
permeated some aspect of public policy and the stigmatization that has culturally gone with overcoming
that, even 30 years later, it is still an issue and we are making huge in-roads.
Question on Standard of Care – lessons learnt? USA is easier, the FDA can approve a drug and are legally
bound not allowed to take cost in consideration, every other health system including Europe and Africa when
they approve something, and they actually have to pay it out of the government.
Maureen Luba, Centre for the Development of People, Blantyre, Malawi:
The reason why we are doing HIV prevention research is because we want to make an impact on the
epidemic and HIV & AIDS and because we care so much about reducing new infections and that we
are looking forward to achieving an end to HIV by 2030. I think as researchers look for the next product we should make sure the people that are participating in the research trials are actually given the
right tools to protect them from getting infected with HIV.
Larry Corey concluded with saying that he appreciated the interaction with the participants.
(Editor’s Note: Following this session, all participants felt that they needed to seek additional perspectives on PrEP, it’s
efficacy and its programming potential – especially for women. It was resolved to request Linda-Gail Bekker to share
some of her thoughts on PrEP during day 2.)
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DAY ONE
SESSION: Treatment Action Group (TAG) Webinar - HIV Research in the
Era of PrEP: The implications of TDF/FTC for biomedical prevention
trials
The participants spent the last session listening to the recording of the TAG webinar. Below are the details of this webinar.
https://www.avac.org/event/webinar-hiv-research-prep-era

On Thursday, October 26, 2017, colleagues from the Treatment
Action Group (TAG), along with advocates, researchers and GPP
SINAZO PATO, YUMNAH HATTAS & RUTH ASSEFA

practitioners, discussed the recommendations from TAG’s
recently released white paper, HIV Research in the Era of PrEP:

The Implications of TDF/FTC for Biomedical Prevention Trials.
The effectiveness and increasing availability of oral PrEP raises questions about how it should be incorporated into clinical trial designs for next-generation HIV prevention options. This paper explores ethics, the scientific literature to date, and advocates’ views on the issue.
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DAY ONE
SESSION: Way forward
FACILITATOR: Tian Johnson
In this session key questions were asked in particular to the
session delivered by Larry Corey. These questions were:
1. Can research make the case for participants to access
PrEP or standard of care?
2. Can our communities be used as a yardstick for excellence in Standard of Care?
HILARY BAINEMIGISHA

3. What does standard of care mean for access and equity?
4. Africa plays a major role in research driven and largely
funded by the West. Why is Standard of care not the
same?
5. Why should we look forward to additional products when
current products are not being accessed?
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SESSION: Day One Reflections
FACILITATOR: Tian Johnson
The question posed to the room was “Can you share some thoughts on how you feel today went?”
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•

Interested
We are betraying the community by not doing enough to cut through the politics of prevention that are
at play at leadership level
Intrigued
Informed
Excited
Disappointed about the PrEP session and the confusing messages
Cross and angry at HVTN
Bamboozled
Evasive HVTN
Disappointed by the “American’s and their generosity statement”
It was a learning curve
Challenged as a CAB member as to how I can take a stand for my community
Our passion for Standard of Care is unwavering – we have to get it right
Energized
Challenged
This is not a mutually beneficial relationship and partnership (advocates/CAB’s/researchers)
There are big challenges ahead of us
Happy about this discomfort because it confirmed that we always need to be on guard
Worried that in the confusion presented today by HVTN can PrEP harm communities down the road/in
the future?
Does the doubt in the language around PrEP come from window of protection that we have been
speaking about and how long it takes for the drug to become active in your body?
It feels like the PrEP discussions are rooted in the days of doubting African’s ability/willingness to
adhere to medication
What is our national ownership of this situation on PrEP?
Hopeful that we will get standard of care right – we have strength in numbers and will continue
We need to make our collective African voice louder
Worried because we support PrEP even though the researchers don’t seem to believe in it after the
HVTN presentation
What are they hiding?
I did not realise that the ethical issues around standard of care are so great
HVTN used words very wisely but left us worried
We are in precarious situation
We need to look at the greater good for our community
Curious/ worried/ confused
Optimistic
Concerned
Our understanding of partnership is different
Angrier
We are not equal partners
When we ask for truth we are seen as an irritation
We simply function as community door openers for research groups
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DAY TWO
SESSION: Recap of Day 1
FACILITATOR: Grace Kamau, Bar Hostess Association, Nairobi, Kenya
Grace led a discussion to recap and reflect on the previous day.
The following table indicates what the participants felt work
for them and what did not work for them.

GRACE KAMAU

What worked

What did not work

Group discussions

Prof. Corey in terms of accessibility of PrEP

How best communities can work with researchers

Efficacy and affordability of PrEP

on clinical trial
Passion & energy

Planting of doubt on PrEP or not

Clinical trials 101 and agree and disagree exercise

No per diem

Stages of research slides

We have let down our communities in terms of
work we should have done on PrEP

Knowledge is power. Find better ways of working

Prof Corey opened our eyes to questions that we

in communities with what is available

need answered

Leaving this Imbizo with clarity regarding doubts

Need more time
Prof Corey

Prof Corey is communicating that there is always a grey area. North –South relationships is never 50/50
relationship. Therefore, negotiate and engage knowing this and act strategically.
There is value in doubt. We should protect our ability and integrity to doubt and feel fearless to clarify and
seek clarity over and over again.
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DAY TWO
SESSION: PrEP Status in Different Countries
FACILITATOR: Yvette Raphael, Advocacy for the Prevention of HIV &
AIDS, South Africa
Yvette led the session on what the PrEP status was in each
country. Updated data on PrEP can be found at
www.prepwatch.org
The countries that presented were:
• South Africa
• Malawi
• Nigeria
YVETTE RAPHAEL

• Kenya
• Zimbabwe

South Africa
Yvette presented the South African status. Currently, there are no South African government funded sites.
This is problematic as it speaks to the commitment that Government has towards PrEP. Most of the sites are
at the universities located at Zululand University, all Free State universities and Pretoria University. There are
also sites in Hillbrow, Limpopo and Eastern Cape. These sites are all funded by donors. It is an indication of
the research commitment to PrEP but a weak commitment from government towards PrEP. The concern is
that demonstration sites are short term. In addition, the universities are not accredited to provide ART in the
event there is an infection detected so very poor continuity of support.
Malawi
In Malawi there is no guidelines for PrEP as yet. The PrEP agenda is largely western driven with a taskforce
established to work on recommendations for guidelines. These recommendations are to be submitted the
second week of November 2017 to the Ministry of Health. The next steps for Malawi is an MSF, PEPFAR, FHI
360 and Lighthouse, demonstration project starting in January 2018. The aim is to continue gathering
evidence regarding PrEP. The Ministry of Health’s position on PrEP is that government is resistant in terms of
the issues raised:
• Cost effectiveness
• Difficulty to identify most at risk
• Adherence
• Resistance
Kenya
Kenya had demonstration studies for a period of 3 years. The purpose was to establish the feasibility a of
PrEP roll out. These were done with sex workers, MSM, and whoever wanted PrEP. What stood out within
this study was the issue of adherence. It was found that the reason there were challenges with adherence
was because the trial participants did not understand what the study was all about and how PrEP worked.
Thereafter, groups were started to address adherence. In the 3rd year of this study there was a push for
government to have PrEP guidelines.
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This meant that there was community involvement and a commitment by a consortium of stakeholders as
its role was to ensure that PrEP gets to key populations. PrEP was then added to the ART guidelines. Hence,
Kenya has a guideline for PrEP. The aim is to reach 20 770 registered on PrEP. Ten of the 47 counties are “key
population friendly.” The rest is not, and government criminalises most of the key populations, hence this
affects the uptake of PrEP in other government sites/counties.
Nigeria
In Nigeria PrEP is not adopted as part of the National HIV prevention package. Currently, what is happening
is there are demonstration projects in 3 states (Cross River, Anambra and Plateau). The target of these
projects are sero-discordant couples. There is an ongoing plan for PrEP roll out for key populations (MSM,
FSW & PWID) through the PEPFAR programme. Further, advocacy efforts for the registration of Truvada for
users of PrEP, a process led by NHVMAS. There is PrEP literacy training for key populations which are facilitated through CASPR4.
The gaps that exist are:
1. There is a need for a national road map for PrEP for the access for all who need it.
2. Need to fast track registration of PrEP.
3. Need investment in community education and training on PrEP to create community demand.
4. Need for training of health care providers on PrEP.
Uganda
In Uganda 60% of infections are through discordant couples. The main reason is because there is no
follow-up by government on these couples. This led to activists motivating for PrEP. The situation in Uganda
is about cost effectiveness and the arguments are that when dealing with high prevalence rates, should we
be spending money on ART or PrEP? The country is funded 90% by donors. In the last budget, the AIDS fund
was accumulated through tax collection. The government put PrEP on the consolidated guidelines and not
the National guidelines. This translates into PrEP is available at special clinic that support sex workers &
MSM. If you are a discordant couple you can go to an official site and be provided with condoms. If this
couple wants to have a baby, they need to use PrEP to become pregnant.
Zimbabwe
In Zimbabwe the PEPFAR Country Operational Plan (COP) has written into it a target of 15000 – 2000 persons
on PrEP. At the demonstration sites there is an increase number of women knowing their status. In addition,
self- testing kits are made available for sex workers. If the results are negative, they are offered PrEP and if
they are positive they are offered HEART

4 Coalition to Accelerate and Support Prevention Research (CASPR) - Under the USAID HIV Vaccine and Biomedical Prevention Research Project
(HVBP) the Coalition to Accelerate and Support Prevention Research (CASPR) supports advocacy, literacy, policy, communications, community
engagement, and regulatory activities for biomedical HIV prevention R&D globally, with a particular focus on relevant strategic partnerships in lowand lower-middle-income countries.
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DAY TWO
SESSION: Clarity on PrEP
FACILITATOR: Linda-Gail Bekker, Desmond Tutu HIV Foundation,
South Africa
Professor Bekker apologized on behalf of the scientific community for the conflicting messages coming out
around efficacy of PrEP and explained the processes of developing a position on any one intervention.
In the case of PrEP, Professor Bekker informed the room that the process includes peer review and general
consensus. She indicated that oral PrEP has been through a robust consensus process. Part of this process can
reveal minor concerns that can be dealt with later but does not affect the consensus decision. Professor
Bekker reiterated the importance of the question: “what is the public health message?”
Professor Bekker highlighted a series of controversial areas:
1. Oral PrEP works when taken, provided the virus must be sensitive to the drug and the level of efficacy is
based on adherence.
2. A large randomized study on women was done. This study showed no evidence that it does not work. It
did show that Truvada does work. Hence, on consensus from a reasonable and scientific perspective, oral
PrEP works in women and men regardless of the clade.
3. Truvada does not get into breast milk, therefore it is safe in lactation (breastfeeding).
4. Safety in pregnancy is questionable. Currently, the evidence is in favour that it is possibly safe to take it
when pregnant.
5. There is a concern about whether the usage of condoms will drop. The issue of sexuality in totality is to
be addressed. There are people that do not want to use condoms and PrEP is a way of protecting them
from contracting HIV, but it will not protect them from getting any other sexually transmitted diseases
and pregnancy. Hence, sexuality education should continue, and condoms remain the cornerstone of all
prevention efforts. These efforts are in addition to regular screening and contraceptive usage. Hence it is
important to advise PrEP.
6. There is value in a systemic agent as the site of activation differs between men and women. For women
it is vaginal and in some anal mucosa. In men, particularly MSM, anal mucosa.
7. We accept 72 hours as a window for PEP to work and therefore our thinking around Prep requiring 21
days seemed flawed
8. Professor Bekker suggested the 7-day timeline for both genders might be easier to market and seemed
a reasonable compromise . She also recommends that in the context of discordant couples that have
been adhering to continuous condom usage and have decided to have a pregnancy and therefore have
condomless sexual intercourse might want to be more conservative and offer more days pre use of PrEP
before the point of sexual intercourse.
9. There is research that is starting to show that we can reduce this timeline to 3-7 days at least in the case
of MSM.
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DAY TWO
SESSION: Q&A
FACILITATOR: Linda-Gail Bekker, Desmond Tutu HIV Foundation,
South Africa
Can you talk about adverse and side effects of PrEP?
It is important to note that Truvada is a drug like any other drug that has side effects. Usually these symptoms are short-lived and managed by the clinic. However, it is important to support and help clients move
past these short-lived side effects to support adherence. In terms of bone density, mineralization of bones
drops a 1% measure on a bone density scan. If PrEP is discontinued, then the bone density recovers back to
normal. Until further evidence is available it might not be ideal for this reason to give it to children under 16
years old. Of course PrEP can be stopped and restarted like contraceptives.
After taking PrEP for 7 days, how many days does it protect me for?
You have to take it every day that there is risk of HIV exposure . This is the WHO recommendation. Some
people do forget the occasional day, but it is best to take it daily for it to work.
What about resistance and baseline creatinine levels?
Starting PrEP during the window period can create resistance. Those that have shown resistance have
started PrEP during this period. In addition, when you are already infected you run the risk of resistance. A
4th generation rapid test to ascertain as early as possible the HIV status of a person (reduce the window
period). This test should hopefully close or narrow the window period significantly. Therefore, it is important
to be discussing how we can roll out PrEP in the communities accompanied with 4th generation rapid test,
rather than deliberate about whether PrEP works. However, if the 4th generation rapid test is not available,
it should not be a procrastinating factor to roll-out. We need to push government in this direction. In terms
of creatinine baseline assessments, Kenya has dropped those as a reason for delaying roll-out. It is useful to
follow their progress as South African guidelines require that a creatinine assessment be done. A risk-benefit
assessment should be done. PrEP could be offered on the same day as Creatinine if risk is great and results
checked after the fact as long as patient contact is kept. These are healthy people and we do not want to
cause any harm to them.
Are there PrEP sites where government pays for providing PrEP?
My understanding is not. The investment case which was done for the National Strategic Plan for HIV& AIDS,
TB & STIs IN South Africa 2017 – 2021 (NSP) based their calculations on data done in the initial trials that had
low efficacy of drug and very high prices. As a result, it was not seen as a worthwhile investment. This case
must be redone using accurate data. Hence, treasury has not costed a prevention package with PrEP included. South African government is providing ARVs which is a very big step and need’s to be applauded for that
because it speaks to sustainability. The South African government wants to provide the best standard of care
available. What we as advocates need to do is create demand and market drive and a desire to provide the
service. Also, very importantly, we need to encourage treasury to add PrEP to the budget.
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If you are talking to adolescents, usually you tell them to take it within 7 days and then to continue
and with discordant couple to take their time and take it when they are ready to have condomless
sex to conceive?
If someone does not need to have condom less sex today, then that is fine, they can use a condom but in
the case where they are going to do it anyway then 7 days of PrEP beforehand. 72 hours the build- up of
PrEP in the vagina is good enough. I think what some researchers and scientists are saying is that there are
some unknowns. This should encourage us to continue to explore but not at the expense of new infections.
We need not wait for perfection of the product. We can continue, like with Nevirapine, roll out and when
confronted with challenges address it and proceed with caution.
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DAY TWO
SESSION: Human Rights
FACILITATOR: Johanna Kehler, National Director, AIDS Legal Network,
Cape Town, South Africa
The discussion covered the basic definitions of rights, the scope of responsibilities, the dynamics of agency
and choice.
An example was used about informed consent in a clinic with reference to testing for HIV. The context of
consent in clinical trials would follow that
(1) information is provided to the client or participant being tested
(2) consent is then provided by the client/ participant as a choice and
(3) the health provider or researcher then follows through to do the test.
Often the consent and information session are linked and manipulated such that the client/participant
would be reluctant to refuse to take the test.
Question to health care providers: “How many times have
you provided information about risks of HIV testing to your
client?

Discussion:
Discuss 3 important Human Rights in context of clinical
trials. The results were (listed according to frequency of
GABRIEL ADEYEMO

mention):

• Information (without bias, risks and benefits to be considered as transparency)
• Choice/ autonomy
• Access HIV prevention choices/ SRHR services
• Dignity
• Safety/ against social harm
• Standard of care
• Confidentiality
• Consent
• Equality, non- discrimination
Non- discrimination was not considered by anyone.

Group Work:
Consider the right given to you to analyse using the following questions
• What do we understand by social harm?
• Why and who would be at risk at being violated?
• How would we stop the violation and make sure that it does not happen?
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Right

What is it?
risk of being
violated?

Who/ what is
violating?

Equality: right to
be treated the
same irrespective
of gender, age,
religion, sexuality

• Equal treatment of all
participants
• Standard of care between
different sites must be
uniform

• Everyone
• Participants (in
clinical settings)
• People who were
historically
oppressed
• Disadvantaged
communities

Choice and
Autonomy

• Based on full factual,
non-value, non-direct
information, making
a decision about
participating in research.
• The right to options
• Not coerced
• Participants have this
right

Confidentiality

• No sharing of personal info
without consent
• Secrecy maintenance
• Psychological harm embarrassment or distress,
loss of employment or
financial standing

• Everyone
• Participants

Access to
information
including ICF

• The benefits
• The risks
• The purpose
• The procedures
• What is expected of the
participant by the provider
• Timeframe of study (begins?
Ends?)

• The researcher – no
adherence = no
accurate results
• The community – no
valid and positive
results = no trust
• No hope for
prevention
(vaccines, etc.)

Who is at risk of
violation?

How do we protect?

• Providing access to info
• Dissemination of information
• Advocates should create
rapport with participants
• Form advocacy movements

• Researchers,
research staff,
donors, policymakers
• They have things to
gain and to hide
• Differences in
information and
power
• Policy makers
control budgets might influence
• Community gatekeepers

• Be vigilant and monitor
(informed consent reimbursements)
• Advocate to researcher,
donors, etc.
• Make participants aware of
their rights
• Inform policy makers about
rights/guidance
• Should alleviate pressure on
staff, reduce number driven
recruitments
• Engagement at protocol
development
• Need vocal and informed CAB’S

• Everyone
• Participants

• By signing a consent form
• Ensuring that researchers,
doctors abide by the GPP
guidelines

• There is need for our national
guidelines
• Standard operating procedures
(SOP)
• Protocol needs to be in simple
language
• Informed consent form (ICF)
• Information education
materials should be simplified
• Community engagement
activities
• Stakeholder meetings
• Community dialogue
• All languages must be
simplified according to the
communities understanding
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DAY TWO
SESSION: Standard of Care Package
FACILITATOR: Tian Johnson
Tian led the participants in a session where they had to list
what they thought were the component for a standard of care
package. The discussion centered on 3 areas, namely 1) trial
sites and education, 2) prevention packages and 3) duty
bearers and advocates.
GROUPWORK

Trial Sites and Education
Participants felt that if a trial was to commence, that it be advertised widely, such as primary health care
settings, in the malls, on social media, NGOs and community networks. In this way participants are aware
that research is happening and if they are interested, they can go find out more about it. It was felt that
communities must be educated about the research that is happening through these advertisements to
inform participants about what they are getting into, including where they can access PrEP after the research
is completed.

Prevention Packages
The participants listed what they felt need to form part of the prevention package.
• STI screening and treatment
• Condoms (male and female- depending on choice and interest, also if available)
• Lubes
• TB
• HTS
• Counselling
• Support (referral and linkages to care- other service providers, such as food, housing, GBV, social
security, legal, justice, etc.)
• Partner initiated activities
• Health screening
• Support for People Who Inject Drugs
• The safe space to negotiate the minimal standards during design
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Duty Bearers and Advocates
Participants felt that there were distinctive roles for duty bearers and advocates. They felt that the role of
government is to provide post care after research trials have been completed. The reason for this is that
government is aware of the research and ethically bound by the fact that human participants are being used
to test the experiment results. Hence, when the experiment is completed and proven to be successful,
it is governments’ responsibility to:
1. Develop a national guideline and scale up the provision of the drug to those who wish to access it.
2. Provide continued care for the research trial participants
In addition:
3. There needs to be transparency of protocol and implementation procedures followed for PrEP.
4. Research should take the time to translate the research practice to the participants and communities
involved. This must also include the research result achieved.
5. An accountability body is required to plat a watchdog role.
6. A trial fund option should be explored that can support advocacy work.
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REPORT UPDATE: FEBRUARY 2018
Presentation: Glenda Gray, HVTN Regional Meeting, February 28th –
March 1st, 2018, Cape Town
• Immediately following the SoC summit, the SAMRC provided sufficient PrEP for 10 participants for 3
months for:
- Each of the 13 active HVTN 702 sites in RSA
- 5 sites in RSA that have begun or will shortly begin enrolling for HVN 705/HPX2008:
Mamelodi, Elandsdoom, Masiphumelele, Bloemfontein and Chatsworth
• Informed other studies eg: ECHO about PrEP availability
• Entered into discussions with NDoH to obtain state tender price access for programme
• Some sites had to address regulatory and ethical issues before commencement
• Established contractual arrangements with generic pharma so that sites could replenish supplies directly
through this mechanism
• Established contractual arrangements with laboratory services to support creatinine and Hepatitis B
testing for PrEP initiation ad follow up at these 18 sites
• Contractual arrangements must be compliant with PFMA and SCM processes for good governance
purposes
• Uptake of this initial supply will be able to inform future quantities to purchase
• Provision for AMP sits in RSA as well as enabling the provision for these sites in other African countries
conducting AMP and Imbokodo where PrEP is approved
• In late January 2018, the SAMRC received exemption from the NDoH to source products at State Tender
Prices. The exemption is also extended to the MRC’s official affiliates
• All sites will be able to report on their PrEP implementation plans
• The sites plans have been amended with transition plans being finalized for HVTN review by end Feb 2018
• Ethics committee approval was required for some sites
• Funder review was required
• PrEP plans describe
- Information to be shared with participants and potential participants
- Whether PrEP service through site will be managed through third party vendor or by study staff, its
discussion with REC’s and key stakeholders
- PrEP service providers available in the community at site via demonstration projects and private
practitioners
- Coordination of laboratory monitoring and results sharing including HIV testing
- Guidelines to be utilized (which describe eligibility criteria)
- Additional sources of funding for PrEP services that participants are accessing
- Post-trial access

39

REPORT UPDATE: FEBRUARY 2018
...CONTINUED
• PrEP Uptake: HVTN 702
- Number of people offered: 1173
- Number of people interested: 80
- Number of people not interested: 891
- Number of people unsure: 106
- Number of people who have taken up PrEP = 4
• Reasons for declining PrEP
- The most common reasons reported for declining PrEP were:
• Unwillingness to take a pill a day
• Stigma: “ARV’s are for people with HIV”
• Not wanting to take pills if not sick
• Concern about side effects
• Preference for condoms
- Participants are counseled on a continuous basis, including addressing their questions about PrEP
- At every visit PrEP is discussed
• Update on HVT705 (59 participants enrolled)
- For 1 HVTN 705 site in RSA that has not begun offering PrEP, BARRIERS HAVE UNCLUDED
• SAPC registration status of site pharmacy
- No uptake data available yet for HVTN 705/HPX2008 sites as these sites have just been activated
- PrEP has been sent to the sites at activation
- Regulatory issues at some sites at: KZN DoH require MCC and EC re approval for activities not
initially planned for in approved protocols
• PrEP Funding Streams
- SAMRC
• Available to longitudinal HIV prevention intervention studies in RSA
- FHCRC
• Fund initially created to provide ART and is used for PrEP provision more globally
- Integrated PrEP Financing
• Provide a mechanism for PrEP access in HIV prevention trials in SSA via sub contracts

Next steps:
- We are now able to obtain PrEP for the long run in RSA at competitive process following the
government STP exemption
- PrEP clinical management training of study clinic staff is ongoing
• This is and was ongoing programming at all sites
- Discussions ongoing with non-RSA countries to realize PrEP provision in our CT settings where PrEP is
approved
- Protocol leadership support is ongoing
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ANNEX ONE:
STATEMENT READ OUT AT THE AUGUST 10TH AND 11TH 2017 HPTN 084
CONSULTATION - CAPE TOWN, SOUTH AFRICA
Many advocates in this room received the agenda for this meeting a day or 2 ago. I received the agenda on
the eve of travel.
1. Advocates from the region came together in December last year and spent 2 days engaging, sharing our
experiences and delivering mandated messages from the communities in which we work regarding the
form and implementation of 084.
2. The inputs from these two days were captured in a summary report and the report was shared with participants. As an aside, I find it problematic that the network shared summary reports in pdf form from a stakeholder consultation and only then invited inputs. Reports of this nature should be shared in true draft form
and then inputs called for. It is important for this to happen to protect the integrity of the final outcome
document and for an accurate historical record of how advocates have engaged with trial processes over
the years. Sharing a “summary report” is problematic as it implies, as sadly is the case in far too many
trials, that stakeholder inputs are invited once the “core” content is already set out by the network/partner.
3. Having said that, advocates are once again now “invited” to a consultation nearly 7 months since the last
one, with fundamental changes to the initial design having been made, in the absence, as far as I am
aware, of any meaningful engagements with advocates to reflect on these fundamental changes. If
engagements pre and post the change of the trial design did happen it would be great to share copies of
those engagement reports or an indication of whether such reports exist or not and who has access to
them. Accountability matters.
4. I do think that we need to have an urgent and nuanced conversation with trial leadership about our very
fundamental human rights-based concerns regarding the decision to move to double dummy double
blind. The fact is that oral PrEP works, we know it works, the science that we follow and that many of the
same funders that are funding 084 have supported, show it works. Those of us that put the pill in our
mouths each and every day know it works, we live out this trust every day when we place our lives and
health in the hands of the science behind that pill. Comparing daily oral PrEP to an experimental injectable
PrEP, in a context in which advocates and communities in all of the trial countries are working daily to get
oral PrEP for all on the national agenda is questionable. It is essential that we are clear about the ethical
and scientific implications.
Comrades, it cannot be that we support a trial that makes a conscious decision to compromise a universally
accepted standard of scientifically proven care and HIV prevention. It is striking to me that in 2017, when we
know what we know about HIV Prevention, trials are going ahead without a right - and science based –
position on PrEP provision to participants. The sad reality is that even today we have instances of leading
researchers who view individuals who have access to PrEP as "lucky".
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This thinking is problematic, classist and privileged and reveals the reality of how PrEP is viewed by scientists
and researchers who should know that words matter. We see this tone and attitude in presentations by trials,
something we attempt to correct time and time again and will continue to do so.
I feel that the time has come to:
(a) hit the reset button in our region when it comes to how research happens in our communities and remind
trial networks and leadership and communities of the importance of taking advocates and the voices we
bring to the table seriously, how this happens can be fleshed our further, and then we need to:
(b) urgently revisit how we support our fellow advocates who have access to and positions in trial” leadership” spaces to hold them to account and track that accountability. I would be excited to see us not making
the same mistake we have made with women rights/LGBTQI rights etc. in so many instances - and that
means knowing that having a “community member” or “representative” at the trial decision making table is
not enough. It will be enough when their voices are heard, respected and we see the desires and concerns
of communities, that we have the mandate to represent, reflected in the final protocol document and not as
feel good quotes highlighted in annual reports or meeting summaries.
So, in summary:
1. We met in December, we gave our time, energy and significant inputs into the trial development process
- we need to see, via a mapping or visualization - how our inputs are now reflected in where we are at
today. When was the design change decision made and how was this communicated and who was
engaged pre and post this specific change?
2. We request that after this meeting we receive a draft (word document or google doc) report for attendee
inputs to ensure that voices are captured with truth and integrity.
3. Based on the last few years of engagement we have now reached a stage where advocates are demanding a formal position statement from trials on firstly the provision of and access to PrEP as part of a
standard of care/prevention and secondly in the context of PrEP trials. How many trials currently are truly
operating with an internalized understanding, interpretation and operationalisation of the basic human
rights of participants? A trial that does not provide what we know to be an effective standard of care and
HIV prevention is a trial that is not grounded in an understanding of human rights and in such instances
the trial leadership, its donors and community board are complicit in compromising the wellbeing of
participants. Where are our own voices when this happens Comrades? What has allowed networks and
donors to reach this level of comfort in assuming that this is acceptable or ethical? The generic response
of trials taking their cue from the public health system and national guidelines with regards to PrEP is no
longer good enough, trials need to take a principled position on HIV prevention, the very existence of a
trial is testimony to our collective desire to find solutions for diseases that afflict us, why is PrEP now a
grey area to trial leadership and funders? We know that it is not a grey area in the UN/WHO guidelines
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on ethical considerations in biomedical HIV Prevention trials. Can trial leadership and partners demonstrate to us that they have fought to include PrEP provision as part of the standard of prevention or is the
default position the most expedient for the network and its donors?
4. HIV Prevention advocates need to urgently map who our allies are within trial networks, on guidance
groups and who have close proximity to trial leadership - we need to hold those individuals to account in
a measurable and sustained way either through report backs or even meeting diaries.
The vast majority of advocates support trials. We support trials, we believe in trials, we follow the science
and will defend the science, but cannot do so at the expense of the communities that we represent.
Communities who are more than “trial communities” and “participant recruitment pools" these are
communities that in the main are historically and currently politically, economically and socially marginalized in many instances. Community engagement by research bodies in any situation is a slanted relationship of unequal power, communities and trial leadership do not come to the table as “equal voices” and
as advocates it is on our shoulders that these voices stand and we must fight and be vigilant to ensure
that those voices are never consigned to a footnote, sound-bite or trial “messaging” poster quote but
voices that are reflected clearly in the protocol document in a way that keeps trials and their donors
honest and accountable.
In the interests of mutual respect, we would now like the programme in its current form to be suspended for
the next hour to allow HPTN and WITS RHI an opportunity to (1) present to us the objectives of this meeting
and how they differ from the December 2016 meeting (2) prepare a clear and direct presentation on how
our December 2016 inputs have been incorporated into the current protocol version, that we as stakeholders
with the power and agency to halt or support a trail of this nature - have not been privy to. We would like to
see this evolution in concrete documented terms and what drove and informed the fundamental change in
trial design and what consultations happened pre and post that specific decision. We would like that to
happen before any further presentations are made or discussions had.
Comrades, putting the lives, health and wellbeing of the communities that we come from first matters,
anything else is secondary and a deal breaker. Let us make sure that those voices are heard again and again
and again throughout this meeting.
Written by:
1. Tian Johnson, African Alliance for HIV Prevention and endorsed by:
2. Dr. Johanna Kehler - AIDS Legal Network (Regional)

7. Chamunorwa Mashoko – Zimbabwe

3. Dr. Morenike Ukpong – Nigeria

8. Yvette Raphael - South Africa

4. Martha Tholanah – Zimbabwe

9. Brian Kanyemba - South Africa

5. Definate Nhamo – Zimbabwe

10. Maureen Luba – Malawi

6. Anna Miti – Zimbabwe

11. Rosemary Mburu – Kenya
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ANNEX TWO:
INVTATION TO IMBIZO AND SUMMIT

Exploring the future of Standard Care in Clinical Trials
An Advocates and Community Stakeholders Imbizo
31st October – 1st November 2017, Cape Town, South Africa
The Vaccine Advocacy Resource Group, an independent, advocate led, global team of AIDS prevention research advocates that
play a critical liaison role in the highly complex field of HIV Vaccine research, in partnership with the South African Medical
Research Council are pleased to invite you to attend a two day Imbizo that intends to provide a space to learn, share and engage
on vaccine research in general and research ethics focusing on the care that should be provided to participants in a clinical trial,
called the standard of care.
The Imbizo will aim to cover the following content over the 2 days with an optional last half-day that will offer delegates the
opportunity to visit an active clinical trial site:
1. Building the capacity of scientists and researchers on advocacy principles and how advocates experience and interact with
clinical trial processes including advocacy mapping around the standard of care
2. Clinical Trials 101 - understanding the Regulatory Processes for evaluation of Investigational New Drug products including ethical
Considerations for Research in Humans
3. PrEP in trials – Understanding The Data, The Decisions, The Interpretations
4. Discussion Group on a new report from TAG: “HIV research in the era of PrEP: The implications of TDF/FTC for Biomedical
Prevention trials”
5. Development of a regional advocates statement on Standard of Care in clinical trials
Exploring a clinical trial site:
6. Advocates and community stakeholders will be taken to a clinical trial site and interact with the following operational aspects of
trial sites: Informed Consent, Data Management, Laboratory, Pharmacy and Dissemination of study results
Then, from the 2nd to the 3rd of November, following on from the Imbizo, The South African Medical Research Council (SAMRC), in
collaboration with its partners in medical research, will be hosting a Standard of Care Summit with the aim of broadening the debate
on research ethics focusing on the care that should be provided to the control group in a clinical trial. The meeting will be held at the
Radisson Blu Le Vendome Hotel, 14 London Road, Sea Point in Cape Town. The summit aims to bring together key role players ie:
ethicists, regulators, clinical researchers, advocates, activists, etc., to debate this subject with a view to coming up with a consensus
position on the standard of care in South Africa. Should you be interested in attending this summit please indicate so in the
relevant section of the travel form you will receive shortly.
Meeting costs will be borne by the organisers and will include daily lunch, and mid-morning and afternoon refreshments. Travel and
accommodation support will be provided to invite holders only and is non transferrable. Please contact Jackline Odihambo on or
before the 20th October 2017 to confirm your attendance of the Imbizo ( jodhiamb@hcrisa.org.za ) or +27 21 938 0653)
Wishing you safe travel and looking forward to seeing you in Cape Town!

Tian Johnson
Vaccine Advocacy Resource Group

Prof Glenda Gray MBBCH, FCPaed (SA), DSc
President & CEO: South African Medical Research Council
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EXECUTIVE SUMMARY OF SUMMIT
Executive Summary of the Summit on the Standard of Care in Clinical Trials in Low-Middle Income Settings
The South Africa Medical Research Council convened a summit to discuss issues relating to Standard of Care
in clinical trials, both of treatment and prevention. Policymakers, regulators, ethicists, experts in the law (as
it pertains to medical research) and researchers involved in both HIV and Cancer presented a framework
within which Standard of Care principles could be articulated. How and when to include new modalities of
treatment and prevention into existing essential medical guidelines was the emphasis of the Summit. Participants involved in the execution of care and the scale up of new interventions, in particular, the roll out of
Pre-exposure Prophylaxis, presented the opportunities and challenges when it comes to scaling up interventions, and their experience with demonstration projects of PrEP. Advocates and community members propagated the need to make interventions that could avert HIV infection available as soon as possible. Experts in
evidence-based guideline development discussed the nuances in evaluating evidence for policy and the
mechanisms for getting medicines on the essential medicine list in South Africa. Given the variability in
efficacy in PrEP amongst different populations, scientists and statisticians, discussed the various biological,
virological and immunological reasons for this heterogeneity. Input was given as to the impact of introducing
PrEP in other HIV prevention trials, and the considerations for the design of both ARV based and non-ARV
based HIV prevention trials.
Even when there was uniformity in the data on PrEP, there were differences in implementation models by
country and region. In the United States where PrEP is licensed for both MSM and women, research teams
provide uniform access to the drug through a national mail order pharmacy. The medical care and long-term
monitoring is assumed by treating physicians and adheres to the concept that Standard of Care should be
delivered in the medical care system, in order to incorporate the long-term medical issues associated with
PrEP into more holistic care for the patient. There was concern expressed by some ECs in North and South
America that PrEP counselling and adherence best be managed outside the study milieu as there is inherent
bias in study staff involved in trials that are designed to “be better than PrEP”. Given that currently PrEP availability is limited in RSA, and that this intervention is not available on the Essential Medicines List in RSA or in
the public sector, after deliberation, the following conclusions and recommendations were made for the use
of PrEP in HIV prevention research:
1. Standards of Care in clinical trials in our settings are complex.
2. Given the local context, Standard of Care is nuanced and varies from site to site.
3. The guidelines developed both internationally and locally can inform our provision of PrEP in HIV prevention trials.
4. In RSA, it is estimated that less than 7,000 people currently access PrEP. This emphasizes the point that
PrEP is far from theStandard of Care for high-risk populations in RSA, and that the use of PrEP for high-risk
women and men in the country is likely theaspirational Standard of Care.
5. The support of sites to introduce new interventions, such as PrEP, needs the support of the ECs and the
willingness of communityto work with sites, which was evident from the consultation.
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Recommended
1. The proposal to establish a SAMRC-initiated PrEP fund that will be supported by partners such as the
FHCRC, to make availablethe provision of PrEP and the support of HIV testing to trial sites.
2. That the manner in which the provision of PrEP occurs be left to the trials sites together with the community.
3. That the provision of PrEP is limited to the duration of the study, and that post-trial access could not be
supported as funding waslimited, and that participants are made aware of this restriction.
4. That the SAMRC immediately make provision for the procurement of PrEP and disbursement to sites as an
interim measure.
5. That the investigators interact with the NDoH PrEP technical working group to motivate support of demonstration projects close to the sites.
6. That information is developed to optimise the efficacy of PrEP.
Sincerely, Prof. Glenda E. Gray MBBCH, FCPaed (SA), DSc (honoris causa)
President & CEO South African Medical Research Council, Email: glenda.gray@mrc.ac.za Tel: +27 21 9380905
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ANNEX FOUR:
VARG STATEMENT ON STANDARD OF CARE
Cape Town, 2 November 2017
The Vaccine Advocacy Resource Group, an independent, advocate led, global team of AIDS prevention
research advocates that play a critical liaison role in the highly complex field of HIV Vaccine research, in
partnership with the South African Medical Research Council, have just emerged from a 2-day pre- summit
Imbizo with its partners and CAB members from around South Africa and the region which sought to:
•

Centre the contributions that black African, mainly women, have made to clinical research globally by
prefacing the Imbizo with aspiritual devotion that was led by an African faith traditional practitioner and
practicing Muslim and Christian advocates.

•

Explore ways in which advocates, and CAB members can build the collective capacity and agency of scientists and researchers inadvocacy.

•

Re-affirm that the consensus view in HIV research – based on ten randomised control trials – is that oral
PrEP works, including inAfrican women, if adhered to.

•

Recognizing the reality that we live in a country where 2000 new infections occur every week amongst
mostly young Africanwomen, much like myself, we must continue to advocate that oral PrEP should be
used by all people at risk of HIV who want it. Whilewe still need to monitor, investigate and continue to
explore oral prep and how best to deliver it – we must not put on hold what weknow works! PrEP now!!

Advocates need to use the same passion, knowledge, insight and conviction of spirit that we used to get
access to antiretroviral in the fight for PrEP, while continuing to advocate for research into new prevention
options – especially HIV vaccines!
Having established this, advocates from South Africa, Nigeria, Malawi, Zimbabwe, Kenya and Uganda are
demanding that the Standard of Care in clinical research centers basic human rights, is ethical, scientifically
valid and developed with meaningful and sincere collaboration with communities and advocates.
As part of the Imbizo, advocates discussed the current status of care in research and what should be included
in a minimum standard of care:
As advocates we demand a standard of care that is:
•

Rights based, informed by choice and agency

•

Policy aware, but not environmentally-limited

•

Accountable

•

Client centered, transparent and provides clear mechanisms for advocates and community members to
monitor its implementationand inform its evolution.

•

Grounded in rights based and community owned publically available PrEP plans.

There are organized groups of advocates, such as the VARG, and civil society organizations in Southern Africa
with which researchers can sustainably partner with so we shift the language from buy in to ownership.
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As community members and PrEP users, our experience is critical in shaping PrEP roll out and PrEP plans. We
can enhance researchers’ understanding of the complex PrEP landscape to inform the plan to include PrEP as
part of the standard of care.
The standard of care, in addition to the existing package, should include access to oral PrEP in a way that fits
into the realities of the participants’ lives, (onsite or referral) and interacts with and moves forward national
delivery mechanisms. Researchers and advocates in this room have been at the forefront of national conversations around Voluntary Medical Male Circumcision and ARV treatment, and they must continue to engage
with these discussions when new prevention interventions are introduced.
The recommendations for a minimum package of standard of care are universal - but the precise nature,
shape and messaging of these minimum standards should be discussed and agreed upon during the design
- not after - by a range of stakeholders (including advocates, CAB’s, government agencies, researchers and
regulators). As we roll out this standard of care, we need to keep the multitude of lessons that we have
learnt so far from trials such as femPrEP and VOICE studies that demonstrated and confirmed the importance
of understanding and acknowledging the lived realities of participants.
To be clear, we have two demands:
1. PrEP works. We know this. PrEP should be provided by trial sites to participants who want it. This does not
exclude our government from its obligations to give us the choice and range of tools that we know work
to prevent HIV – female and male condoms and yes, PrEP.
2. Networks need to meaningfully support a broader national conversation to advance PrEP for all. It is an
ethical and a political imperative. PrEP works to prevent HIV – it works for women who take it.
The road towards this standard, will not be easy, nothing worth achieving ever is easy. Our lives, the lives of
those we love and the lives of those around us literally depend on it. We all want to advance the science, we
all want to live to see answers to these longstanding questions and we all have the passion, conviction and
commitment to continue to sustain the journey.
The concern raised this morning that if standards of care are comprehensive then we might put off donors is
problematic. Let us be clear, while there is room for refinement of delivery of the standard of care, the human
rights of participants are not an area of negotiation or a grey area.
We know that our proposed standard of care works.
We know that it is on the back of black African women that live in some of the world’s most unequal societies
that we claim the scientific successes that we claim here today.
We know that there cannot be a tradeoff of human rights or dignity in return for our goal to become a global
clinical research capital.
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As we hold science to account as we have done in the past, we commit today to move forward with you, to
have the difficult conversations, to put in the long hours, to center the realities of the communities that we
come from.
Comrades, this is not the last time you will hear from us or engage with us, but we will leave here knowing
that you have heard us and that we have claimed our seat and voice at this table.
Conclusion
In conclusion, what started out to be a discussion about standard of care, resulted in a session of demystifying
myths and doubts about PrEP and positioning truths about PrEP to the advantage of human beings from a
health rights perspective? The participants learnt that while scientist is working towards finding a perfect
vaccine, it should not be at the cost of new infections.
The participants walked away with the message that while there are many types of prevention initiatives
and products as there are many different scientists and researchers that have varied opinions. However, what
matters is the fact that if a product that has been tested in sufficient randomized controls have proven to be
effective in preventing infections (incidence), then it should be used for exactly that reason.
In addition, this does not mean that the continued research efforts towards finding a perfect vaccine should
be slowed or discontinued, rather, it should be encouraged. We should still strive to find the vaccine as that
represents the best form of prevention, but during the course of this research we can allay further infection
with the current prevention tools that have shown efficacy, namely PrEP.
While the evidence of the efficacy of the product is important, it is equally important for advocates to apply
pressure on government to ensure that PrEP should move from being a novel innovative model study to be
an upscale prevention method forming part of the standard package of care for prevention. Hence, advocates
are determined to see that PrEP is part of the treasury budget line items.
The advocates left the meeting feeling confidant in their stance regarding PrEP, meaning that Prep works
(effective) if taken and that PrEP should be part of the South African Treasury Health Budget. Hence, the
advocates were motivated in relaying this message in the Summit that followed during the two days thereafter.
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