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RAPPORTEUR’S NOTE

The Forum received presentations from no less than fi fty speakers. The structure of this report only partly follows the order of 
the programme. Where similar contents have been presented by more than one speaker, these have been combined to avoid 
repetition. Slides from presentations have been selected for illustration of information that is best conveyed visually. Each 
chapter starts with an introductory text that sets the tone. The authors whose presentations are generally refl ected in it are 
then listed. See the Forum programme in the annex for details. The visual material relating to each presentation is available 
on the CD-ROM version of this report.
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OPENING

The Third African AIDS Vaccine Programme 

(AAVP) Forum was offi cially opened by His 

Excellency Urbain Olanguena Awono, Minister of 

Public Health, on behalf of His Excellency Inoni 

Ephraim, Prime Minister, Head of Government, and 

Republic of Cameroon. In his address the Minister 

stressed how debilitating the HIV/AIDS pandemic 

continues to be for African countries. The initial 

expectations placed on access to antiretroviral 

drugs (ARVs) remain to be fulfi lled and their price 

is still an important barrier to wider access. Africa 

needs more resources to promote development 

particularly in health care and to alleviate poverty. 

There are high hopes in the discoveries of new 

technologies that will lead to more effective tools in the fi ght against disease. With respect to HIV/AIDS, 

Africa is on the front line and, although the need for an effective vaccine is worldwide, it is in Africa that 

its impact will most clearly be felt. 

In Cameroon, the Government has placed the fi ght against the pandemic at the top of the nations’ 

agenda and the search for a safe and effective vaccine remains a priority. Cameroon has opted for 

universal access to treatment, and ARVs are becoming increasingly available at subsidized prices 

through a network of specialized care centres. Special attention is being accorded to the prevention of 

mother to child transmission. The support which WHO and UNAIDS are providing to AAVP will certainly 

contribute to speeding up research efforts for a vaccine. The contribution of the Global Fund for AIDS, 

TB and Malaria, as well as other external support is welcomed in the overall fi ght against HIV/AIDS, and 

partnerships at all levels must be encouraged as a way of accelerating the research process.

 

The Minister went on to say how proud Africa should be to see its growing role in the search for global 

solutions to HIV/AIDS. His conviction is that Africa, when planning its development, should consider 

vaccine research as a priority and not as a subsidiary area. He also welcomed the African Union’s 

commitment to support research efforts, and stated: “Africa pays a heavy price and must remain at the 

forefront of the search for a solution. We don’t just want to be consumers of research results carried out 

on our soil with our people; we must overcome the barriers of vanity and competition and work together 

for the good of all. The search for an HIV vaccine is certainly a diffi cult task, but we cannot accept that 

the virus is more intelligent than human. We have high hopes that this Forum will help to lead Africa’s 

research efforts onwards and we also have equally high hopes for the outcome of your deliberations”.

Madeleine Tchuente- Minister of Scientifi c Research and Innovation of Cameroon, 
Urbain Olanguena Awono- Minister of Public Health of Cameroon, 

Innocent Nyaruhirira- Minister of States of Rwanda in charge of HIV/AIDS and other epidemics
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The African AIDS Vaccine Programme (AAVP) is now a well established actor and promoter of HIV 

vaccine research and development in Africa. That is what it was designed for. There has been 

signifi cant progress in all areas — training and capacity building, ethics, law and human rights, 

population-based studies, community preparedness and the establishment of national plans for 

HIV vaccine research and development. AAVP has passed the test of an external review, yet it will 

have to face two main challenges: the complexity of the science which could lead to a dispersal of 

effort in different directions and the ever-increasing competition for funding to sustain the African 

contribution to global HIV vaccine research and development efforts.

1. THE AFRICAN AIDS VACCINE PROGRAMME — 
CURRENT STATUS

FROM THE PRESENTATIONS OF:
 

Dr Pontiano Kaleebu, The Current Status of HIV vaccine research and development

Dr Alash’le Abimiku, The AAVP Progress Report

Dr Sinata Koulla, The Third Forum Objectives

Col Deborah Birx, Feedback on the AAVP External Review Panel

Dr Dawit Wolday, Recommendations from the Second AAVP Forum

THE WORLDWIDE IMPACT OF HIV

WHO and UNAIDS estimate the number of people living with HIV in 2005 to be 

in the range of 36.7–45.3 million worldwide, 95% of whom are in developing 

countries.

 

Since the start of the pandemic, more than 20 million people worldwide have 

already died of AIDS, and in 2005 alone an additional 3.1 million people died of 

AIDS-related causes.  The HIV epidemic continues its accelerated spread at a rate 

of 14 000 new cases of HIV infections every day with close to fi ve million people 

being infected every year.

 

To date, AIDS remains the leading cause of deaths in Africa and the fourth leading 

cause of deaths worldwide and poses a major threat to the health and the 

development of humanity. 
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1.1 ACHIEVEMENTS

The fi rst HIV vaccine trial took place in the USA in 

1987, yet by 1999 only one out of seventy phase 

I trials was scheduled to take place in Africa and 

none of the vaccine candidates were based on 

HIV subtypes relevant to the African continent. 

This state of affairs started to change in 2000 with 

the appeal contained in the Nairobi Declaration 

to accelerate the development of HIV vaccines 

for Africa that was underpinned by the African 

AIDS Vaccine Strategy. This strategy provided for 

a vision and goals contained within a coherent 

continent-wide framework, the African AIDS 

Vaccine Programme (AAVP), which was endorsed 

by the African Heads of State at the HIV/AIDS, TB 

and Malaria Summit at Abuja in April 2001.

The AAVP was conceived as a network of African 

scientists working together to promote and 

support HIV vaccine research and development 

in Africa through capacity building and regional 

and international collaboration. AAVP was 

established as a programme operating within WHO 

and is fi nancially and administratively supported 

by WHO, as well as by a number of international 

partners. 

The objectives of the AAVP are:

z to develop advocacy strategies and 

communications tools;

z to network people and institutions;

z to promote the development of appropriate 

candidate vaccines for Africa;

z to facilitate the preparation for clinical trials 

through capacity building;

z to develop plans for future access.

The African AIDS Vaccine Programme has come 

a long way in the past fi ve years since the Nairobi 

Declaration in 2000. The AAVP was launched 

at its First Forum in Cape Town, South Africa 

on 3–4 June 2002. The objectives of this Forum 

were to inform all stakeholders and interested 

parties about AAVP; create awareness about the 

need for and challenges facing the development 

of HIV vaccines for Africa; establish a platform 

for scientifi c, political, fi nancial and technical 

commitment for AAVP, and promote regional and 

international partnerships in support of AAVP. 

One of the major recommendations from the First 

Forum was a need to “develop strategies and 

plans supporting the ongoing efforts to establish 

multiple HIV vaccine trial sites in Africa”. 

The Second AAVP Forum was organized as a 

follow-up of this recommendation and was held 

from 16–18 June 2003 in Addis Ababa, Ethiopia. 

Its overall theme was: “Challenges for the 

Development of HIV Vaccine Trial Sites in Africa: 

needs for capacity building and the development 

of ethical, legal and regulatory frameworks”.

The Third AAVP Forum, held from 15–17 October 

2005 in Yaoundé, Cameroon, addressed challenges 

in the current changing international environment 

for HIV vaccine development. Its overall theme 

was: “Africa’s Contribution to the Global Efforts for 

the Development, Evaluation and Future Access 

to HIV Vaccines: The development of common 

policies and strategies for the conduct of multiple 

HIV clinical trials in Africa”. 

The meeting had the following specifi c 

objectives:

z Update participants on the status of AAVP 

achievements, through implementation of 

recommendations of the 1st and 2nd AAVP 

Forums.

z Present state of the art information on HIV 

vaccine research and development 

z Analyze challenges in the current changing 

international environment for HIV vaccine 

development.

z Address the key role of Africa’s contribution 

to the global efforts for the development, 

evaluation and future access to HIV vaccines.

z Promote the development of common policies 

and strategies for the conduct of multiple HIV 

clinical trials in Africa.

z Promote regional and international partnerships 

for conducting clinical trials.
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The achievements under the AAVP leadership over 

the last two years have been considerable in the 

following four areas.

ADVOCACY AND COMMUNITY PREPAREDNESS:

In the past years AAVP has focused on developing 

advocacy strategy and advocacy materials, 

organization of the AAVP Forums, and participation 

in stakeholders meetings.

To ensure community participation and 

preparedness for HIV vaccine trials in Africa, AAVP 

has collaborated with IAVI, AVAC, AfriCASO and 

with other relevant community groups including 

media representatives. Moreover, in 2005 AAVP 

provided support to community projects and 

media training workshops.

TRAINING AND GENERAL CAPACITY BUILDING:

The needs for capacity building and training 

in support of HIV vaccine research have been 

identifi ed through inventories of laboratories 

and research centres in Africa. More than 80 

African scientists have been trained in laboratory 

techniques and support was provided for nine 

research projects on virological and immunological 

characterization, as well as for two training 

workshops on Good Clinical Practice (GCP). 

In collaboration with the International Atomic 

Energy Agency (IAEA), a molecular epidemiology 

network has been established with participating 

laboratories in Cameroon, Ethiopia, Kenya, South 

Africa and Uganda.

ETHICS, LAW AND HUMAN RIGHTS:

The AAVP Ethics, Law and Human Rights Working 

Group (ELH) identifi ed gaps through an inventory 

of ethical and legal frameworks in selected African 

countries, and developed a detailed capacity 

building plan to address these gaps and needs, 

including strengthening of Research Ethics 

Committees (RECs) and Institutional Review 

Boards (IRBs). Two major studies and related 

research reports have been completed: 1) a study 

of 35 RECs in 15 African countries which identifi ed 

the perceived resource and capacity building 

needs of African RECs for the review of HIV vaccine 

trial protocols; and 2) a Legal Audit of fi ve African 

countries (Botswana, Ethiopia, Kenya, the United 

Republic of Tanzania, Uganda) to investigate the 

nature and extent of health legislation and laws 

regulating research, and the extent to which these 

laws protect the rights of HIV vaccine research 

participants. This research has informed the design 

and conduct of three ethics training workshops 

conducted in 2004–2005 in Lagos, Kampala and 

Dakar, for REC members and other professionals 

involved in HIV vaccine development. A database 

of existing research ethics committees has been 

completed and is being updated.

The ELH continues to work at the interface of 

ethics, law, human rights and behavioural science 

by addressing key issues in HIV vaccine trials, 

including publications on: the involvement of 

women in HIV vaccine trials and the issues of 

access to treatment for participants who become 

infected with HIV during trials  and adolescent 

participation in trials.The AAVP-ELH has also 

developed and published relevant position papers 

on standard of care and treatment, ownership of 

research and gender issues.

POPULATION-BASED STUDIES:

Detailed assessment and clear identifi cation of 

capacity and needs for training was conducted 

by a Thematic Working Group, involving 53 sites 

and cohorts studies in Africa. A workshop on 

strategies for the development of HIV trial sites was 

conducted, including training workshops in Good 

Clinical Practices (GCP) and clinical evaluation.

NATIONAL STRATEGIC PLANNING:

The development of National HIV Vaccine Plans 

was identifi ed by the AAVP Steering Committee 

and the AAVP Review Panel as one of the 
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AAVP’s main contributions to the development of 

normative frameworks for the facilitation of trials 

in Africa. AAVP provided technical and fi nancial 

support to facilitate the development of a National 

HIV Vaccine Plan in Botswana, Cameroon, Kenya, 

Nigeria and the United Republic of Tanzania. In 

addition, the AAVP Guidance document has been 

successfully pilot-tested in Botswana, Kenya and 

the United Republic of Tanzania as a model for the 

development of their respective plans. National 

workshops for strengthening national regulatory 

capacity were supported and the establishment of 

an AAVP Regulatory Advisory Panel is under way.

1.2 REPORT FROM THE AAVP EXTERNAL 
REVIEW PANEL

An external review of the AAVP’s progress and 

performance assessment was undertaken by a 

panel of external experts. 

Members of the AAVP External Review Panel 

were:

 

Colonel Deborah L. Birx, Rapporteur, USA

Dr Michel Klein, Canada
 

Dr Viroj Tancharoensathien,Thailand

Dr Adetokunbo O. Lucas, Chair, Nigeria 

The objectives of the External Review were:

z to assess progress, effi ciency, effectiveness 

and impact;

z to examine the governance and management 

structure of AAVP;

z to propose options for structural and functional 

improvements.

The review panel felt that signifi cant strides 

had been made by AAVP towards reaching the 

objectives and goals set by the Nairobi Declaration. 

A general recommendation of the Review Panel 

was that a fund raising strategy to retain current 

sponsors and attract new ones should be 

developed and implemented. It should focus on 

needs to ensure sustainability and expansion of 

priority areas. Donors also need to be made more 

aware of those areas where AAVP really has an 

added value.

The Review Panel offered the following specifi c 

recommendations to AAVP.

z With respect to advocacy: 
AAVP should continue on the same track and 

participate in meetings and publicize its work at 

major international meetings. It should contribute 

to the WHO/AFRO initiative to accelerate HIV 

prevention in the African region in 2006.

z With respect to its contribution to regional and national 
capacity building: 

AAVP should continue supporting the development 

of National HIV Vaccine Plans. It should maintain 

and update databases of institutions, clinical trial 

sites and cohorts. Moreover, the AAVP should 

identify possible areas for collaboration in capacity 

building at national level. It should possibly invest 

less in workshops and put more effort into a more 

managed type of capacity building.

z With respect to enhancing HIV vaccine preparedness: 
An excellent start has been made. Training 

initiatives need to be adjusted to what other 

regional and international agencies are already 

offering. Better linkages for improved activities 

in support of National Regulatory Authorities 

(NRA) should be established with WHO. Ways of 

integrating the media sensitization and training 

activities into national HIV control programmes 

should be explored.

z With respect to governance and collaborative efforts: 
This, generally, is working well and should be 

reviewed again next year. It is important to identify 

gaps where AAVP can contribute on a continent-

wide basis. It is strongly recommended that a clear 

cross-cutting theme be chosen for the coming 

year which would concern all thematic groups. It 

is also necessary to identify specifi c barriers for 

Africa for the conduct of HIV vaccine trials (e.g. 
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the enrolment of women and adolescents in 

HIV vaccine trials) and how these could best be 

overcome.

In general, the External Review Panel felt that a 

further review in 2007 should concentrate on a 

more quantitative assessment of the programme 

and involve more in-depth discussions with 

stakeholders. Furthermore, a need to develop a set 

of key performance indicators was underlined.

In summary, the External Review Panel was of the 

opinion that AAVP is well on its way to leading 

African communities in their search for an HIV 

vaccine. However, the need for more funding and 

more sustained advocacy efforts was identifi ed as 

critical to ensure sustainable development of the 

AAVP. 

1.3 THE CURRENT STATUS OF RESEARCH 
AND DEVELOPMENT OF HIV PREVENTIVE 
VACCINES IN AFRICA

The presentation covered some new developments 

since the second AAVP Forum in Addis Ababa, 

updates on current preventive vaccine trials and 

some challenges.

SCIENTIFIC ISSUES

The lack of knowledge on correlates of protective 

immunity against HIV infection or against disease 

progression remains one of the major challenges in 

HIV vaccine research and development. The most 

sensible strategy that has been adopted to date 

is pursuing the parallel development of several 

vaccine concepts and vaccination strategies with 

multiple vaccine candidates becoming available 

for clinical trials in human trials.

There has been a renewed interest in the 

development of candidate vaccines targeting the 

induction of neutralizing antibodies. Towards this 

objective the International AIDS Vaccine Initiative 

(IAVI) is supporting the HIV Neutralizing Antibody 

(Nab) Consortium which is working on the design 

of immunogens capable of eliciting broadly 

reactive and persistent neutralizing antibody 

responses against primary HIV isolates, which is 

in line with the goals established by the Global HIV 

Vaccine Enterprise Scientifi c Strategic Plan. The 

scientifi c progress in this fi eld was presented at the 

International AIDS Vaccine Conference held from 

6–9 September 2005 in Montreal, Canada, which 

highlighted the importance of vector design and 

delivery for induction of B cell antibody responses, 

as well as the stoichiometry and dynamics of HIV 

neutralization.

The second vaccination strategy is aiming at 

induction of cell-mediated CD8+ T-cell immune 

responses, which are also believed to be important 

for the primary control of viraemia and prevention 

of broad dissemination of the virus in the host. 

This in turn is expected to result in reduced rates 

of disease progression and possibly in reduced 

infectiousness of subjects who may become 

infected in spite of vaccination. Two of the most 

promising vaccines at the moment seem to be 

the Merck Adenovirus serotype 5 (Ad5) trivalent 

vaccine and the Vaccine Research Center (VRC) 

multi-clade DNA & Ad5 candidate vaccine.

It is also generally acknowledged that the ideal 

candidate vaccine would require stimulation 

of both arms of humoral and cellular immune 

responses, which could be best achieved  by 

exploiting the so-called “prime-boost” vaccination 

strategies, using combination of two different 

types of vaccines targeting B-cell (recombinant 

proteins, peptides and lipopeptides) and T-cell 

responses (viral and bacterial vectors, DNA-based 

candidate vaccines).

Table 1 summarizes various phase I/II clinical trials 

that have been conducted in 2004–2005 with 

candidate vaccines based on the above described 

vaccination strategies. A signifi cant number of 

these trials have been successfully completed in 

developing countries.

Another important hurdle for the development 

of broadly protective HIV vaccines is related to 
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the high genetic and biological variability of HIV. 

This results in the emergence of multiple genetic 

subtypes and circulating recombinant forms 

(CRFs), which play varying roles in driving regional 

and sub-regional epidemics in different populations 

with different dominant risks for HIV infection via 

different routes of transmission. Figure 1 illustrates 

the broad diversity and distribution of different HIV 

genetic subtypes on the African continent.  

There has been a signifi cant progress in this fi eld 

and multiple candidate HIV vaccines based on 

globally prevalent HIV subtypes and CRFs have 

been developed and have entered the fi rst clinical 

trials in humans, including candidate vaccines 

targeted at HIV subtypes prevalent in Africa     

(Table 2). 

There is an impressive number of candidate HIV 

vaccines that have been tested or are undergoing 

clinical trials in Africa. Six trials were completed 

and fi ve additional phase I/II trials were ongoing 

in 2004–05. Tables 3 and 4 provide full details of 

Africa’s contribution to the global effort of parallel 

Presentation by: Dr Pontiano Kaleebu

Phase I/II trials No. Countries Sponsors

Peptides 5 France, USA ANRS, NIAID, HVTN, Wyeth

DNA 11 USA, Botswana, Finland, Kenya, Uganda NIAID, HVTN, IAVI, VRC, WR, 
Epimmune

Recombinant proteins 4 USA, France, Italy HVTN, ISS, Excell, ANRS, 
Sanofi 

Viral vectors 8 Botswana, Canada, Peru, Dominican Republic, 
Haiti, Puerto Rico, South Africa, UK, Kenya, 
Uganda, Malawi, Switzerland, USA

NIAID, HVTN, Merck, 
Alphavax, SAAVI, Targeted 
Genetics, IAVI, VRC

Bacterial vector 0

Combination of different 
approaches

9 Australia, USA, Uganda, Kenya, UK NIAID, HVTN, IAVI, VRC, 
Chiron, Therion

Table 1. Summary of phase I/II trials conducted in 2004-2005, globally

N I G E R I A

Figure 1. HIV-1 sub-types by African countries by 2005
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Presentation by: Col Deborah L. Birx, MD
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Vaccine Phase Manufacturer/Sponsor Country Clade (region)

EP HIV 1090
(DNA)

Phase 1 Epimmune, HVTN
and Harvard

Botswana and USA B

AVX 101
(VEE replicon vector)

Phase 1 Alphavax, HVTN NIAID, 
SAAVI

South Africa C 
(gag gene)

DNA Phase 1 VRC, WRAIR Uganda Multiclade
A,B,C (env/gag)

AVX 101 Multi-centre Phase 2 Alphavax, HVTN NIAID, SAAVI South Africa, Botswana C (gag gene)

MRKAd5 Multi-centre Phase 2 Merck, HVTN SAAVI South Africa, Malawi B (gag gene)

Table 4. The on-going HIV vaccine trials in Africa in 2005

Vaccine Manufacturer/Sponsor Country/Year Clade (region)

ALVAC 
vCP 205

NIAID
Sanofi 

Uganda 1999 B
(gp120, 41 and pol)

DNA (HIVA) IAVI (002) Kenya 2001 A
(gag p17,p24 + 21 CTL 
epitopes)

MVA (HIVA) IAVI Kenya 2003 A
(gag p17, p24 + 21 CTL 
epitopes)

MVA (HIVA) IAVI, SAAVI South Africa 2003 A
(gag p17, p24 + 21 CTL 
epitopes)

Prime/boost
DNA/MVA

IAVI Uganda 2003 A
(gag p17, p24 + 21 CTL 
epitopes)

DNA/MVA IAVI Kenya 2003 A 
(gag p17, p24 + 21 CTL 
epitopes)

Table 3. Completed phase I trials in Africa in 2004–2005

Presentation by: Dr Pontiano Kaleebu

Presentation by: Dr Pontiano Kaleebu

Table 2. Candidate HIV vaccines based on globally prevalent HIV vaccines in clinical trials in 2004–2005

DNA

DNA (Subtype A) IAVI Partners-Oxford-Kenya
DNA (Subtype C) IAVI Partners-ADARC
DNA (Subtype B) Epimmune; FIT Biotech, Emory
DNA (Subtypes A, B, C) NIH-VRC
DNA (Subtype B, Micro particle) Chiron

Viral Vectors

Adeno 5 (Multi gene subtype B) Merck
Adeno 5 (Multi clade ABC) NIH-VRC
Camaripox (Subtype B/E) Sanofi 
MVA (Subtype A) IAVI Partners-Oxford-Kenya
Fowlpox (Subtype B) Australian Consortium
NYVAC (Subtype C) EuroVac
Vaccinia (Cocktail) St. Jude’s Hospital
VEE (Subtype C) AlphaVax 
AAV (Subtype C) IAVI Partners Targeted Genetics

Presentation by: Dr Pontiano Kaleebu
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development and clinical evaluation of various 

candidate HIV vaccines relevant for Africa, which 

also has been actively supported and facilitated 

by the AAVP’s expanded advocacy and capacity 

building strategies.

Multiple additional vaccine candidates are being 

proposed for testing in African populations, which 

represents a major challenge for establishment of 

common immunological and clinical trial platforms 

for better coordination and careful selection of the 

most appropriate vaccine candidates to be tested 

at the most appropriate sites. Table 5 presents a 

list of various vaccine candidates proposed for 

testing at various African sites.

TRIAL DESIGN AND COHORT PREPARATION

Given this broad agenda for HIV vaccine research 

and development globally, as well as in Africa, 

another major challenge will be to establish 

a suffi cient number of HIV vaccine trial sites, 

including cohort development capacity, where 

these multiple HIV vaccine candidates could be 

tested at the required highest scientifi c and ethical 

standards and with full and meaningful community 

involvement. There has been a considerable 

amount of work done on the preparation of cohorts 

from rural communities with high prevalence, 

discordant couples, and occupational cohorts 

such as police, sugar cane, tea plantation and sex 

workers. The countries involved are Botswana, 

Kenya, Malawi, Rwanda, South Africa, Uganda, 

the United Republic of Tanzania and Zambia

Some new additional challenges may affect the 

capacity of countries to conduct HIV vaccine 

clinical trials. In particular, it is anticipated that the 

sample size for phase III effi cacy trials might have 

to increase substantially as a result of the following 

factors: more access to treatment, circumcision, 

HSV treatment, post-exposure prophylaxis (PEP), 

and microbicides. Another infl uencing factor may 

Vaccine Trial design/Phase  Manufacturer/Sponsor Country Clade (region)

ALVAC 1452 Phase 1
Perinatal vaccine

Sanofi , HVTN Uganda A/E, B (env,gag)

DNA/Adeno5
(5 vector vaccine)

Phase 2 Prime/boost, 
dose escalation  

VRC, HVTN, WRAIR Uganda Multi-clade A,B,C (env and gag, 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost,
Dose escalation

VRC, HVTN, WRAIR Kenya Multi-clade A,B,C (env and gag, 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost,
Dose escalation

VRC, HVTN, WRAIR Tanzania Multi-clade A,B,C (env and gag 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost VRC, HVTN 204 Botswana Multi-clade A,B,C (env and gag, 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost VRC, HVTN, SAAVI South Africa Multi-clade A,B,C (env and gag, 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost VRC, WR, IAVI, HVTN Kenya Multi-clade A,B,C (env and gag, 
pol, nef gene)

DNA/Adeno5 Phase 2 Prime/boost VRC, IAVI, HVTN Rwanda Multi-clade A,B,C (env and gag 
gene)

tgAAC 09 AAV Phase 2 multi-centre Targeted Genetics, IAVI Uganda C (gag; prot, rt)

tgAAC 09 AAV Phase 2 multi-centre Targeted Genetics, IAVI Zambia C (gag; prot, rt)

tgAAV 09 AAV Phase 2 multi-centre Targeted Genetics, IAVI South Africa C (gag; prot, rt)

DNA/MVA Phase 1 Sweden, EU, WRAIR Tanzania A,B,C (DNA) A/E (MVA)

Table 5. Candidate vaccines planned for clinical trials in Africa 

Presentation by: Dr Pontiano Kaleebu
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be the aftermath of the Tenofovir experience in 

Cambodia and in Cameroon, which highlighted 

the importance of community participation, the 

issue of care for those who become infected and 

the whole informed consent process.

FINANCING ASPECTS FOR HIV VACCINE RESEARCH AND 

DEVELOPMENT

The worldwide funding pattern of HIV vaccine 

research in 2004 showed that the biggest funding 

was from the public sector at US$ 610m or 88% 

of the total, followed by the private or commercial 

sector at US Dollars 68m or 10%, and various 

other non-profi t agencies US$ 12m or 2%. There 

has in fact been a relative decrease in the funding 

from the private sector (Pharma & Biotech). The 

total amount of approximately US$ 690m currently 

invested in HIV vaccine research and development 

is considered by some experts to be just about half 

of what is needed to accelerate vaccine research. 

In other words, a doubling of the current funding 

levels is required. 

The discussions focused on problems of targeted 

funding, and there was consensus on a need to 

allocate more funds to capacity building, as well 

as a need for coordinated efforts in planning and 

implementation of HIV vaccine clinical trials to be 

conducted in Africa.

In conclusion, it has been recognized that there 

is a need for more HIV vaccine clinical trials to 

be supported worldwide and especially in Africa. 

Yet, the number of candidate vaccines remains 

limited and none of them seem to be likely to be 

moving to phase III trials in the immediate future. 

At the same time, there is an obvious gap between 

currently available fi nancial resources and what is 

needed for the conduct of multiple phase I/II trials, 

as well for preparation for future phase III trials on 

the continent. National guidelines and plans will 

be helpful to guide and provide a framework for 

conducting research and clinical trials in African 

countries. It will be equally important to strengthen 

all necessary infrastructures in support of clinical 

research, educating the population and ensuring 

community involvement.
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With its theme “Accelerate the Global Effort for HIV Vaccine Research” this Forum is in line with the 

initiative of the Regional Director of the WHO Regional Offi ce for Africa to declare 2006 as the Year 
for Acceleration of HIV Prevention in the African Region. The four non-negotiable elements in the 

fi ght against AIDS are: the promotion of human rights, gender equity, science-based policies and 

accountability to donors and benefi ciaries alike.

2. THE ROAD AHEAD

FROM THE PRESENTATIONS OF:

Dr Pontiano Kaleebu, Welcome address

Dr Hélène Mambu-Ma-Disu, WHO/AFRO Keynote speech

Dr Catherine Hankins, UNAIDS message

The opening session gave full recognition to the 

work accomplished by the AAVP and set high 

expectations for the future. The Forum was a 

signifi cant gathering not only of scientists but also 

of policy makers without whom the implementation 

of scientifi c discovery stands little chance of 

success. With more than 200 participants, the 

Forum was a unique gathering designed for 

the sharing of experiences, the discussion of 

challenges and overall for the development of a 

better environment for HIV vaccine research and 

development in Africa. 

Dr Mambu-Ma-Disu, speaking on behalf of the 

WHO Director General Dr Lee Jong-Wook and 

the WHO Regional Director for Africa Dr Luis G. 

Sambo, emphasized the very specifi c challenges 

facing the discovery, development and delivery of 

an effective HIV vaccine in Africa. Among various 

possible hurdles is the extensive genetic diversity 

of the virus on the continent. The ethical hurdles 

to be overcome with respect to trials and the 

diffi culties in preparing communities to accept new 

behaviour patterns will require huge investments 

in the social context. The generally low level of 

investment of the pharmaceutical industry is 

another factor to be taken into account. In the 

immediate future, the strengthening of trial sites 

remains a priority. Advocacy and capacity building 

must be carried on in parallel with scientifi c 

discovery. African researchers are now working as 

equals with their colleagues worldwide and their 

contribution is recognized in various partnerships 

that are moving us steadily forward to that day 

when an HIV vaccine will bring inestimable benefi ts 

to Africa and Africans. 

Dr Catherine Hankins relayed a message to the 

Forum from the UNAIDS Executive Director, Dr 

Peter Piot, welcoming the increased participation 

of Africans in HIV vaccine research effort. Such 

participation is an essential condition to ensure 

that future HIV vaccines are designed and are 

suitable for use under specifi c conditions in Africa. 

The efforts of AAVP to develop National HIV 

vaccine plans were fully consistent with the “Three 

ONES” concept endorsed by the Heads of State 

of the African Union in January 2005. This concept 

puts the prime responsibility in the hands of states 

and requires that each country should have just 

ONE national AIDS strategy that integrates the 

work of all partners under national ownership and 

leadership, ONE national coordination authority to 

manage that strategy across all sectors and ONE 
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country level monitoring and evaluation system 

to measure and determine progress. The year 

2006 has been declared by the WHO Regional 

Director for Africa as the “Year for Acceleration 

of HIV prevention in the African Region”. An offi cial 

position paper states: “HIV prevention needs 

long-term investment and sustained engagement 

in order to have maximum impact. There are 

no easy solutions or quick fi xes. The need for a 

long-term investment in AIDS and HIV prevention 

in particular, has major implications for national 

governments and donors, in terms of resources, in 

maintaining and extending the necessary human 

and institutional capacity required and in funding 

research into new prevention technologies, 

primarily HIV vaccines and microbicides.”

Dr Hankins ended up by reminding the audience 

that the UN Secretary General Kofi  Annan 

emphasized that halting the spread of AIDS is not 

only a Millennium Development Goal in itself; it is 

also a prerequisite to reaching most of the other 

MDGs.



Report of the Third Forum of the African AIDS Vaccine Programme, Yaoundé, Cameroon, 17–19 October 2005 13

The road towards multiple full scale HIV vaccine trials in Africa is full of hurdles and faces a more 

complex environment than in other continents. The International AIDS Vaccine Initiative (IAVI) and 

the Global HIV Vaccine Enterprise aim to work on strategies to accelerate the development of safe, 

effective and affordable HIV vaccines for a worldwide use. 

3. ACCELERATING THE GLOBAL HIV VACCINE 

DEVELOPMENT EFFORT

On the global level AAVP is linked with other major initiatives. Their presence at the Forum enabled participants to 

see the wider picture beyond the African continent.

INTERNATIONAL AIDS VACCINE INITIATIVE 

The International AIDS Vaccine Initiative (IAVI) is a 

well established public-private partnership created 

in 1996. Its mission is to ensure the development 

of safe, effective and accessible preventive HIV 

vaccines for use throughout the world.

Today, IAVI has a fully integrated vaccine policy and 

a broad HIV vaccine research and development 

plan. It provides support to ongoing HIV vaccine 

programmes in 23 countries and has demonstrated 

that developing countries can be full and effective 

partners in this area of wok. IAVI has moved six 

vaccine products into human clinical trials over the 

past six years and is currently working with over 

40 research and development partners and 20 

advocacy partners from around the world.

IAVI is promoting the Advance Market Commitment 

(AMC) concept which represents a legally binding 

commitment to pay an agreed price for a qualifying 

vaccine to be used in eligible countries. The AMC 

FROM THE PRESENTATIONS OF:
 

Dr Catherine Hankins, Novel Partnerships: the Global HIV Vaccine Enterprise

Dr Samuel Kalibala, The International AIDS Vaccine Initiative

Dr Kate Taylor, Increasing Private Sector Engagement in Vaccine 
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Presentation by: 
Dr Samuel Kalibala
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can accelerate research and development by 

raising the rewards to levels that match the reward 

from competing uses of capital. It also lowers the 

risk of pressure to sell at very low prices, as well 

as minimizing potential loss or misappropriation 

of Intellectual Property (IP). Figure 2 graphically 

depicts how the AMC concept can help addressing 

fi nancial challenges for access to future HIV 

vaccines.

Furthermore, IAVI is advocating for greater 

international support to existing initiatives such 

as the IFFIm (International Finance Facility for 

Immunization) and the Global Fund to Fight AIDS, 

TB & Malaria to enable long-term procurement 

planning.

GLOBAL HIV VACCINE ENTERPRISE  

The herculean task presented by the HIV pandemic 

certainly requires a global effort, and one of the 

initiatives designed to accelerate such an effort is 

the Global HIV Vaccine Enterprise (GHAVE). The 

discovery and development of an HIV vaccine 

presents extraordinary scientifi c challenges, 

clinical trials require innovative approaches and 

the manufacturing process may be complicated. 

On the organizational side, the scale of current 

projects does not seem to be large enough to solve 

the problems and there is a need for increased 

coordination and information sharing.

In this context the GHAVE is expected to play 

an important role as an alliance of organizations 

(funders and implementers) committed to 

accelerating the development of a preventive 

HIV vaccine through the implementation of a 

shared strategic scientifi c plan, the mobilization 

of additional resources and greater collaboration 

among HIV vaccine researchers worldwide. The 

outcome of this alliance is expected to be a 

greater strategic focus leading to a consensus on 

the scientifi c priorities. It should also enable the 

mobilization of increased resources and to target 

these to priority areas. In general, the Enterprise 

will lead to greater collaboration and the open 

sharing of information that will advance the fi eld 

as a whole. The aims of AAVP are fully in line with 

those of the Enterprise.

The GHAVE’s organizational structure is shown in 

Figure 3 below.

Figure 2. AMC concept for addressing fi nancial challenges for 
access to future HIV vaccines

Figure 3. The GHAVE organizational structure
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AAVP has effectively harnessed the support of high quality scientifi c partners whose gross contri-

bution is most impressive. AAVP now needs to see this effort translated into an increased number 

of candidate HIV vaccines moving from phase I to phase II/III trials. There are important synergies 

to be gained from the work of these partners, and AAVP bears a responsibility to look out for the 

interests of Africa in what is a very competitive global research landscape.

4. STRONG PARTNERSHIPS IN PROGRESS

FROM THE PRESENTATIONS OF:

Col Deborah Birx, US Military HIV Research Program

Dr Charles Vitek, US Centres for Disease Control and Prevention
 
Dr Alan Fix, US National Institutes of Health

Dr Yves Levy, Agence nationale de recherches sur le sida

Dr Manuel Romaris, European Union Research on HIV/AIDS Vaccine

Dr Michael Makango, European and Developing Countries Clinical Trials Partnership

Dr Peter Manyike, South African AIDS Vaccine Initiative

Dr Vincent Agu, Collaboration with the African Union and the Regional Economic Communities

This chapter introduces the following institutions, 

organizations or initiatives and their interaction 

with AAVP and Africa.

• The African Union and Regional Economic 

Communities (AU)

• L’Agence Nationale de Recherche sur le Sida, 

France (ANRS)

• The Centres for Disease Control & Prevention, 

USA (US-CDC)

• The European Union (EU)

• The European & Developing Countries Clinical 

Trials Partnership  (EDCTP)

• The US Military (Walter Reed) HIV Research 

Programme, USA  (US-WRMHRP)

• The National Institutes of Health, 

USA (US-NIH)

• The South African AIDS Vaccine Initiative  

(SAAVI)

THE AFRICAN UNION AND NEPAD —        

THE NEW PARTNERSHIP FOR AFRICA’S 

DEVELOPMENT  

A technical briefi ng on AAVP was held for the 

African and the Regional Economic Communities 

(RECs) on 5 September 2005 in Addis Ababa, 

Ethiopia to ensure proper understanding of the 

AAVP’s efforts and to explore future collaboration 

and/or partnerships.
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The following were some of the key priority action 

points that arose from that event:

z Harmonize policies and programmes and 

recognize the RECs as fi rst points of contact.

z Harmonize best practice and focus training 

efforts on training trainers in countries.

z Address the question whether different HIV 

vaccines will really be required for different 

countries.

z Involve traditional health practitioners and give 

greater consideration to traditional medicine in 

HIV vaccine development.

z Work for a better balance between vaccine 

development and treatment to the advantage 

of the latter.

AGENCE NATIONALE DE RECHERCHE SUR 

LE SIDA   

The Agence Nationale de Recherche sur le Sida 

(ANRS) devotes 20 % of its budget to research 

in developing countries. Its priorities are clinical 

trials of candidate preventive and therapeutic 

HIV vaccines, epidemiology, prevention (MTCT 

& male circumcision), human and behavioural 

sciences, socioeconomic issues and vaccines. 

In HIV vaccine research, the agency is involved 

in basic science and the development of animal 

models. It has clinical teams working on phase 

I/II trials with preventive HIV vaccines and on 

phase II/III trials with therapeutic vaccines with 

products developed by Sanofi , GSK, NIH and by 

EU research consortiums. In addition, ANRS has 

been pioneering vaccine approaches based on 

lipopeptides for a number of years.

US-CDC INTERNATIONAL HIV RESEARCH 

PROGRAMME    

The US-CDC International HIV Research 

Programme is composed of four main research 

areas: vaccines, the prevention of perinatal 

transmission, antiretroviral prophylaxis and 

microbicides. CDC is conducting preparatory HIV 

vaccine studies in Kenya and Cameroon, notably 

through a cross-sectional study for adolescents 

and young adults in Kenya. CDC has established 

a laboratory in Cameroon in 2000 and is currently 

developing a fi eld station with plans for initial 

cross-sectional studies.

In the area of prevention of perinatal transmission 

of HIV, CDC is conducting a phase II trial in 

Kisumu, Kenya with ZDV/3TC/NVP (Nelfi novir), a 

phase III RCT trial in Nairobi (as well as two other 

sites) for women with CD4 200-500 with ZVD/3TC/

Kaletra and an extended infant prophylaxis trial 

in Blantyre, Malawi. In the area of antiretroviral 

prophylaxis research, a Tenofovir trial is ongoing in 

Botswana with a cohort of 1200 volunteers aged 

18–29 years equally divided between male and 

female. Finally, in the area of microbicides, CDC 

has evaluated new microbicide agents in vitro and 

two products have been selected for human trials. 

These began in the USA. In 2005 and phase I/II is 

planned in Botswana at two new sites (Gaborone 

& Francistown) within the fi rst trimester of 2006.

In summary, the US-CDC Global AIDS Program 

currently conducts HIV prevention, care and 

treatment programmatic activities in 17 African 

countries. It is hoped that increased coordination 

of care and treatment activities will facilitate the 

conduct of research trials.

HIV/AIDS UNDER THE SIXTH FRAMEWORK 

PROGRAMME OF THE EUROPEAN UNION    

There have been signifi cant developments 

under that Programme, such as the provision of 

earmarked funds for poverty related diseases 

(PRDs), a four-times increase in the budget, 

funding for phase II/III trials under the EDCTP 

(European and Developing Countries Clinical Trials 

Partnership) as described below, and in general a 

broader HIV/AIDS product portfolio.

The projects and programmes being funded are 

based on the following therapeutic approaches:

z Drugs targeting replication and integration of 

HIV.
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z Production of neutralizing antibodies in plants.

z Therapeutic vaccines based on apoptopic 

T-cells.

z MVA-based gene therapy and new therapies 

targeting latency and budding. 

In the fi eld of microbicides, the focus is on products 

to block HIV entry through mucosa, on NNRTIs to 

stop replication in mucosa, and on RNA heptamers 

to block HIV in the vagina.

Vaccine research focuses on mucosal vaccines 

for HIV & TB, vaccines based on structural and 

regulatory genes and therapeutic vaccines 

targeting dendritic cells. 

The European and Developing Countries Clinical 

Trials Partnership (EDCTP) were created for the 

purpose of reaching at a sustained and genuine 

research partnership between Europe and Africa. 

Its mission is to accelerate the development of 

new clinical interventions to fi ght HIV/AIDS, TB 

and malaria in sub-Saharan Africa. Its grants are 

made under four categories: to strengthen the 

capacity for GCP clinical trials, to establish new 

and consolidate existing networks of clinical trial 

sites, to train African scientists, and to contribute 

towards the establishment of centres of excellence 

through networking.

US MILITARY HIV RESEARCH PROGRAM 

(USA)

The US Military HIV Research Program (USA) 

was established in 1986 with the mission to 

prevent HIV infection among active US and allied 

forces to achieve their protection while also 

maintaining their readiness. Today, it is an US$ 80 

million per annum programme with active vaccine 

development programmes in Asia (Thailand) and 

in Africa (Cameroon, Kenya, Nigeria, Uganda, and 

the United Republic of Tanzania).

The programme has established extensive 

local research and laboratory infrastructures. It 

maintains a focus on building local human capacity 

and provides technical assistance and fi nancial 

support through an excellent administrative 

infrastructure, working closely in partnership with 

local institutions. Furthermore the programme 

acts as a vehicle by which to develop, evaluate 

and support the implementation of appropriate 

interventions, bridging the gap between research 

and treatment programmes.

DIVISION OF AIDS, NIAID, NATIONAL 

INSTITUTES OF HEALTH (USA)      

The NIH is investing some 20.7% of its budget 

in HIV vaccine research. In Africa, the Division of 

AIDS supports the development of SAAVI vaccine 

products. It is carrying out trials through HVTN 

in South Africa and Botswana with products 

developed by AplhaVax, Epimmune, Merck and 

NIAID VRC. It is partnering with USMHRP and 

IAVI in East Africa (testing NIAID VRC products in 

Kenya, Rwanda, Uganda and the United Republic 

of Tanzania). In the future, the Division of AIDS 

plans to continue collaboration with AAVP by 

supporting the development of African HIV vaccine 

candidates, also by helping build suffi cient capacity 

in order to conduct collaborative effi cacy trials 

between countries. Signifi cantly, it has identifi ed a 

particular need for increased coordination between 

the various research initiatives operating on the 

continent and will work towards this end.

SOUTH AFRICAN AIDS VACCINE INITIATIVE 

(SAAVI)

The South African AIDS Vaccine Initiative (SAAVI) 

was mandated to develop affordable, effective 

and locally relevant preventive and therapeutic 

HIV vaccines for Southern Africa. Its priorities are 

in three areas: 

1. Product development, where it is currently 

working on DNA and MVA together with the 

University of Cape Town Vaccine Research 

Group.

 

2. Clinical trial site support.
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3. Community involvement, social science, ethics 

and law.

SAAVI operates as a national biotech research 

and development facility with manufacturing 

capabilities that produces and tests candidate 

vaccines and works in close collaboration with 

other international bio-manufacturing partners.
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5.1 FROM LABORATORY TO TRIAL

Africa is a fertile ground for HIV vaccine-related research because of the high genetic diversity of 

the viruses found on the continent, including circulating recombinant forms. As soon as there is 

evidence of effi cacy of a safe candidate vaccine, the sooner it will be possible to synergize research 

efforts on improving the immunogenecity and delivery of such vaccines.

5. ADVANCING THE HIV VACCINE RESEARCH 

AGENDA

FROM THE PRESENTATIONS OF:
 

Prof. Souleymane Mboup, Keynote address

Dr Françoise Barré Sinoussi, Keynote address: Conducting HIV vaccine trials at international settings
 
Dr Pat Fast, Clinical trials in Africa

Dr John Nkengasong, Scientifi c challenges for the development and evaluation of HIV vaccines for Africa

Dr Carolyn Williamson, HIV variability and implications for vaccine development and evaluation

Dr Sal Butera, Non-B HIV-1 vaccine candidates for Africa

Dr Barney Graham, Targeting HIV vaccine development for Africa
 
Dr Merlin Robb, Monitoring safety of novel vaccine candidates and adjuvants

Dr Rukia Kibaya and Dr Kayitesi Kayitenkore, Are reference laboratory ranges different in the African setting?

In the absence of scientifi c knowledge on correlates 

of immune protection against HIV infection or 

disease, the strategy that has been adopted to 

date is based on parallel development of multiple 

vaccination strategies and vaccine products. 

Figure 4 depicts various vaccine approaches that 

are being explored in HIV vaccine research and 

development.

  

The fi rst phase I trial of a preventive HIV vaccine 

took place in the USA in 1987. Since then, more than 

80 phase I & II trials involving some 30 candidate 

vaccines have taken place in the following years, 

Figure 4. Various HIV vaccine approaches that are being 
explored in HIV vaccine R&D
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Presentation by: 
Dr Salvatore T. Butera
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yet we had to wait till 2003 for the fi rst results of a 

Phase III trial. In Africa, the fi rst trial of a preventive 

candidate vaccine took place in Uganda in 1999 

and was followed a year later by a second trial in 

Kenya. The status in Africa as of 17 October 2005 

is 11 trials completed or ongoing and at least three 

trials to start soon. 

There has been a great shift in the last fi fteen 

years. Nowadays, trials in Africa (Phase I or II) are 

conducted in conformity with both GCP and GLP. 

However, there are still huge logistic, organizational 

and fi nancial hurdles for conducting trials in a 

largely unprepared environment. The generally 

weak health systems in many African countries 

and the ever greater need for funds will continue 

to require as much attention as the scientifi c side 

of the challenges. 

Several speakers had focused on the scientifi c 

challenges. For instance, the host immune 

system is able to contain HIV indefi nitely in only 

a tiny proportion, the <1% of non-progressors. 

Also, there are no accurate animal models, not 

withstanding the utility of non-human primate 

models. Moreover, the use of an inactivated virus 

is not a choice. HIV is extremely variable and 

readily escapes from immune recognition. Super 

infection is common and HIV is readily resistant 

to neutralizing antibodies. There are some key 

questions about super infection:

z When does super infection occur? 

z What is the incidence and clinical course of HIV 

super infection in high risk groups in Africa?

z Are there cell-mediated and neutralizing 

antibody responses that are associated with 

HIV super infection?

z Do the frequencies of super infection vary by 

subtype? 

The diversity of HIV subtypes on the African 

continent was raised by speakers as potentially 

being one of the major hurdles to be overcome on 

the research path.

With respect to CTL responses, we do not know 

what epitopes will be important in vaccine-induced 

protection or control of viral replication, nor what 

magnitude and breadth of CTL responses will be 

required.  However, cross-clade responses are 

commonly seen in HIV infected individuals and 

vaccines. With respect to antibody responses, 

genetically defi ned HIV subtypes do not predict 

neutralization. However, there may be shared 

neutralization determinants. 

Several non-B HIV-1 vaccine candidates are 

moving towards trials in Africa. The following 

considerations were presented: 

z Use of a single HIV-1 subtype appropriate 

for a specifi c region or multiple subtypes in 

combination to broaden specifi city of immune 

responses. 

z Inclusion of multiple HIV-1 genes to increase 

the number of potential epitopes and decrease 

the risk of viral escape.

z Inclusion of several HIV-1 envelope proteins 

to increase epitopes and potentially induce 

neutralizing antibodies.

z Use of a single vaccine vector or heterogeneous 

prime/boost to stimulate cellular responses.

As depicted in Fig. 5, the NIH Vaccine Research 

Centre (VRC) strategy for the development of HIV 

vaccines bases its research rationale incorporating 

the following candidate agents:

• multiple HIV genes: this might diminish immune 

escape ( in a similar way that several drugs 

used in anti-retroviral  therapy mitigates against 

development of resistance);

• multiple HIV subtypes: using genes from 

multiple HIV subtypes might increase the global 

relevance of HIV vaccines for diverse regional 

epidemics;

• HIV envelope: the HIV envelope-based products 

are likely to elicit additional T-cell responses 

and provide a platform of inducing neutralizing 

antibodies;
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• combination approaches: gene delivery using a 

heterologous prime/boost strategy combining 

DNA and rAd might induce a signifi cantly 

protective CD8+ CTL responses.

Clearly a new research path needs to be followed 

with vaccine candidates that target both the 

infection, as well as the very early signs of 

pathogenesis. Vaccine research and development 

should also draw from different approaches and 

make use of the synergistic advantages this 

provides. Advantage should be taken of interfacing 

with other prevention trials such as those for 

circumcision, microbicides and post-exposure 

ARV treatment. An effective vaccine also means 

more research is required into the social science 

context. There are behavioural changes that will 

have to accompany the delivery of an effective 

vaccine. How does one explain that a vaccine is 

not perfect, that it offers only partial protection 

and must be accompanied by other preventive 

measures? Protection and lowering of behavioural 

risks will remain necessary in future vaccination 

strategies against HIV. This could be a major 

challenge for the adolescent population. 

The US Military HIV Research Program has looked 

closely at the issue of safety in trials with novel 

vaccines and adjuvants. Building laboratory 

capacity and accreditation procedures have 

encountered problems, such as differences 

between labs in specimen processing and 

immunogenicity assays, for example different 

ELISPOT assays.

Pharmacovigilance is exercised in four steps.

z Monitoring of adverse events and 

reactogenicity.

z Regular review of data by the clinical investigator 

and sponsor.

z Independent examination of safety events.

z Reporting through the sponsor to the regulatory 

authority.

In the event of adverse events, trial participants 

must be made aware of those risks which may 

have developed since they fi rst gave their consent. 

If a new risk is product-related, the study will 

probably need to be stopped, whereas if the risk 

is high but of unknown origin, participants would 

be asked to give their consent again. The safety 

monitoring requires that due diligence be applied 

by all concerned — the clinical investigator, the 

sponsor and all other team members. 

Finally, it is important to recognize that to 

date the reference laboratory values for safety 

monitoring used in Africa are still mainly derived 

from populations in industrialized countries. Using 

laboratory reference ranges from Caucasians 

could result in exclusion of volunteers from trials 

and pose diffi culties in assessing adverse events 

or medical conditions prevalent in developing 

countries’ settings. It is reasonable to suppose that 

African populations might have different reference 

laboratory ranges.

A study conducted at two African sites (Kenya 

& Uganda) showed that some haematological 

parameters may differ between representative 

normal African populations and those in 

industrialized countries. Research carried out in 

Rwanda has, for example, shown that compared 

Figure 5. The VRC HIV vaccine development strategy
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5.2 REGULATORY CONSIDERATIONS

The current regulatory framework in Africa is generally weak and presents a barrier at a critical 

juncture in the research process. Many African countries do not have proper regulatory systems 

in place and there is limited expertise in the evaluation and authorization of clinical trials. AAVP is 

committed to contributing to the efforts to strengthen regulatory processes in Africa.

FROM THE PRESENTATIONS OF:
 

Dr. Modibo Dicko, WHO activities to strengthen National Regulatory Authorities in Africa

Dr. Madani Thiam, The AAVP contribution to strengthening the regulatory process in Africa

to data for non-Africans, the values for chemistry 

and haematology are not signifi cantly different. 

However, haemoglobin and creatinine levels were 

lower in women. The levels of bilirubin, AST/

ALT, amylase, total immunoglobulins and CPK 

were higher. There is therefore defi nitely a need 

to establish reference laboratory ranges derived 

from the African context for the representative 

population where the trials are being conducted.

What goes on in the laboratory must be balanced 

and complemented by regulatory mechanisms 

that allow the results of research to move ahead 

with new products safely for the ultimate benefi t 

of the populations who need these products.  

This requirement is even more critical in the case 

of vaccines given the complexity of the science 

and novel technologies emerging in HIV Vaccine 

research and development. WHO has been making 

a sustained effort to strengthen regulatory capacity 

in Africa. Using a variety of capacity building 

methods, working fi rst from a benchmarking stage 

through assessment, planning, implementing and 

fi nally monitoring & evaluation.

The question may well be: what is the status of the 

regulatory process in Africa? Neither the EMEA nor 

the FDA license vaccines for use in Africa that are 

not planned for use in the USA or Europe. Which 

body will have the responsibility for licensing 

vaccines intended solely for Africa? And who will 

renew the licenses for vaccines that are no longer 

in use in Europe or the USA? A way out of this 

challenge must be found and WHO is continuing 

its efforts to build viable and functional National 

Regulatory Authorities (NRAs), working closely 

with sub-regional political organizations to secure 

additional commitments from governments and 

partners.

In the fi eld of vaccines and to respond to the 

goals of the AAVP, the strengthening of National 

Regulatory Authorities is a high priority. The 

proposed AAVP Regulatory Advisory Panel is 

expected to help speed up the capacity building 

process. The mission of this panel will be to 

support African countries’ goals of developing and 

strengthening their regulatory capacity for approval 

and monitoring of clinical trials and evaluation of 

clinical data for HIV vaccines and other related 

interventions such as microbicides.

The panel will include core members from 

countries already (or on the way to) conducting 

HIV vaccine trials and independent experts. The 

panel will build on the assessment conducted by 

WHO of current regulatory capacity building, and 

will run training activities and develop guidelines 
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and documents. Importantly, the AAVP Regulatory 

Advisory Panel will be part of a network of African 

regulators and operate as a sub-group specializing 

in HIV vaccines.

The establishment of this panel is scheduled for 

2006 and its secretariat is to be located at the 

WHO Regional Offi ce for Africa. 

5.3 BUILDING THE NATIONAL FRAMEWORK

There is clear progress towards ensuring that National HIV Vaccine Plans are part of the national 

HIV/AIDS strategy. Countries can still learn from those who appear to be setting the best practice 

standards.

FROM THE PRESENTATIONS OF:
 

Dr Catherine Hankins, on behalf of the Global HIV Vaccine Enterprise

Dr Roy Mugerwa, The Uganda National Plan

Dr Florence Manguyu, The Kenya National Plan

Dr Oby Obodozie, The Nigeria National Plan

Dr Madeleine Sassan Morokro, The Côte d’Ivoire National Plan

Dr Ibou Thior, The Botswana National Plan

Dr Fred Mhalu, The Tanzania National Plan

Dr Pierre Ongolo-Zogo, The Cameroon National Plan

Dr Catherine Hankins presented the Scientifi c 

Strategic Plan of the Global HIV Vaccine Enterprise 

and its six priority areas, each with its own goals:

1. Vaccine discovery: the design of novel 

immunogens that induce broadly reactive 

persistent neutralizing antibodies and those 

that suppress viral replication and prevent the 

escape of virus from immune control.

2. Laboratory standardization: standardization of 

current antibody and T-cell assays in order to 

compare results from preclinical and clinical 

trials.

3. Product development and manufacturing: to 

develop a network of manufacturing experts 

and to establish a dedicated manufacturing 

facility.

4. Clinical trials capacity: to close the gap between 

existing global capacity and future requirements 

for conducting trials (especially effi cacy trials in 

developing countries).
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5. Regulatory considerations: to ensure 

expeditious, high quality review and decision-

making by regulatory authorities.

6. Intellectual Property issues: create an IP 

framework that facilitates collaboration, data 

sharing and use of common materials and 

reagents.

The Enterprise partners, such as the NIH and 

the Bill & Melinda Gates Foundation, are already 

providing support for the scientifi c strategic plan 

and others are in the process of doing so as 

well. The priorities for the plan with respect to 

developing countries are:

z To strengthen regulatory clinical trial and 

manufacturing capacity. 

z To establish and strengthen centres of 

excellence. 

z To develop an HIV vaccine fellowship and career 

development programmes for developing 

countries scientists.

z To engage with and ensure community and 

political support.

COUNTRY PLANS      

A National Plan provides a medium for expressing 

some consensus position on the country’s 

strategies for development and evaluation of 

candidate vaccines.

  

By providing clear rules on regulatory approval, 

scientifi c and ethical reviews as well as monitoring 

guidelines, such a plan is likely to attract vaccine 

manufactures, research collaborators and funding 

agencies who may wish to contribute in the form 

of providing candidate vaccines, building local 

infrastructure or transferring knowledge and 

technology.

The following table illustrates the framework of the 

National Plan.

UGANDA      

Uganda was the fi rst African country to establish 

a National HIV Vaccine Plan.  However, this 

endeavour was not without hurdles, ranging from 

political uncertainty, public suspicions and ethical 

concerns to basic scientifi c misconceptions. 

International collaboration was important in 

helping to overcome these hurdles (e.g. with 

IAVI, Medical Research Council, NIH and WHO). 

The National HIV Vaccine Plan was formulated in 

1991. It received approval from the Cabinet and 

Parliament in 1997, and, following a scientifi c and 

ethical review, was given fi nal approval from the 

Ministry of Health in 1998.

Uganda has identifi ed eight pillars of indispensable 

support for effective HIV vaccine trials which are 

relevant for all countries.

• Political support

• Public information

• Population support

• Product vetting

• Participant education

• Protocol transparency

• Protection of volunteers

• Preparedness for problems, surprises & crises

Political LogisticalEthicalRegulatoryLegal
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KENYA      

In Kenya the process to establish a National 

HIV Vaccine Plan was well under way by 2003. 

Following meetings of researchers and then 

stakeholders with the support of AAVP, the 

Ministry of Health appointed a Kenya National 

HIV Vaccine Sub-Committee in January 2004. 

The Kenya National Guidelines for Research and 

Development of HIV/AIDS Vaccines document 

was offi cially launched on 31 March 2005. This 

publication (www.ministryofhealth.go.ke) outlines 

a number of policy issues affecting vaccine 

research; the roles of government, regional and 

sub regional intergovernmental organizations, the 

African AIDS Vaccine programme, WHO, UNAIDS, 

vaccine manufacturers, funding organizations, 

investigators and collaborating institutions. Five 

practical appendices include an outline for a 

concept plan, an informed consent checklist, 

guidelines on participant consent, a form setting 

out a subject’s rights as a participant and a sample 

agreement form for biological material transfer.

NIGERIA      

Nigeria has a national HIV policy which recognizes 

the place of HIV research, of which HIV vaccine 

development is a major component. The policy 

is implemented through the National Strategic 

Framework by the National Action Committee on 

AIDS (NACA).The draft Nigerian National AIDS 

Vaccine Plan was adopted as a working document 

in 2003. A National Ethical Review Board has also 

been established. Although no vaccine trials have 

as yet been carried out in Nigeria, the country 

has the required capacity and infrastructure for 

HIV vaccine research and cohort studies. There 

were many hurdles to overcome in Nigeria. The 

consensus building process among stakeholders 

took up to three years. It was initially diffi cult to fi nd 

political, as well as fi nancial and moral backing. 

Finally, there was much debate about identity and 

position of the body responsible for the protocol 

review and approval process. In the fi nal analysis, 

Nigeria now has a much improved collaborative 

environment for researchers and laboratories, and 

the government is fully committed to providing the 

political and necessary fi nancial resources to move 

HIV vaccine research, development and evaluation 

forward. The Nigerian approach to accelerate 

HIV vaccine research is to build on the capacity 

created for other diseases such as malaria. This 

will speed up the process when the time comes 

for HIV vaccine trials.  

CÔTE D’IVOIRE      

Government support for the National HIV Vaccine 

Plan came in the form of an offi cial declaration 

of political support to fi ght HIV/AIDS in January 

2002. This was rated to be a top national priority. 

Unfortunately, the impact of internal confl icts has 

halted all developments along these lines since 

September 2002. The research has moved out of 

the country and efforts are now concentrating on 

care and community activities. In this environment 

it is important to reinforce partnerships at regional 

and international levels and to promote and support 

every effort aimed at preventing the country from 

falling behind. It should also be possible to improve 

the monitoring of the distribution of HIV subtypes 

and circulating recombinant forms of the virus in 

Côte d’Ivoire. Committees to establish procedures 

for trials consistent with international scientifi c 

and ethical norms and regulations should also be 

set up.  

BOTSWANA      

The country has adopted a multi-sectoral approach 

which includes PMTCT and ARV treatment 

programmes, home based care and special 

assistance to orphans and vulnerable children. 

A National HIV Vaccine Committee was created 

in 2001 and the fi rst vaccine trial was initiated in 

June 2003. The fi rst National HIV Vaccine Plan 

Workshop in December 2004 brought together, 

with the support and participation of AAVP, local 

participants, as well as participants from Kenya, 

Rwanda, the United Republic of Tanzania and 

Uganda to discuss the key issues and strategies 

to be considered by Botswana. Although the 
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5.4 ETHICAL ESSENTIALS

Ethical standards are under pressure from the need to accelerate the research and development 

process at all levels. The AAVP through its Ethics, Law and Human Rights Thematic Working Group 

is addressing these issues.

FROM THE PRESENTATIONS OF:
 

Dr Wali Muna, Ethical issues in clinical trials in Africa

Dr Douglas Wassenaar, The AAVP Ethics, Law and Human Rights Working Group

Ms Nicola Barsdorf, Access to care and treatment

Dr Patrick Kenya, WHO/AAVP project on cost–effectiveness, access and public health use of future HIV vaccines

national plan has not yet been formally launched, 

there is progress in several areas such as capacity 

building through the training of research staff and 

the provision of equipment for the HIV reference 

lab. The national plan should now be offi cially 

launched. The Gates/Merck ACHAP project has 

been of signifi cant importance here. A law to 

reduce the age of consent has been introduced, the 

clinical trials act is being updated and community 

education is an ongoing activity.  

THE UNITED REPUBLIC OF TANZANIA      

The National HIV Vaccine Plan was developed at 

a workshop in September 2004 with the active 

participation of WHO-UNAIDS and AAVP. The 

Tanzanian government approved the plan in 

February 2005. However, in view of the state of 

the epidemic in the country, prevention remains 

a priority and vaccine development efforts are a 

complementary dimension. In spite of the high 

hopes placed in a vaccine, this remains a long-

term goal. So in the meantime the public must not 

receive false or mixed messages and prevention 

will remain central to the country’s HIV/AIDS 

strategy. The national vaccine plan, by providing 

clear rules on regulatory approval, scientifi c 

and ethical reviews, bio safety and monitoring 

guidelines, should attract the vaccine industry, 

research collaborators and funding agencies with 

candidate vaccine products that will assist in 

building local infrastructure and the acquisition of 

new knowledge and technology.  

CAMEROON      

Thanks in large part to the impetus generated by the 

Nairobi Declaration, a draft National HIV Vaccine 

Plan was developed at a workshop in March 

2004. This was taken further in a workshop the 

following month on the basis of the AAVP guidance 

document. The strategic components of the plan 

are broadly: to demonstrate advocacy and political 

leadership; to ensure comprehensive community 

support and participation (social mobilization); to 

provide standard operating procedures (SOPs) in 

the ethical, scientifi c and administrative sectors and 

to establish criteria for future vaccine accessibility 

and availability. The operating body for the plan will 

be the Cameroon National HIV Vaccine Research 

Committee (CHVRC). This is a multidisciplinary 

technical and operating organ acting as the joint 

coordinating board and comprises a technical 

secretariat, a scientifi c advisory group and an 

ethical review group. The next steps will be to 

adopt the document and then to draft and validate 

the organizational structure of the CHVRC. The 

same holds true for guidelines and SOPs.
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Dr Wali Muna discussed his perspective of the 

ethics of clinical trials in a developing country 

setting and highlighted some of the challenges in 

the informed consent process in various cultural 

backgrounds. In his conclusion, he noted that 

strategies to educate the public about research 

should be developed taking into consideration 

the cultural context of the communities where the 

trials are taking place.

The AAVP Ethics, Law and Human Rights 

Thematic Working Group has produced a number 

of working, position and technical papers as well 

as a Web inventory of African Research Ethics 

Committees (RECs). There is no doubt that HIV 

vaccine research, development and evaluation 

require a strong ethical and legal framework. 

The Working Group has undertaken a study in 

fi ve English-speaking African countries to better 

understand the issues surrounding ethical and 

regulatory affairs and arrive at recommendations 

that are relevant on a regional basis. Broadly, three 

models have been identifi ed in the study through 

which reviews and approvals are channelled. 

1. An administrative body.

2. A statutory science and technology council. 

3. A national drug authority. 

All countries surveyed have a process set in law 

for reviewing and approving clinical trials on drugs. 

All the countries have codes of ethics. However, 

the picture is rather mixed when it comes to the 

various rights of trial participants, especially 

children. In some places there is no legal or ethical 

structure to regulate research and, even though 

monitoring mechanisms are formally in place, they 

are generally too weak to impose their will. This 

rather loose situation now needs to be tightened 

up through legal mechanisms, capacity building 

and training. From here onwards the ELH Thematic 

Working Group will carry out research to develop 

indicators or a model framework for more effi cient 

structures to address weaknesses in monitoring 

and the enforcement of participants’ rights, and 

identify laws affecting research and children.

With more trials being carried out in countries with 

weak health systems, access to care and treatment 

raises a number of issues. For example, when 

applying the criteria of justice and benefi cence, 

what is the best way to determine the level of 

and responsibility for care and the degree of 

family involvement? Existing documents (e.g. The 

Helsinki Declaration, CIOMS, UNAIDS Guidance 

Document on Ethical Consideration in HIV Vaccine 

Trials) provide varying and uncertain guidelines.

Consultations have been sponsored by the WHO 

Initiative for Vaccine Research (IVR) in Malawi 

and Brazil in 2005 to identify ethical principles 

and factors in determining the level of treatment 

in vaccine trials (with a focus on HIV vaccines). 

Discussions identifi ed two alternative approaches 

to access for treatment: moral obligation and 

morally praiseworthy. The concept of “best 

research governance” was introduced to enhance 

decision making at local or national levels.

Professor Patrick Kenya described the WHO-

sponsored collaborative project on future access 

to HIV vaccines, which involves fi ve sites in 

developing countries (Brazil, China, Kenya, Peru 

and Thailand). A study in Kenya to assess the 

capacity to deliver future HIV vaccines to different 

target populations and to analyse their cost and 

cost–effectiveness was presented. The study also 

sought to develop a user-friendly tool by which 

policy makers and health professionals could 

assess cost–effectiveness of future HIV vaccines. 

The three most important barriers to delivery were 

found to be:

1. accessibility to the target group;

2. inadequate information/awareness of the HIV 

vaccine;

3. negative perceptions of the vaccine’s effi cacy.

Mathematical models were found to be essential 

to assess the effectiveness of interventions. In 

particular, they allow an estimation of indirect 

protection of the intervention, e.g. the effects of 

herd immunity.
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The lessons learned from this study which, in 

addition to Kenya, covered countries on other 

continents, are that:

• efforts to develop evaluation tools, provide 

training and capacity building should continue 

through workshops;

• cost–effectiveness studies should be applied 

to other regions in Africa;

• collaboration and cooperation on impact 

modelling for evidence for policy advocacy 

among international partners (WHO, UNAIDS, 

IAVI) and industry is needed.
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Science and culture come together at community level. Each speaks a different language and 

translation will require the continued development of innovative social science and communication 

tools. Each country is tackling the challenges of the community according to its own specifi city, but 

much is in common and should be actively shared.

6. PREPARING THE COMMUNITY

FROM THE PRESENTATIONS OF:
 

Mr Mitchell Warren, Community Involvement and Advocacy

Dr Anderson Doh, Advocacy, Experience with Tenofovir

Dr Elise Levendal, The AAVP Strategy for Community Preparedness and Involvement

Dr Emmanuel Mugisha, The Experience of Uganda

Dr GL Monekosso, The Experience of Cameroon
 
Dr Ursula Sore Bahati, The Experience of Kenya

Dr Nthabi Phaladze, HIV Vaccine Advocacy in Botswana

The Community preparedness working group 

of AAVP has developed a draft strategic plan 

which seeks to create some of the following 

opportunities:

z Create training opportunities for Community 

Advisory Boards (CABs).

z Improve the integration of vaccine research, 

development and evaluation into the 

comprehensive response to the pandemic.

z Improve the quality and distribution of vaccine 

information.

z Strengthen the case for community 

participation.

z Strengthen links between the scientifi c 

researchers and the communities.

z Infl uence policy through advocacy to advance 

scientifi c processes.

z Promote a protocol for ethical issues with 

regard to vaccine research.

Communities have a number of justifi able concerns 

about trials, such as the slow progress of vaccine 

research and doubts about how effective the 

vaccine will be. Moreover, treatment is here now 

and is effective, and the fact that vaccine research 

will compete with it for resources is a concern. 

There is also a lingering suspicion about a hidden 

agenda of the rich countries. It has also been 

noticed that the public is beginning to learn to live 

with HIV/AIDS and there are signs of a decrease in 

the level of interest in research at community level, 

which could affect the support for further needed 

research. Finally, the barrier of incomprehensible 

scientifi c language closes the door which should 

remain open for participation by all stakeholders.

ENHANCING COMMUNITY INVOLVEMENT 

AND ADVOCACY      

The community buy-in remains essential to the 

success of prevention and care in HIV/AIDS. 

AIDS advocates have been optimistic for a long 

time. Now, two decades since the recognition of 

HIV/AIDS, there is still no vaccine despite vastly 
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increased resources and research. Vaccines 

are and must remain part of a comprehensive 

response to HIV, just as the advocacy effort must 

span the entire fi eld. Advocacy has a dual role: 

to translate science to the community in order to 

help the community to understand the scientifi c 

community, and then to generally work to increase 

literacy of all stakeholders regarding the issues.

A new notion of “GCP” — Good Community 

Practice — should prevail in all advocacy efforts. 

The community involvement and advocacy issues 

remain just as challenging as those of the science. 

New prevention research must be done with (and 

not on or for) communities.

The community involvement and advocacy 

experience from the Tenofovir trials in Cameroon 

fully confi rmed the importance of community 

involvement and the need for trust and mutual 

understanding between all stakeholders.

Furthermore, advocacy should be pursued 

single-mindedly to build strong partnerships 

and formulate strategies to improve dialogue 

between all.

EXPERIENCE FROM UGANDA      

There are many ways of engaging with the 

community. The tools and methods used in 

Uganda, such as drama and song, give a good 

example of the diversity and imagination which 

needs to be applied to community and advocacy 

work. These approaches bring people of all 

ages together on occasions such as community 

awareness days. Working to mobilize peer and 

local community leaders fi ts in well with African 

culture. The networking of all the Community 

Advisory Boards (CABs) into HIV prevention trials 

and a wide use of the media have also been found 

to be effective. Laying the groundwork through the 

proper briefi ng of all audiences (medical, NGO, 

media, etc) is also a necessary pre-condition to 

successfully implementing much of the above.

EXPERIENCE FROM KENYA      

Informed community members are interested in 

HIV/AIDS vaccine research and development, and 

can thus make informed choices and are generally 

supportive of trials. The way forward is to develop 

multifaceted community mobilization strategies 

focusing upon local initiatives but also drawing 

upon national and international experience.

EXPERIENCE FROM BOTSWANA      

The importance of early consultation with 

community leaders and the establishment of 

CABs followed by a community education plan 

and media involvement have proven effective. 

Myths and misconceptions must be addressed, 

while expectations are diffi cult to manage. One 

needs to develop an appropriate form of informed 

consent as well as an environment that is free from 

undue pressure.

AND SOME LESSONS      

The major challenges remain rooted in culture 

— negative perceptions, misunderstandings and 

suspicions. The whole concept and structure of the 

trial is also complicated and needs to be interpreted 

differently for non-scientifi c audiences.

Broadly speaking, the lessons are:

z Move ahead step by step in an incremental 

manner and avoid seeming aggressive.

z It is not necessary to limit oneself to cohorts 

— one can work on a broader scale.

z The presence of local leaders is essential.

z The CAB has an important bridging role 

between the researchers and the community.

During the discussion on ethics and the community, 

the Forum was honoured by the presence and 

active participation of the Rwandan Minister of 

State for HIV/AIDS Dr Innocent Inowira and the 

Cameroon Minister of Health, Dr Urbain Olanguena 

Awono.
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The Rwanda Minister of Health congratulated 

the Forum for addressing so many of the diffi cult 

issues and stressed the need for more consultation 

to avoid wasting previous resources through 

duplication of effort. It was important, he said, to 

capitalize on African capacities. He urged WHO 

and governments to help recruit the best brains 

of Africa to contribute to the continent’s efforts to 

develop an effective HIV vaccine. He trusted that 

the Forum would be much more than just another 

meeting and would constitute a very practical 

step on the way to discovering an effective AIDS 

vaccine for Africa.

The Cameroon Minister of Health offered the 

following remarks:

1. On advocacy — greater care should be taken 

to focus on specifi c target audiences such as 

policy makers, members of parliament, the 

media. 

2. On preparedness — communities need proper 

information before being involved in research 

projects. The diversity of Africa will always be 

a challenge, but the right language needs to be 

found to communicate effi ciently. 

3. On care during and after trials — researchers 

must make sure that human rights issues will 

be adequately addressed. The experience with 

Tenofovir demonstrated that proper attention 

must be given to the non-scientifi c environment 

of the trial.
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7. WORKING GROUPS AND DISCUSSION POINTS

The following questions of interest were raised by 

the participants. They are to some extent taken up 

again in the recommendations from the working 

groups.

FROM CHAPTER 1 
• Does AAVP have an inventory of trained 

scientists and their areas of work in 

various African countries, as well as media 

specialists?

• How do we halt brain drain and how do we 

ensure that people continue to work in the 

areas for which they have been trained?

FROM CHAPTER 4 
• How can collaboration among international 

partners operating on the African continent be 

strengthened?

• What is the best balance of focus between care 

and treatment and research activities?

• How can francophone and lusophone countries 

best be integrated into the regional effort?

• How can the training components in many 

programmes be synergized?

• How could potential new donors (e.g. the 

African Development Bank) contribute to the 

regional effort?

FROM CHAPTER 5 
• Lack of capacity has hindered research in 

Africa. How can this problem be alleviated as 

capacity strengthening is crucial for the HIV 

vaccine research and development effort? 

• What measures can be taken to reduce 

duplication to use resources more effi ciently?

• We must work for comparable laboratories that 

are able to produce comparable data.  

FROM CHAPTER 6 
• It will be very important to better defi ne what 

level of care is due to clinical trial participants 

and their communities. What happens to those 

who seroconvert and how can they best be 

followed up by comprehensive care centres?

• The perception issue in the context of public 

education must be taken very seriously. As 

demonstrated by the polio vaccine issue in 

Nigeria, it takes little to ruin years of work. WHO 

should play a more active role in such cases.
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8. RECOMMENDATIONS ARISING FROM THE 3rd 

AAVP FORUM

OVERVIEW OF RECOMMENDATIONS
 
The majority of recommendations are addressed 

to AAVP and refl ect the concerns of participants 

about process, organizational framework and 

resources. The importance for a sustained 

investment in advocacy is recognized, as well as 

the need for a clearer demonstration of political 

will and commitment on the part of African 

governments.

Participants reiterated the importance for all African 

governments to create conducive and sustainable 

research environments for African scientists and 

to develop and implement national HIV vaccine 

research and development plans, and called on 

them to develop novel funding mechanisms for 

HIV vaccine research

Participants at the 3rd AAVP Forum developed the 

following recommendations for action by:

1. GOVERNMENTS AND LEADERS:

• The African Union should endorse and support 

the Global HIV vaccine Enterprise.

• The African Union, NEPAD secretariat, other 

regional bodies and governments should 

integrate HIV vaccine research in a broader 

strategy in the fi ght against HIV/AIDS.

• African governments should create conducive 

and sustainable research environments for 

African scientists.

• African leadership should integrate HIV/AIDS 

vaccine plans into their overall national HIV 

strategic plans.

• African governments should develop novel 

funding mechanisms for HIV vaccine research 

and development.

• A national focal point position should be 

created to coordinate HIV vaccines research 

and development and link directly with the 

AAVP.

2. THE INTERNATIONAL HIV VACCINE 

COMMUNITY:

• HIV vaccine research and development should 

be better coordinated, globally and regionally.

• Scientifi c strategic plans should be aligned with 

those of the Global HIV Vaccine Enterprise.

• Sustainable clinical trial sites should be 

strengthened in such a way that they integrate 

overall vaccine research efforts for diseases 

of public health importance such as Malaria 

and TB.

• Access to prevention, treatment and care for 

all participants in HIV vaccine research should 

actively be promoted.

• Appropriate policies and strategies should be 

adopted to ensure that basic principles of shared 

ownership of research, clinical specimens and 

clinical trial results are implemented.

• The community should be engaged at early 

stages of vaccine research

3. THE AAVP:

• AAVP should continue playing a leadership 

role, serving as the unifi ed voice of African HIV 

vaccine initiatives and representing African 

people as part of the global networks.

• AAVP should align its scientifi c strategic 

plans with those of the Global HIV Vaccine 

Enterprise.

• Additional and sustainable support should be 

sought for AAVP to continue accelerating the 

global effort for HIV vaccines research and 

development in Africa.

• Results of the AAVP External Review should be 

widely disseminated

• National HIV/AIDS vaccine plans should 

continue to be supported.

• Regulatory, ethical and legal frameworks in 

Africa should continue to be strengthened.
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• AAVP should play a proactive role with The 

USA’s Presidential Emergency Plan for AIDS 

Relief (GFATM), WHO and The Global Fund 

to Fight AIDS, TB and Malaria (PEPFAR) to 

assure access to the best HIV prevention, care 

and treatment modalities in the communities 

surrounding research initiatives.

• South-to-South collaborations should be 

encouraged.

• Training activities related to site development 

should be continued and, as much as possible, 

done in collaboration with regional partners.

• The barriers to the inclusion of women and 

children into HIV vaccine research  should be 

addressed.

• The inventory of available clinical trial sites 

should continuously be updated.

• Communication and exchange of information 

among all communities involved in HIV vaccine 

research should be promoted, namely through 

an expanded AAVP website.

9. THE YAOUNDÉ STATEMENT FOR VACCINE 

RESEARCH AN DEVELOPMENT IN AFRICA

In the presence of ministerial representatives of the 

governments of Cameroon, Rwanda and the United 

Republic of Tanzania, we, the participants at the 3rd 

AAVP Forum 17–19 October 2005 acknowledge 

the signifi cant progress accomplished by AAVP 

since the Nairobi Declaration in June 2000.

 

Whereas the AAVP has been successful in the 

development of an African centric vision of HIV 

vaccine research and development, the next step 

should be the greater integration of the African HIV 

vaccine community into the global strategy for HIV 

vaccine development.

AAVP should continue playing a leadership role, 

serving as the unifi ed voice of African HIV vaccine 

initiatives and representing African people as part 

of the global networks. 

We urge the African Union, NEPAD, other regional 

bodies and governments to integrate vaccine 

research in a broader strategy in the fi ght against 

HIV/AIDS.

We call for the African Union to endorse and 

support the Global HIV Vaccine Enterprise. 

We engage African leadership to integrate HIV/

AIDS vaccine plans into their overall national HIV/

AIDS plans.

We request African governments to create 

conducive and sustainable research environments 

for African scientists.

We urge the AAVP and the African HIV vaccine 

research community:

z To align their scientifi c strategic plans with 

those of the Global HIV Vaccine Enterprise, 

in particular with respect to setting laboratory 

standards and capacity strengthening. 

z To engage in sustainable capacity strengthening 

of clinical trial sites that can also be integrated 

into the overall vaccine research efforts for 

diseases of public health importance, such as 

malaria and TB.

z To engage the community from early stages of 

vaccine research, preparation and conduct of 

clinical trials.

z To encourage regional networking and South-

South collaboration. 

z To contribute to strengthening of regulatory, 

ethical and legal frameworks.

z To actively promote access to prevention, care 

and treatment for all participants in HIV vaccine 

research.

z To address the barriers to the inclusion of 

women and adolescents into HIV vaccine 

research.

z To promote communication and exchange of 

information among all communities involved in 

HIV vaccine research.

z To adopt appropriate policies and strategies, 

ensuring implementation of basic principles 

of shared ownership of research, clinical 

specimens and clinical trial results generated in 

African countries. 
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specimens and clinical trial results generated in 

African countries. 
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Email: jalberga@jhsph.edu  

ALEMNI George, Senior Lecturer, Faculty of Medicine and Biomedical Sciences, Yaoundé, CAMEROON, Email: galemnji@yahoo.com

ANGWAFO Fru, Vice Dean, Faculty of Medicine and Biomedical Sciences, Yaoundé, CAMEROON, Email: fobuzshi@yahoo.com

ANYE Sidouanne, Walter Reed Johns Hopkins Cameroon Program, Yaoundé, CAMEROON

ASONG Terence, Laboratory technician, Cameroon CDC/Atlanta Collaboration, Yaounde, CAMEROON, Email: tenguas@yahoo.uk.co

BELLA Lucienne, Director, Department of Disease Control, Ministry of Public Health, Yaoundé, CAMEROON, Email: ngonbidjoe@yahoo.fr

BOUPDA Alexis Kuata

COMMEAUX William, Dulles, USA, Email: wcomeaux@cdc.gov

COMFORT Effi om, Ministry of Public Health, Yaoundé, CAMEROON

DIKANDA Pierre Charles, Ministry of Public Health, Yaoundé, CAMEROON, Email: ppdiky@yahoo.fr

DJOKO Cyrille, Walter Reed John Hopkins Cameroon Program, Yaoundé, CAMEROON

DOH SAMA Anderson, Yaoundé, CAMEROON, Email: doh@camnet.cm

DOUALA Marie-Solange, Ministry of Health, Yaoundé, CAMEROON

ENGOLO Phillipe Roger, Station Manager, CRTV Garoua (radio/TV), Yaoundé, CAMEROON, Email: engophil@yahoo.fr or ephiliperoger@yahoo.fr

ENO Laura, Cameroon-CDC/Collaboration, US Embassy, Yaoundé, CAMEROON, Email: telaura@yahoo.fr

ESOMBA Claudine, Ministry of Public Health, Yaoundé, CAMEROON

FEZEU Maurice, Permanent Secretary, National AIDS Committee, Yaoundé, CAMEROON, Email: mauricefe@yahoo.fr

HEDJE Judith, Walter Reed Johns Hopkins, Cameroon Program, Yaoundé, CAMEROON

FOUDA ONANA Alexandre, Point Focal, Ministère de l’Enseignement Supérieur, Yaoundé, CAMEROON

KALOU Mireille, Cameroon–CDC/Atlanta Collaboration, Laboratory Director, c/o US Embassy, Yaoundé, CAMEROON, Email: Claudemireille16@yahoo.com

KAPTUE Lazare, Yaoundé, CAMEROON, Email: prkaptue@hotmail.com or nyemeck20@yahoo.fr

KFUTWAH Jude, Laboratoire de Virologie, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: kfytwah@pasteur-yaounde.org

KOLLO Basile, Chief, Division of Cooperation and, Chairman, InterAgency Coordination, Committee for Immunization, Ministry of Health, Yaoundé, 

CAMEROON

KOUANFACK Charles, Hopital Central de Yaounde, Yaoundé, CAMEROON, Email: charleskouanfack@yahoo.fr

KOULLA-SHIRO Sinata, National AIDS Programme, National AIDS Programme, Yaoundé, CAMEROON, Email: Koulla.sinata@camnet.cm

LEKE Rose, Department of Immunology and, Microbiology, Faculty of Medicine, University of Yaoundé 1, Yaoundé, CAMEROON, 

Email: Rose.leke@camnet.cm

LYONGA Esther, Laboratory Technician, Cameroon CDC/Atlanta Collaboration, Yaoundé, CAMEROON, Email: Lyonga_es@yahoo.fr

MBACHAM Wilfred, Network Manager, University of Yaoundé, Faculty of Science, Biotechnology Centre, Yaoundé, CAMEROON, 

Email: wmbacham@camnet.cm

MBANYA Dora, Centre Universitaire Yaoundé, Yaoundé, CAMEROON, Email: rosembaya@yahoo.com

MBEDE Raymond, Professor, Ministry of Higher Education, Yaoundé, CAMEROON, Email: mbede@yahoo.fr

MBIA Agathe, Laboratory Technician, Cameroon CDC/Atlanta Collaboration, Yaoundé, CAMEROON, Email: mbiatabs@yahoo.com

MBOPI-KEOU François-X, Senior Lecturer & Teaching,Coordinator, University of Yaoundé Department of Microbiology and Infectious Diseases, 

Yaoundé, CAMEROON, Email: fxmkeou@yahoo.co.uk

MOKA Jeaan-Jacques, Secretary-General, OCEAC Secretariat, Yaoundé, CAMEROON, Email: Moka_jean_jacques@yahoo.fr

MONEKOSSO J.B., Global Health Dialogue, Douala, CAMEROON, Email: Globalhealth2202@yahoo.fr

MOSOKO Jembia, Senior Scientist, Cameroon CDC/Atlanta Collaboration, c/Ous Embassy, Yaoundé, CAMEROON, 

Email: mosoko@hotmail.com or jembea_m@yahoo.fr

MPOUNDI NGOLE Eitel, Chief, Centre for Army Medical Research, Yaoundé, CAMEROON, Email: Empoundi2001@yahoo.co.uk

MUNA Walinjom, Head of Department, Department of Internal Medicine and Specialities, Faculty of Medicine and Biomedical Sciences, University of 

Yaoundé 1, Yaoundé, CAMEROON, Email: wali@camnet.cm

NDO Jean Rollin, Director, Department of Drug and Pharmacy, Ministry of Public Health, Yaoundé, CAMEROON

NDUMBE Peter Martins, Professor and Dean, Faculty of Medicine and Biomedical Sciences, University of Yaoundé 1, Yaoundé, CAMEROON, 

Email: pndumbe@yahoo.com

NGU Victor Anomah, Director, Clinique de l’Espoir, Yaoundé, CAMEROON, Email: victoranomah@yahoo.fr

NJOM NLEND Anne, PMTCT Focal Point, National AIDS control Committee, Yaoundé, CAMEROON

NKOA Thérèse, Blood Safety Offi ce, Department of Disease Control, Ministry of Public Health, Yaoundé, CAMEROON
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LOCAL PARTICIPANTS

OKPU Gordon, Laboratory Technician, Cameroon CDC/Atlanta Collaboration, Yaoundé, CAMEROON, Email: Okpu2002@yahoo.com

ONGOLO ZOGO Pierre, Director, Division of Health Operational Research, Ministry of Public Health, Yaoundé, CAMEROON, Email: cyrilleoz@yahoo.fr

POUILLOT Régis, Laboratoire d’Epidémiologie, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: pouillot@pasteur-yaounde.org

RAGHUNATHAN Pratima, Cameroon CDC Atlanta Collaboration, US Embassy, Yaoundé, CAMEROON, Email: Pgr4@cdc.gov

ROCOURT Jocelyn, Directrice, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: rocourt@pasteur-yaounde.org

ROUSSET Dominique, Laboratoire de Virologie, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: rousset@pasteur-yaounde.org

STRAUSS Robert, Country Director, Peace Corps Cameroon, Yaoundé, CAMEROON, Email: rstrauss@cm.peacecorps.gov

TAMAUFE Ubald, Walter Reed Johns Hopkins Cameroon, Program, Ancien Bureau PAM, Yaoundé, CAMEROON

TANTCHOU Julienne, Director, Division of Research Policy, Ministry of Scientifi c Research and Innovation, Yaoundé, CAMEROON

TCHENDJOU Patrice, Laboratoire d’Epidémiologie, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: ttpatty@yahoo.com

VERGNE Laurence, L’Institut de recherche pour le Développement, Yaoundé, CAMEROON, Email: Laurence.Vergne@mpl.ird.fr

VESSIERE Aurelia, Laboratoire de Virologie, Centre Pasteur du Cameroun, Yaoundé, CAMEROON, Email: vessiere@pasteur-yaoundé.org

VIBAN Gladys Shang, Cultural Affairs Specialist, US Embassy, Yaoundé, CAMEROON, Email: VibanGS@statae.gov

ZOUNG-KANYI Anne, Sub Director HIV AIDS STI, Department of Disease Control, Ministry of Public Health, Yaoundé, CAMEROON
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WHO/UNAIDS SECRETARIAT

AGU Vincent, External Relations Offi cer/Focal Point for NEPAD, Offi ce of the Assistant Director-General, External Relations & Governing Bodies Cluster, 

World Health Organization, Geneva, SWITZERLAND, Email: aguv@who.int

AYANMA Modeste, WHO-Cameroon, Yaoundé, CAMEROON, Email: ayanma@cm.afro.who.int

BERTAGNOLIO Silvia, Drug Resistance Program, World Health Organization, HTM/HIV/SIR, World Health Organization, Geneva, SWITZERLAND, 

Email: bertagnolios@who.int

DICKO Mobido, c/o Regional Advisor, Immunization & Vaccine Development, World Health Organization, Regional Offi ce for Africa, Parirenyatwa Hospital, 

Harare, ZIMBABWE, Email: dickom@whoafr.int

GERSHY-DAMET Guy Michel, Regional Program on AIDS, WHO Regional Offi ce for Africa, Harare, ZIMBABWE, Email: gershyg@whoafr.org

HAIDARA , UNAIDS, c/o UNDP Cameroon, Yaoundé, CAMEROON

HALL Belinda, Technical Offi cer, WHO-UNAIDS HIV Vaccine Initiative, Initiative for Vaccine Research, World Health Organization, Geneva, SWITZERLAND, 

Email: hallb@who.int

HANKINS Catherine, Chief Scientifi c Adviser, Associate Director, Policy, Evidence & Partnerships, UNAIDS, Geneva, SWITZERLAND, 

Email: hankinsc@unaids.org

HENRY Melinda, Information Offi cer, Family and Community Health Cluster, Immunization, Vaccines & Biologicals, World Health Organization, Geneva, 

SWITZERLAND, Email: henrym@who.int

HUTUBESSY Raymond, Technical Offi cer, WHO-UNAIDS HIV Vaccine Initiative, World Health Organization, Geneva, SWITZERLAND, 

Email: hutubessyr@who.int

KEMBOU Etienne, NPO, c/o WHO Cameroon, Yaoundé, CAMEROON, Email: kembou@cm.afro.who.int

KIENY Marie-Paule, Director, Initiative for Vaccine Research, World Health Organization, Geneva, SWITZERLAND, Email: kienymp@who.int

KRISTOFFERSSON Seng Pheth, WHO-UNAIDS HIV Vaccine Initiative, World Health Organization, Geneva, SWITZERLAND, Email: kristofferssons@who.int

MAIGA Zacharia, World Health Organization, Yaoundé, CAMEROON, Email: maiga@cm.afro.who.int

MAMBU-MA-DISU Hélène, WHO Representative, Yaoundé, CAMEROON, Email: heledisu@yahoo.fr or mambu@cm.afro.who.int

MBAM MBAM Leonard, Medical Doctor, WHO Offi ce-Cameroon, Yaoundé, CAMEROON, Email: mbam@cm.afro.who.int

MBOUZEKO Raymond, WHO-Cameroon, Yaoundé, CAMEROON, Email: mbouzeko@cm.afro.who.int

OSMANOV Saladin, Coordinator, WHO-UNAIDS HIV Vaccine Initiative, Initiative for Vaccine Research, World Health Organization, Geneva, SWITZERLAND, 

Email: osmanovs@who.int

THIAM Madani B., AAVP/Vaccine Focal Point, Regional Programme on HIV/AIDS, WHO-Regional Offi ce for Africa, Belvedere, Harare, ZIMBABWE, 

Email: thiamm@afro.who.int 

TOURE Coumba, Technical Offi cer, WHO-UNAIDS HIV Vaccine Initiative, Initiative for Vaccine Research, World Health Organization, Geneva, SWITZERLAND, 

Email: tourec@who.int
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Monday, 17 October 2005

08:00 – 09:00 Registration

08:00 – 10:30 OPENING SESSION 
Chair: Minister of Health, Cameroon
Co-chair: Marie-Paule Kieny
Rapporteur Général: Tony Murdoch
Rapporteur: Sam Kalibala

09:00 – 09:15 Welcome 3rd Forum of AAVP, Rationale for AAVP and AAVP Strategy Pontiano Kaleebu (Chair AAVP), 
Uganda

09:00 – 09:20 Objectives of the Forum Sinata Koulla, Cameroon

09:20 – 10:10 Keynote Speeches Dr Hélène Mambu-Ma-Disu, 
WHO/AFRO
Dr Catherine Hankins, UNAIDS 
Keynote speakers (S. Mboup, F. Barré 
Sinoussi) 

10:15 – 10:30 Offi cial opening Minister of Health, Cameroon

10:30 – 10:45 Coffee/Press Conference

10:45 – 11:30 SESSION I: 
KEYNOTES LECTURES 
Chair/moderator: Fred Mhalu
Co-chair: Kaptue Lazare
Rapporteur: François Xavier Keou Mbopi 

10:45 – 11:05 Current status of HIV vaccines Pontiano Kaleebu, Uganda

11:05 – 11:20 Conducting HIV vaccine trials at international settings Pat Fast, USA

11:20 – 11:30 Discussion

11:30 – 12:45 SESSION II: 
OVERVIEW OF AAVP

11:30 – 11:45 AAVP progress report Alash’le Abimiku, Nigeria/USA

11:45 – 12:00 Feedback on the AAVP External Review Deborah Birx, USA

12:00 – 12:15 Summary of recommendations from the 2nd AAVP Forum Dawit Wolday, Ethiopia

12:15 – 12:45 Discussion

12:45 – 14:00 Lunch

14:00 – 16:30 SESSION III: 
ROUNDTABLE OF GLOBAL PARTNERS: OPPORTUNITIES FOR COLLABORATING 
WITH AAVP TO PROMOTE AND FACILITATE HIV VACCINE RESEARCH AND 
EVALUATION IN AFRICA
Chair: Marie Paule Kieny
Co-chair: John Nkengasong
Rapporteur: Sinata Koulla

14:00 – 14:20 Novel Partnership Strategies: The Global HIV Vaccine Enterprise Catherine Hankins, UNAIDS 

14:20 – 15:00 U.S. Military HIV Research Program 
U.S. Centres for Disease Control and Prevention 
U.S.National Institutes of Health 
HIV Vaccine Trials Network 

Deborah Birx, USA
ACharles Vitek, USA
Alan Fix,USA
Absent 

15:00 – 15:10 Agence Nationale de Recherche sur le SIDA Yves Levy, France 

15:10 – 15:20 European Union Research on HIV/AIDS Vaccine Manuel Romaris, Belgium 

15:20 – 15:30 European & Developing Countries Clinical Trials Partnership  (EDCTP) Michael Makanga, South Africa  

15:30 – 15:45 Coffee

15:45 – 15:55 International AIDS Vaccine Initiative Sam Kalibala, Kenya or TBA

15:55 – 16:05 South African AIDS Vaccine Initiative Peter Manyike, South Africa

16:05 – 16:20 Collaboration with the AU and the Regional Economic Communities: Report on 
a Technical Briefi ng on the AAVP

Vincent Agu, WHO

16:20 – 16:30 Discussion

FORUM AGENDA
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16:30 – 18:00 SESSION IV: 
SCIENTIFIC AND LABORATORY CHALLENGES
Chair: Souleymane Mboup
Co-chair: Gunnel Biberfeld
Rapporteur: Alemnji Georges

16:30 – 16:45 Scientifi c Strategic Plan of the Global HIV Vaccine Enterprise Catherine Hankins, UNAIDS

16:45 – 17:05 Overview of scientifi c challenges for the development and evaluation of HIV 
vaccines for Africa 

John Nkengasong, Cameroon/USA

17:05 – 17:25 HIV variability and implication for vaccines development and evaluation Carolyn Williamson, South Africa 

17:25 – 17:45 Non-B HIV-1 Vaccine Candidates for Africa:  Progress towards clinical trials Sal Butera, USA 

17:45 – 18:00 US-NIH Vaccine Research Centre: Targeting HIV vaccine development for Africa Barney Graham, USA

18:00 – 18:20 Discussion

18:30 – 21:00 Poster Gallery and Reception

Tuesday, 18 October 2005

08:30 – 10:45 SESSION V: 
COUNTRY EXPERIENCES IN THE DEVELOPMENT AND IMPLEMENTATION OF 
NATIONAL HIV VACCINE PLANS
Chair: Debbie Birx
Co-chair: Alash’le Abimiku
Rapporteur: Dawit Wolday

08:30 – 08:45 Uganda Roy Mugerwa, Uganda

08:45 – 09:00 Kenya Florence Manguyu, Kenya

09:00 – 09:15 Nigeria Oby Obodozie, Nigeria

09:15 – 09:30 Côte d’Ivoire Madeleine Sassan Morokro, Cote 
d’ Ivoire

09:30 – 09:45 Botswana Ibou Thior, Botswana

09:45 – 10:00 Tanzania Fred Mhalu, Tanzania

10:00 – 10:15 Cameroon Pierre Ongolo-Zogo, Cameroon

10:15 – 10:45 Roundtable discussion: Animated by Chair and Co-chair
Issues for the implementation of National AIDS Vaccine Plans and their 
integration into National AIDS Control Programmes

10:45 – 11:00 Coffee break

11:00 – 13:00 SESSION VI:
SCIENTIFIC CONSIDERATIONS IN RELATION TO REGULATION OF HIV VACCINES
Chair: Tim Tucker
Co-chair: Job Bwayo 
Rapporteur: Pierre Ongolo Zogo

11:00 – 11:20 Monitoring safety of novel vaccines candidates and adjuvants
Standardization and laboratory accreditation in Africa

Merlin Robb, USA
John McNeil, USA

11:20 – 11:35 Are reference laboratory ranges different in African setting? Rukia Kibaya, ,Kenya

11:35 – 11:50 IAVI Kayitesi Kayitenkore, Rwanda 

11:50 – 12:05 WHO activities to strengthen National Regulatory Authorities in Africa Modibo Dicko, WHO/AFRO

12:05 – 12:20 AAVP contribution to strengthen the regulatory processes in Africa Madani Thiam, WHO/AFRO

12:20 – 13:00 Roundtable discussion : Capacity Building in the area of Regulation and 
laboratory support to clinical trials in Africa

Carolyn Williamson, South Africa
Alash’le Abimiku, Nigeria/USA
Fred Mhalu, Tanzania

13:00 – 14:00 Lunch

14:00 – 15:30 SESSION VII: 
ADVOCACY, COMMUNITY ISSUES
Chair: Malaki Owili
Co-chair: Sam Kalibala
Rapporteur: Ubald Tamoufe 

14:00 – 14:30 Community Involvement and Advocacy – What’s happening internationally, 
what more needs to happen and how to create a common agenda. Experience 
with Tenofovir trials

Mitchell Warren, USA
Anderson Doh, Cameroon

14:30 – 14:45 AAVP Strategy for community preparedness and involvement Elise Levendal, South Africa
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14:45 – 15:30 Country experiences – what has been done and what more can and needs to 
be done to support HIV vaccine development in Africa

Emmanuel Mugisha, Uganda
GL. Monekosso, Cameroon
Ursula Sore Bahati, Kenya 
Nthabi Phaladze, Botswana

15:30 – 15:45 Coffee 

15:45 – 17:30 SESSION VIII: 
ETHICAL, LEGAL AND FUTURE ACCESS
Chair: Jean Francois Delfraissy
Co-chair: Peter Manyike 
Rapporteur: Marie Solange Douala

15:45 – 16:00 Ethical issues in clinical trials in Africa Wali Muna, Cameroon

16:00 – 16:15 Report from the AAVP Ethics, Law and Human Rights Working Group: 
Strengthening ethical review capacity in Africa, and
Report on assessment of Health Research Legislation in 5 countries in Africa

Douglas Wasenaar, South Africa

16:15 – 16:30 Access to Care and Treatment: Report on consultations in Malawi and Salvador Nicolas Barsdorf, South Africa

16:30 – 16:45 Issues for the participation of women and adolescents in trials Glenda Gray, South Africa

16:45 – 17:00 Developing Strategies for future access to HIV vaccines: Increasing private 
sector engagement in vaccine R&D/Intellectual Property issues

Kate Tayklor, USA

17:00 – 17:15 WHO/AAVP project on cost effectiveness, access and public health use of 
future HIV vaccines

Patricia Kenya, Kenya

17:15 – 17:30 Discussion

17:00 – 18:30 WORKING GROUPS: Development of recommendations on AAVP contribution to 
the global effort in the areas of HIV vaccines R&D:

Group 1  Scientifi c issues: Chair/Rapporteur
Group 2  Site development: Chair/Rapporteur
Group 3  Ethics, law and regulatory: Chair/Rapporteur
Group 4  Advocacy and community preparedness: Chair/Rapporteur

Carolyn Williamson and John 
Nkengasong
Dawit Wolday and Alash’le Abimiku
Kaptue Lazare and Madani Thiam
Malaki Owili and Warren Mitchell

Wednesday, 19 October 2005

08:30 – 10:30 WORKING GROUPS ( continued )

10:30 – 11:00 Coffee

11:00 – 12:30 Plenary, reports from the Working Groups
Discussion and fi nal recommendations

12:30 – 13:00 1) Summary from General rapporteur (Tony Murdoch)
2) Yaoundé Statement (Professeur Koulla)
3) Closing remarks from AAVP Chair (Pontiano Kaleebu)
4) Closing speech from the Honorable Ministre de la Recherche Scientifi que

13:00 – 14:00 Lunch
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PRESS RELEASE
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