REPORT OF MEETING BETWEEN FMOH AND TEAM FROM WALTER REED 
ARMY INSTITUTE OF RESEARCH (WRAIR), HELD AT THE OFFICE OF THE 

DIRECTOR, HEALTH PLANNING AND RESEARCH, ON MAY 19, 2007
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2.0
BACKGROUND

The Walter Reed Army Institute of Research works with the US Department of Defense with a primary mission of conducting clinical researches in military relevant disease such as Malaria, Dangue Fever, and HIV/AIDS. In the past the work of the institute had been in care, treatment and control of these diseases with limited research. However, recently the institute is increasing its research investments. Specifically, the institute is concentrating on vaccine development especially for HIV/AIDS. The institute is a pioneer in HIV/AIDS vaccine development and trials and had successfully initiated trials in Asia and East Africa.
3.0
Mission in Nigeria
The Walter Reed Army Institute of Research is in Nigeria in furtherance of its longstanding collaboration with the Nigerian Ministry of Defense and through this collaboration, to implement a programme for HIV/AIDS vaccine development and trial in the country. Nigeria as the most populous country was selected as the site for the initiation of the programme in the West African region. 

Seven (7) study sites have already been identified and a draft study protocol has already been developed by the team. Initially, study will seek to explore the Knowledge, Attitude and Practices of people with regards to HIV/AIDS prevention, treatment and care including responses to VCT, and also their knowledge about vaccines in general. The data from the various sites will then be aggregated and analysed to develop a critical cohort of individuals at high risk of HIV/AIDS and an aggregate of factors responsible for the various care seeking behaviours of these cohorts.

It is expected that the data from this research will form both the philosophical and ethical basis for initiating the HIV/AIDS Vaccine trial in Nigeria.
4.0
Scope of HIV/AIDS Vaccine Development Programme

The team intends to make a case for and initiate development of vaccine with the HIV subtype g. this is because most of the vaccines earlier developed do not contain this sub-type which is more prevalent in Nigeria and West Africa.

Ultimately, the vaccine to be developed will also have some sub-types of the HIV virus which are also prevalent in Nigeria. As such it is not going to be a master vaccine but one which provides for the needs of a subsection of the community. Whether the Nigerian Government will agree or not, will be the determinant of the progress of the programme.
However the South African government had accepted trial vaccine that does not cover all the variant strains in the country, and it will benefit Nigeria to consider the basis upon which the country agree to the programme to arrive at its decision.

5.0
Stakeholder participation and collaboration

The need for the team to ensure that all stakeholders in clinical research in Nigeria were involved in the process was highlighted.
In response, the team informed the meeting that it was its intention to ensure that it liaises with institutions such as NVRI VOM, NRTCT Asokoro, IHV Nig, and also NIMR in order to avoid duplication of efforts and promote harmonization. A smaller stakeholder’s meeting with key officers is also being considered by the team. 

6.0
Framework for Ethical Approval of Clinical Research 
A key challenge to the implementation of the clinical research programme for the institute was to do with the structure and process for obtaining ethical approval for its proposed studies. Although the representatives of the institute knew about NHREC and NAFDAC, they were not sure of the process and responsibilities of each with regards to vaccine trials.

In response, the representatives were informed that NHREC has the sole responsibility for providing guidance for ethical conduct of research and it coordinates the activities of all research ethics committee’s in Nigeria. The National Code of Health Research Ethics is the guideline produced by NHREC to guide the process of seeking and obtaining ethical approvals. The team was thus enjoined to refer to the code for all the necessary information it seeks about research ethics and regulation in Nigeria. However as a guide, the team was informed that according to the code, all researches that are to be undertaken at 3 or more study sites, were to be reviewed by NHREC, while the HREC’s at the various sites will continue to provide oversight and monitoring of the research accordingly. Furthermore, since investigational materials will be used in the future for clinical trials, NAFDAC, which is responsible for certifying the safety of these materials for investigational purposes and licensing will have to be involved.
7.0
Capacity building

The DHPR stressed the need for technology and knowledge transfer as a dividend of the process and for sustainability. This he said will promote self reliance and reduce over dependence on our partners.

The team informed the meeting that its contributions to countries where it had established its studies had always gone beyond establishing quality labs but also to train local personnel for sustainability. It allows these labs to seek other funding agencies for other research work. Reference to the team’s site in Uganda was made where there was said to be not a single American in the team. All PI’s in the programme are Africans, which is a clear indication of their commitment to promote local capacity building.

This position was further confirmed by the Nigerian representative from the MOD who reiterated the contributions of the institute to the capacity building of some Nigerian Military officers in their earlier collaborations.

8.0
Other Issues
· Time for Approval

· The team was informed that in line with the provisions of the national code for health research ethics, all applications should receive a response at most within 90 days of the date of submission of a valid protocol
· FWA

· The team was informed that the process for obtaining an FWA was at advanced stage. The Administrative officer of NHREC had initiated contact with the OHRP in this regard.

· Time to vaccine trial

· Improvements in health technology has shortened the time for vaccine development and trial to about 5-8 years

9.0

Way Forward
As a follow up to the larger stakeholder’s meeting convened by the team, a smaller one is planned for key Ministries, departments and officers in order to agree more on the technical aspects of the implementation of the programme.

The team would endeavour to share with the FMOH, its draft workplan so as to give a clearer perspective of the programme to allow the Ministry have adequate time for planning and coordination.

10.

Adjournment
The meeting was adjourned following a brief appreciation remark by DHPR. It was agreed that the team will continuously update the Ministry on the progress of its work. 

