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AMANET to host MIM 
Imani Lwinga of KPR*

The African Malaria Network Trust
(AMANET) will host the next
Multilateral Initiative on Malaria in
Africa (MIM) Secretariat for five years
effective next year.

Professor Wen Kilama, Managing
Trustee of AMANET, said in Dar es
Salaam recently, “As much as we are
excited by the election, we are very
much aware of the enormous chal-
lenge ahead, the AMANET Secretariat
will do everything to make sure that
the MIM Secretariat has a good start,
and carries on the good work of our
predecessors”. 

AMANET is a pan-African not-for-prof-
it organization based in Dar es
Salaam, Tanzania. Professor Kilama
noted: “We will of course need the
continued support of all the MIM
stakeholders and all those of good
will.”

Stockholm University and Karolinska
Institute in Sweden have been host-
ing the secretariat since January
2003. It will now be placed at the
AMANET Secretariat in Dar es Salaam
between 2006 and 2010.

MIM is an international alliance of
organizations and individuals con-
cerned with malaria, and seek to max-
imize the impact of scientific research
on malaria in Africa through promot-
ing capacity building and facilitating
global collaboration and coordination.

The alliance was launched in 1997 at
the First MIM Pan-African Malaria
Conference in Dakar, Senegal.
Following the founding conference,
The Special Programme for Research
and Training in Tropical Diseases
(TDR) was charged with the task of
bringing together stakeholders with
an interest in supporting capacity
building research. 

According to the current MIM
Secretariat Coordinator Dr Andreas
Heddini, MIM transfer will take place 
shortly after the fourth MIM Pan-
African Malaria Conference to be held
November 13-18, 2005 in Yaoundé,
Cameroon. “AMANET, as the new secre-
tariat, will officially assume its role
from January 2006,” said Dr Heddini
recently. 

Prof Kilama noted that as the mandate
for the current secretariat comes to
term in November this year, a fair and
transparent transfer mechanism for a
successor was employed. 

“A call for applications was released.
Having reviewed the functions and
activities of the MIM Secretariat,
AMANET decided that it has adequate
infrastructure, institutional organiza-
tion, skills and personnel to effective-
ly run the secretariat for the next five
year period,” he noted. 

He added that a large group of eligi-
ble voting representatives composed
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of MIM’s major partners, including the
World Health Organization, the US
National Institute for Allergy and
Infectious Diseases, Roll Back Malaria
Partnership, government agencies,
scientific institutions in Europe, the
Americas and Africa and several
malaria organizations voted for
AMANET as the next host of the MIM
Secretariat.

AMANET’s mission is to promote
capacity strengthening and network-
ing of malaria research and develop-
ment in Africa.  Since its inception
several years ago, AMANET has
advanced essential human capacity
for undertaking research and develop-
ment of new malaria interventions,
particularly malaria vaccines across
Africa. Over 500 researchers across
sub-Saharan Africa have participated
in short-term AMANET training work-
shops.

Professor Kilama stated that the cur-
rent AMANET Network Director,
Professor Charles S. Mgone will head
the new MIM Secretariat as Director. 

“Initially, the Secretariat was being
hosted for a duration of three years.
The mandate period has been extend-
ed to a period of five years following
recommendations of the external

review that MIM underwent in 2002
and by input from the MIM Strategic
Advisory Board,” Prof. Kilama said.
Besides the MIM Secretariat and MIM-
TDR the MIM alliance is also consti-
tuted of MIMCom, and MR4 which are
based in the USA. These two evolved
as constituents of the initiative to
address other specific needs. 

MIMCom, created by the National
Library of Medicine at the US-NIH in
partnership with institutions in
Africa, USA and Europe, is an elec-
tronic malaria research network which
has promoted electronic connectivity
and therefore enhanced communica-
tion and collaboration between malar-
ia researchers; by installing communi-
cation equipment MIMCom has facili-
tated scientific literature searches
across Africa especially at remote
research institutions.  

MR4 on the other hand has been in
the forefront of provision of laborato-
ry reagents, exchanging research
materials and conducting training in
molecular biology and Good
Laboratory Practice. 

The MIM Secretariat maintains cohe-
sion and ensures good communication
between all constituents of the initia-
tive. The Secretariat also organizes

the biannual Pan African Malaria
Conference as well as periodic cours-
es, symposia, stakeholders’ meetings
and workshops.

AMANET has been in the forefront of
major institutional capacity strength-
ening. Institutions identified for
AMANET strengthening besides being
prioritised in short-term training in
workshops, they receive capacity
strengthening grants, which cover
long-term professional training, pro-
vide essential equipment, upgrade
infrastructure and support site charac-
terization.

Institutions currently benefiting from
AMANET capacity strengthening
grants include the Centre National de
Recherché et de Formation sur le
Paludisme in Burkina Faso, the Amani
Medical Research Centre in Tanzania,
and the Tropical Diseases Research
Centre in Ndola, Zambia.   

AMANET sponsors clinical trials aimed
at development of malaria vaccines,
currently AMANET is funding a malar-
ia vaccine trial in Burkina Faso; other
institutions recently selected for
developing malaria vaccines under
AMANET sponsorship are in Gabon,
Mali and Ghana.
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Report on the Workshop on Malaria Vaccinology 
in Developing Countries 
Josephine C. Ocran, Ngandwe Kalungwana , Jane Maina and Charles Wanga

Introduction

AMANET organized a five-day training
workshop on “Malaria Vaccinology in
Developing Countries” in Bagamoyo,
Tanzania, from 14 to 18 March 2005.
The aim of the workshop was to
update participants with recent
advances in research and development

of malaria vaccines and also, among
others, discuss malaria vaccine
research problems in Africa.

Secondly, the workshop aimed at
equipping the participants’ capacity to
influence decision making towards the
acceleration of malaria vaccines as
viable intervention tools.

Thirty four (34) participants from
Burkina Faso, Cameroon, Ghana, Kenya,
Malawi, Nigeria, Sudan, Tanzania,
Zambia, and Zimbabwe attended the
workshop. 

Facilitators came from AMANET, European
Malaria Vaccine Initiative (EMVI),
Gates Malaria Partnership-LSHTM,
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GSK Biologicals, Tanzania Commission
for Science and Technology, Tanzania
National Institute for Medical
Research, Rooster Training Solutions,
Radboud University, Nijmegen Medical
Centre, Statens Serum Institut, MRTC
Bamako and MacNaughton Limited
(representing AstraZeneca)
The workshop was divided into five
themes, one for each day. The follow-
ing is a summary of the proceedings.

Immunity in malaria

The history of immunoprophlylaxis
dates as far back as 1000 AD, in
China, where some form of smallpox
variolation was practiced as a method
of disease prevention. Parenteral vari-
olation spread from the Indian sub-
continent to Europe in the 1700s and
this progressed to culminate in eradi-
cation of smallpox in 1977. 

There are six vaccine targets or
approaches that can be adopted in
searching for a workable malaria vac-
cine; two each against infection and
disease, one against transmission and
a live attenuated parasite vaccine.
Transmission blocking agents have
been successfully used against Lyme
disease.

The ideal malaria vaccine candidate
against blood stage should have anti-
gens that are recognized by human
antibodies acting through biological
mechanisms that are effective only in
clinically immune individuals, that are
highly conserved because an antigen
that constantly changes its sequence
is a major challenge to vaccine devel-
opment, and when used will generate
the same response as was used in its
identification in the first place.

Different vaccine targets require induc-
tion of different immune mechanisms,
a prior knowledge of this is required to
allow careful design of combinations,
avoiding potential problems of inter-
ference or suppression.

On the current state of affairs of
malaria vaccine candidates, there is a
clear need for a public-private part-
nership. A few vaccine candidates
have undergone phase Ia up to phase
II trials; some of the lessons learnt
are the following: there is the need of
a clear definition of roles and respon-
sibilities of all the players including
sponsor, investigator, regulatory
authorities and other stakeholders;
insurance and indemnification, per-
sonal and institutional liability; need
for validated assays including chal-
lenge and surrogate markers; and
many small phase I trials may be
needed. 

Evaluation of malaria vaccines
and experiences in vaccine 
trials in Africa

In general the development, execu-
tion and orderly termination of a
clinical trial is often complicated and
time consuming; requiring significant
resources in personnel, funding,
facilities, equipment and supplemen-
tary support activities. The take
home message was that there should
be a manual of procedures and there
should be systematic back up of
equipment and personnel and remem-
ber that “if it is not written it

did not happen!”
Some of the experiences and lessons
learnt from the DNA ME-TRAP/MVA
vaccine trial in The Gambia were that,
there should be established criteria
for moving a candidate malaria vac-
cine from phase I to phase IIb field
trials. Study designs should be more
robust i.e. clearly defined as to
whether the study looks at clinical
disease or parasitaemia as the end
point. 
Length of post trial follow up, data
management issues and clinical trial
monitoring roles should be clearly
defined.
Other lessons from the AMA-1 vaccine
trial in Mali were that, there is a need 

for intense continuous learning and
capacity building and that sites need
to have a vision of their own develop-
ment in discussions with potential
sponsors and product manufacturers.
Investigators should also build a long
term relationship with their study
populations.

Regulatory and ethical issues

The important issues that came out of
this discussion are the need for
Africans to have clear guidelines for
the ethical and regulatory approval
process for vaccine trials,
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increased capacity for ethical a n d
regulatory review and common agree-
ments to decrease “IRB shopping”.

An important part of ethical consider-
ations is the informed consent
process, which involves disclosure of
all necessary information to a compe-
tent potential research subject or
acceptable legal representative.
Potential subjects should be given
enough time to consider the informa-
tion provided and understand it
before giving their consent. Decision
making must be completely voluntary
and information must be updated
whenever necessary.

The need for regulatory control in the
production of biologicals has to a
large extent been prompted by
tragedy. Tragedy can occur anywhere
down the supply chain from manufac-
ture to the use of the product and
hence regulatory control is necessary
at all these stages. The regulatory
body keeps an eye on all the process-
es an investigative drug or vaccine
goes through, from concept through
clinical trials, it facilitates the avail-
ability, accessibility and desirability
of the product.

African countries need to harmonize
their regulatory requirements so that
they can have mutual recognition
agreements among themselves and
with other countries. There was a call
for AMANET to act as the driving force
to facilitate such an achievement
through the African Union (AU),
NEPAD and WHO.

On Intellectual Property Rights (IPR)
the importance of contractual agree-
ments was emphasised to be critical
especially in research and develop-
ment. It was learnt that intellectual
properties were not only in a finished
product, but could also be in the
process. The advantages and disad-
vantages of patents in medical prod-

ucts and their implications were dis-
cussed. It was recommended that
research institutions participating in
product development need to articu-
late their own IPR policies to guide
them in collaborative work. The sub-
ject of Material Transfer Agreements
(MTA) was also discussed as a poten-
tial source of problems in research if
the issues are not well articulated. 

Conducting Malaria Vaccine
Trials

There are many guidelines which
direct the evaluation of malaria vac-
cines in endemic areas. Good Clinical
Practice (GCP) was presented as the
international scientific and ethical
standard of designing, conducting,
documenting and reporting clinical
trials. Compliance with this standard
provides public assurance that the
trial participants were not abused and
that the data collected are credible.

Generally safety is evaluated in all
trial phases. The profile of the candi-
date is compared to other
vaccines/known data in terms of fre-
quency and nature of adverse events,
serious adverse events. Efficacy meas-
ures are widely varied depending on
the perceived mode of action of the
vaccine and may include: time to
infection, parasite density, clinical
episodes, time to clinical episodes,
disease severity, overall mortality,
etc. The crucial issue is to carefully
standardise all definitions so that
data are consistent and comparable.

The role of the principal investigator
was emphasised especially in collec-
tion of accurate data, reporting and
record keeping. Completeness of the
investigator file with all essential 
documents for the conduct of a clini-
cal trial was said to be central to GCP
and product development research.
Adverse events following the immu-
nization process must be reported

according to a pre-determined proto-
col criteria.

During the Private-Public partnerships
in malaria vaccine development ses-
sion, it was noted that the perceived
lack of profitable market is a major
hindrance to malaria vaccine develop-
ment. Solutions to this under-invest-
ment in product development for
poverty related diseases depend on
increased research funding by the
public/not for profit sector. Private
enterprise would be attracted by
mechanisms that minimise their
investment into the process i.e.
streamlined regulatory and ethical
processes, capacity for GCP trials in
disease endemic countries, commit-
ment by government to improve
absorption capacity for the product
and partnerships with the public sec-
tor.

Vaccine delivery and logistics

The search for a malaria vaccine is an
enormous task. But even when an
effective vaccine is found there are
still problems related to mechanisms
of introducing the vaccine and the
public finding it acceptable.
Information dissemination is very
important in research as well as pub-
lic health as it is the means to
improved service/product utilization.
In a general sense, scientists may not
be the best publicists. It is thus
important whenever possible that
expert advice is sought for transmit-
ting information to the public. It is
desirable that institutions have publi-
cation policies that guide information
dissemination. In collaborative
research, it is also important to devel-
op publication strategies right at the
beginning of the work, so that appro-
priately packaged information is dis-
seminated in a targeted and con-
trolled manner.
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Historical Background

The World Health Organization estab-
lished the Tropical Diseases Research
Center (TDRC, fondly called the
Centre) at Ndola, Zambia in 1975.  In
January 1981, the Centre became a
national institute under the Zambian
Government. The first stage of this
transformation was a shift in empha-
sis from a WHO Regional Centre
towards a national institution aiming
at strengthening capacity for epi-
demiological research.  The second
phase of this transformation was to
establish TDRC as a viable national
and regional research and training
centre.  

Presently, the Centre operates under
the provisions of the TDRC Act of 1982
of the laws of Zambia.  There is a
Board of Directors appointed by the
Minister of Health which is the policy
making body for the institution.  The
Director who is assisted by a Deputy
Director and Board Secretary heads
the management team, which is
responsible for the day-to-day run-
ning of the Centre.  

In the period 1975 to 1981, the
research activities of the Centre were
tailored to the UNDP/World
Bank/WHO Special Programme for
Research and Training in Tropical
Diseases(TDR).  The major thrust was
on epidemiology of malaria, try-
panosomiasis and schistosomiasis.
Since the Centre became a national
institution, the research agenda has
expanded to include research in
micronutrient deficiency disorders,
tuberculosis, HIV/AIDS and other sex-
ually transmitted infections.  The 

types of studies
carried out  by TDRC
include epidemiolo-
gy, entomology,
and clinical trials of
anti-malarial drugs,
social science and
the search for
herbal remedies for 
malaria.

Staffing

The TDRC currently
employs 74 staff. 
Of these, 34 are scientific and techni-
cal while the rest are administrative
and auxiliary staff.

The TDRC Location and
Infrastructure

The Centre is housed on the two top-
most floors of the Ndola Central
Hospital; a tertiary care facility in the
Copperbelt Province of Zambia.  The
6th floor has Administrative Offices,
the Public Health Department, the Fee
Paying Clinic and a mosquito proof
Clinical Trials Ward with 20 beds and 6
paediatric cots.  

The laboratories are situated on the 7th
floor and are demarcated into eight units
namely: Biochemistry, Haematology,
Microbiology, Parasitology, Immunology,
Molecular Biology, Nutrition and Vector
Biology. 

The most recent addition is the cross cut-
ting Molecular Biology unit which deals
with the confirmation of mosquito species
and their infectivity and the determination
of drug resistant micro-organisms such as
Plasmodium falciparum, tuberculosis and
the human immune virus using state of the
art equipment.

The Center has telephone, facsimile.
There is a reliable internet connection 
which links the institutional comput-
ers through a local area network.
There is a fleet of institutional vehi-
cles which are used for research oper-
ations acquired mostly through 
project funding.

Mission
The mission of TDRC is to 
contribute to socio-economic
development through targeted
research leading to prevention 
and control of diseases.

The Vision
The vision of TDRC is to be a 
center of excellence in the
promotion of health through
research and training in the 
Region.

Achievements

Tropical Diseases Research Centre has
strength as the leading malaria
research institution in the country,
and supports the National Malaria
Control Centre as a resource for infor-
mation to be used in the formulation
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of evidence-based national malaria
policy. A case in kind is the changing
of the malaria treatment policy from
Chloroquine® as first line drug to
Coartem®. In collaboration with the
National Malaria Control Centre, TDRC
spearheaded the introduction of
insecticide treated bed nets in
Zambia.

Over the years TDRC has developed an
internationally recognized capacity
for conducting clinical trials and has
successfully conducted several phase
I, II & III clinical trials under Good
Clinical Practice (GCP) guidelines.  

TDRC was instrumental in the drastic
reduction of human and animal try-
panosomiasis incidences in Isoka dis-
trict in the northern part of the 
country. 

It was the research results from TDRC
that lead to confirmation that the
high prevalence of blindness in
Northern Zambia was due to micronu-
trient deficiency. And TDRC champi-
oned the fortification of sugar with
vitamin A in Zambia. It continues to
play a role in the evaluation of the
impact of the food fortification pro-

gramme on the micronutrient 
status of Zambia children. TDRC 
further confirmed the efficacy of
Praziquantel on Schistosoma
mansoni and S. haematobium at
community level in Zambia.

Recently, a new TDRC TB refer-
ence laboratory has been
opened to serve the Northern
part of  Zambia so that TB can
be diagnosed early and managed

effectively.

STC and Ethical Committee

The TDRC has a policy whereby all
research proposals are passed through
the Scientific and Technical
Committee for assessment of scientif-
ic merit before any study can be initi-
ated. After being passed by the STC,
proposals are then submitted to the
Ethical Committee to ensure that 
the proposed research upholds the

fundamental international ethical
guidelines. 

The TDRC Ethical Committee is an
independent body that consists of
members from different institutions
including the church, legal fraternity,
ordinary community members, scien-
tific and medical personnel. It is
presently chaired by an army General
who is also a Neurologist. 

Future Plans

TDRC wishes to continue assisting in
the development and evaluating of
techniques, methods, tools and
strategies to solving health related
problems. There are plans  laid out to
evolve into:
(i) a reference resource for malaria

diagnosis for Zambia;
(ii) an institution with  capacity  to

participate in testing vaccines for
malaria, HIV and other diseases
affecting Africa.

With the excellent laboratory facilities
at the institution, the TDRC is also
beginning to work with traditional
healers on rediscovering the herbal
remedies for the treatment of 
malaria and those for HIV/AIDS.
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Introduction

One of the major donors to AMANET is
the European Aid Co-operation Office
(AIDCO) of the European Commission.
Projects funded by AIDCO have to be
accounted for in accordance with the
special European Commission guide-
lines. Thus AMANET decided to work
with the MDF Management &

Consultancy BV of the Netherlands as
an AIDCO accredited firm to organize
and host a four-day Training Workshop
on “Financial and Procurement
Procedures for EDF funded Projects”. 

The target participants were financial
personnel in African health research
institutions that are recipients of
AMANET capacity strengthening grants

received through AIDCO funding. 

MDF Management and Consultancy BV
is a sole AIDCO-commissioned consult-
ant that conducts these trainings. The
workshop was held on 09-12 May 2005
at Moivaro Coffee Lodge in Arusha,
Tanzania.

Report on the Training Course on Financial and
Procurement Procedures for European Development
Fund Projects
Badru B. Amri
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Thirteen participants in attendance
were drawn from AMANET strength-
ened institutions in Burkina Faso,
Ghana, Gabon, Mali, Tanzania, Zambia
and Zimbabwe. 

Objective

The aim of the workshop was to
acquaint accountants and procure-
ment officers responsible for manag-
ing AMANET capacity strengthening
and site development grants with
AIDCO accounting standards and pro-
curement procedures. The four-day
long training included ten lectures
and eight practical exercises covering:
1. Afro-Caribbean Pacific-European

Union Cooperation
2. Organization of Europe Aid

Cooperation Office
3. Project financing
4. Procurement procedures
5. Programme estimates (budgeting) 
6. Internal controls and auditing
7. AMANET accounting procedures
8. International accounting 

procedures
9. Payments
10. Financial reporting and auditing

The participants were taken through
all stages in a project cycle. From its
planning, initiation to evaluation.

Emphasis was put on the involvement 
of all professionals throughout all
stages of the project cycle. It was 

noted that most scientific project pro-
posals are written without inputs from
accountants or finance officers.
African research institutions must
therefore learn to involve them as
they are critical partners in the proj-
ect cycle especially that they involve
accountability and reporting back to
the donors. 

In any of the stages in a Project Cycle,
participants were urged to comply
with financial and procurement proce-
dures of the different donors, in par-
ticular those of the European
Development Fund (EDF 9).

Recipients of project funds need to
invest time and personnel in under-
standing these requirements in order
to avoid non-compliance which jeop-
ardizes the prospect of further fund
releases. The need for efficiency,
economy and effectiveness were
emphasized throughout with practical
examples highlighted.

Contracts

The course paid particular attention
to contracts. The participants were
taken through the various types of
contracts supported by EDF namely
Works, Supply, Services and Grants. It
was however noted that most of the
research work is undertaken through
Service and Grant contracts. 

For these the following issues were
expanded on:
• Preliminary provision to contracts:

language, documents, supervision
etc.

• Obligations of the contracting 
authority.

• Obligations of the contractor.
• Commencement and delay.
• Materials and workmanship.
• Payments, acceptance and 

maintenance.
• Breach of contracts and 

termination.
• Settlement of disputes.

Feedback
The overall feedback from participants
and facilitators was positive. Various
aspects had to be ranked from 4 (very
good) to 1 (poor) with highest being
given to the criteria ‘quality of lec-
tures’. 

Participants responded particularly
well to the practical sessions where
they shared their knowledge and
experiences. Wherever possible, facili-
tators encouraged application of
knowledge learned to real-life. All
participants were successful at the
final course test.
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to acquaint accountants and 
procurement officers ...with
AIDCO accounting standards
and procurement procedures.
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The Ifakara Health Research and
Development Centre (IHRDC) which
was founded in 1957, is a not for prof-
it, independent, district based health
research and resource centre. The
IHRDC is established to carry out
research on topics perceived to be
local priorities, to support those plan-
ning health systems, and to help
members of the local community to
achieve better health. 

Over the years the main activities
have included basic, laboratory, clini-
cal, health systems and social anthro-
pology research in malaria, tuberculo-
sis, schistosomiasis and other infec-
tious diseases of public health impor-
tance. Of recent, the increased num-
ber of activities at the institution has
necessitated improvement on the
operational strategy.

One of the areas that required
revamping is the Institutional Review
Board (IRB), charged with responsi-
bility of ensuring ethical conduct of
research. In this regard, IHRDC
requested the African Malaria Network
Trust (AMANET) for technical assis-
tance in the process of reconstituting
the IRB. This is the report of the
three-day IRB training workshop that
was organized and hosted at the
IHRDC Dar es Salaam office from 29 to
31st March 2005.

Day 1

The session was officially opened by
Dr Salim Abdulla, standing in for the
IHRDC director Dr Hassan Mshinda. He
welcomed participants and asked
them to give a brief introduction of
themselves. This was followed by a

brief background about the Center
with an aim of letting the new partic-
ipants to know what IHRDC has been
doing in the area of health research
and interventions. He explained that
the aim of this workshop was to have
a common understanding on guiding
principles with regards to research
ethics and empower all the IRB 
members so they participate fully in
the reviewing of the research proto-
cols. 

Another major objective was to
improve the existing standard operat-
ing procedures to be able to
meet national and interna-
tional guidelines of research
ethics. Further, to accommo-
date physical and profession-
al expansions that IHRDC is
currently undertaking.

The first topic was on history
of research ethics & major
ethical guideline codes.      
Dr  Chilengi began by giving a
justification for biomedical research.
Distinction was made between
research and medical practice in that
research is not routine treatment but
rather experimentation and involves
human subjects. Though there is need
to accept research as important to
human kind, it is also important to
safeguard the welfare of the human
research subjects.

The historical background was fol-
lowed by sessions on guidelines for
operations of ethics committees. The
WHO guideline for operations of ethics
committees was presented as a sam-
ple guide. Under this section the facil-

itator argued that there are many
important international guidelines
(ICH, GCP, FDA, EMEA etc), but it is
also important to have consideration
for the national guidelines without
overlooking different local and cultur-
al aspects.

However in developing SOPs, it is crit-
ical to integrate the fundamental
international principles so as to be
comprehensive in catering for collab-
orative research.
The group worked on improving their
current IRB SOP by integrating impor-

tant elements from the WHO ethical
guideline. This led to a number of
modifications, which would be sub-
mitted to the national committee for
approval after the IHRDC administra-
tion ratifies them.

Day 2

Mrs. Ikingura from National Institute
of Medical Research (NIMR) started
the day with sharing experiences of
national ethics committee in its com-
position, election process and the
execution of different ethical issues. 
It was learnt that all research involv-
ing non-Tanzanian collaborators need
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Report on the Ifakara Health Research and
Development Centre Institutional Review Board
Training Workshop
Sally Mtenga and Roma Chilengi
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to obtain national approval, which
involves authorization permit for the
external collaborators through the
Tanzania Commission for Science and
Technology. 

Valuable information was discussed on
how the national ethics committee
would interact with IRBs, what can be
done to improve inter-IRB communi-
cation, examples of “IRB shopping”
and matters pertaining to the legal
mandate of ethics committee. It was
learnt that the national committee
was handling in excess of 20 propos-
als monthly and lessons learned in
meeting the challenges were dis-
cussed. 

The session continued with looking at
establishing a system of ethical
review; it was emphasised that the
critical pathway of the protocols
needs to be streamlined. The IRB
needs to clearly stipulate in the SOP
what kind of expertise it will need and
how they will be engaged; how the
investigators would get relevant
information on the procedures to fol-
low, establish a communication strat-
egy that respects the set timelines
and estimate the cost implications for
their operations so that resources are
appropriately allocated.

It was emphasised that the IHRDC
ethical committee needs to have a
strong collaboration with other ethi-
cal committees especially the nation-
al committee. The need for independ-
ence was also raised in that the IRB
should not suffer undue pressure from
administration or the scientists, but
rather should adhere to guidelines
once established. However, the IRB
procedures should also be flexible,
being responsive to demands of expe-
dited review when appropriate. 

The discussion on informed consent
emphasised the fact that it should be
a process and not a one off event.

There is therefore need to have a
mechanism of providing feedback to
the participants whenever new infor-
mation comes up or if there is a
change in the research procedure. The
IRB members need to make sure that,
the information given in the informed
consent is comprehensive enough and
is in the language, which can be
understood easily by the research par-
ticipants, especially uneducated ones. 
Obtaining “true informed consent”
was presented as the greatest chal-
lenge for investigators, and the IRB
needs to evaluate that information
package before approving the
research. 

The elements of informed consent
according to GCP were discussed,
highlighting that it must all be in a
language to be understood by the par-
ticipant, and adequate time must be
allowed for information, comprehen-
sion and decision making. It is partic-
ularly important the participant
knows that this is research, appreci-
ate the risks involved, understand the
benefits, accept the expected respon-
sibilities and volunteer to participate
without undue coercion. Beyond this,
the question of the IRB responsibili-
ties, and how can it ensure that they
are fulfilled was addressed. 

The cardinal obligation being that the
participant’s rights, safety and well
being are protected. It was pointed
out that ethical approval should not
be seen as a “blank cheque” to the
investigators, but rather an approval
of only activities strictly stipulated in
the protocol. The IRB therefore should
have a way to ensure that the investi-
gators are actually doing only what
they approved, and this is the need
for procedures to address the question
of ethical oversight. 

Strategies to help follow up on
approved activities were discussed,
and they would include:

• Requirements for regular progress
reports, and penalties for non com-
pliance;

• Requirements that all clinical trials
be monitored by independent
experienced clinical monitors;

• Requirements for Data Safety and
Monitoring Boards (DSMB) to be
set up for all randomised con-
trolled trials;

• Random unannounced inspection
checks by IRB;

• Feedback information from the
participant community;

• Obtain institutional backing to fol-
low up with disciplinary measures
if needed.

The discussion was followed by fur-
ther review of the SOP and again rele-
vant amendments and proposals were
made in the light of the topics dis-
cussed. 

Day 3

The third day began by an overview
on the topic on the “IRB’s meeting
and decision-making process”. There is
need for well-coordinated communi-
cation to the IRB members with
regard to documents to review, meet-
ing place and time. The schedule
should preferably be drawn ahead of
time, logistics prepared and quorum
requirements considered to avoid time
wastage. The secretariat needs to
have basic office facilities to allow for
printing, communication, filing, and a
secure meeting room.

Full decisions on protocols should
only be made during meetings, and
other earlier decisions otherwise made
through conference calls or mail
should be reviewed. Elements of the
protocol to be considered were pre-
sented beginning with the statement
“bad science is unethical” therefore 
scientific review should also be ade-
quate. In reviewing research protocols
it is important to pay particular 
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attention when special groups of vul-
nerable populations are targeted.

The IRB must adopt a mode of review-
ing protocols which must be followed.
The decision making process should
also be preset; whether by consensus
or voting, but it must be clearly writ-
ten in the procedures and adhered to.
It is important to take time for other
business including the time to assess
the progress of the IRB, reviewing all
operational costs and welfare of the
IRB members besides making deci-
sions on protocols.

The issue of dealing with ethical mis-
conduct was discussed starting with
the various definitions: “Misconduct
means fabrications, plagiarism or any 

serious deviation from accepted scien-
tific practices in proposing, conduct-
ing or reporting research”. 
The IRB needs to understand the envi-
ronment, under which misconduct
happens, and this may include exces-
sive personal financial incentives for
subjects; overworked investigator or
study team; excessive work demands
for staff or investigator and previous
successful fraudulent behaviour. Other
important issues to look out for include
high staff turnover, complex protocols,
extremely slow subjects accrual, rapid
subject accrual and inadequate investi-
gator qualification. Approaches to pre-
vention were discussed in a stepwise
manner from primary, secondary and 
tertiary prevention. 

The final activity was to come up with
a plan of action for the next steps in
order to complete the SOP revision
exercise, steps to improve the compo-
sition of the IRB, and draw an annual
schedule of the meeting dates to be
included in the SOP.
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Introduction

The WHO Initiative for Vaccine
Research (IVR) in collaboration with
AMANET and African AIDS Vaccine
Programme (AAVP) hosted a five-day
Training Workshop on “International
Conference on Harmonization (ICH) of
Good Clinical Practice (GCP) for
Clinical Investigators Focusing on
HIV/AIDS and Malaria Vaccine Trials”
in Zanzibar, Tanzania from 25-29 April
2005. The 31 Participants were drawn
from Botswana, Burkina Faso,
Ethiopia, Gabon, Ghana, Kenya, Mali,
Sudan, Tanzania, Uganda, Zambia and
Zimbabwe. Facilitators came from
WHO-TDR, WHO-IVR, AMANET, AAVP
and Tanzania Food and Drug Authority
(TFDA).

The aim of the workshop was to
acquaint participants with:

• The roles and responsibilities 
of investigators doing research
according to ICH-GCP standards;

• Current international ethical/regu-
latory guidelines for clinical
research ;

• Requirements for HIV/AIDS and
Malaria clinical studies;

• Developing of field Standard
Operating Procedures (SOP’s) and;

• Basics of data management and
documentation skills. 

Hon. Mussa Ame Silima, Zanzibar
Minister for Trade, Industry, Marketing
& Tourism, officially opened the work-
shop by pointing out that malaria is
Africa’s public health enemy number
one, and the situation is deteriorating

despite intensified efforts at contain-
ing it. As if that were not enough, the
plague of the HIV infection and its
deadly consequence, AIDS, is haunting
Africa, especially in the sub-Saharan
region where it is claiming many lives
daily. The challenges facing Africa are
real and require adopting workable
strategies. The aim should be at train-
ing scientists so that they are empow-
ered to actively participate in setting
the research agenda for Africa, and
contribute to development of appro-
priate intervention tools. 

Report on the Training Workshop on ICH-GCP for
Clinical Investigators focusing on HIV/AIDS and
Malaria Vaccine Trials
Josephine Ocran, Mark Kaddu Mukasa, Samson Gwer and Charles Wanga

GCP is an international ethical
and scientific quality standard for
the designing, conducting,
recording and reporting trials that
involve participation of human
subjects
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Overview of product develop-
ment and principles of GCP

The development of a new drug or
vaccine can be summarized into 3
stages: (i) Target discovery when a
gene or protein link is found; (ii) drug
discovery and (iii) development which
includes pre-clinical testing and clini-
cal trials in humans.

The primary aim of Good Clinical
Practice (GCP) is to produce credible
data in research while protecting the
dignity and safety of trial partici-
pants.

GCP is an international ethical and
scientific quality standard for the
designing, conducting, recording and
reporting trials that involve participa-
tion of human subjects. 

International Conference on
Harmonisation (ICH) guidelines for
GCP gives a set of international rec-
ommendations on the harmonised
requirements for drug registration.
They should be followed when gener-
ating clinical trial data that are
intended to be submitted to regulato-
ry authorities. 

The basic principles of GCP ensure
that the rights, safety and well-being
of trial subjects prevail over the inter-
est of science and society. The second
basic principle is to have credible trial
data and by following GCP guidelines,
one ensures that data is accurate and
verifiable.

Regulatory Authorities

National Regulatory authorities have a
key role to play in protecting subjects
in clinical trials. They oversee the
importation and use of the investiga-
tional product. In developing coun-
tries especially Africa, regulatory
authorities are only now beginning to
be familiar with their role in clinical
trials. In many countries there are no
regulatory authorities, and where they

exist, often do not have regulations
regarding clinical trials. The
Tanzanian Food and Drug Authority
was presented as a case for the role of
regulatory authorities in Africa. The
process and requirements of clinical
trial drug importation was presented
and practical
implications for
the investigators
discussed. It was
learnt that the
regulatory author-
ities within the
Eastern and
Southern African
region are in the
process of har-
monising their
requirements as
per ICH. 

The need to work with and comply
with regulatory authorities is cardinal
in product development as they hold
the key to the registration and public
use of the product.

The Role of a sponsor

During the workshop, the definition
and responsibilities of a sponsor was
clearly outlined. A sponsor was
described as a person or institution
who takes the responsibility for initi-
ation, management and financing of a
clinical trial. A financier may not nec-
essarily be a sponsor if his/her inter-
ests do not go beyond that of philan-
thropy. It is the sponsor’s responsibil-
ity to select the appropriate site, to
appoint a qualified investigator, to
delegate other roles outlined in the
protocol and to provide the investiga-
tional product and all the information
pertaining to it.

The sponsor should also be committed
to providing indemnity to the investi-
gator and compensation of the trial
participants in case of a trial related
injury. Overall, the sponsor should

ensure that the trial is conducted in
accordance with sound scientific prin-
ciples and good clinical practice stan-
dards and that the operations are
within existing legal and regulatory
bounds.

Investigator responsibilities

For this topic, participants were allo-
cated the various responsibilities to
present with practical examples from
their own experiences. An investiga-
tor was defined as the person respon-
sible for the conduct of the clinical
trial at the trial site.  S/he plays an
important role from the initiation of
the study till the end. Sufficient time
and availability during the trial was
emphasized. 

Adequate knowledge of GCP and
understanding of the SOPs by the
investigator and his team is essential.
The investigator should ensure adher-
ence to the SOPs, communication with
the community as well as safety of
participants. Recruitment and enrol-
ment of participants should be
according to the protocol. 

Case report forms completion should be
done by the investigator immediately so
that errors can be identified and recti-
fied as soon as possible. Source docu-
ments should be kept by the investiga-
tor and confidentiality maintained. 
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Drug accountability with emphasis on
storage, labelling, prescription should
be followed as per protocol. While
labelling is a sponsor responsibility,
the investigator must ensure that
storage or the cold chain is main-
tained as stated in the investigator’s
brochure. The personnel handling
drugs should be qualified and trained
for the job and proper accountability
kept.

Essential documents were listed and
said to individually or together allow
evaluation of the conduct of the study
and the quality of the data produced.
These should be filed and be readily
available. They include investigator’s
brochure, study protocol, informed
consent, patients information sheet,
signed agreements between the inves
tigator and sponsor, approval from the

IEC/IRB, CVs of the investigators,
signed, dated and completed CRF,
administrative and communications
with the sponsors to mention some.

Monitor responsibilities

Monitoring is the act of overseeing
the progress of a clinical trial, and of
ensuring that is conducted, recorded
and reported in accordance with the
protocol, SOPs, GCP and applicable

regulatory require-
ments. Monitoring of
a trial is a sponsor
responsibility, but
while the monitor is
the eyes and ears of
the sponsor, the
monitor is also there
to help the investi-
gator and ensure the
success of the trial. 

The monitor is not
there only to fault
find but he is also
there to identify

sources of errors that may not have
been apparent to the investigator and
suggest solutions in order to ensure
that trial data are credible. In order to
achieve this, monitors must be appro-
priately trained and should have the
scientific and / or clinical knowledge
needed to monitor the scientific trial
adequately.
The extent and nature of monitoring 

is determined by the sponsor and
should be commensurate with the
level of technical detail involved.

The trial monitoring is an integral
component of trial quality assurance
process and critical for GCP fulfilment.

Role of the Institutional Review
Board (IRB) or Independent
Ethics Committee (IEC)

An overview of ethics in research was
given where participants were given
the history of ethics in clinical trials
with classical examples such as the
thalidomide tragedy, the Tuskegee
study, the Nuremberg doctors’ trial of
1946. Declarations such as the World
Medical Association’s Helsinki
Declaration, CIOMS and others cur-
rently provide acceptable guidelines
on health research ethics. 

The role of the Institutional Review
Board (IRB) or Independent Ethics
Committee (IEC) is to provide guid-
ance, public assurance in protecting
the rights, dignity and well-being of
the trial participants. To do this an
IRB/IEC needs to be competent in its
composition and operations.
Unfortunately, most IRBs in Africa are
still struggling to attain that level of
proficiency, and therefore, investiga-
tors must participate in ensuring that
their IRBs are up to date with current
issues relating to biomedical research.
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