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First Decade:
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Structure:

e iNGO

e southern owned
(less than 5% of GHPs)

e with key northern
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National Health
Research Systems:

efunctional definition:

1. Governance

2. Financing

3. Capacity Building
4. Knowledge
generation &

translation

5. Knowledge
utilisation
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National health
research systems:

| Bl |« Political commitment to

research for health

1) Have credibly set &
«-foreveryene | regularly updated health
research (system)
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National health
research systems
(NHRS):

4) Need to address
Human Resources
..foreveryane | fOr Health Research
(HR-HR)

* Including for ethical review
Resources and Services of research
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HIGHLIGHTS
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National health
research systems
(NHRS):

6) Need to address many
other issues, e.g. :

* health equity

* negotiation ability to
deal with sponsors

* finding external
research expertise and
partnerships needed to
address health priorities
* stimulate alignment &
harmonization (Paris,
2005)

« promote research as a
core asset for socio-
economic development :
‘research for health’
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Health research in LMICs -
from the minister’s perspective

At institutional level, for example:

* Tanzania had 71 concurrent large health
research contracts in 2004;

 ICDDR,Bangladesh has 132 concurrent health
research collaborations in 2005;
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Health research in LMICs -
from the minister’s perspective

At national level, for example:

* Dr. Supachai Rerks-Ngarm,
Department of Disease Control,
Ministry of Public Health, Thailand

« Ethical issues of Medical Research in the Developing World: 18-20 Feb. 2006,
Annecy, France.
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Types & number of projects reviewed:

2003 | 2004 12005
No. of projects 124 | 152 | 111
reviewed
No. of 75 | 96 98
multicenter study
multinational 41 52 70
in-country 34 44 28
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Types & number of clinical trial
projects reviewed:

2003|2004 | 2005
Clinical studies 80 96 81
drugs 56 61 67
| 6 12 6
vaccines
. | 18 23 8
diagnostic
Non-clinical 44 56 30
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The case for investment in a permanent
Research Ethics Review infrastructure

No Projects reviewed by Ethics Committee of MOPH, Thailand (Bhutta, 2000)
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Challenges from multinational
study protocols:

* Pl doesn’t have "authority” to modify the protocol
as recommended by EC

» |CF prepared in other language, modification
Into the Thai context is not allowed ...'standard
document’

« Too few sample size to yield any benefit to the
study population and society at large

« Study samples were transferred out of the
country ....... 'standard lab.’
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Challenges from multinational
study protocols:(2)

Excess blood draw for future study.....too much
sample

Thal researchers are, almost always, not able to
get the study result...societal benefit !!

Different rate of volunteer compensation

Study project for PhD. thesis abroad, always
claim that it has been approved by the university
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Health research in LMICs -
from the minister’s perspective

At the level of Global Health Partnership level,
for example:

« Jean-Louis Excler, MD

Senior Medical Director, India, IAVI (International AIDS Vaccine Initiative)

 AIDS Vaccine Trials: Ethical Considerations

« Ethical issues of Medical Research in the Developing World: 18-20 Feb.
2006, Annecy, France.
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AIDS Vaccine Trials and Sites
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Ethics Committees [in LMICs]

Overwhelmed by science and sensitivity
Insufficient capacity

Sometimes, more emotional than rational and
often deploying the maximum umbrella to
protect equally their reputation and volunteers

Need to improve their GCP compliance
Need to be trained, audited, and accredited
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Health research in LMICs -
from the minister’s perspective

At the level of Global level, for example:
* massive increases in funding for research

* massive increases in developing countries
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Source: Adapted from Global Forum for Health Research, Geneva 2006
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FDA / DHHS
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EDCTFP

European and Developing Countries Clinical Trials Partnership

Contact us | Site
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 related diseases may operate as
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EDCTP & ethics review

RTD/F.3 - 27.8.03 - final
4. Ethical issues

The EDCTP shall assess clinical trials for their relevance regarding health priorities of
the partners, the risk/benefit balance for individuals and communities, and the
potential impact on healthcare of the host country.

Because EDCTP supported clinical trials shall take place as a partnership between
European and developing countries, we must define the relationship between the
researchers to avoid exploitation and increasing injustice.

Many developed countries have their own legislative and ethical background
regarding clinical trials. Lack of similar efforts in some developing countries may put
at risk participants in clinical trials. Therefore, strenqgthen the ethical review
system in developing countries is an EDCTP priority.

The EDCTP shall strictly follow the rules and regulations currently in force at the DC,
the European Community and the international level.
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Health research in LMICs -
from the minister’s perspective

1.
 Low income countries need research ...

 but research needs low income countries

2.
« Research is needed to control diseases

* But research is also ‘income, jobs,
careers, organisation, development’
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4108 GLOBAL FORUM background

The GFBR is the only global platform
specifically provided to promote debate on
emerging ethical issues in international
collaborative health research between
developing and developed countries

The debate (not declarations, resolutions)
takes place in an annual meeting with 100-150
participants over a two- or three-day period.
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LLOBAL FURLM IeQ]
!E Ressarch MISSION

ln Hinathics in Kegear:n

To promote ethical international
health research by bringing together
ethicists, researchers, and policy makers
from developing and developed countries
to debate emerging ethical, social, lega
and public policy issues related to health
and biomedical research in internationa
settings.
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IE GLOBAL FORUM specific aims

To strengthen the protection of human participants in international health
research;

To provide a forum for developing country perspectives on ethical issues
in research;

To explore opportunities to enhance capacity for ethical review of
research;

To create a context for research involving human subjects in
which developing and developed country scientists, ethicists,
community representatives, policy-makers, and other relevant
stakeholders can address ethical issues in ways that
encourage expeditious long-term joint management of
research protocols.
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Council for International Organizations of Medical Sciences

CIOMS
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Ethical and
Policy Issues
in Inramultoud
Research:
Clinical Trials
in Developing
Countries

VOLUME T
Report and
Recommendationn of

the Mattonal Bivethics
Advisory Commission

Dethoads, Mardand
April 2001

*
* siaid
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The ethics of
research related
to healthcare in [
developing &

countries
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IS GLOBAL FORUM history & topics

1. Bethesda, USA, 1999: partnerships between
research sponsors and investigators, distributive
justice

2. Bangkok, Thailand, 2000: fairness, benefit sharing,
and community benefit agreements in the context of
clinical trials

3. Cape town, South Africa, 2002: bioethics and public
health research & post-trial access to drugs
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IS GLOBAL FORUM history & topics

4. Brasilia, Brazil, 2002: bioethical issues in genomics
research, commercial use of genetic information,
and the need for education about genomics for the
public

5. Paris, France, 2004: sharing the benefits from
research in developing countries, equity and
intellectual property

6. Blantyre, Malawi, 2005: what happens when the
research is over ?
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IE GLOBAL FORUM history & topics

/. Karachi, Pakistan, 2006: bioethics in public health
research

8. Vilnius, Lithuania, 27-29 June 2007: fostering the
research ethics infrastructure in the developing
world / transition societies; and ethical aspects of
mental health research

9. Auckland, New Zealand, Feb 2008: ethics of health
research in vulnerable and indigenous populations;
and ethical issues in mental health research
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| GLOBAL FORUN | current partners
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IE ELOBAL FORUM secretariat
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operational costs
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secretariat

IE BLOBAL FORL

fn Binathi

« enabling vs ‘capacity building’

* ‘capacity building’ is more than training people

» fellowship based — having highly qualified persons
around the world who understand EU & member
countries’ approach to ethics

« can become the global voice for global health
research ethics debate — needs continuity and follow-
up between meetings

« and needs to enable participation from south & north !
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IBN oLoga. foRun, secretariat

« but EU needs to move beyond competitive funding

* need to increase funding commensurate with
research investments

* needs to engage in long-term support for capacity
building — for example, 5% of health programme
funding (e.g. EDCTP)

e encourage partners in the south to spend 2% as well
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[BN cLogat FoRum future
GCOHRED

fin Rinathics in Rezearch

— Context in which health research happens is likely to change
ethics review and debate is very necessary:

Ethical framework
.. principles applied to individual projects
Human rights framework

— ... extension to include ‘right to health’, ‘right to self-determination’,
other ‘rights’

Negotiation

— ... Sure, countries need vaccines, but researchers do need
countries

— ... countries need many other things as well
Advocacy & Activism
— becoming more and more prominent, also in the south
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BN cLog Foruy future
GBCOHRED

fin Rinathics in Rezearch

Il e Haaleh Re

— Linking ethics to ‘research for health’
— Mainstreaming ethics in research

2008 Global Ministerial Forum on Research
for Health

Bamako, Mali: 17-20 November 2008

Strengthening Research for Health, Development and Equity
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