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Health Research Ethics in a global

context over the last decade

< U.N. Institutions

& WHO’s Ethics and Health Initiative (2002) - Department of Ethics and Social
Determinants (Global Health Ethics)

& United Nations Inter-Agency Committee on Bioethics (UNIACB), under the
UNESCO’s coordination (2003)

<> Global Conferences

World Congress of Bioethics (11th Rotterdam, The Netherlands, June 201 2)

Biennial Global Summit of National Bioethics Advisory Bodies (?th Carthage,
Tunisia, Sept. 2012)

Global Forum on Bioethics in Research, 1999 to 2008 (GFBR10 put on hold)
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Health Research Ethics in a global

context over the last decade

<> Series of texts & booklets
WMA: DoH 2000, clarifications 2002-2004, 2008, 2013
CIOMS guidelines 2002, under revision
UNESCO: Universal Declaration on Bioethics and Human Rights, adopted in
2005
Guideline for Good Clinical Practice: ICH Harmonised Tripartite Guideline.
Geneva, International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use, 2006
UNAIDS-WHO: ethical considerations in biomedical HIV prevention trials,
2007, 2012
UNAIDS-AVAC: Good Participatory Practice guidelines for biomedical HIV
prevention trials, 2007, 2011
WHO: Guidance on ethics of tuberculosis prevention, care and control, 2010
FHI: The Stakeholder Engagement Toolkit for HIV Prevention Trials, 20
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Health Research Ethics in a global

context over the last decade

<> Series of texts & booklets (cont’ed)
& Nuffield Council Documents (not exhaustive) :
& The ethics of clinical research in developing countries: a discussion paper,

1999
The ethics of research related to healthcare in developing countries, 2002
The ethics of patenting DNA, 2002
The ethics of research related to healthcare in developing countries: a
follow-up discussion paper, 2005
Critical care decisions in fetal and neonatal medicine: ethical issues, 2006
Medical profiling and online medicine: the ethics of 'personalised
healthcare' in a consumer age, 2010
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Health Research Ethics in a global
context over the last decade

<> Series of texts and booklets (cont’ed)

WHO: Research ethics committees : basic concepts for capacity-building, 2009
WHO: Standards and Operational Guidance for Ethics Review of Health
Related Research on Human Participants, 2011

UNESCO: Guide No.1 Establishing Bioethics Committees, 2005/ Guide No.2
Bioethics Committees at Work: Procedures and Policies, 2005/ Guide No.3
Educating Bioethics Committee, 2005
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Health Research Ethics in a global
context over the last decade

<> Series of texts and booklets (cont’ed)
& ANRS chart of ethical research in developing countries, 2002, 2008

3£ IRD guidelines on good practice in research for development, 2005, 2012
3 Pasteur Institute chart of ethics, 2009
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Health Research Ethics in a global
context over the last decade

Between the past and the future (2014)

. Burkina Faso

. Cameroon

. Democratic Rep of Congo
. Egypt

. Ethiopia

. Malawi

. South Africa

Bioethics




Health Research Ethics in a global

context over the last decade

<> Any other business (from the US)
Office for Human Research Protections (OHRP)
Federalwide Assurance (FWA) for the protection of human subjects

Educational online programs
O Collaborative Institutional Training Initiative
“Over 5.5 million CITl Program courses have been completed since 2000”

O Family Health International Research ethics training curriculum m

remember... not exhaustive...
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Health Research Ethics
in Africa over the last decade

Continental
Regional
Local
Training
Institutional
development
Networking




Education — training

&

capacity building
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s ontinental — Institutions - African Malaria Network Trust

*Basic HRE,

*French version of the Basic HRE,
*Advanced HRE

*Good Clinical Practice (GCP)

*Advanced Health Research Ethics (HRE) for investigators
*Harmonization of standard operating procedures for
Ethics Review Committees (ERCs)
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(a web-based learning program and certification)
Module 1: Introduction to research

Module 2.1: Research Ethics evaluation

Module 3.1: Informed consent

Module 3.2: Good Clinical Practice

Module 3.3: HIV Vaccine Trial

(local experts explain requirements in their country)

Africa: Burkina Faso, Cameroon, Cote d’lvoire, Mali, Mozambique
Nigeria, Senegal, Tanzanie

Europe: Switzerland, Germany
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Local — Institutions — University of Kwazulu Natal- School of Psychology

*South African Research Ethics Initiative (SARETI)

Short courses/modular courses

*Full master programs

eSARETI African Health Research Ethics
Symposium, Durban 2010
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28 November 2013
EDCTP Stakeholder Meeting
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Partnership — Institutions — NIH-Fogarty International Center

Stellenbosch University Tygerberg Campus

* Advancing Research Ethics Training in Southern
Africa (ARESA, which replaced IRENSA)

- postgraduate Diploma/Masters level
educational program

* nhational network for Research Ethics
Committee (REC) members

Cameroon Initiative CA IN




Partnership — Institutions — NIH-Fogarty International Center (cont’'ed

University of Maryland School of Medicine

Middle East Research Ethics training Intiative
(MERETI)

* Masters degree programs with
specialization in Research Ethics

* Online certificate Program

* MERETI program in Research Ethics
* Workshops in the Middle East
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Partnership — Institutions — Vienna School of Clinical Research

*Kenya

*Lambarene, Gabon (+++)
*Malawi

*South Africa

*Tanzaniaq,
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Local — Initiatives - West African Bioethics

*MSc. in Bioethics

*Online training (CITl program)
*WAB Newsletters
*Discussion forum for members
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Institutional Development
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ontinental —Initiatives- Networking for Ethics on Biomedical Research in Africa

NEBRA countries:

Benin, Burkina Faso, Cameroon, Central
African Republic, Congo, Céte d'lvoire,
Democratic Republic of Congo, Gabon,
Gambia, Ghana, Mali, Nigeriq,
Senegal, and Togo.

Goal: Situation of legislation and

organization of RECs
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ontinental — Institutions- European and Developing Countries Clinical Trial Partnership

*Training (TRREE, ERECCA)
*|nstitutional development (NEC, CAMBIN, OCEAC) +++
*Networking (MARC)

Anglophone >Francophone >Lusophone
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n Local —Initiatives- West African Bioethics

*Adoption of the National Code of
Health Research Ethics

28 November 2013

EDCTP Stakeholder Meeting Cameroon Initiative CA IN
Antwerp, Belgium




28 November 2013

EDCTP Stakeholder Meeting Cameroon Initiative CA IN
Antwerp, Belgium




28 November 2013

EDCTP Stakeholder Meeting Cameroon Initiative CA IN
Antwerp, Belgium




Networking
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ontinental — Institutions — Pan African Bioethics Initiative

*Developing & maintaining a registry of existing ERCs
*Developing ethical review capacity

*Developing guidelines for ethics review

*Developing educational programs in ethics and GCP
and integrating them into University curricula

*Contributing a concerted African voice to the

international discussions on both ethics and science in
health research

*Being an exchange platform for African researchers
and ethicists

Cameroon Initiative CA IN




*ETBIN

*CAMBIN

*NIBIN ¢ TABIN ¢ SUBIN ¢ GABIN ¢
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ontinental — Institutions- Council on Health Research tfor Development

*Mapping African Research Ethics Review Capacity
(MARC)

*First African Conference for Administrators of

Research Ethics Committees, Kasane, 2011
*Global Forum on Health Research, 2012
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Local — Institutions — University of Kwazulu Natal- School of Psychology

*Ethics, Law and Human Rights (ELH) working
group of AAVP
*HIV AIDS Vaccines Ethics Group (HAVEG)
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ontinental — Institutions- European and Developing Countries Clinical Trial Partnership

*1st Rome, 2004

*2"d Durban, 2005

*3rd, Stockholm, 2006
*4th, Ouagadougou, 2007

*5th, Arusha, 2009
*6th, Addis Ababa, 2011
*/th...
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*WANETAM

*Senegal, Guineaq, B-Faso

*CANTAM

*Gabon, Cameroon, Rep of Congo

*EACCR

*Kenya, Ethiopia, Tanzania

*TESA

*South Africa, Botswana, Mozambique

Miiro et al. BMC Public Health 2013, 13:258 doi:10.1186/1471-2458-13-258
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Health Research Ethics debate
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« Thinking ahead of course requires

looking back, what have we learned in the

past, which lessons have we not learned,
what can contemporary bioethics show us
for tomorrow ».

http:/ /bioethicsrotterdam.com/

28 November 2013

EDCTP Stakeholder Meeting Cameroon Initiative CA IN
Antwerp, Belgium




(« Some achievements in term of awareness,
capacity building, international debate,
networking »

« Significant /Strong achievements in term of

awareness, capacity building, international
debate, networking
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Credibility?
Sustainability?

-

SIDCER : Strategic Initiative for
Developing Capacity in Ethical Review
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What has positively increased

Ethics’s awareness

Amount of training on (Basic and Advanced)
Health Research Ethics (& Good Clinical Practice)

Number of African countries with formalized ethics
committees
(and with Research Ethics review capacity)

Number of initiatives/projects dealing with Health
Research Ethics

Legislation governing HRE (very little legislation or
it exists but not applicable or in progress or
inconsistent)

Professionalization of training (integration of
ethics programs into university curricula)

Professionalization of Research Ethics
Committees / Administrators of RECs

Landscape of Ethics Committees in Francophone
Africa

Advocay at the political level (combined with
advocacy on clinical research and trials)
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Perspectives
for Africa

® Research Ethics Committee “universal coverage”

O Every country should have a REC because health research can be
carried out everywhere

O A country with no REC is put at risk of unethical research
O No blank country should be tolerated
O Let’s see how it works with the OCEAC example

@ African Accreditation Body (FWA-like for Africa)

® Centralized registry of clinical trials and clinical research

@ All Editors of Health medical journals : require to document
Ethics approval AND Administrative authorization of research
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Perspectives
for Africa

© H3Africa initiative: Human Heredity and Health in Africa

O Informed Consent : one or two steps?
2012-2016

O Community engagement

O Biobanking / Biorepository (Abuja, Stellenbosch)

O Cell lines: immortalization of cells of individuals for future use

O Education of Ethics Committees around these issues
Genetics, genomics,
Molecular biology,
phylogeny, population

genetics bioinformatics
(5] (o
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Perspectives
for Africa

F.mokers
Investigators ( '

RECs

NRAs

Commynity,//

http://nl.123rf.com/photo_14396754_silhouet-van-atomium-bouw-gea-soleerd-op-wit--vector.html

28 November 2013

EDCTP Stakeholder Meeting Cameroon Initiative CA IN
Antwerp, Belgium




Perspectives
for Africa

High Level meeting

Pol

.\.

RECs

\ .\ o .
n*.ve:;’rlgqfrsl/‘ Community

http://nl.123rf.com/photo_14396754_silhouet-van-atomium-bouw-gea-soleerd-op-wit--vector.html
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Perspectives
for Africa

® Collaborative (and multidisciplinary) research /Externally
sponsored research

O Dual ethics approval

O Fair negotiation (data sharing, material transfer agreement,
authorship)
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Perspectives
for Africa

Sponsoring country

Investigators
RECs "

Inves’rigq)'ors/‘ :

RECs

Hosting countr)\

http://nl.123rf.com/photo_14396754_silhouet-van-atomium-bouw-gea-soleerd-op-wit--vector.html
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Conclusion

A
What else EDCTP could do?¢

@ Biennial Global Summit of National Bioethics Advisory
Bodies

O Fellowship for representatives of national ethics committees

@ Advocacy for a greater participation of Africa in the
revision of texts (DoH, CIOMS, UNESCOQ), including
francophone (& lusophone) Africa

© EDCTP award for outstanding African ethicists
(irrespective of age)?
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Conclusion
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Cameroon

TRREE:

*National supplement to be expended to all
African Countries

*EDCTP /us to promote this training tool (requested
for applicants)

SAREN:

Book to be provided to African Ethics Committees
To be translated in French and Portuguese

EDCTP /us to promote this tool

MARC:
To be expended to mapping of NRAs
To be translated in French and Portuguese and

Arabic
Appropriation and update by RECs themselves

Initiative CA IN




Conclusion

Godfrey B. Tangwa Thomas Michel Anana
Nchangwi Syntia Munung Armand Nkwescheu
Francine Ntoumi Chi Primus Che
Dominique Sprumont Walinjom Muna
Mariana Kruger Aissatou Touré
Marie-Charlotte Bouesseau Sodiomon Sirima
Aceme Nyika Nuraan Fakier
Tom Nyirenda Elizabeth Bukusi
Pierre Blaise Matsiegui
Honoré Nitsiba
Carel lJsselmuiden
Doug Wassenaar
Boitumelo Moipolai
Mary Kasule
Azza Saleh Radwan
Evelyn Anane

. remember... not exhaustive...
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