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What Makes Clinical Research in Developing Countries
Ethical? The Benchmarks of Ethical Research

Ezekiel J. Emanuel, David Wendler, Jack Killen, and Christine Grady
Department of Clinical Bioethics, Warren G. Magnuson Clinical Center, National Institutes of Health, Bethesda, Maryland

Ethical principles and benchmarks for multinational clinical research

mm) » Collaborative partnership
e Social value
e Scientific validity
* Fair selection of study population
e Favorable risk-benefit ratio
 Independent review
 Informed consent
e Respect for recruited participants & study communities

The Journal of Infectious Diseases 2004;189:930-7



Develop socio-culturally relevant,
masters level international research
ethics curricula including:

Develop LMIC researchers, health
professionals & academics in positions
to have immediate impact at their
institutions with in-depth bioethics
expertise in order to:

Global Forum on ﬂ/ﬁwg in Research

Bethesda, Maryland
November 7-9, 1999



International Research Ethics Training Programs-

Masters Leve

Africa Asia L. America E. Europe Middle East
Johns Hopkins U. Yale- Central FLACSO- Union U./U. U. Maryland-Egypt
South Univ. Argentina-Einstein | Vilnius, Lithuania
Xiangya SoM u.
China
UMD-U. Ibadan Indian Centers U. Chile CWRU-Russia, Children’s Hosp.
Nigeria Med.Research Romania Boston-Turkey &
Central Asia
U. KwaZulu-Natal U. Toronto- India, U. Miami-6 LAC Mt Sinai School of
Pakistan Inst. Medicine- Balkans
U. Indiana- Moi U. U.Washington-U.
Kenya Indonesia
UNC-Belgium-U. Aga Khan U,
Kinshasa Pakistan

U. Toronto- Nigeria,
Ghana

Stellenbosch U- South
Africa

Dartmouth/Penn-
Muhumbili U-TZ




#of Traineas
[ INo investment
[j 1-5 Trainees
I 6-10 Trainees
-1 1-20 Trainees
2150 Trainees

- 51+ Trainees

FIC Research Ethics
~560 Trainees 2001-2011



FIC Online: International Research Ethics Resources-

http://www.fic.nih.gov/ResearchTopics/Pages/Bioethics.aspx

Bioethics Resources
. For Teachers and Students - teaching tools, career path advice, and online education information
. For Investigators and Ethics Committees - regulations, guidelines, practical aids, committee information

. For Bioethics Researchers - journals and granting agencies

. Bioethics Materials in Other Languages

. Bioethics Announcements and Events

Other Bioethics News

. Focus on Bioethics from Fogarty's Global Health Matters Newsletter, November/December 2011
. Bioethics: protecting lives in service to research

. Bioethics takes root in Nigeria

. Trainee to teacher: Leveraging bioethics learning in India

. NIH Common Fund supports bioethics study, training

NIH Resources

. NIH Clinical Center Department of Bioethics

. NIH Clinical Center International Training Programs

. Office of Science Policy Bioethics Resources

. National Institute of Environmental Health Sciences (NIEHS) Bioethics Resources
. National Human Genome Research Institute (NHGRI) Bioethics Resources

. National Library of Medicine (NLM) Bioethics Resources

Other US Government Resources

. Presidential Commission for the Study of Bioethical Issues
. National Bioethics Advisory Commission

Other Online Resources

. Global Forum on Bioethics in Research (GFBR)

Contact Joe Millum at Joseph.Millum@nih.gov with questions, corrections or suggestions.



http://www.bioethics.nih.gov/home/index.shtml�
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FIC Information Flow

To join International Bioethics informational
listserve- send email to Barbara Sina:

sinab@mail.nih.gov
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