Country Key Organizations Legislation Regulations Guidelines
INTERNATIONAL
General 1. International Committee of the Red ICRC: WHO:
Cross (ICRC): www.icrc.org 1. Geneva Convention Relative 1. Operational Guidelines for Ethics
2. Office of the United Nations High to the Treatment of Prisoners of Committees that Review Biomedical
Commissioner for Human Rights War, Articles 13 and 130 Research (2000):
(OHCHR): http://www.ohchr.org/english/ (1950): http://whqlibdoc.who.int/hg/2000/TDR_PRD
3. World Health Organization (WHO): http://www.icrc.org/Web/Eng/sitee ETHICS_2000.1.pdf
http://www.who.int/en/ ng0.nsf/html/genevaconventions#a 2. Standards and Operational Guidance
4. Council for International Organizations | 1 for Ethics Review of Health-Related
of Medical Sciences (CIOMS): 2. Additional Protocol I Research with Human Participants:
http://www.cioms.ch/ Relating to the Protection of http://whglibdoc.who.int/publications/201
5. United Nations Educational, Scientific, | Victims of International Armed 1/9789241502948 eng.pdf
and Cultural Organization, Bioethics Conlflicts, Article 11 (1977): 3. Ethical issues in Patient Safety
Program (UNESCO): http://www.icrc.org/ihl.nsf/7¢4d08 Research: Interpreting Existing Guidance
http://portal.unesco.org/shs/en/ev.php- d9b287a42141256739003¢636b/f6 (2013):
URL_ID=1372&URL_DO=DO_TOPIC&URL | €8b9fee]4a77ide125641¢0052b07 http://apps.who.int/iris/bitstream/10665/3
SECTION=201.html 2 5371/1/9789241505475_eng.pdf
6. UNAIDS: _
http://www.unaids.org/en/default.asp OHCHRi o CIOMS:
7. World Medical Association (WMA): Intemat}qnal C.O venant on Civil 1. International Ethical Guidelines for
http://www.wma.net/e/ and Political Rights, Article 7 . . .
(1976): B10med1cal Research Involving Human
http://www?2.ohchr.org/english/law Subjects (2.002) cy 1 .
Jecpr.htm 2. Iqtematlongl Gu}dellr}es for Et.h1cal
Review of Epidemiological Studies
(2009)
UNESCO:
Universal Declaration on Bioethics and
Human Rights (2005)
UNAIDS:
Ethical Considerations in Biomedical HIV
Prevention Trials (2007):
http://data.unaids.org/pub/Report/2007/JC1399
cthical considerations en.pdf
WMA:
Declaration of Helsinki (2013):
http://www.wma.net/en/30publications/10polic
ies/b3/index.html
Drugs and Drugs
Devices 1. International Conference on ICH:
Harmonization (ICH): http://www.ich.org/ E6 Good Clinical Practice: Consolidated
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2. World Health Organization (WHO):

http://www.who.int/en/

Guidance (1996):
http://www.ich.org/products/guidelines/efficac
y/article/efficacy-guidelines.html

WHO:

1. Handbook for Good Clinical Research
Practice (GCP): Guidance for
Implementation (2002):
http://whqlibdoc.who.int/publications/2005/92

4159392X_eng.pdf

2. Operational Guidance: Information
Needed to Support Clinical Trials of
Herbal Products (2005)

Devices

1. Global Harmonization Task Force
(GHTF): http://www.ghtf.org/

2. International Standards Organization:
http://www.iso.org/iso/home.html

GHTF:

1. SG5/N2R8: 2007 Clinical Evaluation:
http://www.ghtf.org/documents/sg5/sg5 n2r8
2007final.pdf

2. SG5(WD)/N3R6: 2007 Clinical
Investigations:

http://www.ghtf.org/documents/sg5/sg5 n3_2
010.pdf
3. GHTF SG5/N1R8: 2007 Clinical

Evidence — Key Definitions and
Concepts:
http://www.ghtf.org/documents/sg5/sgS nlr8
2007final.pdf

ISO:

Clinical Investigation of Medical Devices
for Human Subjects -- Good Clinical
Practice. Standard Number 14155:2011:

http://www.iso.org/iso/iso_catalogue/catalogue ics/c
atalogue detail ics.htm?csnumber=45557

Research Injury

1. International Conference on
Harmonization (ICH): http://www.ich.org/
2. Council for International Organizations
of Medical Sciences: http://www.cioms.ch/

ICH:

E6 Good Clinical Practice: Consolidated
Guidance, Section 5.8 (1996):
http://www.ich.org/products/guidelines/efficac
y/article/efficacy-guidelines.html

CIOMS:

International Ethical Guidelines for
Biomedical Research Involving Human
Subjects, Guideline 19 (2002)

Privacy/Data

World Medical Association:

Declaration on Ethical Considerations
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Protection http://www.wma.net/e/index.htm Regarding Health Databases (2002):
http://www.wma.net/en/30publications/10polic
ies/d1/index.html
Human 1. World Health Organization: WHO:
Biological http://www.who.int/en/ 1. Guidelines for the Safe Transport of
Materials 2. International Air Transport Association Infectious Substances and Diagnostic
(IATA): http://www.iata.org/ Specimens (1997):
3. International Society for Biological and www.who.int/csr/emc97_3.pdf
Environmental Repositories (ISBER): 2. Guideline for Obtaining Informed
http:/www.isber.org Consent for the Procurement and Use of
Human Tissues, Cells, and Fluids in
Research (2003):
http://www.who.int/reproductive-
health/hrp/tissue.pdf
IATA:
Infectious Substances and Diagnostic
Specimens Shipping Guidelines (2005)
ISBER:
Best Practices for Repositories I:
Collection, Storage and Retrieval of
Human Biological Materials for Research
(2005)
Genetic 1. Human Genome Organization (HUGO): HUGO:
Research http://www.hugo-international.org/ 1. Statement on the Principled Conduct of

2. UNESCO Bioethics Program:
http://portal.unesco.org/shs/en/ev.php-
URL_ID=1372&URL _DO=DO_TOPIC&URL

SECTION=201.html

Genetic Research (1996)

2. Statement on DNA Sampling: Control
and Access (1998)

3. Statement on Gene Therapy Research
(2001)

4. Statement on Human Genomic
Databases (2002)

UNESCO:

1. Universal Declaration on the Human
Genome and Human Rights (1997)

2. International Declaration on Human
Genetic Data (2003)

Embryos, Stem
Cells, and
Cloning

International Society for Stem Cell
Research: http://www.isscr.org/

Guidelines for the Conduct of Human
Embryonic Stem Cell Research (2006):
http://www.isscr.org/guidelines/ISSCRhESCg
uidelines2006.pdf




	INTERNATIONAL
	NORTH AMERICA
	Canada
	United States

	EUROPE
	European-wide
	Armenia
	Austria
	Belarus
	Belgium
	Bosnia and Herzegovina
	Bulgaria
	Croatia
	Cyprus
	Czech Republic
	Denmark
	Estonia
	Finland
	France
	Georgia
	Germany
	Greece
	Hungary
	Iceland
	Ireland
	Italy
	Latvia
	Lithuania
	Luxembourg
	Macedonia
	Malta
	Moldova
	Montenegro
	Netherlands
	Norway
	Poland
	Portugal
	Romania
	Russia
	San Marino
	Serbia
	Slovakia
	Slovenia
	Spain
	Sweden
	Switzerland
	Turkey
	Ukraine
	United Kingdom

	ASIA/PACIFIC/MIDDLE EAST
	Australia
	Bangladesh
	Burma (Myanmar)
	China, People’s Republic of
	India
	Indonesia
	Iran
	Israel
	Japan
	Jordan
	Kazakhstan
	Korea, South
	Kuwait
	Kyrgyzstan
	Nepal
	New Zealand
	Pakistan
	Philippines
	Qatar
	Singapore
	Taiwan
	Tajikistan
	Thailand
	Vietnam

	LATIN AMERICA and the CARIBBEAN
	Pan American Health Organization
	Argentina
	Barbados
	Bolivia
	Brazil
	Chile
	Colombia
	Costa Rica
	Dominica
	Ecuador
	Grenada
	Guatemala
	Haiti
	Honduras
	Jamaica
	Mexico
	Panama
	Peru
	Uruguay
	Venezuela

	AFRICA
	Botswana
	Cameroon
	Egypt
	Ethiopia
	Gambia
	Kenya
	Malawi
	Mozambique
	Nigeria
	Rwanda
	South Africa
	Sudan
	Tanzania
	Tunisia
	Uganda
	Zambia
	Zimbabwe


