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Trigger Events Ethics Milestones

*Tuskegee Syphilis Study —
*The Nazi Experiments [
*Human Radiation [
Experiments < Nuremberg Code 1947

*The Thalidomide Tragedy —

<2 Amendments to the Food,
Drug, Cosmetic Act 1962
*Milgram Study >
<;:, Declaration of
Helsinki 1964

"The Beecher Article 1966 >

*The Syphilis Study Expose [
(Tuskegee) <2 The Belmont Report 1979
¢ Consolidated HHS/FDA
Regulations 1981

<;:| CIOMS Guidelines 1982

¢35 Common Rule 1991

] National Bio-Ethics
Advisory Committee

Chadwick GL, Protecting study volunteers in research Boston: Center Watch 2004.
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* The WMA General Assemblies, Helsinki, Finland, 1964; Tokyo,
Japan, 1975; Venice, ltaly, 1983; Hong Kong, 1989; Somerset
West, Republic of South Africa, 1996; Edinburgh, Scotland,
2000; Note of Clarification on Paragraph 29, Washington 2002;
Note of Clarification on Paragraph 30, Tokyo 2004.

® Placebo-controlled Clinical Trials

® http://www.wma.net/e/policy/b3.htm
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Tuskegee
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! http://www.hhs.gov/ohrp/references/nurcode.htm
2 http://www.wma.net/e/policy/b3.htm
® http://ohsr.od.nih.gov/guidelines/belmont.html
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[1]
(CIOMS)
I- 1 (WHO)
« » CIOMS I1
[ ]
«Science»
[ ] (
[ ]
% Quality
* Efficacy
® Safety
® International Conference on Harmonization (ICH) ! http://www.cioms.ch/index.html
" Guidelines of Good Clinical Practice (GCP) 2 The burdens and benefits
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Institutional ) IRB (Ethics Committee) EC

(Ethics Review Committee) ERC  (Review Board

[ ]

L]

2 Data and Safety Monitoring Committees
® The Regulatory Authority
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%

Nuffield
[ ]

(NBAC)
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! National Bioethics Advisory Council
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(NGOs)
[ 1]

1 Autonomy

2 Non-governmental Organizations

'3 The Danish Council of Ethics

¥The Ethics Committee of the Gambia
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11
(PMAs)
(HPAS)
(HECs)
(RECs)

! Protection

2 Advice

® Education

* Research Quality

® Conciliation

® The United Nations Educational, Scientific and Cultural
Organization (UNESCO)

" Policy-Making and/or Advisory Committees (PMAs)
® Health-Professional Association Committees (HPAS)
® Health care/Hospital Ethics Committees (HECs)

10 Research Ethics Committees (HECs)
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! Ad hoc

" Standard Operating Procedures (SOPy)
8 Bioethicists

° Laypersons

1% multi-sectoral

Y Pluralist

2 Committee of Bioethics , National Committee for Ethics in
Science and Technology

® Independence

* Competence

® Pluralism

® Transparency
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! Office for Human Research Protections(OHRP)
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! Scientific validity
2 Capacity
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2 Problem-based approach

® Multidisciplinary

[

! Pilot-testing

]

Y4«


https://ijdld.tums.ac.ir/article-1-345-en.html

[ Downloaded from ijdid.tums.ac.ir on 2026-03-29 ]

Y4\

|

]

il

]

(F oylacd) 0 6,90 N¥AD Leasli .o 4ol sassd g cuabss ddas

[ ]

(OHRP)

J‘,..‘S L) ‘f&}}; BL é)&’"‘ 6“4&;&5

Yonline

2E-learning

® Family Health International (FHI)

* National Institute of Health (N1H)

® Self-education-5

& www.ethics.hbi.ir or www.mehr.tums.ac.ir
" Eastern Mediterranean Health Journal

8 Developing World Bioethics

° Bioethics
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! Externally-Sponsored Research (ESR)
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