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A SUMMARY OF THE
NUREMBURG CODE

1. The voluntary consent of the human subject is
absolutely essential.

. Scientificrigor
. Good design
. Avoid unnecessary suffering

. Death or serious injury should not be an expected
outcome

2
3
4
5
0. Risks weighed against importance of the problem
(. Preparation/facilities to protect subject

8. Scientificqualification of researcher

9. Subject must be free to withdraw at any time

10. Be able to stop studyat anytime
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Declaration of Helsinki, 1964 ee?
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CIOMS International Guidelines 444
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The Council for International Organizations of Medical Sciences (CIOMS) 33UNUEIANT
U8 aNEUDTIUININITITTTNYO Proposed International Guidelines for Biomedical

Research Involving Human Subjects 1yl a.91. 1982

¥

International Guidelines for Ethical Review of Epidemiological Studies (1991)

¥

International Guidelines for Ethical Review of Epidemiological Studies (1992)

¥

International Ethical Guidelines for Biomedical Research Involving Human Subjects (1993)

approved by WHO Global Advisory Committee on Health Research and the Executive
Committee of CIOMS

N

International Ethical Guidelines for Health-related Research Involving Humans (2016)
6



ICH GCP 1996
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> Good clinical practice (GCP) ﬁJu international ethical and scientific
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> GCP maﬂwmﬂwummm IRB/IEC 1nvest1gators Sponsors 3¥aian
Has mmumia%mﬁ%ﬂmmua Lﬂi’é]\‘]ﬂJ’E]L!,‘WVIEJ (clinical trial)

> The International Conference on Harmonisation (ICH) 39
ne1eu Lﬂuummﬂamﬂima The International Council for
Harmonisation 1318 1) f.¢1. 2015 nag1lfuilye Gep AN 1)
A.¢1. 2016 Taoiu@uiionadly Tuusas muimﬂ addendum
Ae19%¥e INTEGRATED ADDENDUM TO ICH E6 (R1):
GUIDELINE FOR GOOD CLINICAL PRACTICE E6 (R2)



WHO GCP, 1995

Guidelines for good clinical practice (GCP) for trials on

pharmaceutical products Wi Iagn UMD LRz Useima
UAZANNN 11 WHO Technical Report Series oA ICH GCP
aouls ‘]J‘]J§ 31114 Handbook for good clinical research practice
(GCP): guidance for implementation (2005)
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THE BELMONT REPORT AND
BASIC ETHICAL PRINCIPLES
(1978)

Respect for Persons

Beneficence Justice
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CLASSIC REPRINT SERIES
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1. Respect for persons

= v A 1 J = ! A
Respect for persons ¥HanAa11  YPYHINNAUN autonomy HAAUNY

L Y Y Yy : :
diminished autonomy A4 1951 special protection N13LAT1TN autonomy UDIYAAA

!,Lﬁmiﬂt’lm’iellﬁ) informed consent @Qﬂi%ﬂﬂuﬁ}’m
. ) ) A W o N ¥ o I A o A
1.1 Information: 11’?61163al,ﬂﬂiﬂﬂ’3u ﬂTT]Jﬂ‘lNﬂia‘ﬁ‘lﬂflﬂ‘l’ﬂﬂ%%ﬂl!tW@ﬂW]@‘Uﬂ

anAod uadod litlasndes

1.2 Comprehension: Wuauel¥inla1a uaaunvaanuaiusaluniss
9 9 . . A . e Y Y Y

AN lanaey immaturity 3® mental disability @]?NWEHEJHJGMGUE)QEWHM

ADULLAZADIVOANNTUIBNIN third party

1.3 Voluntariness: 1518910 coercion 138 undue influence, unjustifiable

pressure
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2. Beneficence oce
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mitnilesyananindunieuazauaaiadniwmelang 2 4o

(1) do not harm
(2) maximize possible benefits and minimize possible harms

0 Y cgl Y] . Y 9
NITMNIUNANNITUDIAY risk-benefit assessment LAY @]?NGLCH

risk-benefit "balanced” and shown to be “in a favorable ratio”
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3. Justice 3
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“fairness in distribution”

Selection of Subjects — moral requirements that there be fair procedures and

outcomes in the selection of research subjects.
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HUMAN SUBJECT PROTECTION (HSP)



