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[RBO| &2|A 7|= 1

FHH 1222 (Nuremburg Code)
- 1947
- A set of basic principles for research involving human subjects

- The voluntary consent of the human subject is absolutely essential

A A F| M (Declaration of Helsinki)
- 1964. 2008 717

- A statement of ethical principles for medical research involving human subjects, including
research on identifiable human material and data

Bl 2 E g| i E (Belmont Report)

- 1979

- Respect for Persons: individuals should be treated as autonomous agents, and persons with
diminished autonomy are entitled to protection (&%t AH0| 2|t 59|)

- Beneficence: do not harm and maximize possible benefits and minimize possible harms (2|
o-mo BIp

- Justice: be treated equally and distribute burdens and benefits in just ways (T2 X} M)

[RBO| &2|A 7|= 2

INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE
(ICH GCP Guideline)

- 1996

- Good Clinical Practice (GCP) is an international ethical and scientific quality
standard for designing, conducting, recording and reporting trials that involve the
participation of human subjects. Compliance with this standard provides public
assurance that the rights, safety and well-being of trial subjects are protected,
consistent with the principles that have their origin in the Declaration of Helsinki,
and that the clinical trial data are credible.

The objective of this ICH GCP Guideline is to provide a unified standard for the
European Union (EU), Japan and the United States to facilitate the mutual
acceptance of clinical data by the regulatory authorities in these jurisdictions.

- An IRB/IEC should safeguard the rights, safety, and well-being of all trial
subjects. Special attention should be paid to trials that may include vulnerable
subjects.
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IRB AX|°| HiZE

AFLAe| O[HX B2 & flet YA K&K (self-regulation)2| ZI{of CH
of MEIF HAE o2 AH(HE 1A government regulation)& &}7| (s A
Xlgt.

- HA7|7] 0= A F7(1932-1972)

-2 2EE3F A31(1956-1971)

- 7Ol Brd et Hal 2hAE ¢H1(1963)

- Wichita Jury Recording (1954)

- ZOE ¢51(1960)

- Tearoom Trade Study (1960)

- Thalidomide A4 (Kefauver-Harris FDCA Amendment, 1962) QA G|

Hools Didite] 52| 580 2. 2|t E AlEB7tE 2 59t7| 24

Me et -g# et ofL|2r 2 ute YSSHOF 2

[RBo| G114 1

1966 : NIH Policy for the Protection of Human Subjects
1974 : DHEW implemented NIH policy as regulations

1974 : National Research Act creates IRB and National
Commiission for the Protection of Human Subjects of
Biomedical and Behavioral Research — Belmont Report (1979)

. AUESHA(EE

2o

3 ED:'OH O|o|- Eo| 2IEI_||-I-|0" I—I_Q_ AI_-|
AR (FIE-EHY B0 HE), oA (TmHA dgo| HE)o|
IRB H&tof thet X|HO| H1 AS.

1975EHEH O/=0|AM IRBZf XX 2 AX|=.




IRBO| G142

1981 : 45 CFR 46 Subparts A-D H|"d El. Subpart A: Basic HHS Policy for Protection
of Human Research Subjects(Z| & XIE S E 2|ot HZAFX| 89| 7| 274*M) B: Additional
Protections for Pregnant Women, Human Fetuses and Neonates Involved in
Research(G 70| £tOj&t= QAL EJO}, AMOLE Q|3 £71M H5) C: Additional
Protections Pertaining to Biomedical and Behavioral Research Involving Prisoners as
Subjects(2io|&t 8Bl WS A0 XHOjst= MAKE et F71% EF5) D: Additional

Protections for Children Involved as Subjects in Research(®10{| &0{sl= Ot5S It
T HD)

1991 : 45 CFR 46 7”4 &1 "Common Rule”(Subpart A)Z X EHEl

FDAL 21 CFR 50 (Protection of Human Subjects-IC & Additional Safeguards for
Children)2} 21 CFR 56 (IRBs-Common Rulel}+= =H2| IRBO| CHoH ™A M| EX| ™
2)E g2 Ot

— common rule2 Etg7| S Hhe o0 M5 1, fda 7L 7|29 =Xt Atnt
BlO| oofZ AYAH0 HEE. d2EANES &

IRBO| Qi 3

B|LIE0 M= 1995 S Ef KGCPO| 2} LAA[HS %
Aot At Bt= o[ 27|22 IRBE o|F X oz 4X|

1996 o|ofF A|ES{7} 2t i8S EES oH7| flet =
K|35 o] ICH GCPE HIESH 70N KGCP7F A|SHE|7| A|ZHSEH
20012 E :}xﬂ =0 F&5t= IRBIF 2FE|7] A%
2005 4422 WMo BB B0 A 7| Y TR 2| A2
&3 *"X|:L7-|_7F_§>P Ofal — 271 2oz AME : H9x
l2dHze el ™= 2X & 7|S)2 M10= (7]
Az +8 A 2F)

2013 oM 7| dBrel?22 BEY= v =85
=2 22 Fde 57 22 (H10=-H[14=x)
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