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TERATHR Bk o XA ok b2 @58 h  OHRP & 5 sl i f;bifgé—,tf (e
i (Public Health Service Act)shzfg » & £ R4 AR J3REH? R/ FAEF T 21
W2 FF2ERE iy AR EA Y KL R £ (Institutional Review Board,
IRB)i*JL F@EerE 2 AP ER U AEEFT L - sk BETEE 2 A3
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B-  FRAHFL FET RS B HF
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Office for Human Research Protections (OHRP)
International| |Office ofthe] | SACHRP
Activities Director Staff Support
| N |
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Oversight | Development Assurances
o

NSC-HRPP Newsletter % = -+ = #p



OHRP eh 73 g3 & v & 5 T 2575 a8 7R % | (Not-For-Cause ) 1%
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FREAAE T RE 2 E LE R T E AR
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A e 2 HRPP 2 38 iF o3¢ Tl}%‘iﬁ H_OHRP endx ¥ JRAFIE P T - BHRF -2
Peni & fTes s " p =1 & (Self-Assessment Tool) & p {73% & # £ 31 >
¥ d OHRPi&- # & kh S i 8 (QuahtyAssessment ' QA) 2 3K 0 kg
Hp THRPP & o o PF > 2 B30T 9 R (R B 7% 0§30 454 HRPP/IRB
Fiv2 ,{1’ u—hﬁs@‘, BiED>G M2 ]L,ﬁpé y 1T OHA Wy j/‘ B2 o

& F 1 E ) (QA Self-Assessment Tool)

" & H P 1 £ (QA Self-Assessment Tool) £ d OHRP #74% ikei— £ f 30§
%0 PR ASHE HRPP ehfe p > 2 3] p SUR RS a8 enp o S IFRE A L ¢ 7
B X FEA 1 F - 304 (Section A) s TSR R E RETE, 5 B oA
(SectionB) 2 "# 7 G RF AL R € |5 A A K3 133 B P cop F oo sty
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S VEEERETFRARE LD 6 PG RIS SRR E HRPP/IRB iE i®
2 REE B O F R G R e P B AP R R/ R gL

a1 4% o
s F B 1 £ (QA Self-Assessment Tool)
ERE P
Section A. HRPP A » T (% 1-47)

B FERRT S RB A (B 5-165)
(Institution’s Human Subjects HRPP # @ £ 38 (% 17-24 )
Protection Program, + 33 7%) IRB1i*® 2 %2 €4 & (% 25-2873%)
W R(F 29-32 5)

Section A . % ¢ (% 33 7%)

Section B. IRB f # 74 (% 1-97)
FIRRFRLEL FHRL G (% 10-11 %)
(Institutional Review Board, X ERAAE (F 12-16 1)

= 98 ) EFFA/FAEAP (¥ 17215)
EHGE B (% 22-26 )

IRB % & 42 R (% 27-57 %)

§ e & (% 58-687%)

€ Rict N F (% 69-83 %)
FEERERIE(F 84-897)

i Ss (% 90-97 77)

Section B3 % 4 (% 98 3%)
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2. OHRP & F3=& 3539 (Direct OHRP Consultation)
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1. Bankert, Elizabeth A.; Amdur, Robert J. ed., Institutional review board : manage-
ment and function, USA: Jones and Bartlett Publishers, 2006.

2. Code of Federal Regulations Title 45 Code of Federal Regulations Part 46
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html

3. OHRP F * % =zt http://www.hhs.gov/ohrp/about/index.

4. OHRP’s Compliance Oversight Procedures for Evaluating Institutions (2009), Office
for Human Research Protections, Department of Health and Human Services.

5. OHRP Compliance Oversight Activities: Determinations of Noncompliance (2009),
Division of Compliance Oversight Office for Human Research Protections.

6. OHRP QA Self-Assessment Tool
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