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1. International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH), E6 Good Clinical Practice: Consolidated
Guideline. (Note: While the ICH E6 guideline is specifically applicable to drug and
biological products, it has been applied as a GCP reference standard for some device
studies, and has therefore been included in our analysis).

2. IS0 14155:2003. Clinical Investigation of Medical Devices for Human Subjects, Parts 1
and 2.

3. HBD Working Group 4 (Regulatory Convergence and Communication)
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/InternationalInform
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US 21 CFR 11 Electronic Records; Electronic Signatures

US 21 CFR 50 Protection of Human Subjects

US 21 CFR 54 Financial Disclosure by Clinical Investigators

US 21 CFR 56 Institutional Review Boards

US 21 CFR 812 Investigational Device Exemptions

US 21 CFR 820 Good Manufacturing Practices

Compliance Program Guidance Manual 7348.809 Institutional Review
Boards (CPGM 7348.809)

Compliance Program Guidance Manual 7348.810 Sponsor Inspections

(CPGM 7348.810)

Compliance Program Guidance Manual 7348.811 Investigator
Inspections (CPGM 7348.811)>

42 USC section 1320a-7b. The Anti-kickback Statute

FDA Guidance for Industry: Guideline for the Monitoring of Clinical
Investigations, January 1988 with minor editorial and formatting
changes November 1998.

FDA Guidance to Industry: Financial Disclosure by Clinical
Investigators, March 20, 2001.

FDA Guidance to Industry: Guidance for Institutional Review Boards
and Clinical Investigators
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1 GCPA 4 544525 ; FDA Guidance for Industry: Guideline for the Monitoring of Clinical Investigations,
January 1988 with minor editorial and formatting changes November 1998

2 GCPE 41445 15H51% ;21 CFR 50.25 Elements of informed consent

3 US 21 CFR 54.4 FDA; Guidance for Industry: Financial Disclosure by Clinical Investigators, 20 March 2001
4 QCPE A T145%15H;21CFR50.25, 812.40, and 812.100

5 GCPH A HTOSREAMHE, H14452MH;21 CFR 50.53, 50.25

6 GOPH 525 31 K V5117821 CFR 812.3 ()

T GCPA S 4565%515H;21 CFR 812.100
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L GCPH #1355 1585515 ~3 %5 ; CPGM 7348.810 Part 11T (B)(1)(c)
2 GCPA 4134, H11H;42 USC section 1320a-7Tb. Anti-kickback Statute
3 GCPE A 555521 (GCP~ = = 7 L fiF#Hi2)
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5 GCPE B H74554525H, #531;21 CFR 50.25 (b)(5)
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8 GCPA 46645 11H; 21 CFR 812.150(a) (4) and 812.35(a)
9 GCPA 4 264 F 21 (GCP~ = = 7 /UIRE1)

10 GOPE A 5115 R U254+ 21 CFR 812.1

11 gera4 %zs%%zrﬁ
12 GCPE S /\frfr

455218;21 CRF 812.150(b)(2 and 3)

EfpE= = — X 705 (20104 JULY) 79



(i i A A A A A A A A A A A A A A A A L A A N A A A A A A A A d e

bl
HBD WG 4H AFIR T — L OHEF T TO LB TH D,
CPEFER  BPHET. RE—H. FTHEERES I 2R BEEF
AT B REERES. $aARHAE. MEEE. B EEE PUETF. BARE. SRR,
(Ll AL - AR AR
T AT IT L EFEF

80 EKd=o—x %705 (20104 JULY)



