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3.1Forum for Ethical Review Committees in Asia and the Western Pacific »
August 2003

3.2International Conference on Harmonization, Guidance on Good
Clinical Practice (ICH GCP) 2016.

3.3WHO Operational Guidelines for Ethics Committees that Review
Biomedical Research » WHO 2011

34 AP REFELR N2 FREREMAZ FINFIH
1071661626 5. » 07 May, 2018

3.5 # f ¥ A ¥ 7 (Declaration of Helsinki) 2013 & # < 5% > 2013
3.6 F iz WAREL- £F % 10900003861 - > 15 Jan, 2020

3.7 A MRS E PRS2 ARTIRS GRCF 3 ¥ 1051662154 B0 14
Apr, 2016
3.8 AR TR BAER- £F 5 0700143921 % - 02 Jan, 2019
3.0 B EATRA R ITEED GRIF T E 1051662154 55 0 28 Aug,
2020
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Audit and Inspection Check list

IRB 3% P E e
SEEE 2 ) # A
VR

[] Inspection % 4% [ ]Internal Audit p 3%F5+% [ ] External Audit *F 38 4&4%
[] #v:

The date(s) which the audit/inspection:
EX AP A tienp B L

Will an interpreter be required? If yes, what arrangement has | [ ] Yes &_
been made? [JNo

AEPFEEVRACT R AT TR T

Review the SOPs and note details of any omissions or deviations,
with reasons

ARERFERA CAZET ] EVEAS HAZ PP R

Check the files for the presence of all signed documents.
Note any that are missing and actions taken.

L ERE T LSRR ERE A PSR E
¥H AR B2 T H

Background and training records of IEC/IRB members * ¥
AH(B)E R & & | ot B oy siskr
Apphcatlon Submission Records

F‘; ':%_ ﬂ'— % 2 r:éj‘

Protocol Assessment Records

VRF Ak

Communication Records

LCREER

Amendment Approval

AN TRl WS

Meeting Agenda, Minutes, Action letters
g;i;iﬁi ’ g;@;‘c" » i ATk

Active files

B

Continuing and Final reports
AN

DDDDDDDD

Are any documents known to be missing from
the study master file?

)a ).)a,?ﬁﬂpflﬁ'ﬁ\;ﬁ”%’#a FdiEee
9

Which personnel and members will be available?
Give details of times and dates.

PRI A BT LR o K op g




What arrangements are there in the event the
auditor/inspector needs to make copies of
documents?
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