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2550 (FERCIT 2007)
" The Belmont Report
" Operational Guidelines for Ethics Committees that Review Biomedical Research
(WHO)
* Anfeusyuniaaaden (Declaration of Helsinki) T A.A. 1964 wavatiulliulganatiy
atfuangntl a.e. 2013
" The National and International Ethical Guidelines for Biomedical Research Involving
Human Subjects (CIOMS) a.A. 2002 ,2009 uaratudiuilamnatiu atuangn A.A.
2016

" WHO a.A. 2011 & ICH Guidelines for Good Clinical Practice A.A.1996
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" |ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guidelines for
Good Clinical Practice.E6 (R2),2016
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" National Policy and Guidelines for Human Research, National Research Council of
Thailand (NRCT) 2015.
" Achieving Guidance in Clinical Trial Safety Information among Stakeholder. Forum for
Ethical Review Committees in Thailand (FERCIT) 2011.
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LNt 1 mﬁmm‘?‘?ﬂuLmzmsmumuﬁ%ﬁﬁLﬁumimmﬂm (Preparation and review of Standard
Operating Procedures)
LN 2 eeflernentesaniensTuntIasassunTIRe luAY (Constitution of Institutional Review Board)
Ui 3 AnesannslasennaAde vaiituaentsiansan (Management of initial protocol submission)
Nf 4 naztnunnsfiansnnielsifiulasenennside (Review process)
Ui 5 nMsfiansintAsad NS Ine AIENIINNTANTA (Full board review)
L7 6 NMIRANTLNLLILLSIAY (Expedited review)
1_|°|/1°|71| 7 NNTENIUNITNANTNAINATUZNITNANT (Exemption review)
‘LI‘V]‘*?]I 8 NNTLATLIN LN m?ﬂ?‘;ﬂgu LL@?&?’]ﬁdﬁuﬂﬁiﬂﬁ‘xqm (Agenda preparation, meeting procedure, and
minutes)
uni 9 ma‘ﬁmirm‘imN?'Nmﬁiﬁﬂﬁ'mnﬁumuéﬁmiﬁuﬂgq iy (Review of resubmitted protocol)
U7 10 nsiansandauudle iy nsesansise (Review of protocol amendment)
‘1_|‘1/1‘171| (N miﬁmimﬂ:ﬂNmﬁfﬁ’ﬂﬁﬁmalﬁmL‘Llu (Review of protocol deviation)
‘1_|‘1/1‘171| 12 ﬂ’]ﬁ‘ﬁ@’]ﬁ‘m%"m\‘ﬁum&]ﬂ’]ﬁ‘ﬂﬁﬁiﬁﬂﬂﬁ‘:@dﬂ?’mLLN (Review of Serious Adverse Event report)
Nt 13 NNIRANTUNTERUANNALUTN AT TRFBRNE N8 UATUNG WazN1TuReyRTAINIIR4E (Review
of progress report, final report and study termination report)
LN 14 mi‘u?fmﬁmmmnmﬂmqmﬁ%ﬂmemﬂmﬁuj (Management of study files and other
documents)
unit 15 mimqmﬁ'ﬂmﬁ'@ﬁﬁuqLL@m?f“ﬁﬂ (Site monitoring visit)
mrﬁl 16 N1IRANTUNADLAUBINTFRNITEL (Response to complaint)
Ui 17 N19Ll3TiuAMNINTBIANIENITNNIA3E899NN 5948 WA (Quality assurance of Institutional
Review Board)
U7 18 NsUsTINALAL/gNIEW (Emergency meeting)
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1NN 19 n13RananlAeIanIfeRafuLATasRawnmsl (Review of Medical Device Studies)
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nn9aselupvaaslssmnalng (Central Research Ethics Committee: CREC) (Review of Submitted
Research Protocol Approved by CREC)
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10. LANAITAMUMNNLNEITDY (Relevant document)

1.

S/P-01-BHQ-029 Policy on Policy

11. 1ANA19ANBYUTTUIYNTH (Reference)

1.

N o &

10.
11.

ICH Good Clinical Practice Guideline. NANAILANEN ANUNITUANIZNTINNNIANVNTUAZEN NTZNTI
ANE1T0UA W.A. 2543, arfufiniasad 6 w.a. 2550.

UUINNATETINNNINNAAE TUALLINTN R Tusuastsssunisaas luawlulssmalng w.e. 2550

Standards and Operational Guidance for Ethics Review of Heath-Related Research with Human
Participants, WHO 2011

International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996

US Regulation 21 CFR 56.108, 56.109, 56.113

US Regulation 45 CFR 46.108

The National and International Ethical Guidelines for Biomedical Research Involving Human Subjects
(CIOMS) 2016

ALayuuviaLaadan (Declaration of Helsinki) 2013

ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guidelines for Good Clinical Practice.E6
(R2),2016

National Policy and Guidelines for Human Research, National Research Council of Thailand (NRCT) 2015.
Achieving Guidance in Clinical Trial Safety Information among Stakeholder. Forum for Ethical Review

Committees in Thailand (FERCIT) 2011.
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