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Non-compliance International Conference on Harmonization (ICH) Good Clinical
Practice 38 ICH GCPvisomsluufjiRnulasenisiseatunlasunis
JUTDIRINAULNTIUNIT

M9 0eaULAsALEUNTINEProtocol A protocol deviation is a less serious non-compliance with the

Deviation approved study protocol. A protocol deviation presented in
advance of the event may be considered acceptable by the
sponsor (if any) and the Ethics Committee.

MINHWITANTUNITITY A protocol violation is a failure to comply with the study protocol

Protocol Violation as approved by the Ethics Committee. A violation is a serious non-

compliance with the protocol that can result in the exclusion of a
patient or their results in the study and in some cases a charge of

research misconduct.

227



ALEBUNIINNTT

7. N1ANUIN

BANNUNTNINTFIY
Standard Operating Procedures (SOPs)
ARENIIUNITIIEFITUNTITE T we

URU-REC 16/2.0

NGV AN AL

°o_ A aM oA va o o wa =
nsanfiunsnlaiuguaniu IUNBYUR 1 AUIAU 2567

Weauu %59 felu Tasenisive

i 228/446
Non-Compliance/Deviation/Violation Protocol

AMZOUNIINNNTY ANEAINIAITULEUMINEINYTEEUAMENTINNNTY

Tinsasiadeu

a wa

7.1 AF01-16  wuutuiinsensglaiufufnulasenside

8. LaNE1591999

8.1 WHO. Standards and Operational Guidance for Ethics Review of Health - Related Research with Human

Participants, 2011

8.2 ICH Harmonized Guideline. Integrated addendum to ICH E6(R1) : Guidance for Good Clinical Practice E6(R2), 2016

8.3 ICH Good Clinical Practice Guideline (@lun1wlng) nastunalag NesmiuANeIdITNUANENTTINTOMISHAZE

AIENTIEGITUEHV W.A. 2552

8.4 WINNII38FITUNSYINITeluALLIIR susUISesITUMTIdluALluUsEwalne w.a. 2550

8.5 ANIENITUNITNATUNDTUTIIUNITIVY UNTINGNSEULTAIT (2563), FoAunnsgruatun 5.0 (Standard Operating

Procedures Version 5.0), AEAIIUNITNINTUIATUTITUNITINY UNIINGIGUULTADT

228



BANNUNTNINTFIY
Standard Operating Procedures (SOPs)
ARENIIUNITIIEFITUNTITE T we

URU-REC 16/2.0

NGV AN AL

°o_ A aM oA va o o wa =
nsanfiunsnlaiuguaniu IUNBYUR 1 AUIAU 2567

Weauu %59 felu Tasenisive

i 229/446
Non-Compliance/Deviation/Violation Protocol

AF 01-16/2.0

Uttaradit Rajabhat University Protocol Deviation/Violation Report kuu

Research Ethics Committee Guiinsrenshivjifnulasiniside

Y

A a 1a ea = &y a va
diefinshivfufnu Weauu viedEulasaniside §3

o

UADITIYITURIINULNTIUNNT lonuTiui

URU-REC No. COA..c.cvvu. Date: / /
Study Title:

Study Code :

Investigator : Contact No.:

Institution: Contact No.:

Sponsor: Contact No.:

Description of the

deviation/violation.

Please describe the impact of the
deviation/violation on patient safety

and/or scientific integrity.

Please provide evidence of
acceptance of the deviation by the

sponsor, if relevant.

What steps have/are to be taken to

avoid a recurrence?

Are any changes to the project/protocol are required? If Yes, please complete and submit an amendment.

Date:. DAt

Reviewer’s recommendation/suggestion:
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