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Exemption Review Report

PUIBLATIATINGG | BOLATINTT (IT8) oot eess e ee s s e
............................ G TATA ) SO
o wo w ")
YOHIRLRAN

1 r'd v 25 . . .

henunasisniRdala (520) (Criteria for @XMPHION. ... .o e essssssssss s )

Uiﬁﬂﬂﬂﬁ@ﬂiﬂﬁﬂﬁﬁﬁﬂ (Description summary of the protocol):

L%G‘!Naﬁuﬂ’ﬁmﬁmwnﬁu (Justification for using exemption process)
L] 8 (Yes)
[ laily (No)

Suggestion/ Recommendation:

FM-SOP 201-05-06



BUUSBITUNITNUNILLUUINLIUNTTHINGN

Exemption Review Report
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Exemption Review Report

Research protocols that can be exempted from ethical review of the REC are
rmandatorily required to be under the following criteria :

1. Education researches that are conducted in accredited educational institutes and
related to regular processes of education, and studies of new strategies in education
administration according to the policy of the institutions, es., researches on adjustment of
teaching methods for school and university students of the entire class which may be done
through comparison of scores or a study of efficiency of school and university students of
the entire class in particular subject regarding the teaching method of the syllabus that has
been adjusted, for syllabus evaluation or assurance of educational quality.

2. Applied research protocols on educational evaluation of cognitive, diagnostic,
aptitude, achievement, survey on generalized public opinions, interviews or behavior
observation of a specific group of people; the research protocols are exempted from ethical
review under the following conditions:

2.1 Data collection process and the data are not related to any private
information or not personally identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against
any subject or insecurity of job or carrier of a person.

3. Research on known results which are non-specific and non-identifiable to any
person

4. Research related to micro-organisms that are cultured in laboratory or on
microorganisms that have been isolated from samples which are not related to any
identifiable persconal identity. _

5. The research is related to the study of commercially available cell lines in the
laboratory.

6. Research on policies, strategies which are commissioned under the approval of the
institutes fo search for new alternatives of crganization reengineering, development of
efficiency in work to achieve certain international standard that are not related to any

identifiable personal data, and not against any rule of law.

FM-50P 201-05-04



7. Research on flavar, quality of food and consumer satisfaction in general, given that
the food sample is safe and conformed to the standard of the Office of Food and Drug
Administration.

8. Case Report, not more than 3 cases

EM-S0P 201-05-06
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Declaration of Helsinki, The Belmont Report, CIOMS Guideline Intermational Conference on

Harmonization in Good Clinical Practice w5® ICH-GCP} way 45CFR 46.101 (b)
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Rajamangala University of Technology Suvarnabhumi
60 Moo 3 Asian Highway, Phranakhon Si Ayutthaya 13000
Tel. : +66(0) 3570 9103 Fax : +66(0) 3570 9105

Certificate of Exemption

Research Ethics Committee of Rajamangala University of Technology Suvarnabhumi (RUS)
has exempted the following study which is to be carried out in compliance with the International
guidelines for human research protection as Declaration of Helsinki, The Belmont Report, CIOMS
Guideline, International Conference on Harmonization in Good Clinical Practice (ICH-GCP} and
45CFR 46.101 (b).
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RS R4S SRR ettt e e
SIGNAtUre: ...t SIGNATURE! ..o
(vt ssrse s } O O )
Chairperson Member and Secretary
The REC of RUS The REC of RUS
Date of Exemption e
Date of EXpiration ..o

Note: No Centinuing review required
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Rajamangala University of Technology Suvarnabhurmi
60 Moo 3 Asian Highway, Phranakhon Si Ayutthaya 13000
Tel. : +66(0) 3570 9103 Fax : +66(0) 3570 9105

Certificate of Approval

The Research Ethics Committee of Rajamangala University of Technology Suvarnabhumi (RUS),
has approved the following study which is to be carried out in compliance with the International
guidelines for human research protection as Declaration of Hetsinki, The Belmont Report, CIOMS

Guideline and International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Study Title :

Study Code :

PrinCipal INVESTIGALOT! ..ot oottt
STUAY CONTET: L.ocooi e st st 11 et et e rrm s aee st eee s e e e et
Review Method: Expedited

Continuing Report: At least once annuatly or submit the final report if finished.

Document Reviewed:

e bbb e AR R R R A bt e et ettt et ema s e
L L LR AR 1ot et e et reeen 1o
SIBNALUTE: ..o e SIGRALUTET i

(oo vt ) (et s )

Chairperson Member and Secretary
The REC of RUS The REC of RUS

Date of EXemplion .o
Date of EXpiration .o s

Approval is granted subject to the following conditions: (see back of this Certificate)
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All approved investigators must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any),
interview outlines and/or questicnnaires bearing the Institutional Review Board’s seal of approval ;
and return one copy of such documents of the first subject recruited to the Research Ethics
Committee (REC) for the record;

3, Report to the Institutional Review Board any serious adverse event or any changes in the
research activity within five working days;

4. Provide reports to the Research Ethics Committee conceming the progress of the
research upon the specified period of time cr when requested,;

5. If the study cannot be finished within the expiry date of the approval certificate, the
investigator is obliged to reapply for approval at least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously

approved protocol {Protocol Number................ )
*A list of the Research Ethics Committee members (names and positions) present at the meeting

of The Research Ethics Committee on the date of approval of this study has been attached. All

approved documents will be forwarded to the principal investigator.
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