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Certificate of Exemption

No.......

Name of Research Ethics Committee : Research Ethics Committee, Faculty of Associated Medical

Sciences,

Chiang Mai University

Address of Research Ethics Committee: 110 Intavaroros Rd, Muang Chiang Mai, Thailand
50200

Principle Investigator: ...
Department ... , Faculty of Associated Medical Sciences, Chiang Mai University
Protocol title: ...
STUAY COUE: ...
SPOMISOL: ...

This research protocol complies with research with exemption category. It has been

certified as exempt from ethical review by the Research Ethics Committee of Faculty of
Associated Medical Sciences, Chiang Mai University

Date Of APPIoval: ...
Date Of EXPIration: ...

This Research Ethics Committee, Faculty of Associated Medical Sciences, Chiang Mai University is
organized and operates according to Guideline for Good Clinical Practice ({CH GCP) and relevant

international ethics guidelines, the applicable laws and regulations.

Chairperson, Research Ethics Committee,

Faculty of Associated Medical Sciences

Note: 1. Please submit the close study report when complete the research protocol.
2. Any changes to the protocol must be submitted for REC approval.
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[Krut]
Certificate of Ethical Approval
No. ...../20xx
Name of Ethics Committee: Research Ethics Committee, Faculty of Associated

Medical Sciences, Chiang Mai University

Address of Ethics Committee: : 110 Intavaroros Rd., Amphoe Muang, Chiang Mai,
Thailand 50200

Principal Investigator: Academic/Profession Title ...

Department of ......ccoveivniecnne. Faculty of Associated Medical Sciences, Chiang Mai University

PrOTOCOL TIELE: .o ettt e e e et e oo eneen eereeneeaeeeeeaes
STUAY COAE: ...ttt ettt ebeseses s et s st s snsneis

SPONSOT (If ANY): oottt evses s snas

Document filed Document reference

Research protocol

Participant information sheet

Informed consent form

Questionnaires

Case report form

Advertisement

Principal investigator curriculum vitae

Other

The research has been approved by expedited review

Date of Approval : Expiration Date :

The Research Ethics Committee, Faculty of Associated Medical Sciences, Chiang Mai University
is organized and operates according to Guideline for Good Clinical Practice (ICH GCP) and

relevant international ethical guidelines, the applicable laws and regulations.

SiIgNAtUre: .o
Academic title (NaMe .ovoeeeeeeeeeeeeeeeeeeeeee, )
Chairman of Research Ethics Committee

Faculty of Associated Medical Sciences, CMU
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POSTAPPROVAL REQUIREMENT:

1. Investigator should make request to renew approval within one month prior to the
expiration date if the research is to be continued.

2. Please submit the close out study report when the study is completed.

3. In case there are any changes in the research protocol or informed consent form, the
investigator must obtain REC approval prior to implementation unless those changes
are required urgently for the safety of subjects.

4. Any event or new information that adversely affects the safety of the subject or
conduct of the trial must be reported to the REC promptly.

5. Any protocol deviation/violation/noncompliance must be reported to the REC.
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wuutiuiinaaivlumsiansanlasinsideluivssyy
N3IUNTTIIUTIININY AMLNATANISUNNE N INeraede el
Reviewer’s Opinion in Reviewing Research Protocol (full board review).
Research Ethics Committee, Faculty of Associated Medical Sciences, Chiang Mai University

wuUUsziiuil eenuuulaeeneds Standard 7: Ethical basis for decision-making in research ethics
committees Tu WHO (2011): Standards and Operational Guidance for Ethics Review of Health-
Related Research with Human Participants.

- Scientific members: lUsaUsgiiunnaiu
. Non-Scientific members: laifiosusziiiu scientific aspects waUseidiu informed consent Lunan
Lard@IUUMUIANEENA VN YL LATINTTINE

HUszliu (Reviewer) #........ Fa (Name) ...

IBIATINITIVY : ......

Protocol title : ......

Joff3devdn (ne) : ......
(BIN9W) : .......
WUWU/NAIAIVV/EIV1IVT ¢ ...
3] ETE: [ INSANT 2 TRV s Y131 J

o ¢ v Yy a
aunndgaualasenis (G :

Study code (§13):

Date of Submission (ga1nas1UsEiivFULENasTuTUTIndaAd1W):

Name, Address and contact detail of the sponsors and monitor (If applicable) :

sunuunsAnen (Type of the study)
[ 1 Pharmaceutical sponsor (Phase........) [ ] Drug [ ] Device
[ ]Investigator initiated
[ ]Intervention
[ ] Drugs
[ ] Medical device
[ ] Behavioral
[ ] Dietary supplements
[ 1Others (specify)...............
[ ] Observation
[ 1 Questionnaire/interview
[ ] Genetic
[ ] Others (specified)
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mnulasansAinwidevesindnw (Student project) lWsnsyyUseiamn:

[ ] Term paper [ 1 MS Thesis

[ 1PhD Thesis

ayuealasamsidedmiudnauslunuseyu (un A0y, InguszasAveanising, nqu
feg13lun15ANY), N3BRNKUUNTEUIUNSHAEISNMSANW, nMsdeszideyauaradanly (Dus)

Protocol-Scientific aspects

1. NMs9RNLUULAZALEIUN1SIIY (Scientific design and conduct of the study)

1.1 angnaesvedlasinmsideluasiu A ingUszasdasly
faNTIATIERYRYAN19EaA

111 ANARAASBITEnINeIngUsEaIn N15eanuuuiide
FWieswiveya

1.1.2  funudszansdmsunsine

1.1.3  9U1AGI9gIaEN1SAUIN

114 M3dudiegg

[1wiwngay [ ] ldwiansay

1.2 pandluavUsyaun1salveide
1.2.1 ﬁmmﬁuazﬂizaummﬁﬁmaﬁu‘[mamﬁ%’aﬁLaua
1.2.2  flusUT99NITOUSUASUETIUATINY
1.2.3 138 conflicts of interest

[1winzay [ ] ldwungay

1.3 NSEUIUNTANMIUBLALATIFDUNNTABIUNITIVYTIND

[1wiwngay [ ] ldwiunegay

DSMB [ 1 N/A (Not Applicable)
1.4 mnundonveinIuliinazduiudde an1ui n1ssnw [ ] ndyau [ 1 luwiangay
aniau

1.5 anuAuAvaInIsaiiunsITeiion1slininensiaznis
UIMIIANTSTIUsEanE AW

[]wanzay [ ] hiwungay

Uszrhunnunazdatauaius (Issues and recommendation):

Protocol-Ethical aspects

2. anudeanauselevy (Risks-benefit analysis)

2.1 AMAULEIINATIVY

2.1.1  Anmsennemnudss (lUseasuie)
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212  Anudsaziansanaudss (Usnesune)
SedumELS
[ 1 Not greater than minimal risk
[ 1 Greater than minimal risk
nsal3duluin sey
[ 1 Minor increase over minimal risk
[ ] More than minor increase
2.1.3 Uiz‘lmﬂﬁ;ﬁﬁﬁwﬂ’ﬁ%’aawlﬁ%’u
[ 1 Direct (health) benefit
[ ] Indirect benefit
[ ] mydwenalaeannnumusivg
[ ] finsiumsidelausslonilasden (svy wu losunan1snsiaidady
ameduthe Iesufuuzihlumsguagunm viedu )
214 Fdiuusslowd

2.2 dndrupnuidsswasUselowl
[ ] saunzay [ ] ldwuneay

Uszihunnunazdatauaiuy (Issues and recommendation):

3. nMsaenUszvnsAnwILasnISBYEli1sIUN153Y

(Selection of study population and recruitment of research participants)

3.1 lneeinIsAndan-aen-0ausn (Inclusion, exclusion and withdrawal criteria)
[ ] wanvay [ ] lwneau [ ] ldfendas

3.2 FBNMs@uARainTINNITITY
3.2.1 U31A91n coercion wag undue influence [ 114 [ ] Laile
3.2.2 ianyprailasinsinedaiismesemsdeduls [ 119 [ 1%l

3.3 ngumegadunguisizuns (Vulnerable group)
[ ] Tl
[] 19
[ ] Cognitive vulnerability
[ ] Communicative vulnerability

[ ] Situational vulnerability
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[ ] Deferential vulnerability

[ ] Insitutional vulnerability

[ ] Economic vulnerability

[ ] Social vulnerability

dle TasamAdeinasmsuntosfidrsiumaideiiufuegamngay (additional

protection)

[ ] winngay [ ] Llwmnzas
nsdiflalinguseuns usillemanuyanasnzng (Wunguifaseny e1anuyanaiie1nisuadas)
fin1sdnnsesuazuntloadfisifiu)

=

[ 14 [ 1% [ 1 ldeadas
mnews): N9Idglunguiunzuimnnlineyuselevisoguamuailiaisiiu minimal risks (9 CIOMS
Guideline 15: Research involving vulnerable persons and groups Wag ICH GCP E6(R2) 4.8.13,
4.8.14)

Uszipuinukazdaiauawue (Issues and recommendation):

4.n15RUMNULAZAN Y318 (Inducements, financial benefits, and financial costs)

ﬁ'ﬂ%’ﬁhUﬁﬁLsﬁﬂiammﬁ%’aﬁawwEJLﬁaJLaam*lmﬁé'hi'aﬂmami and
[ T BT e [ ] wianzay
[] lug [ ] lswngau
RuyaelAiuglinsiun1de ol
[ T MR e [ ] winzay
[] lug [ 1 lswngau

5. nsuntasmnududrudiuazn1ssnerninuau (Protection of research participants’
privacy and confidentiality)

N3EUIUNTRYYARAITINNTITE NMEYAIUTIUTIN wasiushwdeyaluwdvesaudu
d1Uf Lagn153nw1ANAU (Privacy and confidentiality)
[ ] waneay [ ] Limangay

Uszrhunnusazdatauaius (Issues and recommendation):
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6. N13A11989YUBY (Community consideration)

6.1 HansEnuioigusuAnwlasuningnseidenidedeldes
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[ 14 [ ]l [ 1lsdhAendos
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=

[ 14 []ldd

Uszipuiinukazdaiauswnuy (Issues and recommendation):

7. Sponsored-initiated clinical trials [ ] laild (@ulude 8) [ 1714 (Uszidiude 7)

7.1 MIAEUNIIIINGENTINNTITE0 UM TENINNITIRY

[ ] wanza [ ] lawnzau [ 1N/A (Not Applicable)

o w

7.2 N satiuayueIvIeN s NI WIanasaugAn1 533 [ 14
7.3 MIuALImMEUsEAnAIidnTIunsIeNTIuimI S TINnTIdY [ 14

1) | 1 a a =3 1 = a ada a v

7.4 miguasnw/gAvaensaiiinn1sdudieviodsiinaimnanainnTie
[ ] sanga [ ] luwianeay
wnasUsenuaawey [ ] 3 [ 7108

Uszipuinukazdaiauawue (Issues and recommendation):

8.A52UUNTS/1NE15VaANEUYDN (Informed consent)

a

8.1 N1598LALIUNTTUIUNITVBAUE ULDY [ 14 [ ]hjﬁ
073l [ ] wnzau (appropriate) [ 1 lawungau (inappropriate)

U ST UNY oo oo e

8.2 nsvesniunsululudugeu [ 148 [ 18
It

o1fl [ ] winnegau (appropriate) [ ] Liwinnzau (inappropriate)

U TP TU N oo s e e e e

8.3 enanstoya/ludugeudmIudidniiunsidy
831 fdeyauaridendnduasudiu (information) aeslaesiad [ 114
3%

[
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(Based on the Common Rule, 2017)
832 mwfwnzay dilale flungueiegns (language) [ 174 [ ]l
833 ifldonud [ 119 1 lafle
83.3.1 sniiudvuselonififitnsinisofieldsy
8.3.3.2 UjasnsfuRavesdidevisegaiuanuun1sidy
8.3.3.3 JudadugiinsiumsIdevisediguiuiumangay
8.3.3.4 ouudndlainindunmslinsguasnvimsenisuinns
dvnn (therapeutic misconception)
834 lunsdliigfiingammsisoiludin &l assent uaz parental consent (1% [ 1
[ ] lsiAedes
835 lunsaliifiirsmmsidelalannsalinnuduseuld Snsve [ 119 [ ] lly
mnuBugenyARaa L salrasBusonwlasveussan | [ 1 liRgites
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1Y FvennuBusen nasloyauazvenuBuyeNly [ ] wmangay [ ] ldwsngay

Uszihunnuwaztatauawiy (Issues and recommendation):

8.3.8 MIINWIANUGUVRIDENHLIAT
o enanstiufindeyaeianaing vio CRF lifideana avUszdmidnsuszvvu HN viedeyatnians
duyanaiiveddlaie
o enansteyaananadinsiuliludaennqyus
o teyalunonfiumesidnsiaianzdifonsiu
o fATeszyAnfussaznanmsiiivienans (srezna ... ) wasmsvhanedoya (35..........

839 lunisfnuvinanuesiinsaanmanevesyana visold [ 18 [ 11l
n. Tunsalnd fIdeasladediuinanansauwmlavioly?

[ 1Unds [ 1 1UA0S QUIATEUMRKA). oo
2. MsveABuganangUle Tunsaindnisnmangvesupna n3alyl
[ 14 [ 11l (Usanuunanguvsesuunasuumie)

9.63UAMAIAY (Opinion) vasiuseidiu

[] ey

[[] wiuwoundauiuusudlalassmsidonuiianenssuninausuuy
[[] vsuusudlvegrannudadadrunlifiansanl
[] Lidhuey

Risk categories

[ ] AIUEEE (Research not involving greater than minimal risk.)

[] anudsafuenudesi uifidnumsideealdssleniianssieguam
(Research involving greater than minimal risk but presenting the prospect of
direct benefit to the individual subjects.)

[] Anudsafueudesn e1slineusslovidegunmiid1siunside uilnue
1931713 (Research involving greater than minimal risk and no prospect of
direct benefit to individual subjects, but likely to yield generalizable

knowledge about the subject's disorder or condition.)
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[Krut]
Certificate of Ethical Approval
No. ...../Year
Name of Ethics Committee: Research Ethics Committee, Faculty of Associated

Medical Sciences, Chiang Mai University

Address of Ethics Committee: : 110 Intavaroros Rd., Amphoe Muang, Chiang Mai,
Thailand 50200

Principal Investigator: Academic/Profession Title ...

Department of ......ccoveivniecnne. Faculty of Associated Medical Sciences, Chiang Mai University

PrOTOCOL TIELE: .o ettt e e e et e oo eneen eereeneeaeeeeeaes
STUAY COAE: ...ttt ettt ebeseses s et s st s snsneis

SPONSOT (If ANY): oottt evses s snas

Document filed Document reference

Research protocol

Participant information sheet

Informed consent form

Questionnaires

Case report form

Advertisement

Principal investigator curriculum vitae

Other

The research has been approved by full board review

Date of Approval : Expiration Date :

Progress report is required to be submitted to the Ethics Committee for continuing

review: [ ]at 3 monthinterval [ ]at 6 month interval [ ]annually

The Research Ethics Committee, Faculty of Associated Medical Sciences, Chiang Mai University
is organized and operates according to Guideline for Good Clinical Practice (ICH GCP) and

relevant international ethical guidelines, the applicable laws and regulations.

Signature: ...
Academic title (NaMe .voveeeeeeeeeeeeeeeeeeen )
Chairman of Research Ethics Committee

Faculty of Associated Medical Sciences, CMU
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POSTAPPROVAL REQUIREMENT:

1. Investigator should make request to renew approval within one month prior to the
expiration date if the research is to be continued.

2. Please submit the close out study report when the study is completed.

3. In case there are any changes in the research protocol or informed consent form, the
investigator must obtain REC approval prior to implementation unless those changes
are required urgently for the safety of subjects.

4. Any event or new information that adversely affects the safety of the subject or
conduct of the trial must be reported to the REC promptly.

5. Any protocol deviation/violation/noncompliance must be reported to the REC.
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MEMBERSHIP ROSTER - RESEARCH ETHICS COMMITTEE MEMBERS PARTICIPATE THE FULL BOARD MEETING
Faculty of Associated Medical Sciences, Chiang Mai University, Chiang Mai 50200, THAILAND

Tel. .. , FAX o
Valid from ............... Lo SR (Day/Month/Year)
No. | Name of Member | Gender | Position | Earned Specialty Representative Affiliation to Tick (\/ ) if member
on REC | Degree(s) | (e.g., Board capacity AMS (Affiliated/ present
Certification) (Scientific/ Non-affiliated When protocol

Nonscientific) reviewed

(date of meeting)
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[Krut]
CORA- No......../20.....

(COA- No......... /20.....)

Certificate of Re-approval

Name of Research Ethics Committee:
Faculty of Associated Medical Sciences Ethics Committee, Chiang Mai University

Address of Research

110 Intavaroros Rd., Amphoe Mueang, Chiang Mai,Thailand 50200

Ethics Committee:

Principal Investigator:

Protocol title:
STUDY CODE:
Sponsor:

Document approved

Document reference

Progress report

Research protocol

Participant information sheet/
Informed consent form

The research has been re-approved by
() Full board review Date........cccoeuu....
( ) Expedite review

This is ......... (1%, 2", 39....) re-approval

Date of Re-approval: .........c..ccoooviiviiiiienn. Expiration Date: ........cc.coovovviiieeiieicece e
Date next progress report required (DD/MM/YYYY) ....ccoevueeee. (within one month before the expiry
date)

The Research Ethics Committee, Faculty of Associated Medical Sciences, Chiang Mai
University is organized and operates according to Guideline for Good Clinical Practice (ICH GCP) and
relevant international ethical guidelines, the applicable laws and regulations.
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POSTAPPROVAL REQUIREMENT:
Investigator should make a request to renew approval within one month prior to the expiration
date if the research is to be continued.
In case there are any changes in the research protocol, participant information, or consent form,
the investigator must obtain approval prior to implementation unless (a) these changes are
necessary for the safely of subjects, (b) minor changes such as logistical or administrative aspects
of the trial (e.g., change of monitor(s), telephone number(s)).
Any event or new information that adversely affects the safety of the subject or conduct of the
trial must be reported to the REC promptly.
Any protocol deviation/violation/noncompliance must be reported to the REC.
Any serious adverse event must be reported to the REC promptly as stated in the Faculty of
Associated Medical Sciences Notice.
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