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International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016.

The Council for International Organizations of Medical Sciences (CIOMS).
International Ethical Guidelines for Health-related Research Involving Humans,
Fourth Edition. Geneva. 2016.

The National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research. “The Belmont Report: Ethical Principles and Guidelines for
the Protection of Human Subjects of Research”, 1979.

45 CFR 46 (US Code of Federal Regulations. Title 45 Public Welfare Department of
Health and Human Services Part 46 Protection of Human Subjects) 2018
requirement.

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

WHO. Handbook for good clinical research practice (GCP): guidance for

implementation, 2005.
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World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General Assembly,
Helsinki, Finland, June 1964, and amended by 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.
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Y1519385551N 58 TuauluUsEwmalny. wuamsasusssunsvinideluauluysemalng
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AENITUNTHUAINUIAYIR (@12.). (Wwww.nationalhealth.or.th).
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uywe (aﬁ’uﬂ%’wqaﬂ%’j&ﬁ 1). n3enne : ddnaunnsgunITeluau newnsgIung

98 FUNINUAMZATTUNITIVLWIAITR (39.).

W 31URRTeyar1IAa1sVRITIUNTT W.A.2540. (2 Mug1eU W.A. 2540).
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naAN 2546).
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sz iyaiAaunindn wa. 2551, (99R9IUNW LaN 125 Aouil 36 N 20 NuATUS
2551 wih 37) wazatuil 2 (519A9UNI La 136 AEUTl 50 N 16 WwIeu 2562 nih

210)

-41-




A11N9IUIYSTITUNNTINY

AMSNETUNAANENS UNINT1aLTelng

SOP 003/04.0

UnNi 3 TAseas19azuung
AMZNTTUNITIIYTITUNISIVY

(Constituting Research Ethics Committee)

YY1 22 V99 24 W

9. UuNnUsz I SOP 003/04.0

AREY atiuil Fuil duiudluvan
ANEATTUANT FONEC 003/ | 22 9a1Au 2556 - wAlvsudelugnnNANENTINNNT
WUIDALTUNTS 01.1 3y SIDCER-FERCAP Wilafuil
UINTFU 26-28 fiug8U 2556

. Al bullet 1 Numerical st
Welwinesen1sensds
AMENIIUNIT FONEC 003/ | 12 quaiug 2559 | 1. udlaBedeysii fie mansianse
W Isaniiunig 03.0 (Bervayivs) n330191 AAANANG
UINIFIU - whlaun3Bandun1suinsgIusiazun
. ayvdeum ezl lasinae
AMENITUNT FONEC 003/ 15 @AY 2559 . WA UANNTBLULEINNAENTITNANS
WUUIDANTUAS 03.1 3y SIDCER-FERCAP Wiafuil
UINTFIU 16-18 fiquigu 2559 lagunly

version¥d4SOP number

CuduRnUseIansunluiSadunig

AU

- wily Jewdnsiyanaindu

v a 1

tininerenans wazyaranilidu
v a ¢ < £
unIngmanslu Yyananiu
Weeans wazyanailynu

AIneFans

. USULenans91989 WMA Declaration

of Helsinki=Ethical principles for
Medical Research Involving Human

Subjects 1Wuatiu a.a. 2013

-42-




A11N9IUIYSTITUNNTINY

AMSNETUNAANENS UNINT1aLTelng

SOP 003/04.0

UnNi 3 TAseas19azuung
AMZNTTUNITIIYTITUNISIVY

(Constituting Research Ethics Committee)

YY1 23 V99 24 W

drunwnbuvan

5. whlvUSudeny “nssunsninngg

PANLIAIERSNITEANG” 1T
d' @ « A‘” [
AF5UNSNIUU “Unng” wazusu

YOANDUE

. U9 6.8 NSTUNSAUNU ARUBAINN T

6.8.2 14 99 6.8.4 LANLVBANUUNUIN
PNYenssunsaunuldmLau
lnaanensalasudainUseyulu

sy

. USUmnNveUsesunssunig

AFYTITUNTIVY LAYIUNITNTIUNNT
3YTITUNIFINY LINVUNTNFIUNY
IYTITUNITINY LAZNITUNIT

38555UN15IY

. USUTemnUNgIT89nunNIsuNISTana

dnstawdanianauselevy (conflict

of interest)

LNUNISIRITUNAREY WIAKNANIT

fansanlianunsaussgaauviuies
foanuls lagldidesranain
U3e51UNTIUNITITYTIIUNITIY
AYIYNITNTTUNTIILETIUNNTINY

LAYNITUANTISYTITUNITIVY

AMLATIUNNS
WEUNITATRUNNS

HIA991U

SOP 003/
04.0

30 Wweu 2564

- wAlwnnslsiaisaiunisuinggu

91 FONEC 1y SOP ied1emanin

wla

-43-




A11N9IUIYSTITUNNTINY

R SOP 003/04.0
AMZNYTUNAATENT UMNINB1aLY89 LY

UnNi 3 TAseas19azuung

a a o ¥ Y
AUSNITUNTITVIIYTITUNTIIY U1 24 Y89 24 BUN

(Constituting Research Ethics Committee)

RGN AUUN JuN drunwnbuvan

2. Ysuunluansedrrglinssduiag
findiapnufigidon

3. fovmnemgniniingsunss Wideay

4. Ysuienansenedaliduatutlagiu
uaziiaenan Bl

5. ufilvlorousd Ao ne.ng.5nl
WIBTTUNILND ANURAENEIUTS-

ANans

-44-




YDRNAISNWIANUGU / N5TALLEMIINaUsL el

(Confidentiality / Conflict of Interest Agreements)



AUNIIUITYTITUNIFIY

¢ a v o : SOP 004/04.0
AMZNWETUAANEAS URIINBIRLTe Tl

UN9 4 99ANASNYIANNAY /

[ v L3 1 4
nsTandanianadselevd U1 1 Y29 8 “un

(Confidentiality / Conflict of Interest Agreement)

[ % o/ (4 v -4
YINNAIINWYIAIIUAU / N1TUA wdannanauselovy

(Confidentiality / Conflict of Interest Agreement)

JunGuly Tuf 30 Wwweu WA, 2564

winatufi  FONEC 004/03.1

U

k%4 o Y ad o a U dl
HINNT - AUSAIIUATINAIUTIDANUUNTININTGTU JUN 30 WHY18U W.A. 2564

AMENYIUIAFNENS UMINSNRELTealAal

Qﬂ—@/—/{_
Ui 30 Wwgu w.A. 2564
(§978an319158 A9.511 WAISTINIUNA)

AMNUARMNENYIUNAFNENS

-45-




AN 0 BAWLWN

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.0

UN9 4 99ANASNYIANNAY /

(Confidentiality / Conflict of Interest Agreement)

YR
399
ingUszase
Toudns
YOULUA
ANMNTURAYOU

LquQﬁ%umauﬂWiﬁﬂLﬁuﬂWi

$1882L98ANITANTUNTS

6.1 N1IBIUTORNAISNWIANUSUVDILATINITINY/N5TALdsenaUselevil

6.2 M3TnaIUTRENEY (913)

6.3 NMsasuNlueNasTeNNasNEIANAUTDILATINISITE/NSTALEINI
NaUselewt

6.4 MIUJURmuTanNas

6.5 NMSAUSNHILENETTEANASNYIANUSUTBILATINITITY/ANTUAEINS
nauselow

ANAKUIN

LONENT91989

JurnUseIs SOP 004/04.4

-46-

[ v L3 1 4
nsTandanianadselevd U1 2 Y29 8 "N

=
_)Q

o o0 0 00 AW VLW W W




AUNIIUITYTITUNIFIY
. - v o , SOP 004/04.0
AMINEIUNAANERNS UV INT1aeLTeslnd

UN9 4 99ANASNYIANNAY /

[ v L3 1 4
nsTandanianadselevd U1 3 U89 8 “uN

(Confidentiality / Conflict of Interest Agreement)

1. Ingusena

1 q' v

wislvigddruneiteslaeu Wila geusu wazawuluenarstennasinwinnuduves

1A5an15338/Mmstnndamnanauslend sungitesiunsinwianuduvesteyalulasesianisidy

a

N15NNTUNIINAUTLYUAULNITUNITITETITUNNTINY Uavdouadu q MNeIted IUTINITHITNN

a0

TassnSIdeladulunundnasesssuniside Tneusiaainnisiidrulsdiude

a o/ 4
2. BgaFnil

N133NYIANUGY nskilamedeyaduneitesivteyalulasenisideuay

Yayadu 9 MngIves
@ v ¢ = = ¢ A & v oy Ay &
n3daudanianalsele vl nsuarainaysElevinsaludinsiulasensidetu q
I ¢ v a I 1 [ a
o1 dunauselovdiuasugianselulyiuiasugia

Y v

NaNaUselegU n19nTIn3 8719091 N15TALG NI

4 )

NaUse e UVDIAMEZNTTUNITISUTITUNITINE A o9 NNS

UamglunUssyunnienssun1sasesssunm e wasuui

MINIBATUNTUINTFIY

3. YBULUA

Asalunsuinsgivaduiaseunguian1sinwAuauLarn1sUakg anaHaU sl

NenfiuansaumnaLazn1TUURNUYBIRNENITUNITITETITUNITIVEY LagidmTnNg1ingIu

4. ANUSURAYaU

n3TuN1TY Andsdsiminnauuazidmiiididnnug feseru ila sousu uavasuaily
lenanstennasinuiaNduredlasanisive / mstaudamnsnadselow (AF 01-004) neuida
Ujumau

a 4 =

WMENT SEUUANTAUNAT AU TEUUTIE T NIUTEEITUNTITY KA SuBd g vy

danansain1sUseys NITUNIATINEEL/ATINTT HUaIdfAne9NuUITesTTNNTIVY J3Bdvediun

nans asuulutonnasguiuiue

-47-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.0

UN9 4 99ANASNYIANNAY /

[ }74 ¢
n1sYndanenalsele vy
(Confidentiality / Conflict of Interest Agreement)

YY1 4 VD9 8 NN

5. WHUQRTUABUNTANTUNNS

JUNDU Aanssu
1 A1591UTDNNAISNEIAIUAU
Y89LATINITIVNY/NITUABEINIS
nauselevy
Y
2 AsENaUTRasdY (213)
Y
3 AMsasuNlULENANSTBRNAIS NN
ANMUFUVBILATINTIE/
AMsUALSMIINaUseles
4 nsuiRautennas
Y
5 AMTAUSNEILENATTaANAIS NN

ANMUFUVBILATINTIE/

MsUABINIINaUsEle vl

-48-

HSurnvau
ARENIIUNNTAILTITUANTIVG/

Wi fidinanunad i fissuuansauned
auaszuvvesdtinau/fiiBendunmnsal/
AveLiAnsgu/Aseaadiuienais/
NIIUMIATINDLN/ATITNTT
ABYNTTUNTIILTITUNTIVE/
Fvhiiddinauadmihfissuuan saumned
guaszuuvesdiinnu/fiddeudananisal/
HUeIiAnwIga/Asesediuliendns/
NITUMIATINDEN/PTITNT1
ARENIIUNNTAILTITUANTIVG/
Wmihidinaudmihfissuua saumned
auaszuvvesdtinau/fiiBendunmnisal/
HUBLiANwIga/ATesediullendns/
NIIUMIATINDEN/ATITNTT
ARENITUNNTAILTITUANTIVG/
Ethiidninanum/idmihiissuuasaumned
auaszuvvesdtinau/fidBendannnisal/
HvaLiAnsgn/dsesadiuiendais/
NIIUMIATINDEN/ATITNTT

LRNATNEITNIUY



AUNIIUITYTITUNIFIY
. - v o , SOP 004/04.0
AMINEIUNAANERNS UV INT1aeLTeslnd

UN9 4 99ANASNYIANNAY /

[ v L3 1 4
nsTandanianadselevd U1 5 U949 8 “un

(Confidentiality / Conflict of Interest Agreement)

6. S19azldeANIIALHUNNT
6.1 NM1591UTDANAISNEIAMUAUVBILATINSIIY/N5TALT I anaU s el
WnT #1901 Y Loulend1seennassne1nudureslasinisise/n15Tandanag
HaUsgluvid (Confidentiality/Conflict of Interest Agreement) (AF 01-004) $1u3u 1 4a 1vifiu
AzNIUNT3E5TIuNTITE Hiiudendunansal frerin@nuigau nssumsnsiaden/msan
wazgfduAates (AF 02-004) fFesvadiunenas (AF 03-004) lirvtididrineus Wmid
STUUANSAUMATIgUATTULYRIATN LY (AF 04-004) WilesuuazviharadlanousuU iRy
6.2 NMsEnautedsdy (d14)
fititeasdeluuselonvioansy awnsadnonnariyns videdvaiauyns
6.3 NMsasuuluenasdannassneIAUEaUYRATINTSIE/N5TnLdssnaselevi
yanadanandisdi hnmlutesine asuny uazsvyiudl luenansdennasinuanudulags
NM3398/MsTnudannanauseleyy
6.4 Myujiamudannas
U uRnuenastonnassnyiauauredasinside/mMsdandamanaysele v
6.5 MsAUSnEengIsTannasinuIANdUYaslaTINSIde/nstaundmanayselavl
Wanifiddnaun Wushvienaistennassneauduredlasinisive/n1sea g

naUselovuNasaneiatonal M iuwiuNadnuasysssun1sIveY

7. A1AKUIN
AF 01-004 TonnasinwANauTedlAsINSITe/nMadaudanisraysele
AF 02-004 fonnasinuanududmivundendanamsaimsussyesanynssuns
3YFITUNNTINY
AF 03-004 PonnasinuANUaudmuLTeaaduIena13INdTNINITESIINNITIY
AF 04-004 Tonnasfnwenududmdudmihiidninnustessansidoidmiissuu

ATEUNATIALATE ULV TINUATEETTUNNTITY

-49-



AUNIIUITYTITUNIFIY
. - v o , SOP 004/04.0
AMINEIUNAANERNS UV INT1aeLTeslnd

UN9 4 99ANASNYIANNAY /

[ v ¢ v 4
ﬂ']i’l]ﬂLLE]\WI']\‘iNﬁUi%IEJ‘UU #%U1 6 VD9 8 hUN
(Confidentiality / Conflict of Interest Agreement)

8. LlINA1591999

8.1

8.2

8.3

8.4

8.5

8.6
8.7

International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016.

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

World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General Assembly,
Helsinki, Finland, June 1964, and amended by 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.
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International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016.

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

World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General Assembly,
Helsinki, Finland, June 1964, and amended by 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.

wuIvsasesTIuNMsiideluaululszwmelve w.e. 2550. vusuasysssun1vinidelu
AululszmAlng. NTamnY : gRaINIaluMINede.

dnauAMENIINNTITOURIER (19.). (2562). kuITsesssuNsYATeTiieadestu

Wywd @UUUTUUTATIN 1), ngamne : ddnauuinsgiumsideluau neswnsgiums

398 AUNIUAMZATTUNITIVYWLAITIE (3%.).

-64-




AUNIIUITYTITUNIFIY

¢ a v o : SOP 005/04.0
AMZNWETUAANEAS URIINBIRLTe Tl

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY YU 6 VDY 7 UL

(Training Members and Personnel of Office of Research Ethics)

9. UuNnUsz I SOP 005/04.0

RGN atudl Fuil gauiudlondn
ARIENITUNTT FONEC 005/ | 22 manau 2556 | 1. wily bullet 10w Numerical list
WUIgALIUNg 01.1 Wielinesensdneds
UINTFIU
ANIENITUNTT FONEC 005/ | 12 quniug 2559 | 1. uilvdedeysi® fe mansianse
WaugAIuNg 03.0 (Bermgfies) a5 3nen aanindina
11ATFY 2. uAlUnIBAIUNITUINTFIUAAZUN

3. @sUinde 5 waz W1 6
4. aTvdeun T arAignAaarly
IS GRRIGHT

5. YSunseulmiseaanuwassibadng

AMENITUNIT FONEC 005/ 15 @A 2559 | 1. wiky version w89 SOP number
WUIBANTUNTT 03.1 2. WiuduiinusziRnsualadsadunis
UINTFIU UINTFIU

ARIENTIUNIS SOP 005/ | 30 wwigu 2564 | 1. wilunshiswaisaiiunisuinsgiu
WAUIDALTIUNTT 04.0 971 FONEC 1{Ju SOP iiiadresianinu
UINTFIU W1la

2. Yfuanseuagdanananylviinlade
wavLiiy SOP training

3. Ysuenansenaddbiduatuiagiu
uazfinienansensdslyiviuat

4. uilederfoysii fio ne.ng.51
WAITITULUNG AMURAENEIUNA-

ANEnS

-65-



AUNIIUITYTITUNIFIY

¢ a v o : SOP 005/04.0
AMZNWETUAANEAS URIINBIRLTe Tl

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY U1 7 VB9 7 UL

(Training Members and Personnel of Office of Research Ethics)

KA adui Ui daududlunan

5. YSuanauLenashuunesy (AF Form)
TvaenmaaInUIIwaLdenns
ARUNT LAZUDNANTRUUNDTUN

ada o a

WakenauubasnluanIsatunig

WNIFIU e lAEoN1SATUNNS

-66-




A11N9IUIYSTITUNNFIY AF 01-005

AMINEIUIAANENS UV INT1aLTeslnd

=] Y =
LUUURNNNITIIHNBUSY

¥o ana :

o
v A

LASFILAD

A0 UMW UANENTIUAIIITEETTUANTING -

O assunisluanndnuinenaians O assunsalalganndnuinenaans
L Assunsdsinmmuznenuiamans O assunsnlulddsnanisnetuiamans
Q $wihiiddnauasesssunside O 8uq

UszINNISIIRNBUSY :

t&
=D.

# wadamdnsunisinausy dn1uin

eDe
o)

wrassuUITUI

Form version 04.0 April 30, 2021 -67- %1 1 ¥99 1 Wi




UNN 6

NUSW9dEsY

(Independent Consultants)



AUNIIUITYTITUNIFIY

¢ a v o : SOP 006/04.0
AMZNWETUAANEAS URIINBIRLTe Tl

uni 6 NUSnudase

¥ 1 ves 7 U
(Independent Consultants)

NUsNEdasy

(Independent Consultants)

Junsuly U 30 Wwweu WA, 2564

wiuatuil | FONEC 006/03.1

AR ANEATTUMSIRILNISAWIUMTIINSEIN  Juil 30 Wy w.A. 2564

AMENYIUNAFNENS UMINENFBLTealal

Ui 30 Wwgu w.A. 2564
(§978ean319158 79511 WAISTINIUNA)

AMURAIZNENUNAFIERNS

-68-




(o)} O fnY W N

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 006/04.0

uni 6 NUSnudase

(Independent Consultants)

GUEVY
399
ingUszase
Toudns
YOULUR
ANMNTURAYOU

LquQﬁ%umauﬂWiﬁﬂLﬁuﬂWi
eazdeAn1IANIuNg

6.1 madeniiUinwidasy

6.2 MsveUINY

6.3 msuansnuAnTiukazidfinsaluiivszy
ANARLIN

LONANTe1989

Junusei® SOP 006/04.0

-69-

YU 2 VDY 7 UL

=
_)E

(@)} O fnY RN fnY RN ny [N} (6N] W (6N] W




AUNIIUITYTITUNIFIY
. - v o , SOP 006/04.0
AMINEIUNAANERNS UV INT1aeLTeslnd

uni 6 NUSnudase

¥ 3 Vs 7 U
(Independent Consultants)

[

1. Inguszasd

Waduuuimslunmsidendidernglifuinwmuesanuenssunisaiesssuniside Tunis

NINTULATINGINY

2. ReUANA

nUsnwdasy A luavans intiinumu nzilasen e wagl

Y

[

AUsnwn Tefawiu lasluinistandamnnalselosiduanitunse

A8 lulAsanTIdeiu 9

3. YBULYA

dloUsesunssun1s T vioanenIsun15a3EssINNTITe Sauiuiilasinsideladesnis
%’ayjmﬁ'mﬁm yonilelUnnNANUTBITUBIAMENTIUNITTTB5TIUNTITE Usesunssunss vie
ARIENTIUNTATEETINNTITY o1vemmARiuINAUSnwBaseiidanudernaluavianiesn

Usznaunisiansantulasinisive

4. AMUSURAYU

'
a

U385IUNTIUNITY 1@VIUYNIT Usanssunsaulaaunils lauedadiiedvigluaivianie

U o

F99N15 UTLSIUNTIUNITY LEUTBRIT eI UADANUAALENEIUIAFIERNS B IuUNIUL1S0L T uf

Y] o

UINWIUDIAUENTTUNITISYSIIUANTINY

5. uruniivunaun1sAiunng

Tunoy fanssy K3Uknvay
1 nsiReniivsnwdase Use5IUNITUNTI/AaUIYNITY
J NIINNNTY
2 N5veMUINW WS AUSNBaTe
3 MIUAAIAILARLTALLAS IS dasy/tauynis

Ui sanlunussyy

-70-



AUNIIUITYTITUNIFIY

¢ a v o : SOP 006/04.0
AMZNWETUAANEAS URIINBIRLTe Tl

uni 6 NUSnudase

YN 4 Vs 7 U
(Independent Consultants)

6. SwazdeAn1sUfURANITATUNNT
6.1 NMslaenNUInwdasy
6.1.1 US¥5IUNTIUNITY LAYIYNITT UT8NTIUNITY Laua¥er L8 luanuiinednns

U = d' I d' 3 a
ARLADNLAZLAURYRLUUNUINWIRETY

6.1.2 UT51UNTIUNIT LAUDTONTEIVIYADAUUAAUENYIUIAATERNT

Y

=) % a

6.1.3 AMUANTBRIAMUANUNUNENUNIUANIRIEILTLIYRY

9

a

6.1.4 AUURAMENETUIAMARSILAIRITIUI N DasY
6.1.5 71Usnundased wanUsziRuavasuluiena st onnass nuimud vredlaseinisise/
nsTadansnauselewd (AF 01-004)
6.1.6 Wnthdiddneus uenansiilunilufiusaw
6.1.7 Wwwithitdriinaus davimsuagiiefivinwdassuazanideingy
6.2 N1svaAIUINE
6.2.1 18314137 Lauslasan1siTeseUsEs1unTINNNGY Lileldendiusnuidasy el
nssums vinladugidemgluaviemegiifedesiulasimnside
6.2.2 Wthildnineun saddasensisulaiusnedase Wenuniufinnsan ndeuonans
JoANAINITSNHIANUAUVDILATINTIFY/NSTALEIsHaUsElewd (AF 01-004)
6.3 MsuansrNUARTIuLazindrRa s TuTUsz Y
6.3.1 iU dassuTinuUUTIBIUANNAATIuT eI N DasE (AF 01-006) LardIT1891U
THauyns ethidhfinsanluivsyyunaznssunsaiesssumside
6.3.2 fiUsnwdasreradnTinUsrusisuazssuamiuluf Ussguangnssunig
3UTITUNTIVY wablausaddiusnlun1siasunsndy

6.3.3 MenudeAnmiuresiUinmdasyazgniiuliluuilulasinisideu
7. MAKUIN

AF 01-004 J9PNAINITINIANUSUVDILATINITIF/NSTALEMaNaUsEle vy

AF 01-006 WUUSIUANNAAT LT DINUS N Dase

-71-



AUNIIUITYTITUNIFIY
. - v o , SOP 006/04.0
AMINEIUNAANERNS UV INT1aeLTeslnd

uni 6 NUSnudase
t 24 t 24
Yt 5 Y89 7 Ui

(Independent Consultants)

8. 1PNAI391984

8.1 International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016.
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(Management of Protocol Submissions)

3. YBULUA

TBANTAUNTUINIFIUATBUAGUNITINNTTIATINTITeaLIaNATNNLITEY aun

A v

3.1 15915398 aqmﬁmﬁmfm%’ﬁm (Protocol Submission for Initial Review)

3.2 Tassmsiseiudlonazdndudnnsnads (Resubmission of Protocols with
Corrections)

3.3 dhuudludininlasenisise (Protocol Amendment)

3.4 91899UAMNANULNVBILATINITIVY (Progress Report/Continuing Review)

3.5 'ﬁwamuﬂﬁguzjmiﬂiqﬂwﬁé’a (Final Report)

3.6 eUgAlATINNTITeReuimUA (Protocol Termination Report)

3.7 MenumgnsalliiiaUseasd

3.8 N5Lawedu 9 WU letter of amendment $1831W97N DSMB %38 DMC

4. AnuSuiinvau
WintAddneaus dndidunnasluayangidousy lausneiaviunis kazhkaning
1A59N193780azenals i gate AN TTUN1T9T85TTUNNTITENANTUY NS OUAUMTINANT

v o

NITUINBHIVY

Y

5. WHUQRTUABUNTANTUATS

Tunoy fanssy KSURnvaU
1 A155ULBNESNTULEUD MUNINFIUNGIU
2 ANSATIFDUAIUATUDIUVDNDNENT WM dINaUY/AavIunI 5
LAUDABLAYIUNNT
3 ANSIALDNATLAAMNLNTIUNITISEFTITUNTINE LRNAUNNFIUNGIU
N80
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6. S19AZLBYANITAIUNIS
6.1 N155ULBNESNEULEUD

Wnthiddnenu asduiinluayansideusu uonUssinnienans uaglvisia sl

TASINNFENLIUNITAINTUIANUS LTI Year-EXEM000
TASINSNUNIURINTUILUULTIAIU Year-EXP000
1AsININUMUITNATINTTITulunyUseg Year-FULLO0O

6.2 N1IATIVFBUANNATULIULDNETLEUDABLAYIUNITNTIUNITITYFTITUNTIFY
it fidntineus sdumseed
6.2.1 Tassmsidefidadnfinnsanadausn THuuusenisnsisdeununsuduveenalsi
AUINTUN AD S18N1TATIVFBUAIIUATUNIUYBLBNAIS IUNTVRSUNITRATUNSUTDUTIRS 855U
15398
6.2.2 Tassmsisefiudloudrdadiunlng wie druudlodfininlasensisensiaaeutudin
thdsuagienasfinuuin fAnnsanmsudlesuissyliluduiinidmiold wazionansiionsdad
ASUDIUMID LY
6.2.3 swaruanufuvedlanan1site s1eunsiuanlasiniside Meeunisy
Tasemside ionenumansallifisUszasdiiionss anaaeutufinidiagionansfiuuuuniy
nansiensdefiasuiuniol
6.2.6 UBNANT LEUBLAVIYNIT \iefiansan
6.3 N15IALBNENT IFAIZATTUNITIIYTITUNITIYNITUN
6.3.1 LenUILLANLDNET
Wvthiidninaus dasusanenanioalfiduyanudelasesnsisoundaiaus
AYIYNITT M38UTEEIUNTINNITY RTAUMINZ AL MIIwaETENTTUATA L IUNMTUIRTE Y
faonndes laun
1) SOP 008  MSEAIUNISHANTUIAIULSEETIH
2) SOP 009  AITNUNIUNIITUILUULIIAIUY
3) SOP 010  meuynuisanlassmsIdeludivsze
4) SOPO01l  msRansanlasimsideiudlonasdeandudunsnads
5 SOP012  msfinsanduwdlufiuiulasinisive

6) SOP 013 ANSNUNIUNITUNTIEIUAIIUNINUIVDLATINITIY
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7) SOPO014  msnumufinsanmesunsAuaslazinside
8) SOP017  MIIANITEALATINITIY
9) SOPO018  msnumuRisanTeumsnisalliiiaUsyasduazivgnisalliig
Uszaadfiinouse
6.3.2 Aiflunsifeafuienans
Fwhiidnaue dudunsdad
1) UsznnenasidnunIsmunmiuiinnsenwuuiseeiu (Expedited Review) taweli
LAYIYNNTY NTBUTEEIUNTIUATTT NATUNDUNUIENTIUNTY U 2 AU TAAUBNEITY WiBY
wuutufinarudiulumsfiansanlasensideiiausnisnumuiionsanuuuisaiou (AF 02-009)
2) Ussianienansiithiumsnumufiansanluiiusyas (Full Board Review) Lauals
AUIYNTT 138UTEEIUNTIUNITY RANTALOUMINEENUNIUNAN 2 AU WAZENUNIU ICF 1 AU Jnda
wnanslsingsuns laidu 7 Su il
2.1) dmiugmumuvdn dndaenanslasimsideuasionansiiisades wieuuuy
fufinenuiulunsfiansanlasinsideiauonisnumufiansaniasenisidelufivssyy (AF 03-
010)
2.2) dmiugmumu ICF dadaenanslasenisidouazienansiisates ndeuuuy
‘UizLﬁUL@ﬂﬁ’]iﬁ?%LLﬁN”ﬁ@yjaﬁ’m%JUmmﬁﬁﬂiLLazL@ﬂﬁ?iLLﬁﬂﬂﬂ’J’]ﬂJQUUQN (AF 04-010)
2.3) nssums dadaenanslasimideuazienansiiieades
3) Uszannmienalsi 2eenuiuni1sma1sad1uasesssu (Exemption for Ethical

Review) taualilaviynis ¥5eUses1unssunis, Wansan
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AF 01-007
AF 02-009

AF 03-010

AF 04-010

8. LPNE5D19D4

8.1

8.2

8.3

8.4

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN
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(Management of Protocol Submissions)

$18A1NTIVFBUAIIUATUNIUVDLBNAIT IUNISUDSUNITNANTAUISUTB T
2385531N15398 (Thai version)

Document Check List (English version)
wuutufinemudiulunsinnsanlasinsiseiiauonisnumuiiansanuuy
L390U
wuutuiinanudiulunsiiansanlasinsisefiauenisnuniuiiansan
Tuitusza
LL‘U‘U‘UiSLfl‘ut,’e)ﬂﬁ’]iﬁ’]‘%LL‘N“ﬁ@%aﬁW‘Vi%"UB’]ﬂWﬁﬁﬂiLLaELaﬂﬁﬁLLﬁmﬂ%’]?A

Uy

ICH Harmonized Tripartite Guideline. Guideline For Good Clinical Practice E6 (R1).

Current Step 4 version dated 10 June 1996.

(http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E6

/E6_R1 Guideline.pdf - accessed 18 January 2016)

WHO Operational Guidelines for Ethics Committees that Review Biomedical

Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -

accessed 18 January 2016)

WHO Standards and Operational Guidance for Ethics Review of Health-Related

Research with Human Participants, 2011.

(http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948 eng.pdf-

accessed 18 January 2016)

CIOMS Guidelines 2016 (Council for International Organization of Medical Science)

(https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf)
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9. YuNnUsz I SOP 007/04.0

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN

YU 8 VDY 9 UL
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1M5FY | Wusgazdeansfiansanussian

LONANSTNVIYNIUNISRANTUIAY

385554

. il CIOMS Guidelines 2016
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ANEnS

. YSuaauenashkuunesy (AF Form)
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$19N15ATIVADUAMNATUAIUVDILDNEANS IUNITVDTUNITNITUITUTDIDIRTUTITUNITINY

AMSNENUNAANERNS UM INT1aELTeelna

a6y 318019 g | Wl | wwnewe

1 TuinndafaUses1uAMENITUNITITUSTTUNITINY
dmiulasimsidgvesinf@nwlvikuuienansiusewide
NANENTINNTTUTInUTEIIAME Y wagiuALLiLYOU
MNo1915ETUINWN

2 wuufweiUMITUTeuBsasesTsTingenaTUi LN

3 toyadmiuUieviesanailiang (Patient or Subject Information
Sheet)

4 | mideuaninnudugeuiiniidlasanig (informed Consent Form)
forauslassnsifoiiauysal (Full Research Protocol) dsenatiiu
awilnevdedsngy eazdeslulasansifeliuegifuzuuuunsive

6 WUUABUDNY Waw/visenuuduntval (613)

7| wiwiu Waweslavaniuananadias (dedld)

8 | uvutuiindeyadUle (Case Report Form) (fhdedld)

9 gnnUsyiRUagiuvesidevdn wazyIidesu

10 | myvusualessrunsIdslunywd / msuftRnmsidenanaindia

11 | nilsdeeugnandudeinvesideTiunsaliidesimeging vihenu
vidodafinmmisnuduneusnaaiz

12 | wihsuussana (nsallasunuatvayuvioveatuayusulssananiside)

13| Buf sy

AANETOT. e HUeTUNMINTUY/ATIIADULDNATS
FUR e
NUNYLNR

1. WenTI9d@aUuUmNEISASINITINENEUSEWAL  WIALUUSIENITASIVEBULBNEITUINSDUNU

1ASINITIVYWALLENEITOU MNEITD

2. waliiszyatunl (version) uagiuil (date) vasand1sta 3 fis ¥ 9

3. MNRUUERUNY kar/visenuuduwalagluseninen1sinii veliguenansvesunsiansandu

WA LLALLRLIASINNSI98 Tneldhuunasy AF01-013 TRgLUURUUABUNIY WaZ/MIBLUUFUN YAl
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Research Ethics Office

Faculty of Nursing, Chiang Mai University

AF 01-007

Research Ethics Committee Review Request Documents Checklist

Faculty of Nursing, Chiang Mai University

No.

Item

Please check

W) one

Attached
Not

Attached

If not
attached,
please

explain

Study review request memorandum to the Chair of the Research Ethics
Committee. Student researchers should include documentation proving
that their study topic has been approved by the graduate review

committee and their academic advisor.

Application for Ethical Review (fully completed)

Patient or Subject Information Sheet

Informed Consent Form

Full Research Proposal

Questionnaires and/or Interview Guides (if any)

Study recruitment materials such as pamphlets, posters, etc. (if any)

Case Report Form(s) (if any)

O |0 | N[O | P~ OV”[IDN

Curriculum Vitae of the study principal investigator and any co-

investigators

10

Basic Research Ethics / GCP Training

11

Letter of approval from your organization of affiliation for principal
investigators or co-investigators who are not affiliated with the Faculty of

Nursing, Chiang Mai University.

12

Study budget (if this study is grant-funded or you are applying for grant
funding)

13

Other, please explain:

Remarks:

1. After you have reviewed the documents required for submission, please attach this completed

document checklist with your research study and other related study documents.

2. For documents #3-9, you must indicate the document’s version number and version date.

3. If the questionnaire(s) and/or interview guide(s) are currently under development, you must submit the

final versions for review and approval along with Form01-013 before they can be used.
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LL‘U‘U‘ij’uﬁﬂﬂ’JmLﬁﬂiﬂﬂﬂ‘éﬁ‘iﬂimﬂﬂix‘lﬂﬂia‘fl’ﬁlﬁLﬁuaﬂﬂiﬂﬂﬂﬁuﬁﬁnim']LLUULS'\‘]GI'"JU
AZNETUIAANEAT UMINBIABLTES T
Reviewer’s Opinion in Reviewing Research Protocol
Faculty of Nursing, Chiang Mai University
LLUUﬁJizLﬁwf @579m1u World Health Organization. Operational Guidelines for Ethical Committees

that Review Biomedical Research. WHO: Geneva, 2000.

Yognunau (Reviewer) #

A ya o

Y28 (Researcher)

A VO AR S Al LI

‘ﬁl a o
YBIATINISIAY

(Protocol title)

Study code :

Protocol: Scientific aspects

1. nMseRnLUULazN1IALHUNTSI98 (Scientific design and conduct of the study)

d10u FIEN UMY HoRnLiiu
1| anugneiesvadlasinsideluesdsin faus [ ] wea
TgUszasdauianisiiaszideya [ ] limanzay

1.1 AUARAASBITENININQUILEIA N1508NILUY
e uarTsnsimszvitoya

1.2 YUIAMIBEIY/NMTMNUATUINIBE

1.3 Mstienngusiiegi

1.4 S2ea1nsaniun1sI9e

2 | AandiuasUsraunnsaiveeliY [ ] wwngay

[ 1 lawungay

Ya v

3 Conflict of interest ¥84K39% [ ] Significant *

[ ] Non-significant
*Inauslevivselasumnauuny viiednenavili
granainsdiglasinisiaglirdediduaseannsdi

JlAsaINTITeY

Uszipuiinunasdatauawus (Issues and recommendation)

Protocol: Ethical aspects
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2. Al ssiauszlevil (Risks-Benefit analysis)
2.1 nadesnnnnside
2.1.1 Bmsidedinelninanudes
2.1.2 SpUAIADS
[ ] The research involves no more than minimal risk to subjects
[ ] The research involves more than minimal risk to subjects
[ ]The risk (s) represents a minor increase over minimal risk, or
[ 1The risk (s) represents more than a minor increase over minimal risk.
2.1.3 FWananuidss (@)
2.2 Usglowiigidnsniduenaldsu

[ ] no prospect of direct benefit to individual subjects, but likely to yield generalizable
knowledge about the subject’s disorder or condition;

[ 1 no prospect of direct benefit to individual subjects, but likely to yield generalizable
knowledge to further society’s understanding of the disorder or condition under
study; or

[ ] the research involves the prospect of direct benefit to individual subjects.

a

2.2.1 Finsglend @)
Faduanudsuazyszlovi

[ ] wungau [ ] ldwangau
szfuaandesdadu

[ ] ALEE9A (Research not involving greater than minimal risk)

[ ] enudsaiunnaudosh uwifidhumsiselsustlevilaonssieguaim (Research
involving greater than minimal risk but presenting the prospect of direct Benefit to
individual subjects)

[ 1 enudssfunnadssh Lineusslonillnenssiogunmgiinsannside usiinuamms
391115 (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)

UsziAunnuLastatauamuy (Issues and recommendation)

Y

3. MsifenUszynsAnenazn1sBydidnsiuniside

]

(Selection of study population and recruitment of research participants)
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10 SIUANTNUNIU JoRnLiu

3.1 | ineudin1sAaEentl aan naum [ ] wunyay [ 1 llwanzas
(Inclusion, exclusion, withdrawal criteria) [ ] 13J'Lﬁlmﬁﬁa<1

32 | IMdgyaeainsiulasainisidy
1) Us1#191n coercion Waz undue inducement [ 17 [ ] sl
2) Tinayaralunisanduladisiunisideedns [ 1l [ ]l

LEINe
33 | nquiegrsdmlunguilsnzuns (Vulnerable group)

[ 1 [ 1 hily
inlddneglunduln
[ 1 flheiildenansadnwimeld
[ 1 gUawernswiin
[ 1 fiheselsafideeilionsy

[ 1 FUaeluviesqnidy

Yo '

[ ] gafenuunnsedumsdndula wu Win FATANnuunnsomedn/anunssn w3e
AURAUNALUAUNgRANTSN MaRansIATEY Fanuaumnniiy
[ 1 vunquiesviedilianansadearsmuniwineld

[ 1 ngueulsiey Auvievey

[ ] wewisnsaiiogu

'
a

[ ] Hasorgfiegluaniuanasien Wunqud

9 v

[ 1 danviSedueeiania

Y

v dAa o Y

[ ] MeNiitosoulnd S8U e
Trssnsilfinnsnisuniesiidrirnlasanmsifoifisnivesnamunzan (additional protection) fio
1) Swmparnusndunaiissylu COMS Guideline
2) nsfifiviaauansalviauuyey In15vennuBussNIINNuUlagYeUSTIY

[ ] waizay [ 1 ldwangay

e M5338lunguiusizuns 1) lasiiu minimal risk 2) 1AAY minimal risk Aosdliviang

o & a1 ° % i a A o ' ca v i i
anudnduildasnsamdmeulannnguunivielnsuntseniuasUsyleviilaazanaglungy
Ussamiieniu 3) desdinisvennubuseumnzauiungy wu vngideduinvseduin
AnNasatunsiinuugen deswennudugauandausnvisedunulagyeusssy 4) N3

F9elutinlnyastidninersemdusunudnnelunue nssunisasesssuniside Tunsdifiniy

Y
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Wrruainanannsdda wu fthe suumdvonsuna mslinssuiunmsdedyduluess

daszUimanANUNAIU

(3710 CIOMS Guideline 13: Research involving vulnerable persons)

nsdifidunduiane Weansaaoumuinmst 45 CFR 46 fail

Subpart B - Additional Protections for Pregnant women, Human Fetuses and Neonates
Involved in research

Subpart C - Additional Protections Pertaining to Biomedical and Behavioral Research
Involving Prisoners as Subjects

Subpart D - Additional Protections for Children involved Subjects in research

Uszipuninunasdatauawus (Issues and recommendation)

4. n1snaUNULazA1lYane (Inducements, financial benefits, and financial costs)

Ay v

4.1 ANI8NENIIULATINSABITBLAY INNLU1SIULATINTG

[ 13 Wuen
nd wiangawiseld [ ] wiwray [ ] ldwiunzay
[ 1%

P& v

4.2 Buyawglvtugidnsiulasanig
[ 18 WuaAnfums (Rumg denal) sey

mndl winzauvseld [ ] wanzay [ ] ldwmnnzau
[ ] Lid
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AF 02-009

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

[ ] waizay [ ] ldwunzay

Uszipuinuastatauanue (Issues and recommendation

6. NM13A14N9YUBY (Community considerations)
6.1 wansgnunailviusudnulasunisgonviseldendedeids
[ 14 [ ] i [ ] lsdifendes

v

6.2 IvanNanszNufInans (anx)

Uszipuninunasdatauawus (Issues and recommendation

7. N3TUIUNISVIANNBULEN (Informed consent)

7.1 MIVBUNLIUNTTUIUNITVOANLEUL BN

[ 14 [ laid [ 1 ladiiendes

i [ ] waneay [ ] ldwwneay

winnavosnLu
7.2 myvesniiumsasdelulenanianinudusen

[ 14 [ laid [ 1 ladiiendes
i [ ] waneay [ ] ldwwneay
wnaivesn udunguiunzunuasiuussdiuiisoulm

7.3 N5k verbal/oral consent
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[ 14 L] gl [ ] Miieades
WO ] wunvay [ ] ldwaneay

winnan1sld verbal/oral consent wawavesnyiulunguunsuauaziluyssnuiiseuln

Uszipuinuastatauanue (Issues and recommendation

2

lasensiifIdenan/gidesu fanudaudanemaUsglend (Conflict of Interest, COI)
[ 18 szy [ ] g3dewan [ ] g3desm
[ ]laidl

N3N TUNI51U509 COUAB -

[ ] wugau

[ ] ladwmungay

(] ..
ALY (opinion)
[ ] iuveu (approve/favorable opinion)
[ ] Wiugeunasusuusamudarauauwiy (minor modification)

[ ] lvdntnfinsanluiusess (o to full board review) NS ..

angduinuiu uazasiufiuszdiu
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wuutufinananiulunisiiansanlasenisideiduanisvuniuiansanluiussy
AMZNYIUIAAIENT UNINeaedesing
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University

puvUsziiuiuszitiulaslduuunisuseidiuniy SIDCER-FERCAP Assessment Form LHundn

=

YOFUTIIIU (REVIEWEN)...vroeeeeeeeressensennsnnnsessesssessesssssssssssssssssssssssssssssssssssssssssssesssssssssssssssssssssssssssssssssssse
%aﬁ?wﬁﬁﬁﬁﬁﬂ (PrinCipal iNVESTIGAtOr)......ceueeeueerereeeeeereeeeeete et steese st sseseaseseseesesesssenenns
STUAY COAE! ettt e ste st e e ae st st s e s s et s e ssesaeste st e e se e e e s asae st asessessenessessensesersansansanes

O ATINITITE: (PTOTOCOL I ) oo eeeeeeeeeeeeeeseeeeeeeeeeesssesesessssssssssssssssmmssssmsssnennnns

......................................................................................................................................................................

----------------------------------------------------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
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A11N9UITHTITUNTTINY AF 03-010
AMEWETUNAANEAST UNIINEIABLTLSLN]
ltem Assessment topics Not
Appropriate N/A Comments
A Scientific assessment Appropriate
1 Rationale
2 Objectives
3 Study design
4 Study population
5 Sample size
6 Inclusion criteria
7 Exclusion criteria
8 | Withdrawal (intervention) criteria
11 Procedures used in research
12 | The use of control group or
placebo
14 | The use of medical devices
15 | Method of research assessment
15.1 Assessment of efficacy*
15.2 Assessment of safety*
16 | Monitoring of complications and
solutions
17 | Blood or specimens (frequency
and amount)
18 | Duration and number of follow-
up
19 | Statistics used in analysis

* a) Specification of the assessment parameters; b) Methods and timing for assessing
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ltem Assessment topics

Yes No NA Comments
B Ethical Issue

1 Involvement of vulnerable participants

1.1 Identification of vulnerability

1.2 Justification for the use of vulnerable

participants

1.3 Protection of vulnerable groups if

vulnerable groups are involved

2 Risks to the health of participants

2.1 Identify the risks: physical, psychological,
economic, legal risk or risks due to invasion of

privacy and breach of confidentiality

2.2 Sufficient measures to prevent or minimized

the risks

3 Risks to the health of the embryo or the

unborn child or spouse

4 Risks to the research community

5 Direct benefits to participants
5.1 During the study

5.2 After study (post-study benefits)

6 Benefits to the research community

7 Benefits to society

8 Favorable benefit/risk ratio
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AMEWETUNAANEAST UNIINEIABLTLSLN]
ltem Assessment topics Not
Appropriate NA Comments
C Informed Consent Appropriate
1 Informed consent process
1. 1 Person who obtained informed
consent
1.2 Time when obtained informed
consent
1.3 Place where informed consent was
obtained
2 Objective of the research
3 Voluntary participation
Right to withdraw from the study
4 Alternatives in case of non-participation
5 Rationale of the study
6 Study procedure and participant's
responsibilities
7 Risks or discomforts to the participants
8 Benefits to the participants or others
9 Medical care during the study
10 Payment/reimbursement/compensation
11 Privacy and confidentiality
12 Name, contact address, and telephone
number of the investigator
13 Contact address and telephone number
of the ethics committee
14 | Certificate of informed consent
form/Assent form
15 Language used in the informed consent
form
D Qualification on Investigator
1 Quialification of the investigator
2 Training of the investigator
3 Conflict of interest of the investigator
Risk assessment of the protocol
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L Research not involving more than minimal risk

L Research involving greater than minimal risk but presenting the prospect of direct
benefit to the participants

L Research involving greater than minimal risk and no prospect of direct benefit to
individual participant, but likely to yield generalizable knowledge about the

participant's disorder or condition

Duration of progress report

L 3 Months L 6 Months L 12 Months

Opinion of the Reviewer

O uweu (Approve/favorable opinion)

O WiureundsuSuussmudatausuus (Minor modifications)
O suavynisy
O fnumundnaui 1
Q fmumundnend 2
O fmunau IcF

0 Wusuusmadaiausuuzuazindfinnsandnassluiivss (Major revision/resubmission)

L \Heunsiiansan (Defer) W%@Mﬁzqm%@ (please provide reasons)
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wuuUszivenasmduasdagadmivananadasuasvilsdouansainudueay
ASNYTUIAANENS UNIINB1ABLTESTHAs]
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University
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Y
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3) lﬁﬂ’mq 15 U uSysal uslife 18 U [ ] #l assent consent [ ] & parental consent

Y
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e

YOUTITU
(1% 01 Wi 1] Lhdeades
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SOP 008/04.0

UNY 8 NSINLAIUNTITNAITUINIUITYTITUNISIVY

(Exemption from Ethical Review)

YY1 1 VB9 9 UL

ATSENIUNITNAISTUINTUDSYTITU

(Exemption from Ethical Review)

Junsuly U 30 Wwweu WA, 2564

wiuatuil | FONEC 008/03.1

AT ARNEATTUNSIAILIEATIUATTUIASEY

AMTNYIUIAANENST UAINeNFeLT el

(§978ean319158 A9.511 WAISTINIUNA)
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Suf 30 w1y .. 2564
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(Exemption from Ethical Review)

GUEVY
399
ingUszasd
Teufnn
YOULUR
AMNSURATOU

(%

ununTuRUNNTANIUNS

S188L98ANTTANIUNTS

6.1 nssulasimMsisouasionansiioades Suiintuiisuenans
6.2 TAsINSTIEITI8a15098 8IS RIS IUASYETTY
6.3 NITUIUNITAAITUN

va v

6.4 NMIWIHANITNANTHORITY
AANUIN
LONANTDNIDY

JunUseis SOP 008/04.0
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(Exemption from Ethical Review)

[

1. Inguszena
LN DLARILNTTNNSAANTUINEATINTI I U LAANUNTAVRENLIUNITNIITUIA LIS UFTTUNITI T

FIDIUINIINITIANIT NISNUNIURANTUFAFY LLﬁEﬂ’]iLﬁWU@‘UIﬂi\‘lﬂ’]i

2. ReUANA

N13ENLIURINNITRINTUN 1A59N193 381 IT8a1U50U8NALTUNITHINTA Y
ANURTYTIIUNITIVY 3YFIIUNNTIVYINNAULNTIUANTITYTITUNITIVY
ANENENUNAFEARNS
3. YBULUA

WAIUNITUINTFIUATOUAGUALLATINITNAINITOLNLIUIINAITAAITNINUDTLFITUNNTIY

AINUTENIARENENIUIAAENS
4. ANUSURAYaU
U351UNTINNITT kaelavIynis Inthndaduinlassnisladninevesniiunisiansansiu

3UFITUNNSTINY

5. LHUQRTUABUNITANTUATS

Tunay nanssy HSURnvaU
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(Exemption from Ethical Review)

6. 3188 B8ANIIANLUNTT
6.1 mssulasansideuazienansiiiendasuastiuiinfuitiuienans
6.1.1 fAduiuiauauuumYesnLiunsias AN UTEsT5INTITY (AF 01-008) LALIENANS
1ASINTIY
6.1.2 Wwihitdninaug fulasinsifeandide sfewinsaeuanuesufuresenas
1ATINTUALLUUAIYBENLIUNITRNTNAUATESIIUNNTITE (AF 01-008)
6.1.3 asuiintuiinlédulassnsideuazionansiiieados ldsialasants wazduiininds
luayanzideusulasenisive
6.1.4 \ALOONANITIUARDLATIYANS
6.2 Tassnsiidndneanunsavesniunisiiansandiuasesssuniside (Exemption from
Ethical Review)
ATIYNITT ATIVEBULATINITITY UL IMENNAININITVRENLIUNITNINTUIRNIUATESITUNS
A8 Aesneazdende 6.2.1 8 6.2.6 el
6.2.1 1asen137t lailin193d 1y Aanssunisifeunisasu n1sUsEAUAMAINAITANY)
n1sUseAiuAunInlsmeIua el uiiinis nsuseliunansiuinsremulsnuy s1eulUly
Judu

6.2.2 Tasan1snanindunisive selul

1) maenldnedosivayed nanfenssuiunisiiudeyaldeidanisufduiusiu

yAAalaense (Wu dunval, 1ziden) nie Jeyadiuurnainszideufivszasdaziiusiusiulid

1Y
ada v v v

n1stuiindeyanddiuanaidivestayalaliinaslagnss (Wu Yo Moy lavdseirdivnsusssvu)
solneoeu (Insodesiaonle)
2) MTITHNALITDINVRUUNAFDUNAFNENETNIINITANE N1581993 NTEUNTYAINTD

MIFANANgANTIUA1E 150 (public behavior) 1191 dadli (n) Yuinteyaludnuaeianiwiynnald

(¥) Madawgranismeuresyanasziluganudsswesyanalunssulnenise g mieniaums
o duNadsaan unIMINNITRY AWWLEIU 81T

3) meAdgluanufnwiAsaiunsFeunsaeu (Wu MATognsmansnIssAng
viomsiteuszansua viasuifleumaiiamsaou wdnans vie mdamstuSew) viaidums

oYL AUIATINISUSMISIANISUDINUIBINUYDIAUENYIUIAAAASLNONAIUINTES UNTEDU
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(Exemption from Ethical Review)

Wil (n) S3msilddedddldnamseiliviosdniunianisiSounisaeuuni () nsvuaunady
ananadinsliusngnistedu uae () douaanufnueugalidnluvinidela

6.23 myisednmafuteyardednudeya enans suilou Menulszdduonnieay
0819 me3inen uie Fiegdnen ifegieunda fundsasaumadudaliyanarialy

dhilaldwazidelasvoygnandiiusnussileunsedideduiindeyavselisumegdludnuwae

Y

lanunsoduissiumaalalnensselngdou
6.2.4 MIseAldIFNsd119 dumwalludszvnsiidudingjguama lumAdenidnvue
seluil
1) ldfidauiiseuln wu ngRnssumiane woAnssufiianguue nAnssuivialy
\doudeTaidusvesyana ioyNvy
2) lifimsaanAsnfusiauadivndnsidamedoyaszsiliiAssaidedonisineny
U msdhaeuiiemelavesynainslusminendeifeafunisuimsnuvesifuimsane
3) wamsdselihliAseudendeiedowesesdins
1) lifimstuiinteyaiuanidnuazvieidenlosludalvidoya
6.2.5 mATeMTIBMsdnengAnssuvesUszvsuluianssasifidelilfidludnanvie
unInues nginssufidanavieanuiiilidunaluiasdiarunudius uarlisuiindeyaludnwue
fvsuendssnyaaals
6.2.6 MIUszlusanAvIonunemsWAzNISEaNTUTawUILAA Tag (n) lalldans usaiy
(additives) Tuawns v (1) arsusafvegluszduUasnfomudausduaasdnisoimsuare (oe.)
videvignusgiisuiinveu
Tassmsiilianansavesniiuainmsiiansandusiesssunisise
1) MsiseiAsafuinlng Winluassd ndeiassd wWin nquseusesdinisdnauls

unnsad M3UJausuensianie (human in vitro fertilization) w3awhnviaaauia

a

2) MyIeNIn1sUnTUanuaauNed

3) MmyAtedlduuvasunwiiddanufiseulm Wy wgAnssuiangmang nginssud
HARASIIN WORNTTUNIANA

1) mAdeAgdesiungAnisy auad Anansideanunsomamidangue/ sy

wavoRdmaldudeTelduanauaw/uyy vsethlugnisandunismenging
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i1 6 Va9 9 niin
(Exemption from Ethical Review)

6.3 N3ZUIUNITNIITUN
6.3.1 1@vIYNIT VITONTIUNTY FUsE5UNTTUNT uawmmﬂué’ﬂmmmé’umm Judin
wansisanlutufinanuiulunisfiarsanlasinsiivesniunsiansanduasesssy (AF 02-
008) waztaURUIEEIUNTIUNT AIUIUBYLIR
6.3.2 Han13fnaue T
1) Wureu (approve/favorable opinion) UERERE WATIUNITI/NITUNIT ilersu

Yaw o a

1RUNLNENNTUIBANLAL LRI TEA L EUNTIVe LA

Y

2) wigeunaeUsuUTInudetaueuwuy (minor modification) Mun8d 1@UIN1TI/

Y Va o

n3suNsY Aldsuneuvnefiansanuduarligiseusuudlumudeuusa Wedideiauenisusu
uAlpudonuzii lavyns/nssunsildsuneunineg agunafiansanmsudlelutuutuiinns
Usuulalassnisivesniunisfiansandiuasosssunisise (AF 03-008) e 3deusuudluma
Fouurthud WiaueseUsesunssunis ieaudRlididunsidels

3) Lidulumunusilassnisiamisavesniunisfiansandiuasesssumsidels
wagveliauaifiasunsumufinnsanuuuiseiiu viemsnumuiansanlasinsideluiussa
(Not meet criteria of exemption for ethical review and required subject to expedited review
or full board review ) Mnefis lavIyns/nssuns AldFuseumnefinsanudauiiuinlasimnisll
\iirevesmsvesniunsfinnsansussesssunsise Tausiiesumsnuynuinnsanuuuisasiy
yommumuinsanlasimsideluiisey

va o d'

6.4 NIUAINANTITNINTUNABHIIBUALNIUTLYUAMLNTTUNTITYTTINNTIVY

[

6.4.1 mihdidsnanue senena1susedasinsisudmniulasinmsiivesniunisiansen
ANUATETITUNITIVY (AF 04-008) aewdlaeyseaunssuns Wnuiide Tegldanldifiu 7 Tu was
wsslFimsiauomsiansandrundlufiudnlasemis nindnsudlogndunisniu SOP 012 was
swmuﬂ']iéjuqﬂimqmﬁ%’a ielassmIdeiasaausuiunisay SOP 014

6.4.2 lunsdiiiliannsasniiumsiansansuasesssunsidels wuyniss ividsdeuds
338 annulaeUsesunssumsd nieuvena tngldianlaiiu 7 Tu

6.4.3 WINANITNAITUFBTIUTTYLAMLNITUNITITEFITUNITIVY LHaSUNIIU
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U1 7 VD9 9 UL

(Exemption from Ethical Review)

7. AANUIN

AF 01-008 WUUAIYBEALIUNITNANTANAIUDSEETIUNITITY INAULNTIUNITISYSITY
A15398 (Thai Version)

AF 01-008 Exemption from Ethical Review (English Version)

AF 02-008 wuutufinamudiulunisinnsanlasinsivesniunisiansandiu
A3U5ITUNITINY

AF 03-008 wuutuiinnsususilelasesnsiivesniunsiinnsansuasiesssunsise

AF 04-008 nansSUTedlasINTITednsulasinsivesniunsansanduasusssy

ANSI9Y
8. LPNE5D19D4

8.1 DEPARTMENT OF HEALTH AND HUMAN SERVICES 45CFR46 §46.101.
8.2 DEPARTMENT OF HEALTH AND HUMAN SERVICES 45CFR46 §46.104 2019.
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9. Yuiinuszam SOP 008/04.0

YU 8 VDY 9 UL

ARGV atiuil Fuil duiudluvan
ARIENITUNTT FONEC 008/ | 22 manau 2556 | 1. wiley bullet 1u Numerical list
WUIDALTIUNTS 01.1 ielwienan1se19ds
UINTFIU
ANIENTIUNTT FONEC 008/ | 12 quniug 2559 | 1. uAledefousi® Ae mansnansd
W IsAniunng 03.0 (Bermafia) a33n1m aanindna
955U 2. wAlaunIBandun1suInsgIukaazUN

3. @1508yTe 5 Way Wt 6
4. a5 UNMY Iz lignAewagld
lashiaue
5. YSunmsieuliisesaaunazignlade
AMENITUNIT FONEC 008/ 15 @A 2559 | 1. WAl version w89 SOP number
WUIBANTUNTT 03.1 2. dWuduiindsziansudledsandunis
UINTFIU UINTFIY
3. Wsnasilumsuszfiulasenisiive
gNLIUNITRAITUIN RS IEITULUY
LONASTUUUAIYBEALIUNITANAITEL
1A39n13 (Exemption from Ethical
Review) 78 10
4. Winszeznatlunsandunisiiatsen
Tasemsiivesntiun1siarsandi
93us55ulude 6.4 Tneldanluifiu 7 Ju
AENTINUNT SOP 008/ 30 Wweu 2564 | 1. whly version w89 SOP number tJu
WUIDANLTIUNTS 04.0 SOP 008/04.0
UINTFIU 2. Usudeidu unil 8 nnseniiunis
NATUIANUDSYTITUNITITY
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(Exemption from Ethical Review)

RGN adui Tuin daunudlundn

(Exemption from Ethical Review)
warUSulvinssfunniifiusng

3. uAlederffoysii Ao nrng.51il
WITITNLIUNG ANUAAMENEIUIS-
FNERS

4. uAasUyiIUe 6 uag 7

5. AsRdRuNwIkaz A igneeuasly
Alasiaue

6. Usunmsieuliisesanulazidnlaing

7. YSullenudnyt v 3 Wate 2

8. YSuneasidenlasanisiiivneve
YNLIUIINAITRIAITUINUISYSITY
wazlnsamsitliannsavesniiunis
NATUIANUASYTITUNITITY M3 US
CFR 46.104 2019

9. Wiunan1sindunaziiunisluiidiureu
wazlaueiiiofunisfiansannis
NUYIUNI TV ULTIAIUNTDAT
numuResalassnsIselud
Uszau

10. YSuaautenarswuunesu (aF Form) T
A0AARBINUTIYAZLDYANITANTUNT
wavienaswuunosuiiiuneniauwn
Tasaulududsaiunisuinsgu

Wil AdNemMaN1TAEUNIT
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Juiindales1uANENTIUNITITESITUAITITY WDVBENLIUNITHANTAUIAIUATYSITN NINLAVIYAIT
¥ < ! < 2/ a wa 19 '
asaeukaiiuInduluauusenia asaueliuses1unssun1sy innsaneydifentiusely
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MANA N1FIFLMNLIVBINUNGANTITY VIAUAR TINANITITUAINITOAIAADINGUAL/YUTU WAZDIIEING

desdeTaldusvanguaw/guey visethlugmsaniummanguang ldansnsavasniiuld

U Y a

1. Sufiduve Study code (a7%)

2. ¥olAsINg

3. Jo{ide AUV Tnséwvidivinay
LAY
NGV A E-mail address
AU/ ALY
4. 91seiiv3nen” AU/ Aol nséwiidivhary | E-mail address
5. defin @ Iv/nauIv/ vy ADLY
UWINYINY

v
av A

6. §3733338 (co-investigators) MulasaM el Inasaeiletesusedasinsideynau niauntsdoayae
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[ 18U LW
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Research Ethics Office AF 01-008
Faculty of Nursing, Chiang Mai University

Application for Exemption from Ethical Review

Faculty of Nursing, Chiang Mai University

Background

Typically, research studies that involve human subjects must receive a certificate of ethical clearance
from the Research Ethics Committee before beginning study activities. However, certain studies can request

a waiver of ethical review by the Research Ethics Committee.

Researchers who believe that their study is eligible for a waiver of ethical review according to the
FON CMU Research Regulations Manual can apply for a waiver by completing this form and submitting it
with the requested supporting documents. The application for a waiver of ethical review must be submitted
to the Chair of the Research Ethics Committee. The Research Ethics Committee Secretary will review the
application and determine whether it meets the qualifications for a waiver. The Secretary will then

recommend to the Chair whether ethical review should be waived.

Studies involving prisoners, fetuses, pregnant women, children, people incapable of giving consent,
and human in vitro fertilization, as well as studies that conceal some fact, or collect sensitive information
such as illegal activities, sexual behavior, etc., or information regarding behavior or attitude obtained is
recorded by the investigator in such a manner that the identity of the human subjects can readily be
ascertained, directly or through identifiers linked to the subjects or community and place the subjects at risk

of civil liability or be damaging to their reputation are not eligible for exemption from ethica review.

1. Application Date: Study code:

2. Protocol title:

3. Principal Investigator: Position: Work phone:
Rank:
Work Unit/Faculty: E-mail address:
Academic Unit/Faculty:

4. Academic Advisor:” Academic Unit Work phone: E-mail address:
/Faculty:

5. Affiliated with Academic Unit/Research Faculty:

Group/Work Unit University:

* For student research studies
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6. Have all study co-investigators signed this document as well as obtained a permission letter from their

supervisor? [ 1Yes (attach documentation) [ ] No

If no, please explain

7. Summary of research procedure (include objective, sample, type of study, research instrument, data
collection and data analysis to be performed)

8. Date you hope to begin research: ... Study length: ......... year(s) ... month(s)

9. Supporting documents (2 copies of each)
[ 1 Research proposal
[ 1 Blank data entry forms, such as case report forms, CRFs, etc.
[ 1 Questionnaires or interview guides (if any)
[ 1Other, ifany ...

10. My project is eligible for a waiver of ethical review accoding to the FON,CMU Research Regulation as
follows:

[ 1 1. The project is not classified as research.

[ ] 2. The research project is not involve human subjects, data collection process does not interact
directly with person, or is not possible to identify individuals either directly or indirectly from the
information provided.

[ 1 3. Research involves the use of educational tests, survey, interview, or observation procedures
on public behavior unless (a) the recorded observations identify individuals (b) the disclosed assessment
results which could place them at risk of harm.

[ 1 4. Research related to teaching and learning methods is conducted in educational institute if (a)
it does not spend much time or does not make students fatigued more than usual teaching, (b) invitation
process is not a coercion to participants and, (c) the school administrators give a permission to conduct the
research.

[ 1 5. Research involves the data collection or study of existing data, document, regulation,
pathological sample or laboratory sample if (a) the subjects cannot be identified through access to
information sources and a researcher receives a permission from the medical record keeper, or a researcher
records the data or receives the sample which is not possible to identify individuals either directly or

indirectly.
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[ 1 6. The research uses one of the following survey methods in a healthy adult population and: (a)
participants are not asked any sensitive questions such as questions related to sexual behavior, illegal
behaviors, behaviors that could damage the reputation of the participant or the community, (b) participants
are not asked questions related to attitudes or opinions which could affect their employment, such as
satisfaction with university administrators or the quality of their work, (c) the study results will not
potentially damage the reputation of the organization, or (d) the data is collected in a way that does not
describe or is correlated to the participant.

[ 17. The research methods involve observation of community behaviors in public locations where
the researchers are not organizing activities or interfering with the behaviors to be observed or the
observation location. Information collected should not encroach on the personal privacy of those observed
or be recorded in a way that can identify individuals.

[ 1 8. Research involves taste and food quality evaluation and consumer acceptance studies, if the
food consumed is (a) wholesome without additives or (b) contains an additives at a level declared safe by

the Thai FDA or the relevant agency.

11. 1, the principal investigator, agree that

| and the co-investigators fully understand the conditions under which we can request a waiver of
ethical review for this study. We will not conduct study activities before receiving approval for ethical
clearance from the dean. Once the study begins, if there are any changes to the study that do not qualify for

waiver of ethical review, we will submit these changes for review.

(oo ) (Day/Month/Year)

Principal Investigator

Co-Investigators
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Reviewer’s Opinion in Reviewing Research Protocol for Exemption from Regular Review

Research Ethics Committee, Faculty of Nursing, Chiang Mai University

wuuUseidiutl @519913 World Health Organization. Operational Guidelines for Ethical Committees that

Review Biomedical Research. WHO: Geneva, 2000.
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Reviewer’s Opinion in Reviewing Revised Research Protocol for Exemption from Ethical Review

Research Ethics Committee, Faculty of Nursing, Chiang Mai University
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Research Ethics Office

Faculty of Nursing, Chiang Mai University

AF 01-007

Research Ethics Committee Review Request Documents Checklist

Faculty of Nursing, Chiang Mai University

No.

Item

Please check

W) one

Attached
Not

Attached

If not
attached,
please

explain

Study review request memorandum to the Chair of the Research Ethics
Committee. Student researchers should include documentation proving
that their study topic has been approved by the graduate review

committee and their academic advisor.

Application for Ethical Review (fully completed)

Patient or Subject Information Sheet

Informed Consent Form

Full Research Proposal

Questionnaires and/or Interview Guides (if any)

Study recruitment materials such as pamphlets, posters, etc. (if any)

Case Report Form(s) (if any)

O |0 | N[O | P~ OV”[IDN

Curriculum Vitae of the study principal investigator and any co-

investigators

10

Basic Research Ethics / GCP Training

11

Letter of approval from your organization of affiliation for principal
investigators or co-investigators who are not affiliated with the Faculty of

Nursing, Chiang Mai University.

12

Study budget (if this study is grant-funded or you are applying for grant
funding)

13

Other, please explain:

Remarks:

1. After you have reviewed the documents required for submission, please attach this completed

document checklist with your research study and other related study documents.

2. For documents #3-9, you must indicate the document’s version number and version date.

3. If the questionnaire(s) and/or interview guide(s) are currently under development, you must submit the

final versions for review and approval along with Form01-013 before they can be used.
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Research Ethics Office AF 01-009
Faculty of Nursing, Chiang Mai University

Application for Expedited Review
Faculty of Nursing, Chiang Mai University

Part 1. General Information

1. Project title: Study code (if any):
2. Principal Investigator: Position: Work phone:
Rank:
Work Unit/Faculty: E-mail address
Academic Unit/Faculty:
3. Academic Advisor:" Academic Unit Work phone: E-mail address
/Faculty:
4. Will this study be used to fulfill graduation If yes, indicate which degree:
requirements? [ IBSN [ IMS [ 1PhD
[ 1Yes [ INo

5. Principal investigator /Co-principal investigator conflict of interest, COI"*
[ 1yes (Name) .o

[ 1No

6. Explain what makes this study eligible for expedited review review as noted in the Faculty of Nursing

Researcher Regulations (Indicate item number and regulation)

7.Summary of research procedures (include objectives examples, as well as types of data analysis to be
performed)

9. Have all study co-investigators signed this document as well as obtained a permission letter from their
supervisor? (attach documentation) [ 1Yes [ 1No

If N0, PLEESE EXPLAIN.... oottt

For student research studies
" Conflict of interest is defined as when a person is involved in benefits or relevant to research participants in
financial benefits or otherwise, which may be either direct or indirect benefits.
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Part 2. Ethics

10. Indicate the health status and number of

study participant to be recruited for the study:
[ ]Healthy
[ ] Patient

[ ] Unable to indicate the number of

people
people

participants according to health status,
however, participants will be recruited
from (Month)..(Year) to (Month) (Year)

Sex: [ ]Both Female and Male [ ] Female [ ] Male

For participants who are sick, please indicate the type of
illness:

11. Will you be collecting blood?
[ 1Yes [ 1No

If yes, please indicate how much blood you will collect
each time, the total amount to be collected, the
frequency of blood draws, and the purpose of the blood

collection:

12. Does your study sample
include vulnerable groups**?
[ 1Yes [ 1No

If yes, please explain why it is necessary for you to study this
population, how you will decrease risk for this population, and your
procedures for obtaining informed consent.

For research that involved children or persons incapable of giving
consent, please explain your procedures for obtaining consent from

parents or guardians.

13. Will this study require that participants
give their signature on the informed consent
form?

[ IYes [ INo [ ]Requesting Waiver

If no, or requesting a waiver, please explain:

14. Will this study use a patient information
sheet as part of the consent process?

[ 1Yes [ INo [ ]Requesting Waiver

If no, or requesting a waiver, please explain:

15. Describe any risk, or physical, mental or societal discomforts that study participants may experience as

a result of participation in study procedures or from answering study questions.

16. Describe how you will reduce the study risks

*¥*

Please specify age, e.g 6 months to 5 years or 18 years and older
Vulnerable groups are defined as individuals with an illness that cannot be cured, e.g. AIDS, cancer, persons at

the end of life, the critically ill patients; those with an illness stigmatized by society, e.q. leprosy, sexually
transmitted infections; those who are incapable of giving consent, e.g. children, people with psychiatric
disorders, impaired memory or those with behavioral disorder, ethnic minorities or those who cannot

communicate in Thai, homeless people, patients in the emergency department, pregnant women, older
persons in the home for the aged, prisoners, refugees, marginalized groups, addicts or with substance abuse,
children who are wards of the state/government, participants in a research study on a sensitive topic
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17. Are all study staff aware of and understand the following required regulations? (a) The Medical Council
of Thailand Medical Profession Act (5 Edition), 2001 [2544], Part 6, Conducting studies and sampling with
humans , (b) Patient’s Bill of Rights from The Medical Council of Thailand, the Thailand Nursing and
Midwifery Council and the Dental Council, (c) The Declaration of Helinski (2008 Revision), and (d) Faculty
of Nursing guideline.

[ 1AWl aware and understand [ ] Only some aware and understand [ ] Do not understand

The study PI has successfully passed training in :
[ 1 GCP (Good Clinical Practice) [ ] Research ethics

18. Does this study related to or affect Thai A. If it is related or may have an effect, briefly explain
religion, trust, traditional customs or society how:

or local communitites who participate in the
study?

[ 1Yes [ INo B. Explain how this study will prevent adverse effects to

religion, trust, traditional customs or society:

19. | am certifying that all information included in this application is true. | am including the full research
proposal/protocol and other supporting documents along with this application. | and the co-investigators

will conduct the study ethically and will strictly adhere to the Faculty of Nursing Researcher Regulations

* For student research studies
20. | hereby certify that the proposal has passed an examination board for scientific design and merit,

and revised accordingly
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Reviewer’s Opinion in Reviewing Research Protocol
Faculty of Nursing, Chiang Mai University
LLUUUi%Lﬁuﬁ @579m1u World Health Organization. Operational Guidelines for Ethical Committees

that Review Biomedical Research. WHO: Geneva, 2000.
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°

YlATINNSIVY

(Protocol title)

Study code :

Protocol: Scientific aspects

1. N99NUUULAZNNIIALTUNTTIVY (Scientific design and conduct of the study)

a10u FIENTNIUNIY toRnLiu
1| avwgneissvedlasinsideluesdsi [ ] wea
A ingusrasAIuiamslinseideya [ ] ldwsngay

1.1 AnuaenAdaesenieingUseas
N390NLULITY kaTsNMTIRTIenveya

1.2 9U1AFI9E19/MSAINUATUIARIBENS

1.3 Mstienngusiiegi

1.4 528213a1N15A NN

2 | mandiuasUsraunsalveeyide [ ] wiangau

[ ] ladwungay

va

3 Conflict of interest U3KIvY [ ] Significant *
[ ] Non-significant

% ¢ A vvy N v o § v o
fnausylominielasumnauwnu mawmwﬂummami

wWhglasanstagliddsfiedunsiennnisdisiulasinisive

Uszipuiinunasdatauawus (Issues and recommendation)

Protocol: Ethical aspects
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2. AWLEBA (Risks)
2.1 puidssnnmsideduanuidssiauusznnaans
[ 114 (isie 4o 2.2)
[ ] il
2.2 nguiinsaulassmside viensdiedeunmAdeiidnvaueidoldimmndsninnsideas
naneidumnuidsniunandeai
[ 174 @wlanuiiugnunau (opinion) )
[ 1l
GELY ANUIABS
[ 1 avundeai Wssiudeluseu 3 41sd19)

[ ] fumnandssi wasmsiidnussys (Duld anudugmun)

Uszipuinunasdatauanue (Issues and recommendation)

Y

3. MsidenUszynsAnenazn1sBydidnsiuniside

]

(Selection of study population and recruitment of research participants)

ﬁ'](;]"U FEYNIINUNIU %’aﬁmﬁu
3.1 Lﬂm"ﬁﬂqﬁﬁ’@ﬁaﬂlﬁh PRI ﬂ’é]u@.h [ ]augay [ ]lu'mmzau
(Inclusion, exclusion, withdrawal criteria) [ ] lAendes

32 | Bmslyuanaidniulasimsive

1) Us1#a1n coercion Wag undue inducement [ 11 [ 1l
2) Tinayaralunisdnduladisiunisideedng [ 1l [ ] Ll
W

33 | nquiiegrsdmunguilsnzuns (Vulnerable group)
[ 1l [ Tl
inlddneglunduln

[ 1 gUreildannsasnwimels

Form version 04.0 April 30, 2021 -144- %1 2 Y99 6 %




A11N9IUIYSTITUNNFIY AF 02-009

AMINEIUIAANENS UV INT1aLTeslnd

[ 1 gUawernswiin
[ 1 gUhemelsandanulisensu

[ 1 duaeluvionniu
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U
[ ] dafgenuunnsestunisdndule wu on difianuunnsemadn/anunsid wie

Y

ANNEAUNALLAUNGANTIN WdaRanssATeu danuauwnniiy
[ 1 vunquiesviedilianansadearsmuniwineld

[ 1 nquauliiiey Aumevey
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1 va

[ 1 nausans
[ ] weisnsaiiogu
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[ 1 dnlnwiSedsosds
[ 1 fanviSeduigeanin
[ ] mMeASeRindesoulim 58U
Tassnsiifiunsnisuniesiidrsrnlasansifoifisnivesnasnzan (additional protection) fio
1) fivauanrudidunaiszyly COMS Guideline
2) nsfifivIeAuasnsalirEugey InsvernudugeuInguulagYeusTIY
[ ] wnzay [ ] ldwsneay
vanewg M339elungusizune 1) Tiasiiu minimal risk 2) 1nLfu minimal risk desdivinua
anududuitliannsammeuldannguunivienzunaiosniuazysslevidlsazaneglungy
Usziamidieniu 3) desdinisvennudugeumnzauiungy wu mnfidedudnvioduin
Auansalumsiinugugen deswermnuduganandmunsavsedunulagyousssy 4) n1s
Aelutinlnmsiinnmwiedilusumuiinlnyluaugnssuniseiesssunside Tunsdiiany
Wrruainanarnnsdla wu fthe suumdvonsuna mslinssuiunmadedydulueds
da5vUTANANUNARY
(3710 CIOMS Guideline 13: Research involving vulnerable persons)
nsdifdunguiane Weansaaoumuinmst 45 CFR 46 fail
Subpart B - Additional Protections for Pregnant women, Human Fetuses and Neonates
Involved in research
Subpart C - Additional Protections Pertaining to Biomedical and Behavioral Research
Involving Prisoners as Subjects

Subpart D - Additional Protections for Children involved Subjects in research
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Uszipuinunasdatauanug (Issues and recommendation)

4. N15ABUNUBALAN Y318 (Inducements, financial benefits, and financial costs)

Ay v

4.1 Al d150IASINNSABII UMY NN INTASINTG

U

a

[ 18 Duen
il wnganvseld [ ] wwgay [ ] ldwwisay
[ 1
4.2 Buyawglviugiinsiulasanig
[ 18 Juanfums (Rums denan) sey

nd wiangawviseld [ ] wiwnzay [ ] ldwiunzay
[] ladl

<) 1 Y [ [
5. ﬂqiﬂﬂ‘ﬂaﬂﬂ’ﬂuL‘lJ‘I.Jﬁ’J‘LW]’JLLa$ﬂ'155ﬂ'1‘.'}"|ﬂ’3'11|aU

(Protection of research participants’ privacy and confidentiality)

[ ] wanzay [ 1 ladwunzay

UsziAunnuastarauamuy (Issues and recommendation

6. NM13A19N9YUBY (Community considerations)
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6.1 wansgnunaivigusudnulasunisgonviseldendedeids

[ ] laineates

pd)}

[ 14 [ 1Ll

¥

6.2 A5anNaNIENUAING1 (a131)

Uszipuinuastatauanue (Issues and recommendation

7. NS2UIUNTSVRANNEUYDY (Informed consent)

7.1 MSYBUALIUNTEUIUNTUDANEULBY

[ 14 [ ] lud [ ] Ldedes
N[ ] wnzay [ ] ldwanyay
WiRNaTveenLIu

7.2 nmsveenunisasdelulenansuansenuiueen

I [ ] il [ ] ldfeades
Nd [ ] wanvay [ ] ldwungeas
warafivesnsiudunguisruisuesdulssifiuiiseulm
7.3 M5l verbal/oral consent

I ] il [ ] ldfeades

WOl ] wmunraEy [ 1 lawungay

winnan1sld verbal/oral consent wawavesnyiudunguunsuauaziluyssnuiisouln

Uszipuiinunasdatauawus (Issues and recommendation

2
VYa v v e ! a
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[ ] wiuweu (approve/favorable opinion)
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[ 1 Wdinrsanluiiuszyu (go to full board review) sy

4 A
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Reviewer’s Opinion in Reviewing Revised Research Protocol for Expedited Review

Faculty of Nursing, Chiang Mai University
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2) Folasensive (Protocol title)

3) Study code:
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ASIN 2 TUNTUUTUSADY oo
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Research Ethics Office AF 01-010
Faculty of Nursing, Chiang Mai University

Request for Ethical Review for Research Studies Involving People
(Studies or inclusion criteria with risk must be reviewed at a full meeting)
Research Design: Observation clinical research

Faculty of Nursing, Chiang Mai University

Part 1. General Information

1. Protocol title: Student ID (if any):

2. Research design, please check/tick M the appropriate box
[ Randomized-controlled trial
| Quasi-experimental study (manipulation and control only, without randomization)

[ Pre-experimental study (manipulation only, without control and randomization)

I QAT oo

3. Principal Investigator: Position: Work phone:
Rank:
Work Unit/Faculty: E-mail address:
Academic Unit/Faculty:

4. Academic Advisor:” Academic Unit Work phone: E-mail address:
/Faculty:

5. Will this study be used to fulfill If yes, indicate which degree:

graduation requirements? [ IBSN [ I1MSN [ 1PhD

[ 1Yes [ I1No

6. Does the Principal Investigator or Co-investigator(s) have any conflicts of interest, COI **
[ 1Yes (please list). i
[ 1No

7. Briefly explain the study (objectives, study design, study procedures, data analysis)

#  For student research studies

# Conflict of interest is defined as when a person is involved in benefits or relevant to research participants in financial

benefits or otherwise, which may be either direct or indirect benefits.
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Research Ethics Office

AF 01-010

Faculty of Nursing, Chiang Mai University

9. Funding source:

10. Is this study conducted through an organization/institution?

[ 1VYes. If yes, provide information below. [ ]No

Organization/Institute Review Status

Choose from this list:

W-Application submitted, but waiting
for review

A —Approved (include a copy of
approval letter)

D -Review delayed, additional
information requested

R —Rejected, study not approved

11. Have all study co-investigators signed this document as well as obtained a permission letter from

their supervisor? [ 1Yes (attach documentation) [ INo
[f 1O, PLEASE EXPLAIN .ottt bbb e bbb bbb
Part 2. Ethics
12. Indicate the health status and number of | Age: O
study participants to be recruited for the Sex: [ ]Both Female and Male [ ]Female [ ] Male
study: For participants who are sick, please indicate the type of
[ ]Healthy people illness:

[ 1Sick  people

[ 1Unable to indicate the number of
participants according to health status,
however, participants will be recruited
from .o, (Month).............. (Year)
L (O Y (Month) .............. (Year)

¥ Please specify age, e.g 6 months to 5 years or 18 years and older

** Vulnerable groups are defined as individuals with an illness that cannot be cured, e.g. AIDS, cancer, persons at the end

of life, critically-ill patients; those with an illness stigmatized by society, e.g. leprosy, sexually transmitted infections; those

who are incapable of giving consent, e.g. children, people with psychiatric disorders, impaired memory or those with

behavioral disorder, ethnic minorities or those who cannot communicate in Thai, homeless people, patients in the

emergency department, pregnant women, older persons in the home for the aged, prisoners, refugees, marginalized groups,

addicts or with substance abuse, children who are wards of the state/government, participants in a research study on a

sensitive topic.
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Faculty of Nursing, Chiang Mai University

13. Does your study sample If yes, please explain why it is necessary for you to study this
include vulnerable groups**? population, how you will decrease risk for this population, and your
[ ]Yes [ 1No procedures for obtaining informed consent.

For research that involves children or persons incapable of giving
consent, please explain your procedures for obtaining consent from

parents or guardians.

14. Will this study require that If no, or requesting a waiver, please explain:
participants give their SIBNAtUIE | oo
on the informed consent form?
[ IYes [ INo

[ ] Requesting Waiver

15. Will this study use a If no, or requesting a waiver, please explain:
participant informMation ShEEt @S | oo e
part of the consent process?
[ IYes [ INo

[ 1 Requesting Waiver

16. Describe any risk, or physical, mental or societal discomforts that study participants may experience as

a result of participation in study procedures or from answering study questions.

17. Describe how you will reduce the study risks:

18. Are all study staff aware of and understand the following required regulations? (a) The Medical Council
of Thailand Medical Profession Act (5th Edition), 2001 [2544], Part 6, Conducting studies and sampling with
humans , (b) Patient’s Bill of Rights from The Medical Council of Thaild, the Thailand Nursing and
Midwifery Council and the Dental Council, (c) The Declaration of Helinski (2008 Revision), and (d) Faculty
of Nursing Researcher Regulations
[ 1AWl aware and understand [ ] Only some aware and understand [ ] Do not understand
The study PI has successfully passed training in :

[ 1 GCP (Good Clinical Practice) [ ] Research Ethics

19. Does this study related to or affect Thai A. If it is related or may have an effect, briefly explain
religion, trust, traditional customs or society how:

or local communitites who participate in the

study? B. Explain how this study will prevent adverse effects to

[ ] Yes [ 1No religion, trust traditional customs or society:
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20. | am certifying that all information included in this application is true. | am including the full research
proposal/protocol and other supporting documents along with this application. | and the co-investigators

will conduct the study ethically and will strictly adhere to the Faculty of Nursing Researcher Regulations

For Research Ethics Office Staff Only

Reviewed by the Research Ethics Committee:

Meeting NUMBbET ..., Date. e

# For student research studies

21. I hereby certify that the proposal has passed an examination board for scientific design and merit, and

revised accordingly
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WUUAIYBINTS5UTDTI9385550 N9 e itngadesiuau
dmiulasimsidenianudsegaiuanudeanissuazdasiansunluiuszyu (Full board review)
1A59N15798LUU Experimental clinical research

AMSNENUIAANENS UM INT1aLTeelns

Az lusansendeyalinsudou mndeyaliasudi Wmthiavdshuiievedoyaiiiui

dufi 1. Maly

1. Folasen vy Study code :

2. Ussumlasan1side volild M luidefiieides
[ Randomized-controlled trial
J Quasi-experimental study (manipulation and control only, without randomization)

[ Pre-experimental study (manipulation only, without control and randomization)

0 309 55U oo
3. %a;ﬁ%’a FLRUTIVING Wisdnsiivieu
E-mail address
NANIY/ANIV/AAIYY Al
4. Foora1367U3nen” v/ aiz | Insdneiivinau E-mail address

5. lasansiidulassnisideiienisnwvds | a1l Wudvendnus/auise seeu

Useygyniselyl [ 1Ugaws [ 13sgaln [ ] U3qygyen
[ 114
[ Tl (oysfAvhdoiilotud ...)
6. lassnstiifidevdn/iidosin fnsdaudamamausslond (Conflict of Interest, COI) ™
[ 781 A8 (BEUTO). o
[ 1lsidl

7. asUdelasin1sidy (WsnsvyingUseasa luun1side Ussrnnsuasngusiognd N1smvunvuInnguiiogis
Inclusion criteria Exclusion criteria Withdrawal or termination criteria 35n1siieniiinguiUseusiisuuas
naunaaes (mnlifiveliseyd “lil” vise “lifgiter”) inselen1side Mmisiusudeya uaznslinseviteya)

# a2 2o o =
nsaiidunuidevesindnm

## o Y ¢ = = = ¢ & D VT ) & L9 a A '
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Tidnuasegia 919 dulsglovilaensivzelagdon
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Q’ﬂ’;a/mmaﬂm (patient information sheet)
50l
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Research Ethics Office AF 02-010
Faculty of Nursing, Chiang Mai University

Request for Ethical Review for Research Studies Involving People
(Studies or inclusion criteria with risk must be reviewed at a full meeting)
Research Design: Experimental clinical research

Faculty of Nursing, Chiang Mai University

Part 1. General Information

1. Protocol title: Study code:

2. Research design, please check/tick v the appropriate box
[ Randomized-controlled trial
J Quasi-experimental study (manipulation and control only, without randomization)

| Pre-experimental study (manipulation only, without control and randomization)

L OtNET e
3. Principal Investigator: Position: Work phone:
Rank:
Work Unit/Faculty: E-mail address:
Academic Unit/Faculty:
4. Academic Advisor:” Academic Work phone: E-mail address:
Unit
/Faculty:
5. Will this study be used to fulfill If yes, indicate which degree:
graduation requirements? [ IBSN [ I MSN [ 1PhD
[ 1Yes [ 1No

6. Does the Principal Investigator or Co-investigator(s) have any conflicts of interest; COI"*
[ 1Yes (please list)..omiconinneinnrinens
[ 1No

7. Briefly explain the study (objectives, study design, sampling design, inclusion criteria, exclusion criteria,

withdrawal or termination criteria, study procedures, data analysis)

For student research studies
# Conflict of interest is defined as when a person is involved in benefits or relevant to research participants in financial

benefits or otherwise, which may be either direct or indirect benefits.

Form version 04.0 April 30, 2021 -178- Page 1 of 5




Research Ethics Office AF 02-010
Faculty of Nursing, Chiang Mai University

9. Funding source:

10. Is this study conducted through an organization/institution?

[ ]Yes. If yes, provide information below [ ] No

Organization/Institute Review Status | Choose from this list:

W-Application  submitted, but waiting for

review

A —Approved (include a copy of approval

letter)

D -Review delayed, additional information
requested

R —Rejected, study not approved

11. Have all study co-investigators signed this document as well as obtained a permission letter from their

supervisor? [ 1Yes (attach documentation) [ INo

If NO, please explain ...,

Part 2. Ethics

12. Indicate the health status and number of study
participants to be recruited for the study:
[ 1Healthy  people
[ 1Sick people
[ 1 Unable to indicate the number of
participants according to health status,
however, participants will be recruited from

(Month).(Year) to (Month)(Year)

Sex: [ ]Both Female and Male [ ]Female [ ]
Male

For participants who are sick, please indicate the

type of illness:

*

Please specify age, e.g 6 months to 5 years or 18 years and older

** Vulnerable groups are defined as individuals with an illness that cannot be cured, e.g. AIDS, cancer, persons at the end

of life, the critically ill patients; those with an illness stigmatized by society, e.g. leprosy, sexually transmitted infections;

those who are incapable of giving consent, e.g. children, people with psychiatric disorders, impaired memory or those with

behavioral disorder, ethnic minorities or those who cannot communicate in Thai, homeless people, patients in the

emergency department, pregnant women, older persons in the home for the aged, prisoners, refugees, marginalized groups,

addicts or with substance abuse, children who are wards of the state/government, participants in a research study on a

sensitive topic
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13. Will you be collecting blood? If yes, please indicate how much blood you will
[ 1VYes [ TNo collect each time, the total amount to be
collected, the frequency of blood draws, and the

purpose of the blood collection:

14. Does your study sample include If yes, please explain why it is necessary for you to study this
vulnerable groups? ** population, how you will decrease risk for this population, and
[ ]Yes [ 1No your procedures for obtaining informed consent.

For research that involves children or persons incapable of giving
consent, please explain your procedures for obtaining consent

from parents or guardians.

15. Will this study require that participants give | If no, or requesting a waiver, please explain:
their signature on the informed consent form?

[ ]Yes [ INo [ ]Requesting Waiver

16. Will this study use a participant information | If no, or requesting a waiver, please explain:

sheet as part of the consent process?

[ ]Yes [ INo [ ]Requesting Waiver

17. Describe any risk, or physical, mental or societal discomforts that study participants may experience as

a result of participation in study procedures or from answering study questions.

18. Describe how you will reduce the study risks:

19. Please describe procedures of how participants/volunteers can withdraw from the study.

20. Are all study staff aware of and understand the following required regulations? (a) The Medical Council
of Thailand Medical Profession Act (5" Edition), 2001 [2544], Part 6, Conducting studies and sampling with
humans , (b) Patient’s Bill of Rights from The Medical Council of Thailand, the Thailand Nursing and
Midwifery Council and the Dental Council, (c) The Declaration of Helinski (2008 Revision), and (d) Faculty of
Nursing Researcher Regulations

[ 1Al aware and understand [ 1Only some aware and understand [ ] Do not understand

The study PI has successfully passed training in :

[ 1 GCP (Good Clinical Practice) [ ] Research Ethics

21. Does this study relate to or affect Thai A. If it is related or may have an effect, briefly explain

religion, trust, traditional customs or society or how:

local communitites who participate in the
Hntites Who participate | B. Explain how this study will prevent adverse effects to

study?

[ ] Ves [ ]No religion, trust, traditional customs or society:
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Part 3. Study Drug (For clinical trials)

22.Does this study provide
drugs to participants?
[ 1Yes [ INo

A. If yes, please list the names of all drugs used in the study that have been
approved by the Thai FDA . ...
Proof Of FDA APPIOVAL ..ot

B. Names of drugs not yet approved by the Thai FDA that will be part of the
study

Generic Name s

Trade Name e

Manufactured by (Company and CouNtry) ......cccoovrreneeeinninrireineens

C. If this drug has not yet been approved by a foreign FDA, has this drug
been previously undergone human trials? Include a report from these

studies, indicate NUMDEr Of STUAIES. ..o

23. Will a control group be
receiving a placebo?
[ 1Yes [ INo

If yes, explain your reasons have a placebo control group:

[ 1 No other drug has been shown to be effective in treating this illness

[ 1 Other treatment is available as mentioned, but their effectiveness is
not proven

[ 1 Other treatment is available as mentioned, but they have had
undesireable severe effects or participants could not tolerate it.

[ 1 Aresearch study has documented improvement from a placebo effect

[ 1 The illness being studied is a minor condition and any adverse effects
will be minor; the placebo may make the participant feel sick or take
longer to recover. The placebo will not cause any irreversible harm.

[ 1 There is scientific evidence and research methodology that documents
the necessity of using a placebo control in assessing drug effectiveness
and safety.

Additional EXplanation ...

Part 4. Genetic Material

24. Does this research involve: Indicate where you will store samples, name of
[ 1 Analyisng genetic material person conducting analysis, and name of person
[ 1 Long-term storage of genetic material responsible for the safety and security of these
[ 1 Pharmacogenetics Study samples:
[ 1 None of the above
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Part 5. Intellectual Property and Other

25. Will biological samples be sent abroad? If yes, does the Pl have a material transfer agreement?

[ 1VYes [ 1No [ 1VYes [ 1No

If NO, liSt r€aSON ....cveieiieeeeeeeeeeeeeen

26. | am certifying that all information included in this application is true. | am including the full research
proposal/protocol and other supporting documents along with this application. | and the co-investigators

will conduct the study ethically and will strictly adhere to the Faculty of Nursing Researcher Regulations

For Research Ethics Office Staff Only

Reviewed by the Research Ethics Committee:

Meeting NUMbEr......cccoiererreee, Date e

# For student research studies

27. I hereby certify that the proposal has passed an examination board for scientific design and merit, and

revised accordingly
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wuutufinananiulunisiiansanlasenisideiduanisvuniuiansanluiussy
AMZNYIUIAAIENT UNINeaedesing
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University

puvUsziiuiuszitiulaslduuunisuseidiuniy SIDCER-FERCAP Assessment Form LHundn

=

YOFUTIIIU (REVIEWEN)...vroeeeeeeeressensennsnnnsessesssessesssssssssssssssssssssssssssssssssssssssssssesssssssssssssssssssssssssssssssssssse
%aﬁ?wﬁﬁﬁﬁﬁﬂ (PrinCipal iNVESTIGAtOr)......ceueeeueerereeeeeereeeeeete et steese st sseseaseseseesesesssenenns
STUAY COAE! ettt e ste st e e ae st st s e s s et s e ssesaeste st e e se e e e s asae st asessessenessessensesersansansanes

O ATINITITE: (PTOTOCOL I ) oo eeeeeeeeeeeeeeseeeeeeeeeeesssesesessssssssssssssssmmssssmsssnennnns

......................................................................................................................................................................
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---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
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---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
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ltem Assessment topics Not
Appropriate N/A Comments
A Scientific assessment Appropriate
1 Rationale
2 Objectives
3 Study design
4 Study population
5 Sample size
6 Inclusion criteria
7 Exclusion criteria
8 | Withdrawal (intervention) criteria
11 Procedures used in research
12 | The use of control group or
placebo
14 | The use of medical devices
15 | Method of research assessment
15.1 Assessment of efficacy*
15.2 Assessment of safety*
16 | Monitoring of complications and
solutions
17 | Blood or specimens (frequency
and amount)
18 | Duration and number of follow-
up
19 | Statistics used in analysis

* a) Specification of the assessment parameters; b) Methods and timing for assessing
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ltem Assessment topics

Yes No NA Comments
B Ethical Issue

1 Involvement of vulnerable participants

1.1 Identification of vulnerability

1.2 Justification for the use of vulnerable

participants

1.3 Protection of vulnerable groups if

vulnerable groups are involved

2 Risks to the health of participants

2.1 Identify the risks: physical, psychological,
economic, legal risk or risks due to invasion of

privacy and breach of confidentiality

2.2 Sufficient measures to prevent or minimized

the risks

3 Risks to the health of the embryo or the

unborn child or spouse

4 Risks to the research community

5 Direct benefits to participants
5.1 During the study

5.2 After study (post-study benefits)

6 Benefits to the research community

7 Benefits to society

8 Favorable benefit/risk ratio
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ltem Assessment topics Not
Appropriate NA Comments
C Informed Consent Appropriate
1 Informed consent process
1. 1 Person who obtained informed
consent
1.2 Time when obtained informed
consent
1.3 Place where informed consent was
obtained
2 Objective of the research
3 Voluntary participation
Right to withdraw from the study
4 Alternatives in case of non-participation
5 Rationale of the study
6 Study procedure and participant's
responsibilities
7 Risks or discomforts to the participants
8 Benefits to the participants or others
9 Medical care during the study
10 Payment/reimbursement/compensation
11 Privacy and confidentiality
12 Name, contact address, and telephone
number of the investigator
13 Contact address and telephone number
of the ethics committee
14 | Certificate of informed consent
form/Assent form
15 Language used in the informed consent
form
D Qualification on Investigator
1 Quialification of the investigator
2 Training of the investigator
3 Conflict of interest of the investigator
Risk assessment of the protocol
Form version 04.0 April 30, 2021 -186- Page 4 of 5



AUNIIUITYTITUNIFIY AF 03-010

AMSNENUNAANERNS UV INTaLTeslng

L Research not involving more than minimal risk

L Research involving greater than minimal risk but presenting the prospect of direct
benefit to the participants

L Research involving greater than minimal risk and no prospect of direct benefit to
individual participant, but likely to yield generalizable knowledge about the

participant's disorder or condition

Duration of progress report

L 3 Months L 6 Months L 12 Months

Opinion of the Reviewer

O uweu (Approve/favorable opinion)

O WiureundsuSuussmudatausuus (Minor modifications)
O suavynisy
O fnumundnaui 1
Q fmumundnend 2
O fmunau IcF

0 Wusuusmadaiausuuzuazindfinnsandnassluiivss (Major revision/resubmission)

L \Heunsiiansan (Defer) W%@Mﬁzqm%@ (please provide reasons)
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wuuUszivenasmduasdagadmivananadasuasvilsdouansainudueay
ASNYTUIAANENS UNIINB1ABLTESTHAs]
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University
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Principal Investigator: Academic/Profession title........ocrccc e

Faculty of Nursing Chiang Mai University.

PrOTOCOL TIELE & e e e e e e e e e e e e e e e e s e e s eeeeeseeseeneeneeaeesesaeesesseseesaesaesaenaens
STUAY COAER & .ottt bbb a et bbb s bbbt

SPIONSON & ettt ettt ettt ettt ettt ettt et et a ettt e ae et et et eae et et et e et et et et e et et ete et et etees et et ean s retens

Documents filed Document reference

Research protocol

Informed consent documents

Patient information sheet

Instrument

Principal Investigator Curriculum Vitae

Advertisements : (if any)

Other

Opinion of the Ethics Committee/Institutional Review Board : U Full Board Review No...... Date...........

a Expedited Review on ... month ......

The Ethics Committee has reviewed the protocol and documents above and give the favorable

opinion

Date of APProval : ...ceeceeeeeecereeeee e eeeeeeseeenens Expiration Date @ ....ceveveveevenrenrenenneeseecnennes
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Research Ethics Office AF 06-020
Faculty of Nursing, Chiang Mai University

Progress report is required to be submitted to the Ethics Committee for continuing review
[ 1 at 3 month interval
[ 1 at 6 month interval

[ 1 annually (in this case please submit within 30 days prior to expiration date)

This Ethics Committee is organized and operates according to GCPs and relevant international ethical

guidelines, the applicable laws and regulations.

SIGNEA I et sanes
Academic title (Name......oocovveveveeeeeeerereeeevenen. )

Chairperson, Faculty of Nursing, Chiang Mai University

GENERAL CONDITION OF APPROVAL:

1. Prior Research Ethics Committee approval is required before implementing any
changes in the consent documents or protocol unless those changes are required
urgently for the safely of subjects.

2. Any event or new information that may affect the benefit/risk ratio of the study must
be reported to the REC promptly.

3. Any protocol deviation/violation must be reported to the REC.

4. Review of close study report is required to be submitted to the REC.

5. Review of progress report to the REC within 30 days before expiration date.
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Research Ethics Office AF 01-012
Faculty of Nursing, Chiang Mai University

Request for Review for Study Changes and Revisions to Study Protocol, Participant
Information Sheet, and/or Informed Consent

Faculty of Nursing, Chiang Mai University

1. Principal Investigator Work Unit/Academic Unit

Tel.

2. Protocol title:
(Thai)
(English)
Study code :
Date of study approval: Approval expiration date:

3. Type of amendment
[ 1 Protocol amendment: Version/edition no. ... Date ..... (skip to item 4)
[ 1 Investigator’s Brochure or IB.... Version/edition no. ... Date ... (skip to item 6)
[ ] Participant information sheet/consent form
Version/edition no. ... Date ... (skip to item 6)

[ 1 Other (please SPECIfY).... .o

4. Type of revisions: Type of review requested:
[ 1 Major changes [ 1 Full board review
[ 1 Minor changes [ ] Expedited review

5. What type of risk do these changes pose to participants?
[ T Minimal risk
[ ] Greater than minimal risk
If greater than minimal risk, please indicate the risks involved and how these risks will be

INUNTMIZEA <ottt ettt ettt ettt et ettt a et e et e e e et eae e es e e e e nseeeaeanene

6. Supporting documents:
[ 1 Summary of changes in Thai
[ ] Revised protocol or new version
[ 1 Updated Investigator’s Brochure or new version
[ 1 New version of subject information sheet/consent form
[ 1 Current version of subject information sheet/consent form

[ ] Other (Please SPECIY)....iiiiiiiieeie ettt

7. For protocol amendment/Updated IB: Does the patient information sheet/informed consent need

to be updated to include these changes?
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Research Ethics Office AF 01-012

Faculty of Nursing, Chiang Mai University

[ 1No
[ ]Yes (please explain or note that these changes have been done)

9. I am certifying that | have reviewed and understand all changes noted in this document and their
associated risk. | am requesting ethical review for the changes requested as well as for all changes to

the study protocol,

Principal Investigator SIgNature ...,

(PrINTEA NAME) oottt

For Research Ethics Office Staff Only

To: Secretary, Research Ethics Committee

For your consideration.

To: Chairperson of Research Ethics Committee
The researcher would like to change to this project: (please identify). ...
[ 1 There are minimal changes to this project
[ 1 There are changes to this project which must be submitted to the Research Ethics Committee
meeting for re-review and the same previous reviewers will be assigned as the primary and
secondary reVIeWers: 1).......coooieeneineneineeneienees 2) ettt

Please make a consideration regarding the assignment of reviewers

Secretary, Research Ethics Committee
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Research Ethics Office AF 01-012
Faculty of Nursing, Chiang Mai University

Opinion :
[ 1 Approve/favorable opinion
[ ] Minor modifications
[ 1 Major revision/ resubmission
[ 1 Defer

[ 1 Disapprove/unfavorable opinion

Please identify the reasons whether to defer consideration or disapprove
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Research Ethics Office AF 01-013
Faculty of Nursing, Chiang Mai University

Progress Report

Faculty of Nursing, Chiang Mai University

® This form should only be used for studies that are currently in progress. If the study is complete
and you are no longer in contact with participants, please use the Close of Study Report form.
® Progress reports should be submitted at least once per year, from the date of approval from the

Research Ethics Committee regardless of whether any participants have been enrolled.

A. Study Background
1. Principal Investigator (for the Faculty of Nursing research site only):
Work Unit/Academic Unit and Tel.:
2. Protocol title :
Thai :
English :
3. Study Code :
4. Progress Report NO. ...

5. Time since study approval or period on which you are reporting: .........ccccoecevieeeinenieieeeen,

B. Study Status
[ 1 Actively enrolling participants
[ 1 Enrollment completed, but participants being followed
[ ] Other (please SPeCify) ...,
Number of participants currently enrolled ..
Number of participants that have completed the study ...
Number of participants withdrawn from the study for the following reasons
Study drug had no effect .
Was mistreated or disrespected during the study ...
Did not feel they were supported enough during the study ...

No reason stated

C. Study Progress
1. Were there any problems or ethical issues? [ 1VYes [ 1No
2. Have you conducted an interim data analysis? [ 1VYes [ 1No

If YOU, Please LISt rESULLS: ...t

D. Changes to the Study or the Participant Information Sheet/Informed Consent

Form version 04.0 April 30, 2021 -237- Page 1 of 2
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Were there changes to the study following REC approval? [ IYes [ INo
Were there changes to the participant information sheet/informed consent? [ 1Yes [ ]1No
If yes, were these changes approved by the Research Ethics Committee? [ 1Yes [ INo

(If not submitted, please submit these changes for approval as soon as possible.)

E. Participant Safety

1. For multisite studies, is there a Data and Safety Monitoring Board (DSMB)? [ ]1Yes [ ]1No

2. Were there any serious adverse effects resulting from study participation? [ JYes [ ]1No

3. Is there any new information regarding the safety of the research orthe [ ]JYes [ ]No
benefits to participants? (If yes, please attach a copy of the study with this report)
If yes, were participants informed of this information? [ IYes [ INo
If participants have not been informed, when will you begin informing them?

4. Were any participants uncomfortable with study participation? [ JYes [ INo
If yes, please explain ......cccccoeveunnene.

5. Were any participants uncomfortable with how they were treated [ JYes [ INo
during the study?
If yes, please explain ......cccocvevercrnneneneencenes

6. Is the list of participant names kept in a_secure location (e.g. in a locked metal filing cabinet,
EECL) e

7. Where are you keeping the participant list? (e.g. study office) and for how long? (e.g. 3 years)

F. Changes in Study Investigators

1. Were there changes in the investigators or the study team? [ ]1Yes [ 1No
2. Were these changes approved by the research ethics committee? [ ]1VYes [ I1No

(If not submitted, please submit these changes for approval as soon as possible.)

Signature

Principal INVestigator ......coorrrrcece s
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8. 1ANE591989

8.1 ICH Harmonized Tripartite Guideline. Guideline For Good Clinical Practice E6 (R1).
Current Step 4 version dated 10 June 1996.

(http://www.ich.org/fileadmin/Public Web_Site/ICH_Products/Guidelines/Efficacy/E6
/E6 R1 Guideline.pdf - accessed 18 January 2016)

8.2 Standard Operating Procedure for the Recording, Management and Reporting of
Adverse Events by Sponsor
(http://www.ucl.ac.uk/jro/standingoperatingprocedures/documents/SPON_S14 SOP
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Research Ethics Office

Faculty of Nursing, Chiang Mai University

AF 01-018

CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1.PATIENT | 1a.COUNTRY
INITIALS
(first, last)

2.DATE OF BIRTH

Day | Month

Year

2a.AG | 3.SEX | 4-6 REACTION ONSET

Years

8-12 CHECK ALL
APPROPRIATE TO
ADVERSE
REACTION

Day | Month | Year

PATIENT DIED

INVOLVED OR
PROLONGED
INPATIENT
HOSPITALIZATION

O INVOLVE
PERSISTENT OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

0 LIFE THREATENING

7 + 13 DESCRIBE REACTION(S) (Including relevant tests/lab data)

II. SUSPECTED DRUG INFORMATIONS

14. SUSPECTED DRUG(S) Including generic name

20. DID REACTIONS
ABATE AFTER STOPING
DRUGS?

OYES OONO ON/A

15. DAILY DOSES

| 16. ROUTE(S) OF ADMINISTRATION

17. INDICATION(S) FOR USE

21. DID REACTION
APPEARS AFTER
REINTRODUCTION?

JYES ONOON/A

18. THERAPY DATES (from/to)

| 19.THERAPY DURATION

Ill. CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (Exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.g., diagnostic, allergics, pregnancy with last month of periods, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE RECEIVED BY

MANUFACTURER 0STUDY

LITERATURE

24d. REPORT SOURCE

0 HEALTH PROFESSIONAL

DATE OF THIS REPORT

O INITIAL

25a. REPORT TYPE
0 FOLLOW UP

http://www.cioms.ch/cioms.pdf

Form version 04.0 April 30, 2021
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8.1 ICH Harmonized Tripartite Guideline. Guideline For Good Clinical Practice E6 (R1).
Current Step 4 version dated 10 June 1996.
(http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E6
/E6 R1 Guideline.pdf - accessed 18 January 2016)

8.2 WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -
accessed 18 January 2016)
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AF 01-019

Checklist of a Monitoring Visit

Application No.:

Date of the Visit:

Protocol title:

Principal Investigators: Phone:
Institute: Address:
Sponsor: Address:
Total number of expected subjects: Total subjects enrolled:
Are site facilities appropriate? Comment:
|:| Yes |:| No
Are Informed Consents recent? Comment:
|:| Yes |:| No
Any adverse events found? Comment:
D Yes D No
Any protocol non-compliance /violation? Comment:
|:| Yes |:| No
Are all Case Record Forms up to date? Comment:
D Yes D No
Are storage of data and investigating products Comment:
locked?
|:| Yes |:| No
How well are participants protected? Comment:
|:| Good D Fair |:| Not good
Any outstanding tasks or results of visit? Give details:
|:| Yes |:| No
Duration of visit: ... hours Starting from: Finish:
Name of REC member/ representatives and
accompanies:
Completed by: Date:
Form version 04.0 April 30, 2021 -311- page 1 of 1
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8. 1INE391989

8.1 ICH Harmonized Tripartite Guideline. Guideline For Good Clinical Practice E6 (R1).
Current Step 4 version dated 10 June 1996.
(http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E6
/E6 R1 Guideline.pdf - accessed 18 January 2016)

8.2 WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -
accessed 18 January 2016)

8.3 WHO Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants, 2011.
(http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948 eng.pdf-
accessed 18 January 2016)
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AMZNYIUIAAIENT UNINeaedesing
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University

puvUsziiuiuszitiulaslduuunisuseidiuniy SIDCER-FERCAP Assessment Form LHundn

=

YOFUTIIIU (REVIEWEN)...vroeeeeeeeressensennsnnnsessesssessesssssssssssssssssssssssssssssssssssssssssssesssssssssssssssssssssssssssssssssssse
%aﬁ?wﬁﬁﬁﬁﬁﬂ (PrinCipal iNVESTIGAtOr)......ceueieieieereieeieeeeeerre ettt ses et esesesesesesesssenennns
STUAY COAE! ettt st e st se e ae st st s e e s et e e ssesae st e st e e sesae e sasse st assssessenesssssessesersansansanes

O ATINITITE: (PTOTOCOL I ) oo eeeeeeeeeeeeeeseeeeeeeeeeesssesesessssssssssssssssmmssssmsssnennnns

......................................................................................................................................................................

----------------------------------------------------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
---------------------------------------------------------------------------------------------------------------------------------------------------------------------
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ltem Assessment topics Not
Appropriate N/A Comments
A Scientific assessment Appropriate
1 Rationale
2 Objectives
3 Study design
4 Study population
5 Sample size
6 Inclusion criteria
7 Exclusion criteria
8 | Withdrawal (intervention) criteria
11 Procedures used in research
12 | The use of control group or
placebo
14 | The use of medical devices
15 | Method of research assessment
15.1 Assessment of efficacy*
15.2 Assessment of safety*
16 | Monitoring of complications and
solutions
17 | Blood or specimens (frequency
and amount)
18 | Duration and number of follow-
up
19 | Statistics used in analysis

* a) Specification of the assessment parameters; b) Methods and timing for assessing
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ltem Assessment topics

Yes No NA Comments
B Ethical Issue

1 Involvement of vulnerable participants

1.1 Identification of vulnerability

1.2 Justification for the use of vulnerable

participants

1.3 Protection of vulnerable groups if

vulnerable groups are involved

2 Risks to the health of participants

2.1 Identify the risks: physical, psychological,
economic, legal risk or risks due to invasion of

privacy and breach of confidentiality

2.2 Sufficient measures to prevent or minimized

the risks

3 Risks to the health of the embryo or the

unborn child or spouse

4 Risks to the research community

5 Direct benefits to participants
5.1 During the study

5.2 After study (post-study benefits)

6 Benefits to the research community

7 Benefits to society

8 Favorable benefit/risk ratio
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ltem Assessment topics Not
Appropriate NA Comments
C Informed Consent Appropriate
1 Informed consent process
1. 1 Person who obtained informed
consent
1.2 Time when obtained informed
consent
1.3 Place where informed consent was
obtained
2 Objective of the research
3 Voluntary participation
Right to withdraw from the study
4 Alternatives in case of non-participation
5 Rationale of the study
6 Study procedure and participant's
responsibilities
7 Risks or discomforts to the participants
8 Benefits to the participants or others
9 Medical care during the study
10 Payment/reimbursement/compensation
11 Privacy and confidentiality
12 Name, contact address, and telephone
number of the investigator
13 Contact address and telephone number
of the ethics committee
14 | Certificate of informed consent
form/Assent form
15 Language used in the informed consent
form
D Qualification on Investigator
1 Quialification of the investigator
2 Training of the investigator
3 Conflict of interest of the investigator
Risk assessment of the protocol
Form version 04.0 April 30, 2021 -330- Page 4 of 5
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L Research not involving more than minimal risk

L Research involving greater than minimal risk but presenting the prospect of direct
benefit to the participants

L Research involving greater than minimal risk and no prospect of direct benefit to
individual participant, but likely to yield generalizable knowledge about the

participant's disorder or condition

Duration of progress report

L 3 Months L 6 Months L 12 Months

Opinion of the Reviewer

O uweu (Approve/favorable opinion)

O WiureundsuSuussmudatausuus (Minor modifications)
O suavynisy
O fnumundnaui 1
Q fmumundnend 2
O fmunau IcF

0 Wusuusmadaiausuuzuazindfinnsandnassluiivss (Major revision/resubmission)

L \Heunsiiansan (Defer) W%@Mﬁzqm%@ (please provide reasons)
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wuuUszivenasmduasdagadmivananadasuasvilsdouansainudueay
ASNYTUIAANENS UNIINB1ABLTESTHAs]
Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University

=

%aé’ﬂsaﬁu (REVIBWVET) e et e e e e e e e e e e e e e e e

va v

YORIAUNGIVE (PrINCIDAL INVESTIGATON). ....oooooooooooeoeeeeeeeeeeeeeeeeeeeeeeeeseeseeeeeeeeeeeseeeeeeeeeeeeeeeeee e

Y

WDUATINNTADY: (PTOLOCOU TIELE) oo e e e e

STUAY COAE: ..ttt b bt b bbb bbbt b b ss bbb e b s
1. 1BNEISAITHIIVINAF NS UDIFNFUATHASLNH BUENIAINE UL DY

Y

Y

1.1 fidayauaziatednlumsudu (information)

[ 1l ] Ll

v v A

PN A TE YT UM VTR e

1.2 Wnendlsnza Wlalatiungudiegs (language)
[ 1T [ ] lla

PNl ANTUTOWUEU IR e

1.3 fUA08NLIUANS/TUTIAURLTNTINIATIN T/ T QU AUA NN ZEY

[ 18 [ ] L
O8] TUTATEUTBADVIHIINGAT Y e sneessmsessssss s

v

14 ﬂizﬁﬁ@:w’]iw%ﬁﬂtﬂulﬁﬂ il assent wag parental consent

(1 ] Wl [ 7 Lifedes

1) $Wine1geng1 7 Y usysel [ ] fassent consent [ ] 4 parental consent

Y

2) lﬁﬂ’mq 7 U uSusal wilife 15U [ ] fassent consent [ 1 parental consent

Y

3) lﬁﬂ’mq 15 U uSysal uslife 18 U [ ] #l assent consent [ ] & parental consent

Y
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1.5 nsdingidnsundelianunsalvimnuguseuld In1sveanuduseuaingunulag

e

YOUTITU
(1% 01 Wi 1] Lhdeades
1.6 n3dififitrsAdesunuilveliesn i impartial witness
[l bl [ ) bifeades
1

1l [ 1ldle [ 1 ldiendes
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52U8U2192N1TUTTYNAMENTTUNITIILTIIUNNTIVY AMEWEIUIRANEAT N IMeFBLTesIny
(Research Ethics Committee Agenda, Faculty of Nursing, Chiang Mai University)

agyATaN ..../....... (Regular Meeting No. .../.......

1 ) ¥ O )/ LABDU wevnvnrnnnnnns WA, cevennenes 190 13 1 I U, (DD.eveeererenereverenns MM
.............. YYYY . TIME )
DU ettt eeneaes (VenuUe...eeeeeeeeeeeeeee )

FUNINENINANTRIAUZNTTUNS

(Date of issuance: dd/mm/yyyy)

38U

(To: EC Members’ name)

1599 BEUTYUTE YN

(Subject: Notification of Meeting)
521U8U2198N5UTEYNAMENTTUNITITESITUNITIVY ANZWEIUIAANENT A INeaedealns

(Research Ethics Committee Agenda, Faculty of Nursing, Chiang Mai University)

muwﬂiw weed oo (Regular Meeting No. ..../.......) M. I LADY ceerreennee .6

1. Ysgsuidanisussyu (Call to order)
2. n32988UBIAUTEYU (Determination of quorum)
3. asvdeudiaudaudinanalszlevi (Disclosure of conflicts of interest)

4. %’Usawqizmiﬂszﬂ;u (Approval of the agenda)
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AF 01-020

5. 13eUszyu (Agenda)
5.1 15el 1 Foeuds (Reports and Announcements)

5.1.1 lassnsfianevesuniseniunisfiansandiuaiesssy warlasenisidefiauevesu
NISNUNIUNAITUILUULTIA AU (Protocols requesting Exemption from Ethical Review and
Expedited Review)  $1uiufllausiunisvuyiuinnsanuuuiseinlurisieuiulsyyy wazdsiuiy
FlFsunsfinnsansuses (Number of protocols submitted for expedited review and number of
protocols approved for expedited review)

512 msLﬁusﬁ’ayja U AMENYIUIaAIdns (Protocols requesting data collection at the
Faculty of Nursing, Chiang Mai University)

5.1.3 309uds u 9 (Other announcements)

5.2 Jusees8uUsYy (Approval of the minutes of the last meeting)

5.3 3esduiilos (Follow-Up Items from Last Meeting)

5.4 Tasemsidofiauenumufinnsanlassnsideluiiusyam (Protocols requiring Full Board
Review)

5.4.1 Tassmsifeiiusuusudlosazdindudunfionsandnads (Protocols with
Modifications/Resubmissions)

5.4.2 Tassmsiseituauendausn (Protocols for Initial Review)

5.4.3 Tassms3defiudludfisnfia (Amendments)

1) Tasans3defilesunsiansanuuuLsasau (Protocols receiving Expedited Review)
2) Tnssmsidefldsunmsfiansanuuulassmsideluiivssyu (Protocols receiving Full
Board Review)

5.4.4 57891UAUN1IVUILALN1TVOA 0018 LATINISITE (Progress Report and Study
Extensions Submitted for IRB Approval)

54.5 iwmumiéuqmimqmﬁ%’a (Final study reports)

5.4.6 $eeumsdsavurieliufifanulasesreinsideldfunisiuses (Protocol Non-
Compliance (Deviation or Violation) Reports)

5.4.7 1enuwmgnisallaifisuseasd SAE Reports (Full Board Review)
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6. 3asdu 9 (Other Matters)

6.1 MAUANITUTEYNATIFOLY oo

7. Adjournment
WIBULATAIIAFBUAUYNARIIAY

(Prepared by)
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AF 02-020
4 a L | [
AMENEIUNAANENT UNNINSeLTeTna
WUULBNANTUEAIIEYBAMZNTIUNITATESIIUNNTIILNAT MUY
ARIZNITUNITIILTIIUNNTIVY ANEWEIUNAANENT AN Inenaededln 1Weslvad 50200
TNT. s TNTANT covvvvernrvereesnessssssssssssssssssannns
WNTEANTIAMIUL ceerrrervenrmmecrennnnsisssseseseeneseens 3T
RIGELR Yt
. a1l dannany ) wn
. o o ALAUS Scientific, - 4 o
a1y Yo-ana LN 2AigeEn Wevey/ WeIUA nssunslaidin
Tuamuznssunns Non-scientific) . ) .
AV1VN ANEIN3 EieE NIREAIET
RYELIY

1
2
3
q
5
6

n35uN15 conflict of interest [ ] 1dl [ ] 3 55UTD e FHALATINT oo wazldegrudndulasiniide
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Research Ethics Office

AF 02-020
Faculty of Nursing, Chiang Mai University
MEMBERSHIP ROSTER- ETHICS COMMITTEE
Faculty of Nursing, Chiang Mai University, Chiang Mai 50200, THAILAND
Tel v FaX  ceeeeeeeeneeneeeeneeeeneennene
Valid from ..o L (o SOOI (Day/Month/Year)
Tick (V) if
member present
Affiliate
Position Scientific, Highest Primary Institutional When protocol
No. Name of Member | Gender or
on EC Non-scientific) | Degree(s) | specialty Title reviewed
non-affiliate
(date of
review.....)
1
2
3
a
5
The conflict of interest [ INo 1 YES Project study code iS ...cviererrieirieirierian

The EC member should leave conflict during the discussion and decision making
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Research Ethics Office AF 02-020

Faculty of Nursing, Chiang Mai University

Secretary of the Committee
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NTUTEYUATIN ceoreecrrennnnsmrecneennnnnnnns TUT coeeeeceeeceeeresessssssssssssssssssssssessssssessssssssssees

pd)}
p——
.
pd )
p—
el
22D

29AUTTYY

1. NFIUNISIAUATINTIT0IABIZNTTUNITY

2. NITUNITUNLNARY AL WA

3. nIsUNsNiausMaIneImansnsunndegaios 1 A

[y

4. nssumsndlanusluanvinsideniansanedisies 2 Ay

5. nssunsRlldsinAuzne UIamanseg19ties 1 AU

6. nysunsiliiegluavmnaunngnseinerrmansniswnmne

28191y 1 AU

NITUNTUALLAYIYNITNITUNNTIILETIUNTIVY
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5'1Emumsﬂsmguﬂmzniium‘sﬁﬁaﬁimmﬁﬁa AMZNYUNAAENS UNINeaBLTeslud
(Meeting Minutes of the Research Ethics Committees, Faculty of Nursing, Chiang Mai University)
AIYATN ...,

Regular Meeting ..../.......

oo  FeuNdidusEyu (Attendances)
1.

AN

seuugliidnsinuseyu (Absent)
1.

2.

3.

sgungiinsulszyuuanviloatnnssunis (Others)
1.
2.
o

L'aa'u,%f'wizﬂgm ............. U. (Start Time)

Usesuilanisussyu (Call to order)
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N13M5298UBIAYTEYY (Determination of quorum)
n13nssaudiiautaudmenalselevil (Disclosure of conflict of interest)

¢ 5U59921952n13UsEYu (Approval of the agenda)

SzLﬁEJU'J'lSSﬁ 1: L%"a\‘iLLﬁ’l'ﬁ (Reports and Announcements)
1.1) lassnsfiiaueresuniseniiunisfinnsanduasesssy waslasinsideiliaue
®0  VBTUNITNUMIUNIITUILUULIINIUY (Protocols requesting Exemption from Ethical Review and
Expedited Review)  $1unufllaueiunsviuynuiinnsanuuuissinlurisieuiulsyyy wazdiuy
Flgsunsinnsansuses (Number of protocols submitted for expedited review and number of
protocols approved for expedited review)
1.2) miLﬁU‘é’Jja;ﬂa U AMENIUNAAERS (Protocols requesting data collection at
o&  the Faculty of Nursing, Chiang Mai University)

1.3) 1393433 BU 9 (Other announcements)

seauTen 2 FuseaTguUszys (Approval of the minutes of the last meeting)
U551 LauaUseguiian sansUTeesI89IUMSUTYUANENTIUNNTITYTTIUNTITY
wo  Corrections in the Meeting Minutes

AMEWNUIAANENT dlpaiey ATIN 10/2563 WoTud 17 Suinau w.e. 2563

Y o | v a v
BUIMN UIINAN VBAIULAA ﬂ@ﬂ?qﬁJLLmGIJ

Page Line Details Correction Details

MRIINTY NUTENy TURTUTEITI8UNTUTEYU (Approval of the Meeting Minutes)
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sudouased 3 : Basduiag (Follow-Up Items from Last Meeting)

szligunsed 4 @ 13ENNTalATINITIRENEWeNUNIUNINTANlATINITIdETunUssyu
(Protocols requiring Full Board Review)

4.1 lasensidenuiudsauilonazdindudruniiansandnass (Protocols with

Modifications/Resubmissions) 91U ......... Seq laun
4.1.1 TASINNTIOEOC e (Protocol Title)
Research ID: STUDY CODE:

#MH1lATIN15798:  (Principal Investigator)
#81913%97171: (Major) %38 or &1 : (Quorum Status)

919138#1U3nw" (Advisory Team) %38 #394738 : (Co-investigators)
ENUNU : (Reviewers)

mmﬁmﬁwaaﬁwumu :

(Assessment of Scientific Issues and Assessment of Ethical Issues)
ANUNUnanAun 1 (1% Primary Reviewer)

HnununanAui 2 (2" Primary Reviewer)

m’mﬁmﬁwaa;ﬁwumu ICF: (Assessment of Informed Consent Issues)

FaRauiuaAnaniuszau: (Additional Suggestions)
Mszgunansandidanuziin (Conclusion and Recommendation)
nquLUs12U19 (Identify Vulnerable Population)

Uszinnannudes (Risk Assessment)
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NaN15NA15881: (Action Taken)

4.2 1asan152enguLauansawsn (Protocols for Initial Review) 371u7U

4.2.1 TATINITITIEOL e (Protocol Title)
Research ID: STUDY CODE:
#1lAsen19398: (Principal Investigator)
#19179%14: (Major) %389 or &4nm : (Quorum Status)
anassiiv3am (Advisory Team) %38 #394398 : (Co-investigators)

Bnunu : (Reviewers)
AUANLAUYDIRNUNIY :
(Assessment of Scientific Issues and Assessment of Ethical Issues)

ENUNIUnanAun 1 (15 Primary Reviewer)

Hnunuvanaui 2 (2" Primary Reviewer)

m’mﬁmﬁwaa;ﬁmmu ICF: (Assessment of Informed Consent Issues)

%’aﬁmﬁmﬁ'maumnﬁﬂswu: (Additional Suggestions)
ﬁﬂiz’quﬁ%ﬁmﬂﬁ%mmzﬁﬂ (Conclusion and Recommendation)
nquLUs12U1e (Identify Vulnerable Population)
Uszumanandes (Risk Assessment)

NaN15NA15881: (Action Taken)
4.2.2.....
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4.3 Tasamsieiiudludfisnin (Amendment) $1u3u ...... Sos loun
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Research Ethics Office AF 06-020
Faculty of Nursing, Chiang Mai University

No. ...../20xx

Certificate of Approval

Name of Committee : Research Ethics Committee, Faculty of Nursing, Chiang Mai University

Address of Committee : 110/406 Intavaroros Rd., Suthep, Muang, Chiang Mai, Thailand 50200

Principal Investigator: Academic/Profession title.......o e

Faculty of Nursing Chiang Mai University.

PrOTOCOL tItlE & .ot e e e e e e e e e et
STUAY COAE 1 oottt sttt b bbbttt s st s s e

SPIONISON & ottt ettt ettt ettt ettt et ettt ettt et et ae ettt ettt ae ettt e ee ettt s e et et ee sttt ees et eters et et et nes s etens

Documents filed Document reference

Research protocol

Informed consent documents

Patient information sheet

Instrument

Principal Investigator Curriculum Vitae

Advertisements : (if any)

Other

Opinion of the Ethics Committee/Institutional Review Board : 0 Full Board Review No...... Date.......

d Expedited Review on ... month ......

The Ethics Committee has reviewed the protocol and documents above and give the favorable

opinion

Date of APProval : .....eeeeeeeeeeeeeeeeee e eesesenens Expiration Date : .....ccvevevvnvenneeneeneesenseeneenne
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Research Ethics Office AF 06-020
Faculty of Nursing, Chiang Mai University

Progress report is required to be submitted to the Ethics Committee for continuing review
[ ] at 3 month interval
[ ] at 6 month interval

[ 1 annually (in this case please submit within 30 days prior to expiration date)

This Ethics Committee is organized and operates according to GCPs and relevant international ethical

guidelines, the applicable laws and regulations.

SIGNEA I ettt saeaes
Academic title (NamMeE.....coeeveveeeneeeeeeeeerenne )

Chairperson, Faculty of Nursing, Chiang Mai University

GENERAL CONDITION OF APPROVAL:

1. Prior Research Ethics Committee approval is required before implementing any
changes in the consent documents or protocol unless those changes are required
urgently for the safely of subjects.

2. Any event or new information that may affect the benefit/risk ratio of the study must
be reported to the REC promptly.

3. Any protocol deviation/violation must be reported to the REC.

4. Review of close study report is required to be submitted to the REC.

5. Review of progress report to the REC within 30 days before expiration date.

Form version 04.0 April 30, 2021 -349- Page 2 of 2




uni 21

NsUsEYUUANLAY

(Extra Meeting)



AUNIIUITYTITUNITIY

AMINEIUIAANEANS U INeaLdeslng

SOP 021/04.0

unil 21 PsUsTYNTRNLAY

(Extra Meeting)

YUY 1 V99 6 BN

n1sUsTyNtinnLee

(Extra Meeting)

Twnsuld  Jun 30 wweu wa. 2564
wnuatul  FONEC 022/03.1
AINYIN ARNENTTUATHRILNIEATEIUATTUIATEIY

AENEIUIAANENS U INeNFeLTealun

(H9mans19138 79.5748 UAEITNIYYA)

ANUARENEIUIAAERS

FuT 30 w1y WA, 2564

U7 30 Wy WA, 2564

-350-




N AN

AUNIIUITYTITUNITIY

AMINEIUIAANEANS U INeaLdeslng

SOP 021/04.0

unil 21 PsUsTYNTRNLAY

(Extra Meeting)

GUELT]
399
IngUsasd
DRG]
YOULUA
AMNSURATOU

(%

WU ITUADUANTALTIUNTS
gazdANIANTuNS

6.1 NAUNTUTEYUANLNTIUANTITYTITUNNTIVY
6.2 TEWINNNNTUTTYUANYNTTUNTIILEITUNNTIVY
6.3 NENAINNTUTTYUAULATIUNTIILEIITUNNTINY
ANARUIN

LONANTO1989

JunUsein SOP 021/04.0

-351-

YU 2 VD9 6 NN

=
e
>

S AR R A A VW VL VL VL W




AUNIIUITYTITUNITIY

¢ a o , SOP 021/04.0
AMZWETUIAATEAS URIINBIaeLTelnd

unil 21 PsUsTYNTRNLAY

YU 3 VD9 6 NN
(Extra Meeting)

[

1. Inguszena
datluwwimislunisandunisussguidaiiey wastduuwinianismuniu fansan waz

winreuludewing q Tnensuszyuindivay

2. AaUANA

N1sUsEYATANLAY N5UTEYUAMENTTUNNTATYFIIUNNTIVY Uonmiledn
(Extra meeting) AmuaN1sUsEINaUUNR Tunaulaznann1sujunag

< a ad o a
L‘U‘Llﬁ]’]llLLUQWWQWQWQIﬁUUﬁWWLuuﬂ?im’]@iﬁ’m

3.UDULUA

ABAIUNTNINTFIUATEUAGUNNTUTEYNTRTLAYTIIANTUTEYNTUNBNINTUNTRIA N 9

]

A29N15NTNNALAULNTTUNITITETITUNTINY UNWTeINNITUTEYUAUMNUAUNG LU 1584

Ya o

Aerfuaulasnds Yseiuieidunisanaiu@ia nsfneddelvd msiiuiuseder3de n1s

Y

NUIURITUIRLLRY dundluiiuinlasinTIde 1Wuduy

4. AANUSURAYRU

Use51UnIsuN1sY enasenUseyuiniimuniuanumsnzay

5. uHunAvuRaun1IAiuNng

Tumay fanssy H3uknvay
1 NOUNTUTEYLAMLNTIUNTIIUTITUNTINY LAUIYNITT LAY
J i fidinaue
2 FENINNSUTEYUAULNTIUNTITLEITUNNTIVY ARYNTTUNTIILEITUNTIVY
J WAZUIEEIUNTIUNIG
3 ANYVRINNTUTTYUAMENTTUNTIILEITUNNTINY LBUIUNNT LAY
Emididiinaus

-352-



AUNIIUITYTITUNITIY
R SOP 021/04.0
AMINEIUIAANEANS U INeaLdeslng

unil 21 PsUsTYNTRNLAY

YU 4 VD9 6 NN
(Extra Meeting)

6. 31UALDYANTITANIUNIT
6.1 NAUNITUSLYNAMLNITUNITATYTITUATINY
6.1.1 mavszguiafiavaznsgvilunsdllansdndsteioludl THun
1) Fesidmnudndudesnisiiarsansiuiesninanszvuseuseloviveayuvy
VIOLATHENAVDITIR 18
2) fwmgnisalluisUszasdvindisusuaslinindnuineu (Unexpected Serious
Adverse Reactions)
3) GesiiAndesiuamnumevesoraasinsiiiisiulasanside
4) 1Fesdu 9 MUsesunTIINTY wiuasliiinsUssguiniiey
6.1.2 wAgLinssuN1TY N3wianssenUssyudniiay
6.1.3 Wimihfidnaus dadediunenansfiaztiidrfionsaniinssunisy fazdhs
Uszau
6.1.4 uutionansssfounsenaUssguilssyadadl Tu nan wwupeuiulude
6.1.5 Aiunsan SOPs MiAeated
6.2 3¥NINNTUTTYUAULNITTUNTIILTITUNNTIRY
6.2.1 MIUszyutiniiiawd ot senaunig oAU se g R UNTUTEYUAMYNITUNS
YFITUNTIVY
6.2.2 MyUszyutinfiawUfiRnadsadunsnsguluFosing q Afdes
6.3 NMENAINITUTTYUAMLNTIUNITIILTIIUATIY

nsUseyunay URURnnaisaiunisunsgiulugewie 4 aneides

7. A1AKNUIN

Laig-

-353-



AUNIIUITYTITUNITIY
R SOP 021/04.0
AMINEIUIAANEANS U INeaLdeslng

unil 21 PsUsTYNTRNLAY
il 5 ¥a9 6 Wil

(Extra Meeting)

8. lNA1591999

8.1

8.2

8.3

8.4

ICH Harmonized Tripartite Guideline. Guideline For Good Clinical Practice E6 (R1).
Current Step 4 version dated 10 June 1996.
(http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E6
/E6 R1 Guideline.pdf - accessed 18 January 2016)

WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -
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WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -
accessed 18 January 2016)

WHO Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants, 2011.
(http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948 eng.pdf-
accessed 18 January 2016)
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8.1 International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016.

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

8.3 World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General Assembly,
Helsinki, Finland, June 1964, and amended by 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.

8.4 WHO Surveying and evaluating ethical review practices, 2002.
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