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

8.3 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.

8.4 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
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WHO Standards and Operational Guidance for Ethics Review of Health-Related
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WHO. Handbook for good clinical research practice (GCP): guidance for
implementation, 2005.

World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General Assembly,
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Fortaleza, Brazil, October 2013.
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Uy (aﬂ’uﬂ%’wgﬂﬂ%ﬂﬁ 1). Agene : dnnunnsgiunsIdeluay newnnguns
798 d1UNNUAMZNTIUNTIVIWAIVIR (32.).

va ¥ 1

NIV YRATIYAVIAITVBITIVNNT W.A.2540. (2 AU8EU W.A. 2540).

v Y

wva ¥ 14

W3 UaRRuATeIlaLadILUARS W.A. 2562.(519AAUUNYT U136 BaUT 69 N

9

Wi 52 27 waun1Au 2562).

va ¥ <

wizswinyaRduAToudn NA. 2506, (19A99UNY LaN 120 AEuTl 95 A i 1 2
na1Au 2546).

NIz URYAREUAMUAINA WA, 2550. (S1¥AR LAY Lax 124 / neudl 16 1 1t
1/19 flunay 2550).

N3E5UIRNNTALASULAT WAL A NLAZLENIYULASYIR W.A. 2550.

wzs vyl Aguandn wa. 2551, (519R YUY 18U 125 Meudl 36 N 20 AUAWLS 2551

Wi 37) uazatuil 2 (AR LaN 136 ABUR 50 N 16 lwigy 2562 1t 210)

-42-




A11N9IUIYSTITUNNTINY

AMSNETUNAANENS UNINT1aLTelng

SOP 003/04.1

UnNi 3 TAseas19azuung
AMZNTTUNITIIYTITUNISIVY

(Constituting Research Ethics Committee)

YY1 22 V99 24 W

9. YuNnUsLIn SOP 003/04.1

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
WEENENT wazyARaTIlyaY

AIneFans

. USULenans91989 WMA Declaration

of Helsinki=Ethical principles for
Medical Research Involving Human

Subjects 1Wuatiu a.a. 2013

-43-




A11N9IUIYSTITUNNTINY

AMSNETUNAANENS UNINT1aLTelng

SOP 003/04.1

UnNi 3 TAseas19azuung
AMZNTTUNITIIYTITUNISIVY

(Constituting Research Ethics Committee)

YY1 23 V99 24 W

drunwnbuvan

5. whlvUSudeny “nssunsninngg

PANLIAIERSNITENNG” 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 LAY IUNITNTIUNNT
3YTITUNIFINY LINVUNTNFIUNY
IYTITUNITINY LAZNITUNIT

38555UN15IY

. USUTemnUNgIT89nunNIsuNISTana

dnstawdanianauselevy (conflict

of interest)

LNUNISTRISUNAREY UANANNT

fansanlianunsaussgaauviuies
foanuls lagldidesranain
U3e51UNTIUNITITYTIIUNITIY
AYIYNITNTTUNTIILETIUNNTINY

LAYNITUANTISYTITUNITIVY

AMLATIUNNS
WEUNITATRUNNS

HIA991U

SOP 003/
04.0

30 Wweu 2564

- wAlwnnslsiaisaiunisuinggu

91 FONEC 1y SOP ied1emanin

wla

-44-




AMSNETUNAANENS UNINT1aLTelng

A11N9IUIYSTITUNNTINY

SOP 003/04.1

AMZNTTUNITIIYTITUNISIVY

(Constituting Research Ethics Committee)

UnNi 3 TAseas19azuung

YY1 24 VY99 24 Wi

drunwnbuvan

2. Ysuunluansedrrglinssduiag

ARUBANUNTYOU

- AIanyninnssumse g

. Usuenansenadalnduadulagiu

wazULeNa1501999 AT uaLTe

- wlueRoud® Ao ne.ng.511

LLﬁ’JﬁﬁiﬂJN"IHQa AUAAMENYNUA-

ANans

ARMENITUNNS
WAUNITARUNS

INTFIU

SOP 003/ 19 naAIN8U

04.1

2564

il version w89 SOP number

9 6.3.2 \finswaziBunnis
ANIUNITAUTUANTDRNAINTT
JUTDIUTIATYTIINNTIVEY (MOU) AU
ABMYNTTUNITITYTITUANTIVY
ANTULNNEAENS

UMNINYD LT 89l

'
a

WL TUNUonnadausIndenis
NATULATINITIVEATUISUTITUAS
FYTLIIN AUTUNNYAERS LAY
AYNYIUNAAERS

LAIneNfeesl TunienuIn

-45-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.1

o/ v '3
R R A G U RR ]

UN9 4 99ANASNYIANNAY /

(Confidentiality / Conflict of Interest Agreement)

YY1 1 VD9 8 UL

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

(Confidentiality / Conflict of Interest Agreement)

unGuld  Juh 19 weAInieu w.A. 2564
wiuaduyl - SOP 004/04.0
AT ARNENTTUNSHAILIITATEUAITUINSEIY

AMENYIUIAFNENS UMINERELTealal

(§978an319158 A9.511 WAISTINIUNA)

AMUAAIZNENUIAFIERNS

Fuil 19 woAIn1ew w.a. 2564

Fufl 19 woAIn1ew w.e. 2564

-46-




AN 0 BAWLWN

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.1

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

JurnUsei® SOP 004/04.1

-47-

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

=
_)Q

o o0 0 00 AW VLW W W




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 004/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

UN9 4 99ANASNYIANNAY /

[ v L3 1 4
nsTandanianadselevd %U1 3 Y249 8 "N

(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

-48-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.1

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

-49-

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
-4 a [ = 1 SOP 004/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

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 4 a 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

-50-



AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 004/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

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.

A ToAdiam. (UsTUEN9). (2560). A385suNTITelunywd. wumys @ didnau
AENITUNITFVAINWIAIYIR (81%.). (www.nationalhealth.or.th).
wueasesTIuNMIinideluaululszwelne w.e. 2550. vusuasysssun1svinidelu
auluusemalng. n3anny : Pnansaluminede.

va ¥ v

N3¢V UNYRANATRITRYATIUUAAR W.A. 2562.
ANUNIUARIZNTIUNITIVYWIAITIR (3%.). (2562). UINIISLFITUNITVINIVLNLNLIVDINY
Wywd @UUUTUUTATIN 1), ngamne : ddnauuinsgiumsideluau neswnsgiums

398 AUNIUAMZATTUNITIVYWAITIH (3%.).

-51-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 004/04.1

UN9 4 99ANASNYIANNAY /

o/ v '3
R R A G U RR ]

(Confidentiality / Conflict of Interest Agreement)

9. UuNnUsLIn SOP 004/04.1

YN 7 VD9 8 U

ARGV atiuil Fuil duiudluvan
AMENITUNT FONEC 004/ | 22 @@anAu 2556 . wiiby bullet 10y Numerical list
W IsaLtuns 01.1 wiglinesensdneda
UINTFIU
ANIENTIUNTT FONEC 004/ | 12 puniué 2559 | 1. ufiladerfeus@ Ao mans1asd
WuIgALIUNg 03.0 (Bormayifie) A3 3n1n aauindina
UINTFU - uAlUnTEaiunTsunsgIULsasUN
. @sUgyinTe 5 way W1 6
. ATIARUA WAz Iignavuazly
Alviainaue
- USunssuliisesdnunazidilading
AENITUNIT FONEC 004/ | 15 @Ay 2559 . Al version ¥89 SOP number
W IsaLiung 03.1 . dintufinusgdRnsudladsaniuns
UINTFIU WINTFIY
ANIENTINNTT SOP 004/ | 30 wwieu 2563 | 1. whlunmslvsvaisaniunisuinsgiu
W IsaLtung 04.0 210 FONEC (u SOP Liladneseany
UINTFIU Wla
indennasinuanudulazionans
dwdudmihidinaun way
Wi fisuuansaumatiguasyuy
Voed NI
. in3898 wsznednfAdunses
ToUAAIUYARA W.A. 2562.
- Usuenansensdeliduatulagiu
wagtiiuonansenaddliviuartie

-52-




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 004/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

UN9 4 99ANASNYIANNAY /

[ v L3 1 4
nsTandanianadselevd %1 8 U249 8 “un

(Confidentiality / Conflict of Interest Agreement)

RGN AUUN Juh daunuAlanan

5. unlededfeysfi fio nr.ng.51
WITTIULUNS ANUAAMENEIUIA-
FNEnS

6. Usuasulenaisuuunasy (AF Form)
TWaenndesiusgazidenns
fufiuns uaztonasuuunesud
Wwakenauunlasmluaudsandunis

1M elreson1sAniung

AMENITUNIT SOP 004/ 19 ngAIN1YUY 1. wAly version 83 SOP number
WAILNIDAWRUNNT 04.1 2564
UINTFIU

-53-



A11N9IUIYSTITUNNTIVY AF 01-004

AMINEIUIAANEAS UV INT1aLTelnd

FBANAINITINYIAIUAUVDILATINIFTIVY/N15UALENmaUsL el

(Confidentiality/Conflict of Interest Agreement)

11 Jasuureenalsil lugiueiidunssunisasesssuniside augne1uiamans
a v oA ! = 19 ¥ Y & [ ! - 6 1 Y !
unIngaedeslnl anasnazlilddeyaniluanuduiasdiuyanaiienadseleyldudd uagl

Uawedeyaildeyunnaniaiy (vonwielyaningidesiunisufiininm) srunsliirduuvie

ot

o v 1

igdeyanatilunnisnis uudludiundenseyinieninnguing tedsdunsemdsnna vse

Y

'
[ a [y

ANFIUMIINGRY

Yoyailiunmdunazduyana mneis deyavieansine q Jedoinieaililaedide flu
3o TumuiAadesiunsiansanmumuresnnznssunsatesssunside lddegdulsnglusy
Y8IANgaNuAlEN¥INTolALI191 TIudsleyaniunalla IeMans 138U gNsAIEAT N1IAAIA
duf Teyailiduninuduuazdruyanadiuiedeyailiferdosiuaing Aneuunuuazdeya
Aerfuguzfuieu suneunseroufinmes [sunsuuazsia a1efeunsansuselovd dayama
m3ules ununuuazlassnsfiegluseninsduiunis deyafifummduuazdruynnannedadoya
findnuusiiazlildvualiognadaiau lunsssguudazadmislnsnisifuguaresaus
werunamans fmidianasiazyhaneviedsruienatsdadadanlidmii wieddunistaedmin
Fuferteatuianssuvesimifinazneiamans aminendoidedlel saufaenasynussani
fifoyaguamilanunsovdmyerafiduniewsdiiuoaadasld

Y 9

foyadnyanauariiunrmdy lisufsdoyadl n) eglunisaseunses Wumndngnilaenns
Fuinuestiman v) aunsaiinfslalavansisaglaeilinnuinvesiindt a) nlasuainyaaa
flaueg1agniesmungmneiazieaugain Wedmiiignlsdulnonguueviemasmanie
Adauninende eazilawmedeyadiuyananaziiiduninudy Smdrazudadiiaviyns
AENTIUNS3E55N I nulaerufidananiseld Taelifu 2 Sutuusildsuudadamsose

PNAIRNaINIzTIdafuAMENEIUIaMEns Az Aosninagldaddle ¢ euntes

PIMANTLRI AENEIUIAAIENT AAMUTURAYEUNIINMINEwaI3EsIsulunsToanuy

nslonlailasueune wagnsilamedeyaauamiianunsausdtainilala drdmanlasudeyanis
d' \ XA [ % & e [ g A = [ v

guAMANEINsaURgItuaalnvisednazudueanalng vieguilalladugeulesiuntily

v v dl | a a = & v v = d'
iquzﬂijﬂﬂqiii(lﬁmg”l SU']WLGU'W]ﬂaQ‘VlﬂzljJL‘UWLNEJW?@U?ﬂ@']V']i@W'JEJ?J@;JUaL‘Via']Uﬂ‘UU'ﬂﬂaIWVI

Form version 04.1 November 19, 2021 -54- YN 1 989 3 Wi



A11N9IUIYSTITUNNTIVY AF 01-004

AMINEIUIAANEAS UV INT1aLTelnd

Usrmananudndulunissuisudadminnluuminedodednl anenssunisdu touway

Y

ATUATY LImdnnasiigdnagliuinumnsemedeyawmaidlelgvilalaaunsasuilansaunn
wu lusgninamnadu v Aanians wienisnulsnsdiay dmdiaziiivienalsddidoyagunin
ansausdiyana Tuaniniilasnds wazazindoudreanaaiunfienaliaunsaiuduaudy

WU oUseyu anunniliasesaneenans

IIMANURIT NsazindennatazyinAuldenigegsdunaukazlionafenelaliia

[
[y

Juivamzneramans “imdndlainduniinesfiRnudennasinely widnisufiRning
JzAugnas neAn anuaninzudlvdennassulumguanioulavesnguuie dafmuavse

gsnanasuwdadiy
Frmdnd1ladn nsulasinisidele 9 ldunsdlfinen Tunisussyule o ieduasy

U

ANSANWIRIUTETITUNITIVY Aursanseilenielanissneaudulagluiidgaus

a

q
Jee wmw
YHEITY N3
LA 8Y8ADNITANRUNITITEVONIVDIATINTITY waransuszloviannlasani1sidy wazuinandun
zdoakandeduanasnstidnudassanlaniesneAudustnsduy Faidiwmandnlatenans

MlulunsdfinwdeenuiiugouaINaYINITNTIUNITITLTITNNNTINY

[ } 74 L4
nsdaudanianauselevd
& A U o oA =i a 9 1% e =
Juiinszniniuaitlenianaziinnistauwdanianauseloviiiade wildadinuenssuns
938593UNTITBUazUsEsU adnnisuseihudauduiiedmanonisunlesenaadns auzneiuia
Aans uvIneaededly dulsuigdinssunishdaiunsasiuiansandndueud@nisidele o 7

nssuMuiuliaudawdanemalssloviiiuudaziiiodidoyanuinnenssun1ssows

TN Fasuruvinetonasl alamesaUses1unIsUNITISESTIUNITIVY ANENEIUIA
Aans unanedediesing Taeviuil mndwdlanuduiusiuteiauelasenisidule o NBulaus
985UNISNINTUIINAULATIUNIS BALILLIUINNNTBAUS18%To LYok UL U NAEINUTDLAUD

1RSI

Form version 04.1 November 19, 2021 -55- YY1 2 Y89 3 Wi



A11N9IUIYSTITUNNTIVY AF 01-004

ANSNENUNAANERS UM INTaeLTelnd

TN LT L R Taoumazeausutamnutasdoulvlutennaall

AU

ANUTUNTIU

Form version 04.1 November 19, 2021 -56- YY1 3 Y89 3 Wi



ANUNIUIZYSITUNISINY AF 02-004

ANSNENUNAAERS UM INgaLTelnd

Jannasinsanuaudmudundsudananisal
N13UTEYNVRIANULNTINNTTATYTITUNTAY

AMSNENUNAANENS UWINT1aELTe9lng

ST TG OO W1laaan drmdnlasugiidBsudunanised
N15U5¥YUU0IANENTINNNTITEFTIUNTIFElugueddaunanisal Tusendnanisuseyuenaiing
Uawevseusnumseteyamduninudu Tnensaswdluenansil dimdinnaiasivinyideya

& ) LY
WANUULUUANNAY

lUsaszysgasidun (Tukagasad) Y094n1UTeguAnenITINITISEsTTUNTIRENIuIdnnn1Tal

Forlinsmdunansal Tuiaauy
U3251UNTIUNTITLFTIUNNTITY Tuiaauy

Form version 04.1 November 19, 2021 -57- YN 1 989 1 Wi



ANUNIUIZYSITUNISINY AF 03-004

ANSNENUNAATERS UM INgaLTelnd

FannasinerAnududniudesvadiiuena1sandinauatesITInIIdY
ABIENETUNAAENT UNINedeLTesTng
GUNED Vs Tuguelilddunssunsasessaunside
Wladdndunenarsidmidlauaindiinnusiesssunisideduenarsidesinuininudy
Tradditoyamatumuiagusrasaliuddiuingsunisaiessaunisifonindu uazaglaiviig,
vielonaamarinerlalnglailiueygnanusssunssumsniesssuniside
Tnemsasualuenansil mdanasiiasiivinunas fufingeulunisfivinudoyamandu

Wuaudu

S1NITARUNDNAITNT NN LA SUINNFTNIIUDTTITUNITIVY

YorTuLeNans Tuiasuny

U5¢51UNTTUNITISEEITUANTIVY Junaauny

Form version 04.1 November 19, 2021 -58- YN 1 989 1 Wi



AUNIIUITYTITUNIFIY AF 04-004

AMSNENUNAANERNS UV INTaLTeslng

JBANAINITINYIANUAUFIMSULRIUUINAITUNIIUDTESITUNTIY/
WRMTNNSEUUESHUIMATIARATTUUYRIETINIUATESTIUNTIVY

ANENYIUNAANERNS UNNINeaeLTeelnal

1 gasuumeonanst lugrusiidudmiiddnauasesssunmsideniodmii
JEUVATAUNATIPLATEUUYDETNUTEFTTUNTIAY AENEIUIAAENS W Inenaededln
anasfiazldlddeyandunnudunasdiuypraiiionausslovidui wazlidamedoyatdoyanai

anul (wenwilellaniifgatesiunsuifveini) sumaldvivdiuvievihdrdeyawmanilluynisnis

=) o o

Ausaludundenseiiianinngrue TetsRunsedra viefdwnIng1dy

'
= A v vYa o

Pogadiiduarudunazdruyana nueds Joyaniedanmig q Fedansenlilaedive

Y Y Y

(Y

HatiuanunTITe wardayaanNnITun1satesssuMTIde liasusnglusuvesanednuaionysvie

81191 saufisdeyanamailn Ime1eans N153W ensamans n1snaln duAl Teyaduaiudu

1 1

wazdiuyAnadiTIneayaiiinedIteiud13e AmaulnulazdeyaiiefugIuguAey Junay

a a

Menauimes TUsunsuuaesvia angeuazdviuselovd Joyamenisilles unuauuazlasinisie

[ =] 1 o

Tusgninedniiuns deyanilunnuduuazdruyananuneisdeyafinanuudinegldlaivual

28199ALAU FITAAINU AT INLAINTDAWIUNIT LAYV INLILAZLNBIVDINUNINTTUVDIT NN AL

¥

WYWIAANERS UIneaedesnil aufsenansynuseianiilteyaavamiiaiusaussiyanad
Junsevzdlueraadasle

9] ! A & ) 1 = v d' i & o
Gﬂayjaa"]uuﬂﬁaLLag'V]LUu@I'ﬂqﬂJanﬂJijﬂJﬂﬁsﬂayjam ) QQIUﬂqiﬂiaUﬂjaq Lﬂu%aﬂgﬁ‘ﬂﬂam%

v = ¥ ¥

Juiinvastinidn @) ansandislalaeansisaslaeildnnuiavestingl a) nanlasuainyana

=

Ma188199NABIAIUNY NINYLALMEAIUNEITA WatmidgnisAulagngrangvivefdimanie

'
o o

Adauninende WevnUamedeyadiuyananasiluainudu drmdnazudsliianiynig

AENIIUNITITEFIIUNTINEY naulneiuiitangniselll laeldiiu 2 Tu duusanlasuudedednios
% 1% = oA W s v v = Yo o -

Y8 IMIMNATIEITeiuANENgIUIAMEaRS TAes Aeensiayldadlay weundes

PIINI1a71 AeneIvIaAIans Iausuiaeunianguinenazasesssulunistdesiu

Y o

n1sldveyanldlasuaunyie wazn1silametayaguainiaiuisavwiamile drdmdnlasu

Y

&

= =1

v N & A [y o & va [ o = A LY
SU@%@VINQGUJWWVI?{WN'WQUQGULﬂEJ’JﬂUE)']ﬁ’]ﬁ?Jﬂi‘Mi@@Vl‘ﬂzﬂJ’]L‘lJ‘L!E)’]ﬁ']ﬁllﬂi WIoRNIIK LT auleeiu

Y Y
NN U NI MTINF1TNIUITYTITUNITITENTOLIMUINTEUVATAUN AN QLA TTZUUVD

Y

Y

ANTNITUY

Form version 04.1 November 19, 2021 -59- YY1 1 989 2 Wi



AUNIIUITYTITUNIFIY AF 04-004

AMSNENUNAANERNS UV INTaLTeslng

v v a | a = = A v v N o = o &
SU']WL"ﬂ']ﬁ]ﬂaﬂ‘wzﬂg‘llllfu@LNUW?@U?ﬂUWﬁWi@@?U“U@%aL‘Via']Uﬂ‘Uuﬂﬂa&L@Vlﬂiqﬂzﬂ']ﬂﬂfﬂlliﬂrnﬂu

Tunssuinufadmihnluuvine dededdud §5u0u Wouuazasauaid Tmanawig gl

I

Uinwmseiedeyawmaiiiileiigvilaflaaruisasuilanisaunun wu lusenitmiadu aud

¥

fnpans wsensnulznsdiny Tmdiaziiuienansdaldeyaguainaiunsausisiayaaa Tuann

Y
I

d' (v d' ¥ c{'d' 1 < (v} 1 g d'd'd
Maende wavasinfaudreainaniuniealdanisaiuiluainudu wu desssyu anunng
LASDIDNYLDNETS

WA N1sazinYanNaIaEyinANUEsNgRg1IdUNa UL 1T 881l bALAe

4

[y

uiuazngruiamans Sndndilainduninnegujifaudennatsely wiinmsujoandii

2,

JzAugnas NeAn anuaninizudlvdennassulumgunanioulavesnguuie dafmuavse

ssnaUasuwdasliy

9

1 a

Frmdndladn nsdilasinisidele g Wlunsddnw Tunisuszsyule 9 ieduasy

¥
T v 1 = a

N13ANYIAIUITESTTUNITINEY amnsansevilaniglanisinwaudulaglififiuedtadide s
Bumenen1saiun1sidevendiveddasensisey wardvdussloniainlaseinmsise wazmnsndud
szdeaandneduenansnsdifnudesinulaniionuanudusendu s mandrlainenans
ﬁﬁ'ﬂﬂLﬂuﬂsﬁﬁﬂmé’awammLﬁusuaumﬂLasmﬂflsﬂﬁiuﬂﬁﬁsjﬁﬁumﬁ%’a

TN LT e R loanuwazeausudannutazidoulvludannasil

AU

RNPTNNETNIUDTYTITUNNTINY/

WIMNTITEUUANTAUNATIARA ST ULV TINUATESTINNITIY

AUNUNWEIU

Form version 04.1 November 19, 2021 -60- YY1 2 Y89 2 Wi



AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 005/04.1

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

LRIUINENNIIUDTYSITUNFINY

(Training Members and Personnel of Office of Research Ethics)

YY1 1 VB9 7 UL

NISHNBUTUNTTUNITISUSITUNITIVLLAL

LRIVUINAIUNIIUITYFITUNITIVY

(Training Members and

Personnel of Office of Research Ethics)

unGuld  Jun 19 waAInieu w.A. 2564
wiuaduyl  SOP 005/04.0
AT ARNENITUNSIAILIITATEUAITUINSEIY

AMENYIUNAFNENS UMINERELTealal

(§978ean319158 A9.511 WAISTINIUNA)

AMNUARMNENYIUIAFNENS

Fuil 19 woAIn1ew w.e. 2564

Fufl 19 woAIn1ew w.e. 2564

-61-




[©) N 4 L N W)

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 005/04.1

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

(Training Members and Personnel of Office of Research Ethics)

RIATINFIUNIIUDZYFITUNITIY YU 2 VDY 7 UL

YR

VBULUA

a

ANUSURAYDU
ununITURUNNTANIUNS
NYALLBYANITANTUNT
6.1 MTUBHNBUTY
6.2 NSISUNISHNBUSY

I3 v} Y =%
6.3 MSNUNANFIUANSIUIENBUTY
AIARUIN

LONANTD19D4

JurnUsei® SOP 005/04.1

=
_)Q

1599

N 00 0 AR PP A W VO VL W W

-62-




AUNIIUITYTITUNIFIY

N , SOP 005/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY YU 3 VB9 7 UL

(Training Members and Personnel of Office of Research Ethics)

1. ngusenn

Wielirniznssun1sasesssunsise wasdmihiidneus sssminderuddgyueanisd
FUMsHNeUTY wavkarmlenadnTUNISHNaUTY son15UTERI s JURN15AUASEEITUNTIRY
Lﬁaﬁ@ummmimmmmimamul,aa

AmTNENUIarEans asgmindernudifyveinisinausukaznisiauivdnesenai og

apssuuszanauuszan U ien st nssunsy (vd) Ao uUNISENBUTUANUASEEIIUNISIFUNDULSY

[l

HuRu

2. flgudnn
n1sRNausy Jumaiiiamuinueanuslaedsnisng q 1wu nsussgnds

UuAn1s nsUssyuduuuUsednd e

3. YBULUA

walunsuinsgludiunisiineusy ATeurguinIINNIg waslmtndinmu

4. ANUSURAYRU
AMYNTTUNITISYTITUNNSIVY WALLINNLNAIUNIIUT ABINAIUSURATBUTUNITHEIIMN
AN3 ka1 TINNTHNAUTNATLATESTIINTINITuag A Lae

¥
[ [

5. unuivunaun1sALLUNNSg

I
[ a

YUADY nanssu HSUHnvay
1 WITORNOUTH ANZNIIUNITISUTTTUATIVY Uag
J ErthidTnau
2 NSNSUNISRNBUTY ANENTIUNITISUTTTUATIVY Uag
J Wuthiidinau
3 nsiiunangIUMSEneUTy ANENTIUNITISUTITUNTIVY LAy
ErthidTnau

-63-



AUNIIUITYTITUNIFIY

N , SOP 005/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY YU 4 VB9 7 BN

(Training Members and Personnel of Office of Research Ethics)

6. 319ALBIANTITANIUNIS
6.1 iadatinausy

6.1.1 N335 wagidmthidninaun deathunseususundneiessaunisideluay
Lardfiansaundiuaiesssunuisdndunisnasgiunews uieu NEIINTUNTIUNITT UaY
Wvhitdidnaus FeanumuuuimisujiRatesssunsisvedadesnielu 2 U wagfnu/Afiumgu
arluiFosioluil

1) Basic Ethical Principles; Belmont Report

2) Ethical guidelines and local laws/regulation

3) SOP training

4) ICH GCP

5) Protection of Human Subjects

6) Standards for ethics review and REC recognition

6.1.2 N33UN5 wazidminiidines msdumseusy dmun mndnisuszyluFod
RenfutsesssumAdelunyed sufsutetduifetestusossmumside mulena)

6.1.3 U3E5IUNTTUNNT LAVIYNNTY §HI8LaTIYANTT N53UNS wagdmiiddneus
MsAnwIgLANENTIINI3EsssINTITeluanTudy Wethuszaunsalinuiumsaduanuves
ARENTTUNITITUTITUNTIVY

6.2 Madrsunisilnausy

AAANYIETUANERTHNOUTH MTUTEYBIURURNT MsUseyudunuUsednl “1a anu
PSusssunsifefivsznmaluiuled dens q wenndmiiidinemu uazduiunisidsuns
fAneusu fail

6.2.1 Fonlassmsfiaziirsiumsiineusuvidensusse

6.2.2 \ausvasudRnuUARMENEIUIaAMENS s ssguLasulssanalddny

6.2.3 usluiasesutuiazienansddadu o

6.2.6 dndunangrudnidu

6.2.5 NT5UN15Y LWTIUNSUsTEYUVIERnoUTHRENRY 2 Ukanss

-64-




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 005/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY YY1 5 VB9 7 BT

(Training Members and Personnel of Office of Research Ethics)

6.3 mMsiiunangunIsdlnausy

6.3.1 W1vnndinauY asuinlukuutuinnIsitlnausy (AF 01-005) wAulTuwily

6.3.2 1L UIMangIUNIsLINTINNITHNBUsUNI Bn1sUTE Y WU dnunlususes w3e

Usznadetns husnu i luwiulsyifvesnssunisy Tudiuenansvesddinauasesssunisive

7. A1ANUIN

AF 01-005 WUUUUTINNSNRNBUSY

8. LPNE1D19D4

8.1

8.2

8.3

8.4

8.5

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.

wuIn9a3esTIuNIiIdeluaululssmelne w.e. 2550. vusuasusssun1svinively
Aululszwnelne. NTUNN ﬁmﬂaﬂﬂizﬁm%ﬁ‘mmﬁa.

dinnuAnEnITUNTITEWiwIA (39.). (2562). wuIIadesssunsvi3defiiendesiu
s (Uuusuusned 1), nganme ; ddheunesgiunideluau newnnsgiunis

98 @NUNNUANENTTUNANTIVULIAITNR (39.).

-65-




AUNIIUITYTITUNIFIY

N , SOP 005/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

RIATINFIUNIIUDZYFITUNITIY YU 6 VDY 7 UL

(Training Members and Personnel of Office of Research Ethics)

9. UuNnUsLIR SOP 005/04.1

ARGV atudl Fuil Fouiudlondn
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

-66-



AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 005/04.1

UNY 5 N1SENBUSNNTINNITIIYSITUNISIVLUAL

LRIUINENNIIUDTYSITUNFINY

(Training Members and Personnel of Office of Research Ethics)

U1 7 VB9 7 UL

druinwdluvan

5. YSuanauLenashuunesy (AF Form)

TvaenmaaInUIIwaLdenns
ARUNT LAZUDNANTRUUNDTUN

WakenauubasnluanIsatunig

WNIFIU e lAEoN1SATUNNS

ARIZNITUNNS
WUUNITALTRUNNS

H161337U

SOP 005/ 19 waAINIU
04.1 2564

1.
2.

unla version ¥83 SOP number
unluonansdwde 8.1 Intemational
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. Tiduatutiagdu

-67-




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 04.1 November 19, 2021 -68- YN 1 989 1 Wi




AUNIIUITYTITUNIFIY

N , SOP 006/04.1
AUSWYIUIAFRERNT NWW'EVIEI']&EJWEN&L‘VIN

uni 6 NUSnudase

YY1 1 VB9 7 UL

(Independent Consultants)

NUsNEdasy

(Independent Consultants)

Tunsuld  un 19 wgAInieu w.e. 2564

wiuatu?i  SOP 006/04.0

A9 ARNEAITTUMSIAILIATIUMSIIRSEIN Juil 19 weAIneu w.A. 2564

AMENYIUNAANENS UMINEFBLTealal

TUN 19 WePRINEY W.A. 2564
(§978ean319158 79511 WAISTINIUNA)

AMURAIZNENUIAFIERNS

-69-




AN 0 A WLWN

AUNIIUITYTITUNIFIY

AMINEIUIAANERNS UM INT1aeLTeslnd

SOP 006/04.1

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

JunUsein SOP 006/04.1

-70-

YU 2 VDY 7 UL

=
_)E

(o) N 4 N T = W = U = U G R G R OV I G N N O




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 006/04.1
AMSNYIUIAATERNST UNIAINT1ALLTE9Lna

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

-71-



AUNIIUITYTITUNIFIY

N , SOP 006/04.1
AUSWYIUIAFRERNT NWW’JVIEI']&EJWENI‘VISJ

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

-72-



AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 006/04.1
AMSNYIUIAATERNST UNIAINT1ALLTE9Lna

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.

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

8.3 wumsasesssunsvindsluaululssimalng w.e. 2550. susuasesssunsvinideluaulu
Usewnelne. NFAVN © PUIAINTAUNTINGRE.

8.4  FINNUANLNITNNTITOUMINR (3%.). (2562). wuImeaTesssumsvinideiifedestu
Y (aﬁuﬂ%uﬂqﬁﬂ%qﬁ 1). N3y : dinuaesgunNTeluay newnsgIuns

398 @NUNNUANENTIUANTIULIATE (39.).

-73-



AUNIIUITYTITUNIFIY

AMINEIUIAANERNS UM INT1aeLTeslnd

SOP 006/04.1

uni 6 NUSnudase

(Independent Consultants)

9. YuNnUsLIR SOP 006/04.1

YU 6 VDY T UL

RGN auui Jud drudiulandn
AMENTTUNT FONEC 006/ | 22 @Ay 2556 . ity bullet 10y Numerical list
W IsaLtuns 01.1 wiglinesensdneda
UINTFIU
ANIENTIUNTT FONEC 006/ | 12 quaiug 2559 | 1. udlaBedeysii fe mansianse
WAUITALTUNT 03.0 (1Bermayifie) A3 3010 Auindina
NTFU - wAluUnTANlunsRsg LA UN
. @15Ueyide 5 way W1 6
. ATIFERUA WAz Iignavuazly
Flitaiiane
- Ufumsdeulviisesdduiasiinladneg
AENITUNIT FONEC 006/ | 15 @wneu 2559 . wnlay version 989 SOP number
WuIgALIUNg 03.1 . WisduiinUsgfAnsuAlyiBauiuns
UINTFIU INTFIY
ARIENTTUNIT SOP 006/ | 30 wwieu 2564 | 1. whlamslvisvaisaniunisuinsgiu
W IsaLiung 04.0 210 FONEC 1u SOP Liladneseany
UINTFIU Wla

- Usuenansensdslinduadutlagiu

hagLLNa15019D Il LAY

A v wa =
. LLfg{LﬂJ%@Q@HNW A NA.MT.571U

WISTINLIYNA ANUAAMENEIUIA-

ANans

USuansuenansuuunesy (AF Form)

TvaeanmdansnusIeazLdennis

AWRUNT AU WDNANTRUUNDTUN

-74-




AMINEIUIAANERNS UM INT1aeLTeslnd

AUNIIUITYTITUNIFIY

SOP 006/04.1

uni 6 NUSnudase

(Independent Consultants)

U1 7 VD9 7 BN

AREY atiuil Fuil duiudluvan
Wwinnenauatdsnluanisantunis
P31 dieliesenIiuiunis
AMENITUNT SOP 006/ 19 WyAINBU 1. unlw version ¥83 SOP number
W Isanlung 04.1 2564
UINTFIU

-75-




ANUNIUIZYSITUNISINY AF 01-004

ANSNENUNAATERS UM INgaLTelnd

PBANAINITINEIAUAUVDILATINITIVY/NSUALEINIaHaUsLIew

(Confidentiality/Conflict of Interest Agreement)

11 Jasuureenalsil lugiueiidunssunisasesssuniside augne1uiamans
unIneaedeslml anasierlilddeyaiiluanuduiasdiuyanaiionalselovilaudd uazhl
Uawedeyaildeyunnanaiy (vonwielyaningidesiunisufiininm) srunsliirdiuvie

[
o ¥ 1

g vayamanilunnisnis nuudludiunaesnseviniioninngvuie Yedsduniaddma vse

Y

'
o a [y

ANFIUNIINGRY

Foyaiiunrudunazdiuyana vaneds deyavzeansine q dsdnnienlilaedide flu
380 TumnuiArdesfiunsfiansanvumuvesnnznssunseiesssunsise ldiesdulnnglugy
Y8IANgANAldNYINToLALI191 TIudslayaniunalia INeIMIans N1RY ENSAIEAT N1TAAIA
dud Teyaiiiuaiuduuazdruyanadinuiedeyaiifeddostudidng dneuunuuazdeya
Aerfugugduiion Tuneunsneufinnes Tusunsuuazsa aredouasdnsusslovd deyanis
m3ules ununuuazlassnmsfiegluseninsduiuns deyafifummduuazdruynnannedadoya
finanuusiiazlildsvueliodnadaiau lunsssguudasadmielasnisifuguaresams
weunamans tmdinanasiasvinaneviedsiulonarsdadndanlitmd viedudunislasdimidn
Faferfesfuianssuvesimifinazneuiamans aminendoidedlel samfaenasynussiani
ffoyaguamilaunsavdmyerafiduriewsdiiuoaadasld

Y 9

Toyadiuynrasaziiduanudu iswddoyan n) sglunisaseuases iWundngiulaenis

v =K

Juiinvastinidn @) ansanddlalneansisaslaeiilinuiavestingl a) nanlasuainyana

=

MA18819NABINIUNY NINYLALAEAIUNEITA WatmidgnisAulagngrangvivefdimanie
Ardsuninede Weaslamedeyadiuyanawaziiluninudu damdrezudsliaviynis
AENIIUNITITEFIIUNTINEY naulneiuiitangniselll laeldiiu 2 Tu duusanlasuudedednies

V9 TINANNATLTILLDAUAMENIIUIAAIERNT DAz Aosn1snagldmasla ¢ ieundes

1MAlad1 AngneuIamans Ianusuinveunengminelazasessilunisdesiu

nslanlalasueune wagnsilamedeyaavamiiansnsausitauiladla ardmanlasudeyanis
i = @ o/ N va < o/ Ny o= = A [ v o

guamiasnsausietueaadasvsedazinlueatadag vieguilsladadeulesiuniily

Fuznssunsluae s “mdnanasiazliilamenieusnvmsemedeyamaiiliuyanalad

Form version 04.1 November 19, 2021 -76- YN 1 989 3 Wi



ANUNIUIZYSITUNISINY AF 01-004

ANSNENUNAATERS UM INgaLTelnd

Usiananudndulunissudsudadmiiluaninerdoldedn augnssunisdu iieuuas

ATUATY Pinnassigdnagliuinumnsemedeyawmaiidlielgvilalaaunsasuilansaunn

WU TUTENINMIUAY ANF FRA1ANT UITDNSNUULNINEIRN TN AULENA1STITToLaaVNIN

Y 9

=y PN LY d' £ A 1 [ ) LY
AN UITAIUAARY Tugnmiilasnse LL@%‘U%LV’]&@UU’]UQ’]ﬂﬂﬂ']u‘VWlE)’]‘UlﬂJﬂ’m'ﬁﬂLﬂUL‘U‘Llﬂ’J'UJaU

A

WU osUseyu anunniliasesneienans

1911977 nsazilindennasazyinauldsngag1sdunduwas lienadelenlalimineg

£
[y

Juivamznerarans “imdndlainduniinesfiRnudennasinely widnnisufuiRning

IxAuUgAal MRz anudnsnazudludennasdudumsunanteulvesnguuny Jofvuanie

gsfanasuwladly

1 a

Frmdiladn nsilasinisidele 9 lWlunsdldnen Tunisuszyule o Weduasy
3

Y =

i
ANSANYINIUISYTITUNNSIVY @rusanserinlanielanissnwinnudulaeliiifiueda

AT N9
AeY8man1IAiUN1TI T80 119041AIN15I9Y waransuselovtiannlasani1sive wazuinawdun

AN IELTULNATNSAANYIARIRALUALND S NYIAMUSUA TR TabT1nd gl enans

)

MU dunsdifinwifeweauiureuINavIYNIINIINNITIZESITUNTINY

o/ v 4
nA1sUASINIINaUsElg vl
2 A U v oAl a a ) P ¢ A
WUNASENUNNUAINTEN1@NNANSTALEIN1NAUTEIEVUTLAND WALTBINAMENTIUNNS
258555UN1TITBWAzUTEEIU ALTNIsUTEIAUT AL NS manan1sUntesnanasins ausnenuIa
Aans uvnIneraededly dulsuigdinssunisldaiunsasiuiansandndueudfinisidele o

nssumMsvhuiuliaudaundomalssleviiiuudasiiiedridoyanuinnenssun1ssoee

TN HasuIuineenansil awUaHesaUsesIuNTINNITITESITUNITITE ANENEIUIER

& a v ' o v v A U U fu Y Ao PP
Aans unIngrasdesivd Tneiudl mndmidfianuduiusiuteiauslaseinisidule o Adulaus
PBIUNITRINTUIINAULATIUNT WALILLIUINNNITOAUSIYNIBIATBLULU NN UTDLAUD

1ASINNSIIBUU

Form version 04.1 November 19, 2021 -T7- YY1 2 Y89 3 Wi



A11N9IUIYSTITUNNFIVY AF 01-004

ANSNENUNAATERS UM INgaLTelnd

E TN LT L R laaukazeausutannuLazHoulvludannasi

AU

ANUTNUNEIU

Form version 04.1 November 19, 2021 -78- YY1 3 Y89 3 Wi



AUNIIUITYTITUNIFIY

AF 01-006

AMSNENUNAANERNS UV INTaLTeslng

KUUSIEIUAMNUAALTIUYBIIUS N W Ba s

AMENYIUNAANERNS UNNINeaeLTeelnal

=< a

JaNUSnudasy

LUBSINTANA :

E-mail address :

SHLATINIGIVY

study code :

a o/ [

Y
B8Van :

Folasenisiae (lne) :

Form version 04.1 November 19, 2021

-79-

YY1 1 999 2 Wi



A11N9IUZYSITUNISIRY AF 01-006

AMSNENUNAANERNS UV INTaLTeslng

doRAnuiunasdaLEuaLUEINUNDIVD I TB UGy
1. Scientific aspects

N199DNULUULAZAIIALHEUNTSIY (Scientific design and conduct of the study)

o e a =
AUUNUINWBEATY : Un :

Form version 04.1 November 19, 2021 -80- YY1 2 Y89 2 Wi



AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 007/04.1

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN

(Management of Protocol Submissions)

U1 1 VB9 9 UL

N153ANI5LASINISIVNTUVDSUNITNANTUN

(Management of Protocol Submissions)

Tunsuld  un 19 wgAIneu w.e. 2564
wnuatu@i  SOP 007/04.0
A7 ARNENTTUNSIAILIATEIUATTUIASEY

AMENYIUIAANENST UAINENFeLTealun

(H9emans19158 79.5148 UMsITNIYYA)

AMNUARMNENYTUNAFNENS

Fufl 19 woAIn1ew w.e. 2564

Fuil 19 woAIn1ew w.e. 2564

-81-




[©) N 4 L N W)

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 007/04.1

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN

(Management of Protocol Submissions)

YR
399
ingUszasd
e
YOULUA
AMNSURATOU

LLmugﬁ%umumiﬁ%ﬁumi

S188L88ANTANIUNTS

6.1 MssulonansfituLaus

6.2 N1INTIVABUAIIUATUNIUVDLBNAITLAUDAD
LAUIYNNTNTIUNSITYTITUNNTINY

6.3 NSIALONETTIAAULNTTUANTISUTITUNTITENTUN

AIANUIN

LONENTO1989

Jurnuseis SOP 007/04.1

-82-

U1 2 VD9 9 UL

]

UL L AR R W W R

co ~N ~N U




1. Ingusena

AMINEIUNAANERNS UV INT1aeLTeslnd

AUNIIUITYTITUNIFIY

SOP 007/04.1

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN

U1 3 VD9 9 UL

(Management of Protocol Submissions)

Wiatluswindiaviynise wazidmihnddnaus dansiulasinisidewasionansi

LNEYIVDINDLEAUDFH DAL NITUNITITYTITUNITINY

2. ReUANA

1AS9IN15ILNERTINIITUIATILSN

TAsIN1SNWN bukazdInauLdnu1anase

drumdluaiulasIn1sIe

$71891UA1IUN1INL1VDILATINISIVY

31897UNTAUALATINITIVY Duseanungideasl
51891U8ALATINTIVEADUA VLA

Fe9uman1sallaineUszaen

TasansgulauaduAsIwsn

1IN 87LA8 RS UNISAANSULALAMLNTIUAIS

938555UNM N8 TuAlnlFulsannlowagiing

fansaunlu

lpsan1denlasunsiiansaneydfananenssuns

3UFITUNNTIVULAD A bALNITHA bULAALAY

TASINISIULALLAUDABDANLNTTUNITISHTITUNT

FduiaNa1sn Neldunnluiuiudaslasunis

T areUlRLALAMYNTTUNITITUETIUNTIY

ndunsIela

1US1891UANNANINEN9LATINTITEANL AU

SEELIATVNNZAUNUAINULFLINBNNATUAU

1a@ans fedkitesnintazaAse ¥IoluNTNYeMe

219M133U504lATINTITY ANENTINNTITYEITU

A9398 DIANANTAUNNUNIUAINDNIN FUAU

ANWALANTINY ANUUTIZTUINVDIBIRLAT

[y

STELLIAINTIVY

'
YA v 1

[y

38 WaFUAANITINY

9

)

Ailrlasanisluuaiase

SNYLTIMNAVUTENINNSANTUNITIIVDILATING

NALNTTUNNTITUEITUNNT
FIEUYANTATUNMTITENANAUMBNAFIS 9

enumgnsallifiaUszasaianliensuas

MoulAlagAMENITUNTITUFITUNTITY

-83-




AUNIIUITYTITUNIFIY

N , SOP 007/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

UN9 7 N15INNI5LATINISIYNTUVBSUNISNRITUN

i1 4 ¥99 9 win
(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)
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3.6 eUgAlATINNTITeReuimUA (Protocol Termination Report)
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6.3.2 sflunsiieatuienans
Ewthiidiinaun sudunsesd
1) Ussnmenasidngunsmumufinnsanuuusesu (Expedited Review) awuali
LAYIYNIT NTBUTETIUNTIUNITY NANTUINBUNUIENTIUNITY T 2 AW TAFUBNEA1T NIDY
wuutuiinanudiulunsfiansanlasinsisefiauensnumuiansanuuuiseiu (AF 02-009)
2) Ussmenansiin3unsumuiiansantuiiusyau (Full Board Review) Lausli
AYIUNNTT YIBUTETIUNTTUNNTY TANTUNOUMINERNUNIUNAN 2 AU UAZEMUNIY ICF 1 AW Fads
wnanslinssuniss v 7 Su fedl
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3) UszLamendnsi vesniiun1siansand1uasusssy (Exemption for Ethical
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$18A1NTIVFBUAIIUATUNIUVDLBNAIT IUNISUDSUNITNANTAUISUTB T
2385531N15398 (Thai version)

Document Checklist (English version)
wuutufinamudiulunmsinnsanlasinsiseiiauonisnumuiiansanuuy
L39RU
wuutuiinanudiulunmsiiansanlasinsisefiauenisnunuiiansan
Tuitusea
meJisLﬁuLaﬂmiﬁﬁum%’agaﬁm%“ummaﬂmuazwﬂammmm’m

Uy

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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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NSWRYALINTINNTIRBANERUT 3

'
v a

Dudduit 2 uwagdfuanuidesnnn
Sduit 2 Budduil 3 uaguuany
Anwiuvosmumudu 3 wuusu
Usanglu SOP

uAlutonaseneds 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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3 toyadmiuUieviesanailiang (Patient or Subject Information
Sheet)

4 nildolaninuBurautslATINT (Informed Consent Form)
forauslassnsifoiiauysal (Full Research Protocol) dsenatiiu
awilnevdedsngy eazdeslulasansifeliuegifuzuuuunsive

6 WUV Uaz/viasuuuduntwal (6nd)

7 unuu Tameslawansuetaiadns (Gdedld)

8 | uvutuiindeyadUle (Case Report Form) (fhdedld)

9 gnnUsyiRUagiuvesidevdn wazyIidesu

10 | mysusualesssumAIaelunywd / MmsUftRnmsidenendindia

11 | nilsdeeugnandudeinvesideTiunsaliidesimeging vihenu
viiedsiamienudunmeuenany e

12 | wihsuussana (nsallasunuatvayuvioveatuayusulssananiside)
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1. WenTI9d@aUuUmNEISASINITINENEUSEWAL  WIALUUSIENITASIVEBULBNEITUINSDUNU

1ASINITIVYWALLENEITOU MNEITD

2. waliiszyatunl (version) uagiuil (date) vasand1sta 3 fis ¥ 9
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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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Y 1

v

2. MsidanUsEynsAnelazn1sBydidnsauniside

(Selection of study population and recruitment of research participants)

a1y FIENITNUNIUY toRAniu

21 | naeinsAndenidn oen naum [ Jwangan [ ] ldwwnsay
(Inclusion, exclusion, withdrawal criteria) [ 1ldiieades

22 | Bs@yureainsulasinsidy
1) Us1#a1n coercion Wag undue inducement [ 11 [ 1l
2) Tinayaralunisdnduladisiunsideedng [ 1l [ 11l

Weane
23 | nguiiegadnilunguiusnzuns (Vulnerable group)

[ 174

[ 1Tl

inlddneglunguln

[
[

[
[

]
]

]
]

Adreiilianunsashwmeld
g Iviin
AUremelsandsulioousy

aeluviesnnidu

yaa '

Anfinnuunwsedlunsdaduly wu win fianuunnsemadn/anunsis vie

Y

ANNERUNALLAUNGANTIN ManssATeu Fanuaumaniiy
ungueevisegnliansadeasmeniwiinele

nquAuliNey aurgveu

[
va

NAUEANY

v
(2 '3

nieRATINTuIuY

'
= 1

Hgeenefiogluanuannszit Wunquigeenandianiziiaiis

Y 9 Y 9

HLANVIRE U AN AR

MTIRENITITOTOUINT TEY 1o

lassnstifinnsnisundesidrsiulassmsifeifisanegamangas (additional protection) A

1) fwguarnududuniudiszyly CIOMS Guideline

2) nsfifivIeANasalirEugey InsvernuduyeNNgUUlAYYeUSTIY

[

]

WAL EY [ 1 ldwangay

vaneve) N9398lunguiusizuns 1) LAy minimal risk 2) 1nAY minimal risk Aosdiveana

o & a ° v ' a o« v i cav v i '
ausnduiildanmnsamdmeuldannguunivienzuisiseniuasUssleviflaazanaglungu

UszLamidieniu 3) desdinisvennnudugenmnzauiungy wu vnfidedudnvsoduin
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ANasatunsiinudugeu Aeswennuduganandmunsnviserunulagyeusssy 4) N3

Aelutinlnmsiinnmwiedilusumulinlnyluaugnssuniseiesssunside Tunsdiianu

Wgu1ainananunssle wu Uie fuwnmdvisengiua mﬂﬁﬂizmumivﬁaL%zyl,ﬁulﬂashd

fasyUsAmIINANUNAGU

(3711 CIOMS Guideline 13: Research involving vulnerable persons)

nsdiiifunguams TUsansraaeumsnast 45 CFR 46 fsil

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

USLLAUNWULAS T DL LD (Issues and recommendation)

3. amandessiauszle (Risks-Benefit analysis)
3.1 ﬂ?’]ﬂJL?iIEN‘\]']ﬂﬂ’]‘iﬁJ{]}EJ
3.1.1 BnsidedineliAnaanudes
3.1.2 sefuanudes
[ ] The research involves no more than minimal risk to subjects
[ ] The research involves more than minimal risk to subjects
[ 1The risk (s) represents a minor increase over minimal risk, or
[ 1The risk (s) represents more than a minor increase over minimal risk.
3.1.3 FanAnude (63
3.2 Usglowiigiinsniaduenaldiu
[ 1 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
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[ ] the research involves the prospect of direct benefit to individual subjects.

Y a

3.2.1 Fifuuselond @)
Faduanudssuazusslovd

[ ] winzau [ ] hdwnzau
seauaudsedadu

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

[ 1 enudsafunnundesi wifidsmmadelisslenilaonssdeguaim (Research
involving greater than minimal risk but presenting the prospect of direct Benefit to
individual subjects)

[ 1 ewdesfuanudesi Lineusslovnilnenswioqunmgidrsiunsise uiilinudimis
311115 (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)

Uszipuninuasdatauawus (Issues and recommendation)

4. n1snaUNULazAlYdane (Inducements, financial benefits, and financial costs)

4.1 A lg9e9Ed150IASINNSABII UMY NN INTASINTG

[ 13 Wuen
mndl winzauvseld [ ] wanzay [ ] ldwmunzau
[ 1%

4.2 Juyaelvnudidnsiulasanis

a

[ 18 Wuanfums (Rumg denal) sey

nd wiangawiseld [ ] wiwzay [ ] ldwiunzay
[] ladl
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5. nmsundasanuiludiudnaznissnuranuau
(Protection of research participants’ privacy and confidentiality)

[ ] waizay [ ] ldwunzay

Uszipuinuastatauanue (Issues and recommendation

6. NM13A14D9YUBY (Community considerations)
6.1 wansgnunaiviusudnulasunisgonviseldenidedeides
[ 14 [ ] i [ ] lsdifendes

v

6.2 IvanNanszNufInans (anx)

Uszipuninunasdatauawus (Issues and recommendation

7. NF2UIUNTITVBANBUBDYU (Informed consent)

7.1 MURYALIUNTEUIUNTVOANDUL DY

[ 14 [] laidl [ ] lddedes
N[ ] wanzay [ 1 lawungay
WRHavaNL Y

7.2 MSVBENVIUNITAIVD IULONAITHENIANUE UL DY

=

[ 14 L] gl [ ] ldifentos

WOl ] wunraEy [ 1 lawungay

winavvesniulunguiunzunuasdulsziuiisouln

Form version 04.1 November 19, 2021 -97-

YY1 5 Y89 6 Wi




A11N9IUIYSTITUNNFIY AF 02-009

ANSNENUNAANERS UM INTaLTelnd

7.3 N5k verbal/oral consent

[ 14 [ laidl [ ] ldAeades
N[ ] wanzay [ ] ldwanyay

winnan1sld verbal/oral consent wiswaivesnyiudunguuszuuazilusunuiiseuln

Uszipuinuastatauanue (Issues and recommendation

—
N
e
e
N
e

] #398vd [ ] 3937
[ ]laidl
[ ]wnzau

[ ] ladwmungay

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

[ 1 Tvdwnfiansanlunusess (o to full board review) NS .. rerrenerrnenees

AEUMUTIY wazas Uiz
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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)......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

Form version 04.1 November 19, 2021
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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

=

%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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] a o

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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(Exemption from Ethical Review)

YY1 1 VB9 10 %N

ATSENIUNITNAISTUINTUDSYTITU

(Exemption from Ethical Review)

Tunsuld  un 19 wgAInieu w.e. 2564

wiuatufi  SOP 008/04.0

AR ARNENITUNSIAILIATIUATTUINSEY

AMTNYIUIAANENST URINENFeLTealu

(H9emans19158 75.518 UMsITNIYYA)

AMURAIZNENUIAFIERNS

Fufl 19 woAIn1ew w.A. 2564

Fuil 19 woAIn1ew w.a. 2564
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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

Jurnusein SOP 008/04.1
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[

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
1 A55ULASINNISIVEWALLENANSTNYITDY LWNAUNNET NI
JUNNIUNTULBNENS
2 1AsaNsMYIEaNITaTeNL Y LAYIYNIT

A1SNAITUNNIUISYTTIUNTIVEY

\J

3 ASTUIUNITNANTEN U5851UNTTUNT/8UIYNT
il NSWAIHANTRATU AR ITe T NU TSN U551UNITUNT/48V1UNTY/
ALATIUNNTASETITUNITINY LML TNIIU
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(Exemption from Ethical Review)

6. 3188 B8ANIIANLUNTT
6.1 mssulasansideuazienansiiiendasuastiuiinfuitiuienans
6.1.1 fAduiuiauauuumYesnLiunIRaNTaNMUTEsTIUNTINY (AF 01-008) LALLENENS
1ASINTIY
6.1.2 Wwihitdninaug fulasinsifeandide sfewinsaeuanuesufuresenas
1ATINTUALLUUAIYBENLIUNITRNTNAUATESIIUNNTITE (AF 01-008)
6.1.3 asuiintuiinlédulassnsideuazionansiiieados ldsialasants wazduiininds
luayanzideusulasenisive
6.1.4 \ALOONANITIUARDLATIYANS
6.2 Tassnsiidndneanunsavesniunisiiansandiua3esssuniside (Exemption from
Ethical Review)
ATIYNITT ATIFEBULATINITITY UL IMENNAININITVRENLIUNITNINTUIRNIUATESITUNS
A8 Aesneazdende 6.2.1 8 6.2.6 el
6.2.1 1asen137t lailin1939 1y Avnssunisifeunisasu 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

(¥) Madaworanisneuresyanasziluganudsswesyanalunssulnumiseng e niaums
W JuNadfaan uNMVNNITRY AWKLEIY BTN

3) meAdgluanufnwiAsaiunsFeunsaeu (Wu MTATognsmansnIssAng
yiomsiteuszAnsua viawSsuifleuaiamsaou nénans vie msdanistuden) wioduns

UL UIATINNSUSMISIANISUDINUIBIUYDIAUENYIUNAAAASLNONAIUINTES UNTEOU
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Wil (n) S3msilddedddldnamseiliviosdwiuniinisiSounisaeuund () nsvuaunsdey
ananadinsliusngnistedu uae () douaanufnueugialidluvinidela

6.23 MmyiseAdnmafuteyandednudeya enans suilou Menulszdduonieny
0819 men3inen uie Freg1edangan Aflegrounds dundsansaumaduidaliyanaialy

WhialduwazIdelasvoygnandiiusnussileunsedideduiindeyavselisumeddludnuae

Y

lanunsoduissiumaalalnensaiselngdou
6.2.4 MIeAldIFNd 19 dumwalludszvnsiidudingjaunmd TumAdenTdnwue
soluil
1) ldfidauiiseuln wu ngRnssumiane woRnssufiianguuny noAngsuivihly
FoudeTeidusvesyana ioyNvy
2) lifimsanAsnfuiruadivndnsidamedoyaszsiliiAssaidodonisinesny
WU msdhaeaiiemelavesynainslusminendeifieafunsuimsnuvesiuimsane
3) wamsdselihliAseudendeieidowesesdns
a) laifimstuiintoyafiuansdnunsvideideuledludliieya
6.2.5 meATeATIBMsdLnangAnssuve sz viluiians s s ldldid ludaarnmie
unInues nginssufidanavieanuiiilidunaluiasdiarunudius uarlisuiindeyaludnwue
fvsuendssnyaaals
6.2.6 MIUszlusanAvIonunemsWAzNISEaNTUTawUILAA Tag (n) lalldans usaiy
(additives) Tuawns v (1) arsusafvegluszduUasnfomudausduaasdnisoimsuare (oe.)
videvignusgiisuiinveu
Tassmsiilianansavesniiuainmsiiansandusiesssunisise
1) MsiseiAsafuinlng Winluassd ngeilassd wWin nqussusesinisdnauls

unnsad M3UJausuensianie (human in vitro fertilization) w3awhnviaaauia

a

2) MyIeNIn1sUnTUanuaauNed

3) myddedlduuvasunwiiddanufiseulm Wy ngAnssuiiangmang ngAnssud
HAAASIIN WORNTTUNIANA

1) mAdeAgdesiungAnisy auad Anansideanunsomamidangue/guwy

wavoRdmaldudaTelduanauaw/ gy vsethlugnisandunismenging
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(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 AldsuneuvneRiansanuduarliiseusuuilemuteuusin Wedideiauenisusu
wAlpadonuziit lavyns/assunsildsuneunineg agunafiansanmsudlelutuutuiinns
Usuudlalasanisfivesniunisfiansansuaiesssunside (AF 03-008) efddeusuuiluni
Fouurtud WiaueseUsesunssunis ioaudRlydiiunsidels

3) Liduluamnasilassnmsiaiunsavesniunisfiansanduaiesssum ol
wagveliauaifiasunsvumuinnsanuuuiseaiu viemsnumuiansanlasinsideluiussa
(Not meet criteria of exemption for ethical review and required subject to expedited review
or full board review ) Mg lavIyns/nssuns Aldduneuvnefinnsanudauiiuiilasmisll
\itrevesmsvesniunmsfinnsansussesssunsise Tiausiiesumsnuynuinnsanuuuisasiy
viomsmumuiinsanlasinsideluisey

a 1 va v ]

6.4 N1SUIINANTITNANTAUNG N’JQEJLLﬁZ‘VI‘U58;‘ﬂéuﬂmZﬂiillﬂ']iiﬁﬂﬁiiuﬂ'ﬁaﬁﬂ

[

6.4.1 Wnthdidnaun sonviledesusedlasenis aswalneUsesunssunis I3
Tagldarlaidu 7 3u wazudslddnsauenisiarsandiundladiaifnlasenis windnisudle
ALuN15A1N SOP 012 LLamw&mumsﬁuqm‘lmqmﬁ%’a ilolpsensideadadusiunismy SOP
014

6.4.2 lunsdiitliannsasniiumsiansansuaiosssunsidels wvyniss ivdadeuds

338 annulagUsesunssunise wiouwmewa tngldiailaiiu 7 fu

6.4.3 WIWANITNITUFBTIUTTYUAMENITUNITITLFITUNITIAY WaSUNTIU
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(Exemption from Ethical Review)

7. AANUIN

AF 01-008 WUUAIYBEALIUNISNANTANAIUDSEEITTUNITIY INAULNTIUNITISUSITY
A15398 (Thai Version)

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

AF 02-008 wuutufinamudiulunisinnsanlasinsivesniunisiansandiu
A3U5ITUNITINY

AF 03-008 wuutuiinnisususdlelassnsiivesniunsinnsansuaiesssunsise

AF 04-008 nansSUTedlasINTITednsulasinsivesniunsRansanduasus sy

ANSI9Y
8. 1INE1591999

8.1 DEPARTMENT OF HEALTH AND HUMAN SERVICES 45CFR46 §46.101.
8.2 DEPARTMENT OF HEALTH AND HUMAN SERVICES 45CFR46 §46.104 2019.

-112-



AUNIIUITYTITUNIFIY

AMINEIUIAANERNS UV INg1aeLTeslnd

SOP 008/04.1

UNY 8 NSINLAIUNTITNAITUINIUITYTITUNISIVY

(Exemption from Ethical Review)

9. YuNnUszI® SOP 008/04.1

YY1 8 VB9 10 Ui

RGN atiuil Fuil duiiudluvan
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. Winszeznatlunsandunisiiarsen
TasemsiivesnLiun1siarsandi
Y3us55ulude 6.4 Tnaldanluifiu 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

-113-




AUNIIUITYTITUNIFIY
R SOP 008/04.1
AMINEIUIAANERNS UV INg1aeLTeslnd

UNY 8 NSINLAIUNTITNAITUINIUITYTITUNISIVY

YY1 9 VDY 10 U

(Exemption from Ethical Review)

RGN adui Tuin daunudlundn
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warUSulvinssfunniifiusng

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

4. uAasUyiIUe 6 uag 7

5. AsRdRuNwIkaz A igneeuasly
Alasiaue

6. Usunmsieuliisesanulazidnlaing

7. YSullenudndt v 3 Wate 2

8. USuswazidunlasansiindieve
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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. Project 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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wuutuinauwinlunisnesanlasan1snvasniun1siaIsanaIuesSesssuN15IdY
NS5UNTSTYTIIUNITIVNY AUTWYIUIAANENS UWIINeaeLTealn
Reviewer’s Opinion in Reviewing Research Protocol for Exemption from Regular Review

Research Ethics Committee, Faculty of Nursing, Chiang Mai University

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

Review Biomedical Research. WHO: Geneva, 2000.

YOFUTETU (REVIEWET) Hoovvvveeveeececececececessesssessssssssssssssssssssssssssssssssssssssssssssssssses

o yva o

YBWIVY (RESCAICHEN) ..ot

‘ﬁl a o
YBIATINISIAY

(Protocol title)

Study code:

Protocol

Tassnsm annsavesndunnnsiansants esmndninasiusznmanaiz Ses uwnufiRdmiuinisy seluil
[11. Tnssmsitlsliniside wu AanssunsBeunsasy msdszdugaam msdnw nsusziu
AMNNLSINETUTE ToeUfuRnns msdssfiunanisiiuimsvemiheny sieaudiae Wusu
[ 12 mAdeilifedesivayed nanfenszuiunsiiuteyaliendonsufduiusiuyanalaonss vy

dunwal, lnuden) vie deyadmyarananduiivsrasanivausalifineiufindeyaditn
yanariwestoyaldliinazlaonss (5u Je fiog lavdszddtnsusznv) videlasdou (avendosiia
Foulea)

[]13. mﬁ%’aﬁLﬁ'm%’mﬁuLLuuwmaanaé’quémamﬁﬁmsn N13d1373 NsduABalnIaNITELNANGANTTY
an5130uz (public behavior) il siadlal (n) Sufindoyaludnunziianisiyanald (1) madawens
msmeuvesyanaazihlugadssesyanalunsiulnymasgviomauia vielunaidese
A0TUAINNIINTTRY AIUVUSIU DTN

[ 14. mvglugaudnwinelrnunisiseunisaau (WU N5I988NSAEANTNINNSAN®IMSaNTI8USEENSHA

q
v

visoiSeuifsumaiianisaeu néngns viie msdanistutew) videidunideiiieuseifiulasenis
Uimsdnmsvesmihsuvetane Weiunindeunisaou s (n) Bmsildredaldnawioly
wilediAuninnsiBeunisauund (1) nszutunsidaeaasinsliusingnistedu (a) foua
anufnweygaliidluinvidela

[ 15 myReifinsivieyavsednudeya tenans sudeu fegrmediven wiomeddmniiflogudn

Y

(%

& (n) undsensanumea WuiUalussyanaitedmieyals wazinideldsuougmangiiuinuiae
suiliou vietnidetuiinteyavioldsumethdudnvausiliannsnaniwanaldlaonsmviolasdo

[ 16, mdeflliiBnisdina dunwallussannsiidudluggunmd Tunsideitdnuueseluil
1) lifidomuiigouln Wy ngAnssumana weRnssudiiangraneg woAnssuiiviilideudededes
vosyana ieyuvy 2) lifnsaReduiruedimniinmaidamedeyaaziliinnaideonenisdig
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[ 12 medeiinsunlamuadunegig
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[75 3 WIATEY o

ALY (opinion)
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[ 1 wWiwweundsiudsmnudeiausuus (minor modification)
[ lddulumunasiiassnisfiannsevesniiuannisiinnsanduaiesssuld wasaeliaueiiiofunis
NATUUULIIRIU YT miﬁmimﬂ,uﬁﬂiz‘qm (Not meet criteria of exemption for ethical review
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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

[

1) %aﬁ%ﬁl (Researcher)
2) F9lAs9n15358 (Protocol title)

3) Study code:

3
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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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10. {ezliiudaudnginlasensisedu
[ ] dfguam@ uiu AU
[ 1§t dmwa Ay
[ ] Wannsaszydwauld udasidgnau

Tugrafou .wa.. D9 1hau w.a. ..

Ll [ ] vjeasyy [ 179 [ 19

Tunsdlnlugae Wanszylsn

11. maeideagUle/eanadng

P

[ 14 [ 1%l

(%

o3l Wansyyduiuass Usunamimun Anudlunisee wae

Tagusrasdven1siaziion

12. nguiegnendnuu dndulusmesurememarudnduluns@inulunguusizuns uaz

NALLUTIZUN (vulnerable group) | 11MIN1SARAILEYY LAENTEUIUNNTYBANE UYL

VLU | e
lngasanandayanuans TunsdhdudniSelfiviannuaunsatunishirnuBusenlaedass WWn
[ 10u [ 1%l gouNeNTveRNBuLeNAIINEUNATRWT LW NUlAEYRUT T

@ =

12. lasean539ed Tludugeulneuannan
(informed consent form) TigUae/onaasing

amnuvseld [ 18 [ 1048 [ ]vesniiu

onlufivisevesni JulusauanvsNa

(%

]
Joil fiveya MIeATUEMIY

14. 1594015798
Q’ﬂw/mmaﬂm (patient information sheet)
50l

mE g [ vewsniiu

onlufivisevesni IulUsAuanLvsNE

15. usseeAIdsakaraullaennauennusene Iala visednu N/ onanading 0199sUsEauaInNnIs

YA o

Winansng3dely viseandnmlunuudunival

* TUsnsvyeny 1w 6 Wi fe 5 U vise 18 Yuuly

* pgandszune winefis flheiildanansadnwmels wu lsaend lsauziSasvesgaving {Uawerniawiin {uiedielsad

danuligensu 1w lsaiseu lsafindevmaneduius dnfinnuunnsedunisdndula wu in fiflanuunnsemisda
AUV visedmnuRaunAluiunginssy sungudesviegiiliansadearsmenwineld nguaulied Faeene

& @

egluanuannsedt fUigluviosmnidu vidainsss dnlnuvseriests nduyady aureveu glanvseguigeansa
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17. gsmnuynaululassnisniuuasidnlatennawmsedetaduning 4 waill visely (n) Jedaduunmeaniinfie

M53nwI9EsTTILTN TN (RTUT 5) 1A 2504 e 6 MsAnwidouazmisveasslulywd (v) Avs
HU28U99 UNMEENT, ANINITNEIUNA, Tuaknmeant (A) The Declaration of Helsinki as Revised (2008) ay
(@) wwlfuRnusneIUIamEns

[ ] nswuuazidrlaynau [ 1 nswsazdiladuuiey [ 1 hinsuae
I (aneininlasinis,) weriunseusulatng

[ 1 GCP (Good Clinical Practice) [ ] 9385355umsiaeluau

]
18. TASIN153984 A, D NYIVRIYS e B5UNelaggaINNYIVDINSB81AL

RN R RARRAG)

ASENUNTELNDURDANEUN AINNLTD NANSENUNSeLTDUDEN9ls

YUUSTTULHENUTELN M50 TRIUSITUIURANNVDS

Uszinrlng visevesesdiuivihnsidvegvtelal | v wmsnisudetsnsfilasimsideiasldlumstiesiu

[ 1 \edevi [ 1 lsinevey/ldd NANSENUABANEUN AINULTD YUUSTTURENUSENE] 150
TAUSTTUTUANY AB

¢

Y]

19. 9p5usaeidanuiinsonlukuuresuiiluainuada neudull lduuudoauslasanisifoaduauys

(Full research proposal/ protocol) kaglenansdu q MAgITewds TimduasanedIdeagaiun1sidueendl

355Uz U TR uwIUURAuE newnsnsn

o

(Aeu) {33038 w38 ensensnw ”

# nsaindulasenisveainfnun
20. ¥e3usIIlATINTITe/dasinsAnullaniunisiansandunseenwuuieuasAnAIMNYINS (Scientific

design and merit) 91nAMENITUAITIINLITOLAD LazinAnwilauSulAlaniudiausnusvIAMENITUANT

AINAILAD

(AIUIH) DIDVITITIUTAT oo
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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 ID (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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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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Y 1

v

2. MsidanUsEynsAnelazn1sBydidnsauniside

(Selection of study population and recruitment of research participants)

a1y FIENITNUNIUY toRAniu

21 | naeinsAndenidn oen naum [ Jwangan [ ] ldwwnsay
(Inclusion, exclusion, withdrawal criteria) [ 1ldiieades

22 | Bs@yureainsulasinsidy
1) Us1#a1n coercion Wag undue inducement [ 11 [ 1l
2) Tinayaralunisdnduladisiunsideedng [ 1l [ 11l

Weane
23 | nguiiegadnilunguiusnzuns (Vulnerable group)

[ 174

[ 1Tl

inlddneglunguln

[
[

[
[

]
]

]
]

Adreiilianunsashwmeld
g Iviin
AUremelsandsulioousy

aeluviesnnidu

yaa '

Anfinnuunwsedlunsdaduly wu win fianuunnsemadn/anunsis vie

Y

ANNERUNALLAUNGANTIN ManssATeu Fanuaumaniiy
ungueevisegnliansadeasmeniwiinele

nquAuliNey aurgveu

[
va

NAUEANY

v
(2 '3

nieRATINTuIuY

'
= 1

Hgeenefiogluanuannszit Wunquigeenandianiziiaiis

Y 9 Y 9

HLANVIRE U AN AR

MTIRENITITOTOUINT TEY 1o

lassnstifinnsnisundesidrsiulassmsifeifisanegamangas (additional protection) A

1) fwguarnududuniudiszyly CIOMS Guideline

2) nsfifivIeANasalirEugey InsvernuduyeNNgUUlAYYeUSTIY

[

]

WAL EY [ 1 ldwangay

vaneve) N9398lunguiusizuns 1) LAy minimal risk 2) 1nAY minimal risk Aosdiveana

o & a ° v ' a o« v i cav v i '
ausnduiildanmnsamdmeuldannguunivienzuisiseniuasUssleviflaazanaglungu

UszLamidieniu 3) desdinisvennnudugenmnzauiungy wu vnfidedudnvsoduin
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ANasatunsiinudugeu Aeswennuduganandmunsnviserunulagyeusssy 4) N3

Aelutinlnmsiinnmwiedilusumulinlnyluaugnssuniseiesssunside Tunsdiianu

Wgu1ainananunssle wu Uie fuwnmdvisengiua mﬂﬁﬂizmumivﬁaL%zyl,ﬁulﬂashd

fasyUsAmIINANUNAGU

(3711 CIOMS Guideline 13: Research involving vulnerable persons)

nsdiiifunguams TUsansraaeumsnast 45 CFR 46 fsil

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

USLLAUNWULAS T DL LD (Issues and recommendation)

3. amandessiauszle (Risks-Benefit analysis)
3.1 ﬂ?’]ﬂJL?iIEN‘\]']ﬂﬂ’]‘iﬁJ{]}EJ
3.1.1 BnsidedineliAnaanudes
3.1.2 sefuanudes
[ ] The research involves no more than minimal risk to subjects
[ ] The research involves more than minimal risk to subjects
[ 1The risk (s) represents a minor increase over minimal risk, or
[ 1The risk (s) represents more than a minor increase over minimal risk.
3.1.3 FanAnude (63
3.2 Usglowiigiinsniaduenaldiu
[ 1 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
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[ ] the research involves the prospect of direct benefit to individual subjects.

Y a

3.2.1 Fifuuselond @)
Faduanudssuazusslovd

[ ] winzau [ ] hdwnzau
seauaudsedadu

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

[ 1 enudsafunnundesi wifidsmmadelisslenilaonssdeguaim (Research
involving greater than minimal risk but presenting the prospect of direct Benefit to
individual subjects)

[ 1 ewdesfuanudesi Lineusslovnilnenswioqunmgidrsiunsise uiilinudimis
311115 (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)

Uszipuninuasdatauawus (Issues and recommendation)

4. n1snaUNULazAlYdane (Inducements, financial benefits, and financial costs)

4.1 A lg9e9Ed150IASINNSABII UMY NN INTASINTG

[ 13 Wuen
mndl winzauvseld [ ] wanzay [ ] ldwmunzau
[ 1%

4.2 Juyaelvnudidnsiulasanis

a

[ 18 Wuanfums (Rumg denal) sey

nd wiangawiseld [ ] wiwzay [ ] ldwiunzay
[] ladl
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5. nmsundasanuiludiudnaznissnuranuau
(Protection of research participants’ privacy and confidentiality)

[ ] waizay [ ] ldwunzay

Uszipuinuastatauanue (Issues and recommendation

6. NM13A14D9YUBY (Community considerations)
6.1 wansgnunailviusudnulasunisgonviseldendedeids
[ 14 [ ] i [ ] lsdifendes

v

6.2 IvanNanszNufInans (anx)

Uszipuninunasdatauawus (Issues and recommendation

7. NF2UIUNTITVBANBUBDYU (Informed consent)

7.1 MURYALIUNTEUIUNTVOANDUL DY

[ 14 [] laidl [ ] lddedes
N[ ] wanzay [ 1 lawungay
WRHavaNL Y

7.2 MSVBENVIUNITAIVD IULONAITHENIANUE UL DY

=

[ 14 L] gl [ ] ldifentos

WOl ] wunraEy [ 1 lawungay

winavvesniulunguiunzunuasdulsziuiisouln
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7.3 N5k verbal/oral consent

[ 14 [ laidl [ ] ldAeades
N[ ] wanzay [ ] ldwanyay

winnan1sld verbal/oral consent wiswaivesnyiudunguuszuuazilusunuiiseuln

Uszipuinuastatauanue (Issues and recommendation

—
N
e
e
N
e

] #398vd [ ] 3937
[ ]laidl
[ ]wnzau

[ ] ladwmungay

3 o_a
AU (opinion)
[ ]iuveu (approve/favorable opinion)
[ ] WiwgeundsUsuugamudetauauwuy (minor modification)

[ 1 Tvdwnfiansanlunusess (o to full board review) NS .. rerrenerrnenees

AEUMUTIY wazas Uiz
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LUUTUANNISUSULA LU TATINISIENLEUDNISNUNIUNIITUTUULIIAIU
AMSNETUIAANENS UWINT1ALTL9Ins
Reviewer’s Opinion in Reviewing Revised Research Protocol for Expedited Review

Faculty of Nursing, Chiang Mai University

[

1) %aﬁ:ﬁﬁlﬁl (Researcher)
2) Folasensive (Protocol title)

3) Study code:

4) asanungudsunid by
L] p$ad 1 SuiouuSOwdla oo

ASIN 2 TUNTUUTUSADY oo

5) wan1siarsansusunilalasenis

6) n1satiunsaaty
[ wwueussunssunis iieasunuenyi

L vsuuAludiiniiy uazdsdondluiiefiansanaiudotausuusiiufiugoinssunisasesssunisivy
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(Full Board Review)

UNil 10 AISNUNIUNINTUILATINITAE U e

YU 1 VB9 16 NN

N1SNUNIUNIITUIATINISIE TuNU sy

(Full Board Review)

Fuiduld  Judl 19 ngednneu we. 2564
wnuatufl  SOP 010/04.0

AT ARNENTTUNSIAILIATEIUANTUIASEY

AMENYIUNAANENS UMINSRELTealal

(§978ean319158 79511 WAISTINIUNA)

AMURAIZNENUNAFIERNS

Fufl 19 woAIn1ew w.e. 2564

Fuil 19 woAIn1ew w.a. 2564
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SOP 010/04.1

UNil 10 AISNUNIUNINTUILATINITAE U e
(Full Board Review)

GUEVY
399
ingUszase
Toudns
YOULUR
ANTURAYOU

[

ununiTuneUNSTALIUMS

$1882L98ANITANTUNTS

6.1 NISULDNAITUALATIABUANUATUNIUVDUBNENT

6.2 NSUDUNNIBATIUNITASEIIUNTIBIUAITNUNIURITAUN

6.3 nydweulasinHTeuazonasfiiieavedl
ABIZNIIUNITITLTITUNITINY

6.4 MINUMUNITAUILATINITIVY

6.5 MIUIINANTNAINTUGDEITY

AARUIN

LONANTD19D

JunUsein SOP 010/04.1
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AMSNYIUIAATERNST UNIANT1ALLTE9 L

UNil 10 AISNUNIUNINTUILATINITAE U e

YU 3 VDY 16 NN
(Full Board Review)

1. InguszenA

WL ULUINIE I NTUAMENTTUNITITUSTIUNITITY TunIsnumuiaIsanlasanIsidensu

wuefiansanduasusnuuunmsnumuinsanlasansideluiuszay

2. figudni
gunaundnaudl 1 ns3uNs AldFusouMINeNUsEsIunTIING Ve
(Primary Reviewer 1) 1uyn15e Ineidenmuaand savgmanzan iy
Tnsamsisefivesusendeaiosssumside uagagy
104lA39N15338 ToAniululssifiuduingimans
3UFITU NTLUIUNTTVOAINTULDY LONAITVDAIY
fugenoaainsdisnlasanideiiduarednual
Snushunuuysziiunazinausluiusya
Frunaundnauil 2 ns3uNs AldFusounINenUsEsIunsIING Vide
(Primary Reviewer 2) WIS WnunuiasalasinIfeuaziiiaue
Tuivszgiauangnumundnaud 1
fenunumuenasfntnasuey  nssunse AldSueumneaindsssunssums vie
wilsfauansanudusaudison  1av1ynise lneidennssunisiiuyanailalyaian
13913398 (ICF Reviewer)  #uivienenans eradugunuguvuniodulunungy
freg1adununiuionatsdd uastoyadmi
pranadinsuarmiivieuansnBusauisiaenatsi

Weatos 1A fvunau ICF
3. YBULYA

Weumsunsgu aseuequlasinsdeynaduiidadmniiefiarsanlunussyiuasausn

WUUNINUNILTISUILATINTITeTunU sy
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AUSNYTIUIAATIENT SJW']’JVIEJ"IaEJL‘UEJ\ﬂ‘WN

uni 10 NINUNUNTANLATINTITE UNUsEYN

YU 4 V99 16 NN
(Full Board Review)

4. ANUTURAYDU

NSIUNIT ﬁié’%’uuawmalﬁtﬂu@mumwé’ﬂ (primary reviewer) fwiidilunisnuniu
fiansanlasinsisuegrtaziden Wislidedunnuasdefndiuiidfysennenssunsasesssunis
Weomuuuuussdu uasiiausasudelasaimAideniounanisuseiiuluiiussy

n35uN15 AuduinthfinumuRansanlasimsise Wedndu lidedunn deRndufiddy
isAnauLUUUsTdY

Wwthfidinaus Suihiisuinreu sy asRdeukardnnIsienatsatiuaiuazionans
Bidnvseding (i) AddEuve venindudiosenduuiiumany wandiglinssunis Tiinns

MUMUTIN T AL AN TR TR FUADE EUTD

5. WHUAYURUNNTALTUNNS

Junau n1sAiiunig {3uknvau
1 A155ULANATHATATIVFBUANUATUD I LNALNNENUNIUY
YDDNAIS
2 ASUBUMUIYNTIUAT LAYIUNTY/
Tunrsnunirunasan UsEF1UNIITUNTY
3 ——— N9EINAUIASINITITULALLDNAITNLNYIVD

TANENIIUNNTITYTITUNITIVY

\

4 NSNUNIUAIITUNATINTINY NIIUATT
5 NSWAHANIAITUFREITY UsEEIUNTIUNISY

AU

,  NIflAaUNIRAIULTRRINVBYALNULAN —

Y [

Mdvazanideanely 90 Tu

[, nsdldeunsinsuilesinbiviuiansannunsg |

msUseyn dhiasanlunsusyyuesasialy
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UNil 10 AISNUNIUNINTUILATINITAE U e

YY1 5 VB9 16 BN
(Full Board Review)

6. 318AZDYANIIANLUNTT
6.1 N133ULBNETUALATIVFDUAUATUAIUYINBNENT
Wrnthitdrdinaus fulenanslassnside
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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. Study name: Study 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 oA O

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:

[ ] Sick 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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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) [ 1 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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Research Ethics Office AF 01-010
Faculty of Nursing, Chiang Mai University

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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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. Study name : 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)

[ OtNET oo
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.
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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:
[ ]Healthy people
[ ]Sick 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) ......cccooverineeeinsinrirnineens

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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Reviewer’s Opinion in Reviewing Research Protocol
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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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---------------------------------------------------------------------------------------------------------------------------------------------------------------------
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Form version 04.1 November 19, 2021 -187- Page 1 of 5



A11N9UITHTITUNTTINY AF 03-010
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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

Form version 04.1 November 19, 2021
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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
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Risk assessment of the protocol
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 duavynns
O numundnaudi 1
Q fmumundnend 2
O fmunau IcF

0 Wusuusmadaiausuuzuazindfinnsandnassluiivss (Major revision/resubmission)

d‘ a ¥ .
O dounisitansan (Defer) niouszywmana (please provide reasons)
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Reviewer’s Opinion in Reviewing Research Protocol

Faculty of Nursing, Chiang Mai University
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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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1.6 n3dififitrsAdesunuilveliesn i impartial witness
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Reviewer’s Opinion in Reviewing Revised Research Protocol for Full Board Review

Faculty of Nursing, Chiang Mai University

= ya

1) Y0898 (Researcher)

u

2) Folasensise (Protocol title)

3) Study code:

4) asanungudsund by

ASIN 1 TUNTUUSUSAIY oo

]
L] a%a91 2 SuiduuSOudla oo

5) Han15NaNsaINIsUSULALY

6) n1saiunisaaly
[ ] @ueUsgsunssunis Wieasuueylii

[ 1 YSuwdlusiiadiy wazdsdawn ool saunnudoLa@usbus iU RLU8InITUA1SISE5ITUNNTINE
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AF 01-011 LUUTIETURANNSNUNILEN (Thai version)
AF 01-011 Revised Application for Ethical Review (English version)
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AF 05-020 WUUATURANTUITEYUAMENTIUNITATYTITUNNTINY
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8. 1NEAI591984

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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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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..... ...

Faculty of Nursing Chiang Mai University.

PrOTOCOL it & oottt et ettt ettt ettt et et e ettt et et et e e e e e e eaeaaens
STUDY CODE ;& ..ottt e e e et e e e e e e e e e e ee e e e e e e e e e e e s e ee e e s e ee e e s eeseeseeseese et et eet et eeeeeeeeeeeeeeeeaeaaen

SPIONISON & ottt ettt ettt ettt et ettt b et st e s et e b b a et b b ae b b a e b bt eb ek s et bt et b etee s s etes s s s es et s esens

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 : [ Full Board Review No...... Date.......
Q Expedited Review on ... month ......

Q Exemption from Ethical Review

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

Date of APProval : ...ecececeeeceereceeeeeteeeeenns Expiration Date : .....ceevvieieeeeceeeceeeeeen

Progress report is required to be submitted to the Ethics Committee for continuing review
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Research Ethics Office AF 06-020
Faculty of Nursing, Chiang Mai University

[ ] at 3 month interval

[ ] at 6 month interval

[ 1 annually (in this case please submit at least 2 months 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 1 e se s
Academic title (Name....coeevveeirereeeeeeerresenns )

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.

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

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

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

Review of progress report to the REC within 2 months 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. Study Name:
(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
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Research Ethics Office AF 01-012
Faculty of Nursing, Chiang Mai University

7. For protocol amendment/Updated IB: Does the patient information sheet/informed consent need
to be updated to include these changes?
[ 1No

[ 1Yes (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 ...,

(PriNTEd NaME) oot eeee e ee e ee e

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). ...,
[ ] 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)......cocoiernrinreneinereienies 2) e

Please make a consideration regarding the assignment of reviewers

Secretary, Research Ethics Committee
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Research Ethics Office

Faculty of Nursing, Chiang Mai University

AF 01-012

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

(ot )
Research Ethics Committee
DAt o
(e )
Chairperson of Research Ethics Committee
Date .o
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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)

8.4 wnmessesssunsidsluauluussmelng we. 2550, susuasesssunmsvii s sluaululsamelne.

-236-


https://database.ich.org/sites/default/files/E6_R2

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 013/04.1

UNA 13 AISNUNIURIITAUISIEIU
AMUNIIUNTLNVBIIATINSANY

(Review of Progress Report)

9. UuNnUsLIR SOP 013/04.1

YU 9 VDY 12 KN

ARGV atiuil Fuil duiudluvan
AMENITUNT FONEC 014/ | 22 manpu 2556 | 1. uiily bullet 10w Numerical list
WUIDALTIUNTS 01.1
UINTFIU
ANIENITUNTT FONEC 014/ | 12 nuawius 2559 | 1. uAlvdefewsid Ae mans1a13d
WaugALung 03.0 (Bevgyfive) as3n1en aaindna
11ATFY 2. wAlaunIBATUM NI IUEAZUY

3. @13UTe 5 uag ve 6
4. psadeuAwIkazAligneeuasly
Alasiaue
5. UsunsWeuliisseanaulazitnladneg
AL NITUNG FONEC 014/ 15 @Ay 2559 | 1. wnly version w89 SOP number
WUIBANTUNTT 03.1 2. WntufinUseSansudledzsiuns
UINTFIU UINTFI
3. W0 4. ANUSURRYRU USUNIS
AnfunsIun1sRaTSI89U
ANUAINT waglriinisnuniu
F891UANUAINROUN TR
YLt UNIANIUNTITURD
ANUAYDINITTIBNUAIILATINTA
Fufiuanuidsasdnwureanadas
Junquiusizunmsaly
4. USUMUUNDSUNANISRATUINUNIUY

PINFUNTILIIUAIINAINUAF 02-

-237-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 013/04.1

UNA 13 AISNUNIURIITAUISIEIU
AMUNIIUNTLNVBIIATINSANY

(Review of Progress Report)

YU 10 V99 12 Wi

ANans

ANAELNLELD

5. %% 5

1 4 =
DUNUBY 2 LAY

RGN atuil Tuln Fauiudlondn
014) TiaoauninlunuuneINIIBU
AMUATITYAlATINTTINY (AF 01-014)
ARULNTIUNNT SOP 013/ 30 wwgy 2564 | 1. wAly version ¥89 SOP number 1Ju
WaUNIsALIUNTS 04.0 SOP 013/04.0
UINTFIU 2. whlvun Wuund 13

3. unlvdereslia Ao nm.ns.onil

WAEITUIUND ANUAAMENETUIA-

4. psRasuAw kA ligneeuasly

5.1 TURBUN 2 LiINTEULIAINTUI
o IdelvidssgnumuinItves
N53uNoUNALAUANTEELLIAINTTOUIR

sunszyluenansiusedlasinside

5.2 Wasutuneudl 4 WHu finnsaniden
WNINUNIY JFURAYEUABLATIUNTY
5.3 wWasudunoud 5 1y numu
#15UlASINNTITY KTUiinveufe
AU TldSuteunny

5.4 Wasudunoud 6 1Du nsdiiduwdn
'1'7iLﬂumimmuiuﬁﬂimgmﬁﬁm’hﬁ
Usza fFuiinveudeidmihiidiinaus
6. USuansulanasuuuesy (AF Form)

TaenmasInus18azLdennNIg

-238-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 013/04.1

UNI 13 NISNUNIUNIITUITIBIIY

AMUNIIUNTLNVBIIATINSANY

YU 11 V99 12 Wi

(Review of Progress Report)

RGN atui Fuil Fauiudlondn
Fuiuns wagnenasLuuNe s
Wwnenauuldsuluandsaniuns
1nsg1U HieliesensiLiunis
AMENITUNT SOP 013/ 19 WyAINBU wily version w83 SOP number
W Isaiuns 04.1 2564 Ufude 5 unugiitumeu 1
UINTFIU donndIU SOP

USutamnude 6.3 1Ju steitlutaed
NSV UNduazdeslisu
onanasiasival Wlelidianudaauiy
USusneasidende 6.5 ligenadedny
SOP wazmssiumsuaziiiy
Fomw siad nsllifiureu
(disapprove/unfavorable opinion)
zannsailalaegsnumuRansu
Tasam93dludiuseaa (Full Board
Review) it

AMAwIn USuenans Tagdi
LBAAITNITNUNIUNDNTITIYU
AUNINLNYR9ATINTTINY (AF
02-013) Wag NaNITNUNIUNIITUN
S18UAIUNINLVDLATINTIVY
(AF 03-013)

whluenanseneds 8.1 Intemational
Coundil for Harmonization of
Technical Requirements for

Pharmaceuticals for Human Use (ICH).

-239-




AMINEIUNAANERNS UV INT1aeLTeslnd

AUNIIUITYTITUNIFIY

SOP 013/04.1

uni

13 ANINUNIUNINTUITIBUY

AMUNIIUNTLNVBIIATINSANY

(Review of Progress Report)

YU 12 Y99 12 Wi

daunuAlanan

ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for
Good Clinical Practice E6(R2). Current
Step 4 version, dated 9 November

2016. Tiduatutiagdu

-240-




A11N9IUIYSTITUNNFIY AF 01-013

AMINEIUIAANENS UV INT1aLTeslnd

v Y a o
$1897UAMUAIUTNV41ATINTTAVY (Progress Report)

LEHUDADAMINTIUNITIIYSITUNITINY AMSWEIUIAATEAS UN1INT1ABLTe9lna

o & o a

o luuuresuiamslunsaiinisidoidsiniiuey undideiasedundnseyiuduazlifinisinny

L4

oanaiins Mldiuunesuseanuaduanysal (Close Study Report)

v
o
U ¥ ¥ L4 1 U U

o vrzdesenuanuimviegslaennl duatdiueyliilasins lddazldoaadiasidisu

9 9

TAsansyse byl

A. dayalasanside
1. Fovimiilasensids lawe site AngneIamans) nguiv/avnivn/miiea waglueding, :
2. Folamanside -
mwlne
AWDINGY
3. Study Code :
4. \BunsTenuaseit o

v

5. S2EZAUAILATILYOUIATINITITY Y505189UASINDN AUDITIENURTUTL oo

B. dnuzamdagiuvenisive
[1 MdefugUag/onanainsidnlasanis (Actively enrolling participants)
[ ] w@iadunssudnug mddinanuma (Enrolment completed, but participants being
followed)
[ ] 3u 9 wonwiloand 196U QUSABTUIG) oo
Sufhe/omaipsidlesms u dogdn L AU
$ouflhe/eaatasimaddoaiedu m dags L AY

Puugy/eaadasnoeudiseninmsidy a Jagtu

awmanenldilsedngne L AU
awmnwensallaifiedsead L AU
awgnenuldswds AY
dhe/enanades veaewes L A

C. At
1. Jamwieguassaiinuifgitesiuadossa [ 14 [ ]l

2. lovihmsliasngideyaunadiu (an interim data analysis) wdaveld [ 1vihwas [ ] dalalavih

VMY TUIABTUNALABYD .oooeeeeereerreeesernsernssenssennsssessinssnenssenens

Form version 04.1 November 19, 2021 -241- YY1 1 999 2 Wi



A11N9IUIYSTITUNNFIY AF 01-013

AMINEIUIAANENS UV INT1aLTeslnd

D. nmswasundaslulassnsidensaienansvennubusey
fnswdsuuvadle q lulassnsidendsnoytaudmiels] (18 [l
fnswasuuvadle o luenansdeyadmiuithendmnoyfiudmield [ 18 [ 1ld
0ndl leveeylRanAnEnNsIUNITITEETIUNTIAY wavsely [Jve [ 1hive

(fndsliildvaaydd Tusa3uaiiunis)

E. Usziuineanuanulasnfevasananadng

=

1. dnwdunsidevanegud vidl Data and Safety Monitoring Board (DSMB) visely [ 18 [ ]lud

a v 1

2. wenuwgnisadlafisUssasaniewsslunquiteganyiideegvsslyl [Iwu [ ]l
3. fnenulnivseteyanenalinalvaudewmseuseleviseaianaing (18 [ 1hd

Wasulundely @13 Wsawuuenansnne1d99)

Y a

ol inulduenenanadnsynAuLEIvsag [ Juen[ ] liven

[ Y

f89lailauan ALSUUDNEBLA oo

= Y a

4. fenaavesiinanullauielanerdulasinisiseuselil 18 [ 1.

€

=

A3 LASITUSDIDELT oo

D

o a

5. fenaadesiiaanullauielanelduisa (14 [ 1.

=
2
=
D
ol
ee
=
5
€
c
<2
=
afl
(]
o—s
=

Y

AN DUTOIOLLS oo

6. huiuinwszlewvesonaadaslilivasaduagnds (wu Tududnldngua va%)

F. nswaguuuasdide
1. dnswasuwlaadde wiedidesauviol [ 14 [ 1
2. il lveeudfnnAnenssuN15IseeTIUNTIVeLEMIB LY [ Joouan [ ] dalsdve

(drdalsildveaysin TusaFuandunis)

aNUY

AVETUT IV LATINVTIVE oo

Form version 04.1 November 19, 2021 -242- YY1 2 Y89 2 Wi



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. Study Name :
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
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Faculty of Nursing, Chiang Mai University

D. Changes to the Study or the Participant Information Sheet/Informed Consent
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 [ 1Yes [ 1No
benefits to participants? (If yes, please attach a copy of the study with this report)
If yes, were participants informed of this information? [ I1Yes [ 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 ......cccccoeveunene.

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

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? [ 1VYes [ I1No
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 ...
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Research Ethics Office AF 01-014
Faculty of Nursing, Chiang Mai University

Final Report
Faculty of Nursing, Chiang Mai University

A. Study Information

1. Principal Investigator: Work Unit/Academic Unit and Tel.:

2. Study Name:
TIE ettt e
ENGLIS N ettt
STUAY COUR & ettt b s a bbbt b e

3. Letter no. for Research Ethics Committee study approval: ...,
ApPProval eXpiration Aate: ...t

A, STUAY FUNAING SOUITE: ...ttt

B. Participant Summary

Number of proposed participants: .

Actual number of study participants: .
(If the proposed number was not reached, please explain: ........ccccocvvevenees

Number of participants that withdrew 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. Participant Safety

1. Were any participants uncomfortable with study participation? [ TYes [ INo
If yes, please explain ...

2. Were any participants uncomfortable with how they were treated during the study? [ 1Yes [ INo
If yes, please explain .........ccecesseesesenes

3. Is the list of participant names kept in a secure location (e.g. in a locked metal filing cabinet,
BEC) e

4. Where are you keeping the participant list and for how long do you plan to keep this list? ................

D. Brief Summary of Research Findings
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E. Brief Summary of Research Findings (cont’)

Signature

Principal Investigator
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8.1

8.2

8.3

8.4

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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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Research Ethics Office AF 01-015
Faculty of Nursing, Chiang Mai University

Non-compliance/Protocol Deviation and Violation

Study Code : Date & s
Title :
Principal Investigator : Tel. :
Institution : Tel. :
Funder : Tel. :
D Study Deviation I:l Did not follow guidelines
O Major O Minor I:l Violated guidelines

Explanation :

Follow-up required : Outcomes :
Issue discovered by : ....coeenrninireeenes Issue Reported By @ .o
Date & e Date & oo

board meeting.............. ON (date)...cecceeerrrereeeeeereraenes
[ 1Be informed and should be more careful in conducting the research
[ ] Temporary suspension of approval
[ ] Approval cancelled
[ ] Deferred consideration of this research project

Other recommendations
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Research Ethics Office AF 01-014
Faculty of Nursing, Chiang Mai University

Final Report
Faculty of Nursing, Chiang Mai University

A. Study Information

1. Principal Investigator: Work Unit/Academic Unit and Tel.:

2. Study Name:
TIE ettt e
ENGLIS N ettt
STUAY COUR & ettt b s a bbbt b e

3. Letter no. for Research Ethics Committee study approval: ...,
ApPProval eXpiration Aate: ...t

A, STUAY FUNAING SOUITE: ...ttt

B. Participant Summary

Number of proposed participants: .

Actual number of study participants: .
(If the proposed number was not reached, please explain: ........ccccocvvevenees

Number of participants that withdrew 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. Participant Safety

1. Were any participants uncomfortable with study participation? [ TYes [ INo
If yes, please explain ...

2. Were any participants uncomfortable with how they were treated during the study? [ 1Yes [ INo
If yes, please explain .........ccecesseesesenes

3. Is the list of participant names kept in a secure location (e.g. in a locked metal filing cabinet,
BEC) e

4. Where are you keeping the participant list and for how long do you plan to keep this list? ................

D. Brief Summary of Research Findings
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E. Brief Summary of Research Findings (cont’)
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Form version 04.1 November 19, 2021 -293- Page 2 of 2



A11N9IUIYSTITUNNFIY AF 02-014

AMINEIUIAANENS UV INT1aLTeslnd

wuutuiinananiiuseaunisdugalasaniside

AMZNEIUNAANERS AN INeaewdeeln

1. YanInnlATINISIFY
NFUAYVV/E1U1IY/ 98U

WBSLNSANIA

2. ¥plATINISIY :
DIVEVITIY 2 oot e s eeeess e sesesseseses s ses e essesssseseseasesesesasessessseasesaseese s sesesasssassassessensessenns
DITIVDINEE © eerverreennreeseesesessesssssssssssessssssssssssssssssssssssssssssssssssssssssssssssessssesssssssssssssassssssssssssssssssnsess

STUDY CODE : ...

3. Wan1sWaNTan
[ ] 5UnsU589UMTaugalAsINITIaY

[ ] votoyatisiinaIngiqe

AMUANTIUYBIUTEEIUNTIUNS
[ ] 5UnsIUs89Unsaugalasini sy

[ ] @uoransinnsanlunsussguanenIsuNISTEsTINNTIY. AT TUT s

Form version 04.1 November 19, 2021 -204- %1 1 w99 1 %


User
Typewriter

User
Typewriter

User
Rectangle

User
Typewriter

User
Typewriter

User
Highlight

User
Highlight

User
Typewriter

User
Typewriter

User
Typewriter
-294-


A11N9IUIYSTITUNNFIY

AMINEIUIAANENS UV INT1aLTeslnd

AF 01-017

WUUANYRYRALATINTITY

59alAT9IN15398 (Study code) :

Folasan538s (Protocol title) -

FoWINLATINTIY

(Principle Investigator; PI) :

s (Tel) :

e-mail :

[

a@3nm (Dept) :

LY

Hatuayulasanside

3

(Sponsor) :

fuﬁauﬁa (EC approval

date) :

TUNTBNUATIEATNY

(Date of last report) :

(Starting date) :

T
[

UNEALATINITIFY

(Termination date) :

FIUIUBNEELAT

(No. of participants) :

FUWM1571 (No.

enrolled):

a3Unanis39e (Summary

of results) :

UoYAAIAN

(Accrual data) :

LHUN1IQUADNANATATN

fansaglulasanis

audunTnlAsINITINE

(PI. signature) :

ade
hy))

U

(Date) :

YDAAIUYDIAULNIIUNITITSTTUNTINY

HANISNAITUN

'
a

[ ] fszguiunsu waziiureulieflasin1sive

Form version 04.1 November 19, 2021 -294-

Y1 1 989 1 Wi




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 018/04.1

unil 18 mswwauﬂmsmswmum@mizﬁ

LinsUszasAuazmvanisallinsuszasaniieuse w1 989 15 it

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

N1INUMIURITUITIBUmMAnIsallaiNeUsaen

wazman1sallaineuszasaninens

(Review of Adverse Events (AE) and

Serious Adverse Events (SAE) Reports)

unGuld  Juh 19 wgAInieu w.A. 2564
wiuaduyl  SOP 018/04.0
AT ARNENTTUNSHAILIITATEUAITUINSEIY

AMENYIUIAANENS UMINEFELTealal

(§978an319158 A9.511 WAISTINIUNA)

AMNUARMENYIUNAFNENS

Fuil 19 woAIn1ew w.a. 2564

Fufl 19 woAIn1ew w.e. 2564

-295-




N AN

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 018/04.1

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

laiweuszasAnazimansallaineUszasanineuss

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

GUELT]
399
ingUszasd
e
YOULUA
ANNSURATOU

e

ununITuRUNNTANTIUNS

eazdean1sALiung

6.1 NaUNTUTTINAMLNITUNITITYFITUNTITY

6.2 luiuszyuAnzNTIUNITITEETIINTIA

6.3 MIUAHANTRINTAWBEITEVTONMUIBUTINSNUITY
ANARLIN

LONANTO1989

Jurnuseiv SOP 018/04.1

-296-

YY1 2 VB9 15 U




AUNIIUITYTITUNIFIY

N , SOP 018/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

LinsUszasAuazmvanisallinsuszasaniieuse w1 3 Y89 15 uth

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

1. Ingusenn
diedunumslunmamumufinsanuasinanumnnisallidfisUsgasd (Adverse Events [AE)

' v
a a

wasnan1sadlaiaUseasnisnaunse (Serious Adverse Events [SAE]) 71LANUUTENI1NNTITEVD

% ¥ Lt

Tnssmsadefldfuaniuveulnganznssunsaiessmnside §ideviedatuayunideses
Meumgnsaifinaninugnssunisaiesssunsise melussssnaiifvuaniulsenianny
weruamIans nevduinmanisal uagivgnsaif liaedndessuliluseau iovenuniu
soifloafiiauasionniynsunsa3esTINNTIdY

[

Anudssiilininfn (unanticipated risks) enanuldszninniside teyafidmasnedndiu
anudsamiousslevd msudslinugnssunisaiesssunside nulagnumuinnsulaeiis
Wislsundesaiafnmueseraasinsiinsiunsise

anudeailianfn o1asmdananisalln 9 Adswadesedns afafiam uazanaasasde

Y9I ANFNATNLYNTINNNTIVY

2. ReUANA

winn1sallaiieUszaed nede wmmsainensuangla 9 suldiislsvasan

[ '
- o a

(Adverse Events [AE]) LARTUAUBNEFNATNINSIUNITIVY TINDIDINITHARS

a a

AHRAUNA §1NTHEAAT BINITNARTN KNI BLTA T4

v '
a = a

Andurugfienanadinsogszninadisunside Vel
L mamsalduduiusiunsfienanalinsdisiuns
Fvenseold wmnnisalld feUszasdidud o iy
JUATIENNARTN 3198 kazInla
winn1sallinauszeasd 2nen dmsunsdinsfnunideeiviviodnudevstinaly
(Adverse Drug Reaction [ADR])  mslden Tnsianudiedsldannsamvunuunaiildly
nssnuludunouneusulungifou ennisviauaed
sunsuarlifslsvasrouinaingrvuiale § Any
mstaduemslufisUszasdainen A3 “iaeinen”
wingud egsdeslanudululiegsauimnauna

A a 1 1 =2 ¢ & [ A=
NBTUIYIN 'mmﬂuwaﬂizmﬂuuwuwamﬂmwﬂﬂm

-297-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 018/04.1

wan1saflifsUsaedniieunse
(Serious Adverse Events [SAE])

¢l o P ¢
LWANTIUNEIFE A TURANI T
ldnsuszasnnronsanazlinnnfn
(49134) (Suspected
Unexpected Serious Adverse
Reaction [SUSARS])

can 1= ¢
ngn'limw‘luwaﬂ‘szaaﬂ

(Unexpected Adverse Event)

unil 18 m‘mwauﬂmsmswmum@mizﬁ

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

LinsUszasAuazmvanisallinsuszasaniieuse w1 4 Y89 15 i

fufeldannsaasulan enmsiuliAsitestuns
1481 drnsusfismuislusiosnatnuda ornasla
flalszasdannen wunedsennsle q ey Adunse
wazlifisUsrasiiAnduainnnsldenlusuinuning
Wonstestu msifady nsshuilse wieaiants
USuLUaBun1s¥haunsesssedseny
vnefs wnnsallifisszasdla o manisunmd 9
AetuudviliAnmamsallamnmsninilaeluil

1) oraadasidedin

2) aneuTIneNanaling

3) @1ENEIATARIYISUNITS N UlSINeIUIanse

Fosaglsamenunauuiy

[

4) 91@alATAAAINUNN1T/NNNANINA FAY
28190175 Y198
5) yasluassnvesoaadnsinauinig/Aay
RAUNGLANLLA
b‘d‘ 1 a aa a o dl
wign1sain 1) lumeAnluwdiisnisidesasuseinsd
Anw 2) Tuudluinmsise/msany inlienanasins

Joaulimnudssaziindunsienienulige

=

v [ a

AUNETI LN 879897 UNSITEUINNINN LABNTIUNID

(e

¥

nTENUNG
[J cal ! LY [
Jumensainliwensivanneudulunaain
1) nszvIuNIINIeRannIshasUdunusildly
339
2) mMInunudeyadiuyananiuidiiuanalaly
1A59N1537
3) lsa AuAnUnA w3on1zAUR UUI8v09

o A & 1 =
mmamimﬂuag WAL/ 19D

-298-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 018/04.1

wian1sallianfn

(Unanticipated Problems)

N15523UlASINTSIAY

(Suspension of Approval)

N138ALATINITIVY

(Termination of Approval)

TugarUuwazuangdaiuu

(Local and Non-local)

3. YBULUA

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

LinsUszasAuazmvanisallinsuszasaniieuse w1 5 Y89 15 it

4) AU luNe IR UNISITY K38 L5A N30

AURAUNR iSanMeAuRUUIEYRIET AT

Aduoe

Y

TulAs9n133Ten1angAnssuAans  (Behavioral

Research) nuneda 1) luainAnluwdveadsnisive

o

=y e = DA a o
way/v3eUseansiAne 2) Auwildudinisideasii
eanadnsvIeRduiaudeiaziindunsiey e

Aauldguaviefiieateadunisideunnninniag

L% I

NIIUNIOATENUNSUINDU

Y

a a

PU1BDY N19583UANTTUNITIVYUIEIUNS BV IKUA

Jumstansmmufiszylaenuznssun1ssesssunis

[y

Y
NUNEHI N1TNYANINTTUNITITYY INUADE19017T

MUTISEUlAUAMENTTUNITITLTITUNITIAY

Ya o

nunede luusunvedasainisidenvanivuy eI

Y

o av o & v (=3 L
imIdemlunyanidu wnnsalldiauseasdly

aondudunnnisal luWeUszasd v Uszaulag

'
=

91a1adATNE 3983 U10181ANTBUNITNINTUIVY

AMENTIUAITATUSITUNITTIVEUDIAU Tuvus

Y

wansalldfisyszasduanaadudumnnisallafis

9

'
a Va v v

UszasanUszaulagonanadasneidesu a anndu

A A v o aw a )
AuMNIAelulATINSReINU

AAUTUNTNINIZIUATOUAGUNITNUMIURITUNVA N SadlallaUsand (AE) Lasivsnisel

Lyiflausyasdniionse (SAE) Mseanulaegide flmuide uazauznssunsmiuguateyaiazaiy

Uaonany (Data Safety Monitoring Board)

-299-




AUNIIUITYTITUNIFIY

N , SOP 018/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

LinsUszasAuazmvanisallinsuszasaniieuse w1 6 Y89 15 uth

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

4. aAnusuiinveu
4.1 Tusenineaniiuns3de §idedeenenumgnisallaifieUseasd (Adverse Events [AE]) #ia
AENIIUNITSETINNTIE nelussesnandidimun feil
4.1.1 m3nenumnnsallaifisUszadfiiionss (Serious Adverse Events [SAE]) Tuanntu

1) wensallifiavszasdviineusailionaadasdediavseidudunsiennaiy

q

Finvesonanadns

1.1) FAdevdndesnenusennznssunis sufinnelu 24 $lus ndaangide
ANNTIUAANIT0

12) tenarsseaududiun SAE report form Afmuaguuuulaeglvinuided
QERRISEAIREIRY

Pl < [y

2) wansallufiaUssasdviiniousdilainlienaradasidedianiodudunsiy

ANANNTINVBIDENANAT
2.1) fITevanAessIeusenmznTINN1gT iunngly 7 Judiiu ndeaingide
NANNIIVMRNIT0]

'
v a

2.2) tonanssoaududiiun SAE report form fifmunguuuulaslvinuided
NIONITLUITDLLE
4.1.2 MIenumgnsalfiasdesitezduvgmsallifsszasd i fouseuarlininda
(Suspected Unexpected Serious Adverse Reactions [SUSARS]) Tuandu
1) SUSARS Tuantuiiilieanadasdediovieliudunnennaudinvesenanaiias
1.1) Jlinuidedesseunenmznssun1sasesssun1sive lnesannely 7 Ju
Ufjiu lagld CIOMS form nidsnglivuidensiumnnisel
1.2) winsenudesiulsianysel flimisedesenusionmuznisunisiiesssy
M7ide sheteyannmsienuiifsteazdniliauysallaeifiiannelu 8 Yulfiu
13) glinuidedossnsaudeyalmiididgylusussanunifnmunane
AYNITUNTATETIIUNTINE Nelu 15 Juufiu
2) SUSARS luanduilaivinlferaraiasdedianieidusunsronnaindinves

RGRGRE

-300-



User
Typewriter


AUNIIUITYTITUNIFIY

N , SOP 018/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

LinsUszasAuazmvanisallinsuszasaniieuse w1 7 989 15 uth

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

2.1) Hlnuidesiessnenunennenssun1sasesssun1sive tnesinielu 15 Ju
Ufitu laels CIOMS form nasanglvnuidensiumanisal
2.2) ¥ndsdoyainnunaiiiniulaeiss
4.1.3 m3nenumgnsalitlinin@e (Unanticipated Problems)
1) nsaiinnigluanidulie 378 5189Un AN TINNITITUTIIUAITITEY A

wuunasuNfvua Aneluatliiy 15 Ju

ya o

2) nsdiinnigusnan vy 1985189 0ANLNTTNN1TT85ITUNTIVEL MY

a v

wuulasuifimuanaIntAsUaTUTI8uaInE iWIde (sponsor) Tusienuaisusenaume

q

Y o %

2.1) Yeyauatlasamiide (Fe s9ia mtilasanside)
2.2) TgazBeamnnsaiiny aURnsal Ussaunisal vSenadns
2.3) deanuiiedurgiwhludadumgnisalldainde

2.4) uwunuunlwewfive msunluiudlasinsidenlaauiumsitewdlulaym

4.2 N15518997UN15UA s UkUAIE 1A UT A HAR BAINULE 89UDIDNENAN ATHAZY BWULU19N

o

ANENTINANIANUAUADESE (IDMC)

4.2.1 ;ﬂﬁnu%’aéf@ﬁwqmmﬁm?{auLLanﬁﬁﬁiﬂm q fidwalifivanudsieataasing
yionsduiumsiferennznssunsasessaunmsitelaeds feaeluliifu 15 TUURAY viaany
nsLasunlad

4 v

4.2.2 {lmuidefessienudenuzinainauznssunsniiuguadass (IDMC) lneiss sl

aeglulaiiiy 15 Judfiu nadlasudeuuriinannamgnssumsiiuguadase n13sgauvgnisall
feUseasAf eusanenan Uy {liuidedessienumanisallidiaussasdnSeusauenanidu
531919 SUSARS flangnssunIsasusssunIsivey ag19teenn 6 e TULuuLanIsIen1s niaums
=1 < °o v o [ | = sl A PN =~ ! o £4

euasUgatussauE Aty dvsuimnnisalldfisUssasdd unenaiiuaudsweonaadases
FIBIUANENITUNTITETIIUM TIN5 Metlneluldifu 15 Fuufiiu

4.3 sre1ulsziand u Jlinuidedessienunnd vietduszer nFen1unisdesae
TuguuureINsaTUvsouanITIENTg

=

ANENTIUNITITEFITUNTITEAuiUlaIIdensuiuuildRvesnneneuramanslu
sy

nsTgnuransallinaUseasd/ianisalldiauseasAansouss (AE/SAE) wnnsalflianda

(Unanticipated Problems) Lazn1s8uuanunIuiasunoLliownanynIsun1s938535un19398

-301-



AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 018/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

Unil 18 NISNUNIUNITUITIBUUANTA]
YY1 8 VDY 15 U

laiweuszasAnazimansallaineUszasanineuss

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

LAUIUNITT 3oL mUAE1TnIuY Inthiindunsessenumnnsalldfelseasd waz

Andandnsgaule ATt luNUSEAMENTINNITITESTIUNTINY YIeNaulvingTuNIs

=) = ¥ a < Y a
138 UIEHIUNTIUNIT K30 WNIIAL IR LUUQW‘UW?@UW

Tunay fanssy
Un3du/iavIunis/

1 NUNTUTLYUANLNTTUNTITLTTTUNNTINY

\J

TuUseguangNIINNITITETITUNTIVY

\J

NSWAIHANTRATURREITY

5. WHUQRTUABUNTANTUNNS
HSUHnvay

Y

LRNATNNEITNIUY

AZNITUNITISYTITTUNISIVY

UsE5IUNIIUNITV/aUIUNITY/
WIONUIBUIMNTINEY Wuthidinau
6. S19azldeANIIALHUNNT
6.1 NBUNTUTZYNAUSNTIUNT
6.1.1 NUNIULASLADNYDINIUIINTEUN
lvYns el mihfidinaun numusssuvnnsallifisUszasd uazdaidon

1151997UlA AISULAUDNITUNNTY AUBUNUIERITU KIUTLEIUNTITUNITT WANTUT U3

UseguAnENITUNITISUFITUNTIVY ANLLnadifemaluil

1) $18UNEUUTEEUNTINNTT SUNT U LA
1.1) wgmsallifisUszasdvdnonsanaglifowsuininefnuazliaindn s

wananize Wusesnussusy
1.2) wansallifiaUszasdviinlisowsluandu

1.3) wan1salliiauseasdnsa IND Safety Report 1uavuiiaeidiiUszyu

uud widanlmlaogideantudummemsidedunyaniu
2) TrTlauslaYIYNNTT FNTaaUeToNTINATY 2 AU f915aN

2.1) wensailaifisusvasiriaieussiaiinafauayldanfadiialugantu

2.2) Jaymitlimeadauasiianuduiug viedululdiazduiusfunisidisu

1A59n157398 (Unanticipated Problems)

-302-



AUNIIUITYTITUNIFIY

N , SOP 018/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

LinsUszasAuazmvanisallinsuszasaniieuse w1 9 Y89 15 uth

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

3) enuiiausiirfinsaluiivssyunuznssunis W
3.1) dusreanwmnnisallifsUszasduanaa1tiy $1891u7 3 e 518310
6 Wau ¥383189UYTEINT
3.2) WusesumgnsallifisUszasdluaatufinssunisusadiunds fanaiu
3.2.1) ssfumsiusediamudiureulasimsdedngm (suspension of approval)
3.2.2) Winaeumssusedinuiineeulaseinsiae (termination of approval)
F11nauaiesssungide desenulivszsiunssunnse vie nssunsa melu 5 $u e
fiansanlimnuniiu
6.1.2 Inauin1siansanesnssung Aldsuneumnelissiduseny
1) wgmsailifisuszasd/dymiitlineda lianunsaussiduanuduiusfuenld
videlsitagduiud dwinwiusgsmunssunis Weunsulaglifeudluasunadasiniside
wsedeauadmiugUle
2)  wwmsallifsszasd/Aymithiaedn Hussdundrinerafinanudndasii
Anw1ide o1alvimnuiiusieUsesunssunse
n. Waswnasidadendimiooen
v, wisoyaiuuutoraainsieiiiidassuduasfoglulasams
A, TeeumNLiTrienumura (Continuing Review) Aty
& dunInsaaeandessdienuaufominaiu
9. FAamugmsisevidonszuaunisvemBusen viensiaBeNanuiIde
2. UfupinszuiumsvedBusesnielviduduseslvainddlideyaiiisiiy vie
Uuuseteyadvie/ludugey
¥, sziunmssuenatatasaulul (Suspend of Enrollment of New Subjects)
9. spiusinans3ded idadndunislueranainsi ey lulasaniside
(Suspension of Research Procedures in Currently Enrolled Subjects)
. szfumsiuseslimudiuseulaseinisive (Suspension of Approval)

a 1) v =3 a o . .
WnaeunssusslimuiLYeUlATINISITY (Termination of Approval)

e.

9. n35uN197 Jlasuteunminedwanisussdiulituiauyns aelu s Twihnns

-303-




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 018/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

unil 18 ﬂW‘JVlUVI"Jﬂﬁ’i]’]‘éilﬂ‘ﬂ&l\‘i'lﬂl»ﬁﬁ!ﬂ’]iiﬁ

LinsUszasAuazmvanisallinsuszasaniieuse i1 10 vas 15 wi

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

6.2 TuilUszyanaIznTsNN15938555UN15318
6.2.1 NUMULATEAUTIY
1) enmznssunsaiesssumsiseildsunoumineg Yiaussosnumanisailifia
Uszaadlufiuseyy Usesunssunss dnseduse ievendfiuszyu Tumsagunanisiansan

2) Usgsrunssunmsy veuRnuszpilaeiiuiiosiostu fadui
n. Sunsurenileglifideudludiudle 9
v, velvdnsudludmdalasinside wdelenarstuasenataiingienaisuans

muBugen viieveteyaifisidu vie

Y] o %

A, sziumsiuonanadasaulual vise
U L% a v dl o U o a £ dl I a o =
1. sziurimantsifenmaiiunislueanainsiedlulasanisidy wse
9. auslissiunissuseslimnuiureudans (suspension approval) seLiin
noUNNSIUTRIlRNUIUYEULATINNTINE (termination of approve)
6.2.2 fnauitmsaniiunisuls
MINAMENTIUNITITLTITUNTIFLAUARUAY 1avIuN151 WAl Ideaniunisniy
UANUsEYY
1) nsddndubisziunissusedianuiiugeudingd Huszyudoansingna
a o d Y o 9
srezianseiulasinis waziaueniudenvewidslunisundesenaadas uagn1susulsauwuama
ALunIs
2) nsalfidnduliinnoun1sTuTedlasiN1Tive NUSEYUABLAALYANALATLAND
A Va o L%
madenvesidslunmsunlesenaadas

va o

3) MINAMENTIUNTISESIIUNTINE Wulidesrniunsle q ludewndesunsiu

Y

wazaLiunisiveseldle

-304-



AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 018/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

unil 18 m‘mwauﬂmsmswmum@mizﬁ

LinsUszasAuazmvanisallinsuszasaniieuse v 11 vas 15 wi

(Review of Adverse Events (AE) and Serious Adverse Events (SAE) Reports)

va o =) 1

6.3 NTUIINANITNANTUADE ILNTONUIUINITINUIY
6.3.1 1891437 wazidiidinaun Samdedeniesvnisudedide vievtieuims
TR EUNIUA AR AUYBIAMLNITUNITITETITUNTIVE
Tunsdlvesziunieifinnounisiusedvimnuiiuyeutanm dninanuasesssuns
Aeudsrnufangngiuamans nelu 30 Tu iueniideliusesunssuns ol amedlede uay
aeiuil

6.3.2 datsdanasiunniunNds

7. A1ANUIN
AF 01-018 Suspect Adverse Reaction Report
AF 02018 uvuasumssumansallifivlsyasduagvmansallifsUssasdfisouse
(SAE)

AF 03-018 MM3ALEUNSINEINUTIBUANUADAAY

8. 12NA1581984

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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
_for_Management of Adverse Events by Sponsor.pdf - accessed 1 February 2016)

8.3 Guidance on Reviewing and Reporting Unanticipated Problems Involving Risks to
Subjects or Others and Adverse Events

(http://www.hhs.gov/ohrp/policy/advevntguid.html - accessed 1 February 2016)
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8.4  WHO Operational Guidelines for Ethics Committees that Review Biomedical
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8.7

8.8

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)

Guidance for Adverse Event Report form “Achieving Guidance in Clinical Trail safety
information among Stakeholder” Forum for Ethical Review Committee in Thailand
(FERCIT), June 2011
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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

25a. REPORT TYPE

O INITIAL 0 FOLLOW UP

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

Form version 04.1 November 19, 2021
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A1IALHEUNISINYANUITIBIIUANUUANANY (safety report)

Investigator

A 4

Safety Report

YES
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|
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o @
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| NO—

! !

A 4

A

y
nensuadns/
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oI ULA L EUD b annual report
YES Usgsunssunist |
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| y
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A15798
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\
NO >
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AF 01-019 Checklist of a Monitoring Visit

8. 1BNA13891984

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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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AF 01-019

Checklist of a Monitoring Visit

Application No.:

Date of the Visit:

Study 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 04.1 November 19, 2021 -321- page 1 of 1



AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 020/04.1

unil 20 NSEAENIEUEUTENITUSEYN

(Agenda Preparation, Meeting Procedures and Minutes)

mséim,ﬁumsﬂszsqu LLa:ﬁuﬁﬂiﬁﬂﬂﬁUﬂﬁﬂizﬁﬁJ 1“1 1 Va9 15 %A

n15e3ENsEleusENIsUTEYN N1sAliun1suseys

warduiinsIgaun1TUsEYY

(Agenda Preparation, Meeting Procedures and Minutes)

unGuld  Juh 19 wgAdnieu w.A. 2564
wiuaduyl  SOP 020/04.0
AT ARNENTTUNSHAILIITATEUAITUINSEIY

AMENYIUIAANENS UMINEFELTealal

(§978an319158 A9.511 WAISTINIUNA)

AMURAZNENUIAFIERNS

Fuil 19 woAIn1ew w.a. 2564

Fufl 19 woAIn1ew w.e. 2564

-322-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 020/04.1

unil 20 NSEAENIEUEUTENITUSEYN

YR
Faq
inguszase
Teudny
YBULYA
ANUTURAYEU

1%
Y

WNUNATURBUNTANTIUNNT
eazdeAn1IANiuNg

6.1 naunsuseyd

6.2 5enINeNsUsEY

6.3 MIUsEguiinsaLazindulasInITIdy
6.4 MIUAHANITRINTAGDEITY

6.5 nsiusnyenalslasinsivy

6.6 NMINITUAAFUVDIAMULNTTUNTITLETIUNNTINY
6.7 AEnaINITUTEYN

6.8 MIATHUTIBNUNTUTEYULALUUUARFY
ANARUIN

RHGAPLRNEN

JurnUseis SOP 020/04.1

-323-

nsaniiun1suszyu wazduiinsngaunisussyy

(Agenda Preparation, Meeting Procedures and Minutes)

YY1 2 VB9 15 U

=
e
oo o o (0] ~ (@)Y (G,] ny inN nY (6N} W [ON] W 2

A e
w N -




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 020/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 3 V99 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

1. Ingusena

WeYIEluNITUTIMTIANIG WAHUINNITNSEY ATIVERU aulh waskandneseileuise

a

N15U58u (meeting agenda) 51897UN15UTEYH (Minute) MisdBLINAN1TNIITUT NledalTey

o

Useaul waeniladeudan1sussyaveInnenIsuNIsasYsIINNTITY

2. YeuANN

szlgusenIsussyy nansdunnsensvesesavauslunussyy
(Meeting Agenda) AMENTIUNITIILTIIUNNTINY
5789°UN15UT2Y (Minute) nansiufindwing « Medusensensevilunis

USeUAMENTIUNTITYFITUNNTIVY
29AUsEYN (Quorum) TUIULALDIAUTENOUVDIAULNTIUNITISYTITUNNS
398 NA1rUA IS UNISAINSUFPAUTLATINTINE

1 I~
289 JUN19NIS

3. YAULYA
ABALUNITUINTFIUATOUAGUNNTUADUVBINITUIMTIANTLeNaT TN UNI TRy
s J8U32NTUTEYUANNIINNITIZE5I5UN15IE wuteanlu 3 Tuneu Ae neunisusza

FEMINMTUTEYU waznaansUseu

4. aAnusuiiaveu
WUUNT HYIEIUNITT wazidmtndinaus dnihndawseussideunsenisuseyy
waziilalunaunInilarALYNABIYEITIBNUNTUTEYUVAINITUTEYUAMENTTUNTATYTITUNTITY

w@5edu uun1s Judeyifwieusudeunsensussyy uagnsavnusenunIsUsyy

-324-



AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 4 V9 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

5. WHuQRTunaUNTALTUNS

Tumay fanssy KSURnvaU
1 ounsUseYy AUIUNTY/RIIEAVIUNIT Y/
J Wvhdidtinaue
2 FENIINMTUTEY U3257UNTIUNITY/AULNITUNITIITLEIIUNITINE/
J L@UIYNITV/FIBEUIYNT
3 NM3UsEYUNITALAEANEY Usee1unIIUNITY/
1A5IN15398 nssunsilifeudaudamamaysslovd
2
4 AENFINTUTEYY AUIUNTY/RAIBAVIUNIT
J Wvhdidtinaue
5 NIATEUTIBIUNTUTEYY AT Y/RAIEAUIUNIT Y/
waZRUUAREY Wvhdidtinaue

6. 3UALDYANITANIUNIT
6.1 AouN1TUTEY
6.1.1 MswIeussilounsensuseyy

1) Usesrunssunsd Amuaiuuszyuiangnisun1sasesssunside aunsodh
Uszllfinnfigauazasuesausz

2) @wihiidtinmnu aseaeuiiuiunssunsd Aansadsuusald 1 - 2 3u
fouTuuszyy Wisliiulainesdussyuasu

3) UsEEIUNIINNTVIAUILNNGT LFENNTINNTT EMumundnvesusazlasenisided
W58

q) Fovimlsdeldyussrn seyiudl et anufuaznsznisUsvan ausedounse
NMSUTEYLANLNTTUNTITLETIUNNTINY (AF 01-020)

5) Wmthiidninau dawdeuenans fell

5.1) nilsdoidayUseyy

5.2) MTeMIUsEU

-325-



AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 5 Va9 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

5.3) 189UNIUTZY

5.4) nanslassnidouasenasiiedes

5.5) WUUUUANANAMTUIUAITR 1T TATINISITELUUNISNUNIUNINTUN
Tasemsideludiuseyn

5.6) LL‘U‘UU’izl,ﬁm@ﬂﬂ’l’iﬁ’l%jl,wﬂ“ﬁa%aﬁ’m%‘i_lmmﬂﬁﬂiLLaZMﬁ\i?{@LLamﬂ’ngu&J@u

o

5.7) WUURBUTUMSNSINUTEY

6) FoernilaldzsnwAUdUTaLenasiuNIseTENLarIRdweNaNT Adun1Iay
SOP 025/04.0

7 Wifididnnu dadayaenansinIeundlinaznssunisaTossanside
ynAuaNmTneuiuUssyuegeloy 7 Tu

8) dmAuntdedyuszyuliluuiiuansnssunisasesssunsideludiunimuanis
Ussyaaziendsiuy Uy

6.1.2 Wwssun1sUTEYY
1) wisniesszunluiuuazinaniifmunly
2) pyaougUnsaliifedy fasy wagldauls
6.2 5¥%#IN19NTUTEY

[

6.2.1 gyumunanidnsindseyule Luwsilivsaidy

6.2.2 AZNTIUNITITETTIUNNTITY 190U IVERY §Ian1slaseanside glivuide va
ihsmnsUszalunssiieades

6.2.3 Usgs1unssunss 0vldnasfidaluniseugawuniulgyiindaunanisainisussy 1
giveithdnwgan nfnw mam wndudgdesasaeiiedelutennasinuiaudus dudunismm
SOP 004/04.0

6.2.4 LAYIUYNITY ATIIADUBIAUTEYNANLNITUNITITETITUNTINY (AF 02-020 Waw AF 03-
020) uagnTTUNTY AfaudandmanaUsslovdiulasinsidefiaussunisiiansanluiivssy
NUEIYNITT wiiUsesunsIuns donssunis asusadUsse

6.2.5 Usg51UNTIUNTT WINANTuNITUTEYNADNTINNNTY Lagdlinsiuuseyu laganie

ada =

nsalNdinssuNIsNTAMUTALGIN1INAUTETEYULAD908NIINTIUTLYUVULAULNTITUNITITLTITN

A5 AUs kAT RAsANFRFUlATINTITka lUa1LsaTINR TR AULe

-326-




AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu U1 6 VDY 15 %

(Agenda Preparation, Meeting Procedures and Minutes)

6.2.6 Use51un3TuN1T Alunisussyuanudfunsznsussyy uudianududui
Ue5IUNTTUNNTY AosaduIse

6.2.7 N3z sansulagliinumundneud 1 10ufinaueasulasinisiselaede uay
TOAAIUNIITINITHAZITE5I5ULNe197 TnellisteaziBuamuiuiinanuiulunisiansan
TasamsAdeiauonumuiansanludiuszy (AF 03-010) aufegmuniundnaud 2 litednudiu
AsANINALT 1 (AF 03-010) uagmufeaNuAniuIINAMLNTIINTISossTuN T dudilailfdy
NITUNITNUNIY UagEnuniy ICF L“T;Ju;f{ﬂnummaﬂmiﬁw%mﬁaagaﬁm%’ummaﬁmLLawﬁq?ﬁau,am
ANNBULELLINTIATINTT (AF 04-010)

6.28 vngmunundnldawisaitisandssyuld Wudaaviynisy i eneunune
Avuvunanin

6.2.9 Uszsnunssunis nsefuse wazagudedniiuainiiussyunnznssunssesssy
MY

6.2.10 teumyms* waeiTaams Suiinlssnueiunelursniiawesuastieen i LED TV

6.2.11 1a¥YM5 §¥81av LT uagdmthAdiinaun SuiinnnseAuseuazuanis
ARAUYBIAENTIUNNTITETINMTITY asluwuutuiingeaunsuseas (AF 04-020)

6.2.12 fAfvenldsueynywlidninauslasinifelnedouasduastomauiingsunise
BnTuIn

6.2.13 wnnssumse auvisaulasenainiisean Wsesunssunss asaaeudn $1uau

v L3 ¥ = [ a ! i %
N353 §ansuasRUseyuwa Jsnliunisussyusolula
6.3 NMIUTTYUNATUILALANTULATINITITY
6.3.1 Us¥51uNTIUNITY UTeYUAMLNTIUNITITUTITUNITITY kazasuNanIsnaIsan
159119398 nan1sdndu ey
1) wiuway (approve/favorable opinion) nunefie fivszyuiiatsaudwazligide
AunsIdele
< @ Y] v . . . =~
2) WiuraunaslsuugInuYatauanue (minor modifications) nunea9 NUsEYu
AsuLaarliITeUTuLAlunudouus1veenuEnIIUNISITETITUNTINY Wi lvilauanis
Us951un351N157 FeUsesrunssunise WugRansanes nienssunism MUses1unssunis

UBUNNNE A RAITUILALAUBNANITNINTUROUTEEIUNTIUNIT LoulRliALTun33Tele

-327-




AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 7 V99 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

Y a

3) TiuSuusamudaiauauuzuazindinarsundnasaluiiussyu (major revision/

'
Y Va v a

resubmission) ¥unefie NUsEYURTAREUaz IRV oudlulona I UToIaUBRUEYDY

ANENITUNTTE53UNTITE wdiauasioUsesunsTuNg Wevesunisfinnsandnadalud
Uszau

4) \@aun1snansan (defer) munefs anznssun1seTosssunsidodesnisdeya
LﬁuLauLﬁaﬂizﬂam'ﬁﬂa'ﬁmm’%awﬁuﬁmimmm’ﬁzmﬁﬂﬁzﬁqu

5) 'liviuvau (disapprove/unfavorable opinion) manef Aseafiarsanuduasd
wiamadaauitmsideliaenadestundnetessauiifeadestuuyudmndiiunisiseasdadedns
wagaiannmvealinTulasainsidy

6.3.2 Ll@Y1UN1TT NTBNLUUATUNANITUTEYUANENTIUAITITUSITUATIVY (AF 05-020)

Y Va v

N3DUAIAYLBTD AL MUNNEITNIIUY LAIHANITNIITUN AN IDY

Y

yva v

6.4 NMIUTINANTNINTUNADEIVY

6.4.1 ns@Ananisiansandeiuveuliduiunsideld agszyanuivesnisdsseay
ANUAIME199s1ATINTITEAINANIIIN AU UAIILLE BeR s URS 18D EER AT L8 nTNT
F119N97U2 LAlALNSUNTIEBUAINANITNAITUT WS RUAULBNE1T5UTRIlATINTSITY (Certificate of
Approval) (AF 06-020) Tutenansfuseslassmsiselissysenisionansi ianuiuroy udili
ANUTIUTOY Tununeny AuAveITIsuALATIT e Seuly (@)

6.4.2 nsdliinansfiansan fe WivwoundsnuAlyuiuuslasimsidonudinaenssnis.
gt Milddeusman1sRaIsanfeIlsEnousiy Ransiasan Tufifiansan wasdelauenuzves
AssuNISeTiUS N Basy

6.4.3 N3EANANITAINTAN A9 1B oUNITRIITMTIFoud Iman1sRaIsandosUsznaudie

[y

HANITNINTAN LURAHATDINITIRBUNITUT TUNTATUN YoyanTolonansnaeenIsiuiuaIngIde

Y v 1

(fr¥feanns) nsdifidiosmstoyaifiufuiniduasdesdineazidenuesdoyarioenaraifiuiuniely
90 Yu mndwdsniadesauadifunsinsuuvunsfinsanadausn  windunsddilivi
firsaneminsensUszgy hidhfinsanlunsssguadely

6.4.4 nsginan1sRsaN Ao luiiurey Usesunssuns agvimtsdendaidenseumena

Y VA v

OHITUADINTENSIAUNANTIANEY 019V TUNNTIANUA NiBURANLMRNATNATUAYUNTENTTRl

Y

6.4.5 NUIFDLIINANITNANTEUN

-328-




AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lsé\"n,ﬁunfliﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 8 VDY 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

1) 1avyms wagdmihiidiineu dadsuriidoudmanisiansantefide lng
asaedleteLauiynnse

2) TunsllassnAideldsunsiureulvidndunsidels Wvihidinaun davi
lonansiusedlasinside uavasaneilodelaeusesunssunse

3) Wwthiddnaus dmdedes Wifideatelu 14 Jundsiudssyuniadiua uaz

v o

AIdpaEnunsanllvasransiiansanluseuuy dwsulasamaidevestdnAnwagdiuviadoudmwg
N3R5 N1 SENUTNWN

6.4.6 LONANTTUTDILATINITIVY

Y v o

nsdnansinsamvgeubiniunsiduld JunewdRlnduiuiivssyy vsensdi

=3 [ [ a o a o A A @ =3
L‘VIu‘U@‘U“ﬁﬂﬂ‘U’]ﬂLLm%UiUUEﬁIﬂNﬂWi’NBG}’]MWLﬁuaLL‘Ll% AUNDUUAUUIUNYITEFIUNTIUNNTY WAUYDU

3

WaYAIANYIaTD
< (v a o
6.5 N1SNUSNWILANAITIATINISIVY

6.5.1 nusnwuiluenaislasinsideliluiesivaendeuasdrindidndetoya

)
=)
e
=
]
pt
Do
2
€
c

6.5.2 TIUTMLATInINAYlonasiuatuiiieadesiulassns
6.6 N1INITUIANFUVBIAMULNTTUNTIIUFITUNNTIY
Tiianuznssan1saiesssunside lvdnasesssuiiugiu Usema uasuuamisiiuandude 6.1
Tun1sNsUIARaY N13ANFUTDIAULNITTAITIZEETIUNITIVEITDIABAIULAUN D IA DI Y
(consensus) Y8aAMZNTIUN338555UNTITaLTundn mnuansiansaldaiuisaussgauiiu
Wasdoaduld Tildidesdrulug (majority vote) Ingusesiunssuniss sviduandunisl
AYNITUNITITLETIUNITINY avazhuwdeaindy laeldided1au1nanNANENTSUNITITEEIIUNT
398 Tun1sasazuuwdsslszsnunssunis azaneendes usaasiuwdsaiureuiuldinuyey
Wil Usesnunssunis avaspzuuudssindy Tnenanisinduarduiiniluaieanualdnus
6.7 MENAINITUTTYN
6.7.1 fHa8lav 11T LaueseuNsUsERliLALlavIYNNTY Wiedldsunounane
Tneisfigauiiiasdald iensaamunimgndies
6.7.2 ffAeiavynnsy asaneilede uavasTuilusissenumsuszyy

6.7.3 @VIUNTY VBN IATUNBUNNNY ATIANIUTIBNUNTUTEY

6.7.4 uwilvuddsiuadulviiaviunis viiegnlasuteuning asaneiieteuarasiui

-329-




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 020/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lsé\"n,ﬁunfliﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 9 VY 15 %A

(Agenda Preparation, Meeting Procedures and Minutes)

6.8 NTLAIBUIIVIUNTUTEYUUALUUUARTY
6.8.1 IATINTIBUNNTUTEYN MTIFOUIMANITAINTUN waztonansTuTedlasanside

1) TsauuiuiingeaunsUssgunnenITuNITISesIINNTIY (AF 03-020)
2) Tsuuutuiinssideunsensuseay (Wuu AF 01-020)
3) Weuazuniseduseuasnansiiansanlinsedulagsiudtg
4) Tiwuladaseumguindensuiiuludazaiy
5) AsRdsuMEsne Le1nTel karuSunNveIsIenunIsU Tyl
6) Whilasadudeunely 14 Jundsmsuszynadeiu
7) fwividsdoudnanisiiansanegradunienis

6.8.2 en1sndestuNluTIUNMTUTEYY

1) enunsUsgrumsUsznaudeiatesolul

1.1) %aiwmumsﬂszﬁqm

1.2) ﬂ%”’qﬁﬂﬁzﬁqm

1.3) fudl e aanuiivesmsuszay

1.4) $1eudidnsinussyy sewngliidisuysven meuudnTinysey
wenweannssun1T (H1d)

1.5) LUﬁWL%NUiZ?;@J

1.6) Usysunarnlauszyu

1.7) MInsiaesrusyyuindesnusenaunsunaunidunisussyy

1.8) nsnsIdeULlAmuTaLdnHaUTElevy

1.9) vhvenuasensusyyy

1.10) fouiinmenumsuszyuuasiuissaulssyy Judl wou U

1.11) §n5295891unsUsee Juil o T

2) 519aLYNYRILATINITIVLTLAUDNIITAN

2.1) Felasnsiinmelveuazn1wsang e
2.2) Research ID uag 5%alasin15398 (study code)
2.3) FWmnlAsINITINe

2.4) WoRnunu

-330-




AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

3)

4)

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lsé\"n,ﬁunfliﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 10 Y849 15 Wi

(Agenda Preparation, Meeting Procedures and Minutes)

2.5) AMUARWILTRIINUNIUEN waznumw ICF
2.6) Usuiiuddgfleduneluiisya

2.7) doRaiuifimAaandiuszyy

2.8) nAUWTIZUN

29) Ussamamnudss

2.10) NaMSATU LazAMUA TR oNUNIURITANsBLes (continuing review)

518a2L98AY9lATINTITE VS 8AINTTUNVAUAUTRULAEATLTIAU

3.1) FelAsan1sive
32)  Teride

3.3) s1alaTin19338 (study code)

3.4) Sewiauevennuiureutasnan s

SN8ALLDUATNFHDINITVDISILIIUANUNINTN

4.1) FelpsansIse
4.2) $%alATIn19338 (study code)

4.3) AFRAUTDIAMENTTUNITISUSIIUNITIVUIAUYDU LAUYDUNSIINALY

Usuugdlasimsidumuiiauenus vselidiureuliveneran

ADUANNUA

5)

6)

ealdunineIn15veINIsuIumgnIsallifiaUssasduarn1sdugalasanig

51) Felasensive
5.2) %efite
5.3) $%alAT4N1539Y (study code)

5.4) A1SAMUUAITINULAVDIAULNTIUNITI ANUAMULANIZAL

eazBuniifeinisueinsueyilasiniside
6.1) Tolasansi

6.2) Terifuuazivananisgilasns

6.3) S1alATIN15I98 (study code)

6.4) HANSAAITANTUNTIV 1138 WANISAANTANALTUNINIAUNVeYRALATINS

-331-




AUNIIUITYTITUNIFIY
-4 a [ = 1 SOP 020/04.1
AMSNYIUIAATERNST UNIANT1ALLTE9 L

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lsé\"n,ﬁunfliﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 11 Y849 15 B

(Agenda Preparation, Meeting Procedures and Minutes)

6.2.14 519M5lUnTsdsudmanISNIITUN
1) Felassmsnemwilnewazanmdingy
2) sWalAsensIe
3) Tefite
1) WaNIANTUNYDIALENTTNNTITITTINNTITE nIdfdlloyRlididuniside
Fosswywmma Tetuas TeiausuurTasAnEnTIINT gnstalan
5) dwmilideudmansinsanliuietasdfivinm sdhdumBsudn@nw)
6.2.15 N159UIATIBNUNNTUTZYUUATNANITAITAN
1) @vILNITY ATIFABUAIINANYTAIVDITIBUNTUTEYY
2) @YU asaneilede/Munide LLazaﬁuﬁluswmumiﬂizwLLazLLUUﬁuﬁﬂwa
NIFNAU
6.2.16 MuNUTIBUMIUsTYL MY
1) umenunsUszyusivatulusiuanznssunisasesssunmsiveludiussaunis
2) danumisdelineu dnuenanssusedlasinsivy duviledandawanaisanty
Tuuiulasensive
6.2.17 @9318971UN15UTTYY LBNE1T5UTRIATING waEHIFoUwTINANITRINTN
1) dwiladaudmanisindunazionanssusedasansive (lunsaliviureulasenisisve

Tnglafnsudluiisfuvseiuveulaeiiteuly) segide

2) dwdnunsenunisussdlingsunis wieuduenansdu o lunsussyuasasoly

7. AIANUIN
AF 03-010 wuutuiinauiulunmsfinnsanlasesidefiauenisnumuiiansan
Tuitusza
AF 04-010 LL“U‘U‘IJiZLﬁUL@ﬂmiﬁW%LLﬁNEﬁ@;‘JJ657M§Umﬁ’lﬁﬂﬂiuazﬂﬁ\‘i§@LLﬁmﬂ’J’]ﬂJ@u%J@ﬂJ
AF 01-020  setlyunsen1sUssyaAnENITUNITISESTIUNITIRY
AF 02-020 LLUUL@ﬂmﬁLLamﬁwa%aﬂmzmﬁumiﬁaﬁﬁumﬁé’f&ﬁvﬁﬁmﬂﬁm@

AF 03-020  WUUATIIABUDIAUITELYUAMYNTTUNITITUTIINNITIAY

-332-



AUNIIUITYTITUNIFIY

N , SOP 020/04.1
AUSWYIUIAFRTERNT SJWTJVIEI’]aEJWEI\ﬂWSJ

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'lséi'n,ﬁun'ﬁﬂsz?gu LLazﬁuﬁnsqamumiﬂizqu 11 12 Y849 15 B

(Agenda Preparation, Meeting Procedures and Minutes)

AF 04-020  $1897UNSUTEYUANLNTTUNNTITYTITUNTIVY
AF 05-020  WUUATUNANSUSEYNAMENTIUNNTITUTITUNNTIVY

AF 06-020 LBNANTIUTBILASINITINY

8. LPNE1D19D4

8.1

8.2

8.3

8.4

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. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

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)

wuvgasesTIuMIiIdeluauluUszmelne w.e. 2550. susuasusssuntsvinideluauly

Usewnelne.

-333-



https://database.ich.org/sites/default/files/E6_R2
http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948_eng.pdf-%20accessed%2018%20January%202016
http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948_eng.pdf-%20accessed%2018%20January%202016

AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 020/04.1

9. UuNnUsLIn SOP 020/04.1

unil 20 NSEAENIEUEUTENITUSEYN

(Agenda Preparation, Meeting Procedures and Minutes)

ﬂ'\ié\’%ﬁunqiﬂswu LLazﬁuﬁnsﬁamumiﬂizﬁu 11 13 Y84 15 B

o o o

ARGV adui

[

U

=
]

daunuAlunan

AMENTIUNT FONEC 021/
WUUNITALTRUNNS 01.1

410331

22 AR

U 2556

. wiky bullet Wy numerical list

- wilvswasideanisufuRve 6.2

FEMINIMTUTEYY

i unIuUgug s seyu

dialiuuladngnuniuaisazinaue

JoRAAAUAIEAULD

Sun1sidiedUsiguavasuveslsesu

nssun1sy Tdulumuusedulann
UszifuniseanuwuuIde Useiu
235551 LazUseAuNIsTaAIY
JUYDULAZLDNANTLANIAINEUL DY
A v a <
dielinseAusieasunnuseiiuiay

Uszdulidouluin

. WILALRYIYNNT LagEYIelavIuns

v = I3 a a I3
Junnuseiuanuselumsunimes
uaza18NIL LCD projector Leli
UZEIUNTIUNIT LAZATIUNITA LU

=3 Y o
wazazunnuwiulataau

AMENTIUNT FONEC 021/
WAILIIOARUNT 03.0

UINTFIU

12 AUATUS 2559

q v wa A ¢
. LLmsﬂﬂj@Q@TéNW AB ANANIIRNTY

(Feavgyiivey) A3.30191 ANINANS

- wilvunIsanliunisinnsgusasun
. @15URyEae 5 uag ¥te 6

. ATRdeUNHarA gnaeayly

ANMAELLEND

-334-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 020/04.1

unil 20 NSEAENIEUEUTENITUSEYN

ﬂ'\ié\’%ﬁunqiﬂswu LLazﬁuﬁnsﬁamumiﬂizﬁu 11 14 Y249 15 B

(Agenda Preparation, Meeting Procedures and Minutes)

drunwdlunan

5.
6.

Usunseulmsesanuiazitnladne
WV 6 SIUALLBEAYBINITANAUNNT
U8 6.1.2 498NA15LATINT INAYA

wnansTimseuudlinssunnsy WAk

NUNIUDLEITBY 10 TU 297N

AMENTIUNT
WAILIIOARUNT

UINTFIU

FONEC 021/
03.1

15 @91Au 2559

. wAkY version 989 SOP number

CWinduinUseiRnswaleiSadunig

INIFIY

. USusngazdean1saiiunis 99 6.2

SEUaNsUTERu Wnaudaauly
NMSANTUNTVRINTIUNSTY NTAY

Tawdamnanauselevy

. USUNISNRISURNEUY D

ANENIIUNTTY IdenAdaaiu FONEC
003 MNHANIHNTAN baI15aUT5]
AnuTiunesiulallddesdulng
INUITEIUNTIUNT LAVIUYNIST

LLASAENITNNITY

-335-




AUNIIUITYTITUNIFIY

AMINEIUNAANERNS UV INT1aeLTeslnd

SOP 020/04.1

unil 20 NSEAENIEUEUTENITUSEYN

nsaniiun1suszyu wazduiinsngaunisussyy

(Agenda Preparation, Meeting Procedures and Minutes)

Y1 15 Y99 15 Wi

o/ o

v
WNINN
v

1
v o

AUUN uh

drunwdlunan

AMENTIUNT
WAILIOALRUNT
UIATFIU

SOP 020/ 30 Wweu 2564

04.0

. wAlY version Y89 SOP number 1u

SOP 020/04.0

- wilvum Juund 20
3. uNlveroulld Ao ne.ng.514

WAIEIINLIYNA
AMUAAMENYIUNAANENS

. ATIAUN W AT D NAD LAY

AN

. USUANPUVDWDNENT AW UUTUTIN

Tudruves AF form Tiaanmaaenu
SUALLDYANITARUNTT

 USudeuenanswuunasy (AF Form)

TaonraoIiusIwazdennns
ffiuns waztonasuuunesud
wuwenauunlasmlueudsandunis
19351 dieliesensiiiuns

ANIENTIUNS
WUNITARUNNS
UINTFIU

SOP 020/
04.1

19 wgAInIu
2564

unla version ¥e3 SOP number
WiuseasBenluide 6.4.3 lunsdl
ﬁmamsﬂmimLﬁaumsﬂﬁmm
uAluenanseneds 8.1
International Council for
Harmonization of Technical
Requirements for Pharmaceuticals
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Addendum to ICH E6(R1):
Guideline for Good Clinical
Practice E6(R2). Current Step 4
version, dated 9 November 2016.
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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)......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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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

Form version 04.1 November 19, 2021
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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

Form version 04.1 November 19, 2021 -339- Page 3 of 5
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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
Form version 04.1 November 19, 2021 -340- 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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] a o

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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AMZNYIUNAATENS UNIINBaLT9Lna

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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A1UNIUDFYSITUNITIY

. - o o . AF 01-020
AMSWYTUIAANEAT UNNINEIRaBLTee s
6. 3asdu 9 (Other Matters)
6.1 ﬁmummsﬂszﬁqm%gwialﬂ ................................ (Date for  next meeting)
7. Adjournment
WIBULATAIIAFBUAUYNARIIAY aneLuy
(Prepared by) (Signature over Title, Name, Surname)

¥o wEna

11K LY K OO
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AF 02-020
AZNYIUIAAENS UMIINEELTelnal
LLUULanmmamﬁEﬁ'iaﬂmzn‘ssumsa‘%%ﬁmmﬁﬁ'ﬂﬁLﬂﬂéauﬂszﬂgm
ARIZNTTUNTITITYTIIUNITINY AUTNYTUIAANENS NNINeaedeslvd 1Weelna 50200
TNT. e TNFTANT oo ssenees
DITEATTIAMIAUG oo eseesesesenns 2T
WiAdaenang
. a1l dannany ) vn
, FLLIRUY Scientific, ,
a1RU Yo-dna LI AEIERN W8/ WYIUA ASIUNSLALEN
: Tuamuznssunns Non-scientific) | * ° ° o ) .
AV1VN ANEIN3 EieE NIREAIET
NAITEUD
1
2
3
a
5
6
7
8
9
10
11
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AF 02-020
S a L | 1
ARENETUNRAEAT N INEFBLTesIny
RIGERNHRE
. GULTANT GEGLLIE ) vn
o P ALAUS Scientific, - 4 oo
afu Yo-dna LW FeER \Wevy/ WgU"a nssuMslid
Tuamuznssunns Non-scientific) . ) .
V1N ANEIN3 EieE NIREAIET
wa1san

12
13
14
15

n35uN15 conflict of interest [ ] 1dl [ ] 3 55UTD e FHALATINT oo wazllegruzdndulasaniide

<
AT, v
(et )
AYIUNTNTINANTIILETTUANTIVY
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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 (¥) 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
6
7
8
9
10
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Research Ethics Office

AF 02-020
Faculty of Nursing, Chiang Mai University
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.....)
11
12
13
14
15
The conflict of interest [ INo [ ] Yes

The EC member should leave conflict during the discussion and decision making
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WUUATIVEDUBIAUTEYNAMZNITTNNTIILTITUNNTINY

ANENYIUNAANERNS UNINeaeteslna

NTUTEYUATIN ceoreecrrennnnsmrecneennnnnnnns TUT coeeeeceeeceeeresessssssssssssssssssssssessssssessssssssssees

29AUTTYY

pd)}

NIIUNITAUATINTIVBIABIZATIUNITY

2.

NIFUNTITUNLNARY SLAZLNAYE

3.

AFFUNITNIUFIVIAUINGFERSDE1IUDY 1 AU

a.

[y

nssuNsTEANsluavnsIdennsanegsles 2 Ay

5.

nssunsnliledineEneuIaransagnay 1 Ay

6.

nssunsnldlvanvsuinenfansesnesy 1 Ay

NITUNTUALLAYIYNITNITUNNTIILETIUNTIVY
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AF 04-020

AMZNYIUNAATENS UNIINBaLTeLna

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 : Basduilag (Follow-Up Items from Last Meeting)

szligused 4 @ 13ENNTalATINITIRENEUeNUNIUNINTANlATINITIdETuNUssyu
(Protocols requiring Full Board Review)

4.1 lassnsidenuiuvsauilonazdindudruniiansandnass (Protocols with

Modifications/Resubmissions) 91U ......... Seq laun
4.1.1 TASINITIDE0C e (Protocol Title)
Research ID: STUDY CODE:

#MH1lATIN15798:  (Principal Investigator)

#19713%1%: (Major) 3@ or i@ : (Quorum Status)

v (Y

91215971U3AwN (Advisory Team) %38 HW32u348 : (Co-investigators)

Y

ENUNU : (Reviewers)

mmﬁmﬁu*‘umﬁwumu :

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

Hnunuvanaui 2 (2™ Primary Reviewer)

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

FaRauiuaAnanfiuszau: (Additional Suggestions)
Mszgunansandidanuziin (Conclusion and Recommendation)
nquLUs12U1e (Identify Vulnerable Population)

Usznnannudes (Risk Assessment)
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AF 04-020

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
4.3.1) TAsan1533efilasun1siasanuuuLsenu (Protocols receiving Expedited
Review) UM ......... Sos loun
1) FOUATINT  ovormeeessmmeeesmssessnesessrnsessee (Protocol Title)

NANITNAITUN: (DECISION) oo,

4.3.2) 1a59n153789 LA TUN15W 15 kuUlAT 915398 Tudi Uszya (Protocols
receiving Full Board Review) 31U .......... 1309 lauA
1) YBLATINIT covvveerceceerresssssmnsssssssenensssesees (Protocol Title)

NANTISNANTUN: (DECISION) oo,

4.4) 31891U4ANUA1IMTILALNI15Y86ABD181ATIN1TIAY (Progress Report and Study
Extensions Submitted for IRB Approval) 37Uy .......... 309 loun
1) FOTATING oo eeeeees s ssneees s (Protocol Title)

NANISNAITUN: (DECISION) oo,

4.5) 57891UMIAUEALATINITAIY (Final study reports) 31U .......... Seq laun
1) FOTATINNT eoooeeeeoeeeoeeeeeeeeeeeeeeseeeeesessesssenenes (Protocol Title)

NANISNAITUN: (DECISION) e,

4.6) s1e91uMslsauunIa iU URnNlAT319N15338lA5UN1355Usae (Protocol Non-
Compliance (Deviation or Violation) Reports)
1) YBLATINT cevvvvveeerennrnnennnnnnenenseseesssssesseseees (Protocol Title)

NANIINANTUN: (DECISION) ovoeeeeeeeeeeeee,

4.7) sreuwmanisallaineuseasd SAE Report (Monthly/Quarterly report) 31131
.......... o lun

1) FOTATINT oo (Protocol Title)

NANITNAITUN: (DECISION) oo,
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AUSNYTIUIAAERNT uW']'JVlEI']ﬂEIL“l!EJﬁI‘WﬁJ
sudeuassdi 5 13999u 9 (Other Matters)
5.1 AUANITUTEYUATINOLY (Appointment Date for the next

meeting)

Uansuseaa (Adjournment) ...eeeeeeeennneee. u.

asaeiiede asaeiiede
O O )
Tuiinuaziuiseanunsusyyy M3I95189UNTUTEYY

(Prepared by)
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WUUETUNANTUTEYUANENTIUNTIIYFITUNTINY

(3

o

Yo1304 G #19173%/ NaN1ISNAITUN

)

3
(3

c

e
)

NUIB9U

1 [ ] wiureu

[ ] WiwgeunasUsuugmnudaiausuue

[ ] Wisudsemudaiaueuusuasdndniansan
Snailuiissm

[ 1 Boumsfiansan

[ ] Lddiuweu

2 [ ] iureu

[ ] WiwgeundsUsuugmudaiauaius

[ ] Wivsudsemudaiaueuiuzuazdninfiansan
Snaddluiissam

[ 1 Boumsfiansan

[ Tlddiureu

3 [ ] iureu

[ ] WiwgeundsUsuugmudaiauaius

[ ] Wisudsemudaiaueuiuzuazdninfiansan
Snaddluiissam

[ 1 Boumsfiansan

[ Thldiurau
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Laﬂamamﬁ ..... /25XX

LNENISSUTDILATINIGIEY

YDAMLNTITUNIT : ARZNITTUNITISUTITUNITIVY AMINEIUIAAIENS UW1INeaeLTe lnd

iog : 1Y 110/406 auudumalssd dAruagnn unaiies Jemdaleslnal 50200
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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..... ...

Faculty of Nursing Chiang Mai University.

PrOTOCOL it & oottt et ettt ettt ettt et et e ettt et et et e e e e e e eaeaaens
STUAY COAER & ottt bbb s bbb bbbt b b s s

SPIONISON & ottt ettt ettt ettt et ettt eb ettt es et e et eb et bt ae b bt e e b bt b et s et e bt se s bt ee st et es st es et et 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 : [ Full Board Review No...... Date.......

Q Expedited Review on ... month ......

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

opinion

Date of APProval : .....ceeveceneneneeseseeseeeseessesenens Expiration Date : .....cveveeeenereceeeneeseeneenes

Form version 04.1 November 19, 2021 -361- Page 1 of 2




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 1 e sas s ses
Academic title (Name.....couvvveeireereeeeeeerreesenns )

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 04.1 November 19, 2021 -362- Page 2 of 2




AUNIIUITYTITUNITIY

AMINEIUIAANEANS U INeaLdeslng

SOP 021/04.1

(Extra Meeting)

unil 21 PsUsTYNTRNLAY

YN 1 V99 7 BN

n1sUsTyNtinnLee

(Extra Meeting)

uneuld  Aun 19 wgAlInieu w.e. 2564
unuatufi  SOP 021/04.0
AINYIN ARNENTTUATHRILNIEATEIUATTUIATEIY

AENEIUIAANENS U INeNFeLTealun

NOULIR
Y 9
(;14’ NOFNANS19198 19,510 LLﬁ"Jﬁiimmqa)

ANUAAMENYIUNAFNENS

Fufl 19 woAIn1ew w.A. 2564

Fufl 19 nee@nneu w.e. 2564

-363-




N AN

AUNIIUITYTITUNITIY

AMINEIUIAANEANS U INeaLdeslng

SOP 021/04.1

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

JurnUsein SOP 021/04.1

-364-

YU 2 V99 7 BN

=
e
>

S AR R A A VW VL VL VL W




AUNIIUITYTITUNITIY

4 a Y = 1 SOP 021/04.1
AMZWETUIAATEAS URIINBIaeLTelnd

unil 21 PsUsTYNTRNLAY

YU 3 V29 7 BN
(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

-365-



AUNIIUITYTITUNITIY
R SOP 021/04.1
AMINEIUIAANEANS U INeaLdeslng

unil 21 PsUsTYNTRNLAY

YU 4 Va9 7 BN
(Extra Meeting)

6. 31UALDYANTITANIUNIT
6.1 NAUNITUSLYNAMLNITUNITATYTITUATINY
6.1.1 mavszguiafiavaznsgvilunsdllansdndeteiolud THun

1) Fesidmnudndudesnisiiarsansiuiesninanszvuseuseloviveayuvy
VIOLATHENAVDITIR 18

2) fwmgnisalluisUszasdvindisusuaslinindnuineu (Unexpected Serious
Adverse Reactions)

3) GesiiAndesiuamnumevesoraasinsiiiisiulasanside

4) 1Fesdu 9 MUsesunTIINTY wiuasliiinsUssguiniiey

v a

6.1.2 wAgLinssuN1TY N3wianssenUssyudniiay
6.1.3 Wimihfidnaus dadediunenansfiaztiidrfionsaniinssunisy fazsdhs
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 NENAINITUTTYNAMILNITTUNITIILTITUNNTINY

nsUseyuniay UURnaisaiunisunsgiulugewne 4 Mneides

7. A1AKNUIN

Laig-

-366-



AUNIIUITYTITUNITIY

4 a Y = 1 SOP 021/04.1
AMZWETUIAATEAS URIINBIaeLTelnd

unil 21 PsUsTYNTRNLAY

YU 5 Va9 7 BN
(Extra Meeting)

8. lNA1591999

8.1

8.2

8.3

8.4

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. (https://database.ich.org/sites/default/files/E6_R2
_Addendum.pdf)

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. (https://database.ich.org/sites/default/files/E6_R2
_Addendum.pdf)

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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