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AMANUIN 1
AF 01-07/4.0 (Eng)

Thesis Proposal

Memorandum

Tel.
Reference Number:; Date:

Issue: Submission of Thesis Proposal for Ethical Review

To Director, Research and Development Institute
Attachment: 1. Checklist for Completeness of Submitted Documents

2. The full Thesis Proposal and other related documents, totaling ........ sets.
MY NAIME TS. ettt Student Level....ircneees ,
INSEIEULION. et , Nakhon Pathom Rajabhat University, The researcher has
completed the research ethics training as required by the University on .......... (date) .......... (month)
BE. e , and has submitted a research proposal entitled “..........coiirennere e

L] Exemption Review
L] Expedited Review
[ Full-Board Review
If you want to request an exception Consent research volunteers. Please tell us why...
This research project has undergone an assessment of its relevance, scientific validity, and
potential benefits (relevant and scientific merit) prior to submission for ethical review, through the

appropriate mechanisms at the faculty/institutional/organizational level.

SIGN ettt SIGN. ettt
(et ) (et )
Thesis Advisor Principal Researcher
Date. e, Date .o
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L] Exemption Review

[l Expedited Review

L] Full-Board Review

nsdiiviu desmsveumseniiu TuBubeno1aainsive TUSATEUMARA ..o
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AMANUIN 2
AF 02-07/4.0 (Eng)

Research Proposal

Memorandum
Office: Tel.
Reference Number: Date:

Issue: Submission of a Research Proposal for Ethical Review

To Director, Research and Development Institute

Attachment: 1. Checklist for Completeness of Submitted Documents

2. The full Research Proposal and other related documents, totaling ........ sets.
MY NEME 1St POSITION. ..ot ,
INSEIEULTION et , Nakhon Pathom Rajabhat University, The researcher has
completed the research ethics training as required by the University on............. (date) .......... (month)
B.EE e , and has submitted a research proposal entitled “........cois 7

L] Exemption Review
L] Expedited Review
L] Full-Board Review
If you want to request an exception Consent research volunteers. Please tell us why...
This research project has undergone an assessment of its relevance, scientific validity, and
potential benefits (relevant and scientific merit) prior to submission for ethical review, through the

appropriate mechanisms at the faculty/institutional/organizational level.
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1. Felasens (lne)
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ANANUIN 3
AF 03-07/4.0

EotNI@IL AQAIESS: ettt et e e et e e e et et et et e e e u et et eneeeeeaeea et et et et eneeeeeae s

'
a

3. ANdAIIAY

o w

81n

3.1

3.2
3.3
34

35

3.6

18119

JUntaa214 L@uelases1adne dnus (AF 01-07) %30
1535338 (AF 02-07) Wflevesunsiinnsanduaiesssy
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Weluuywd Usenounisauevesusesasesssuluuywd
warUseIRRIdY (AF 05-07)
Toyad1niuetatadansive (Participant Information
sheet)

wnduinednus desdenansdfivnwasuuiitu (AF
06-07wsnenn dsatuntwivieaiu ([lflinwilne) iile
NATUIAY

nilidonanInNBuuL15INATINY (Informed Consent
Form) sidemniduivenfinusiionassivinumasunuiu
(AF 07-07) yanewns deatunwiviesdu @lildaming)
Wefiansanse

Y

sl | Ewdhi

Ju¥in
[] []
[] []
[] [ ]
[] []
[] []
[] []
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a1au 518015 § | dwthi
Uufin
3.7 LONANTONB [1 [1] [ ]
3.8 AARUIN (1 [] []
1) Use¥Rveaidouarssniderimun [1 0] [ ]
2) véngrumseusudunsufoRnmeeedinia (Good [ 1 [ ] []
Clinical Practice : GCP) ¥ise mspusuasesssunsisely [ 1 [ ] [ ]
1y (1 1] 1)
3) UseiRvemsanadl [] [] [ ]
4) 130tlo 3T/ IUsunsum N MAaDY/wNLN a0/
dile/uuvaeunuiiunsiasananEmsAnnAudn [ [] []
5) lonansdue fidedes

4. ddnnselindld MUszneumedeyadus 4o (3.1) - (3.8)

5. mAnguRujuRnuteulvresnngoynssung Aall

5.1 §iResunswindunsinadesssu vnandunisinudeyanisideneuldsuniseudd
NAULOYNTTUNITITETITUNTINE UL WY

5.2 mnlufusedlasisidonuaetgnisdiunsidedosyd Wedesnisreeigdesve
ousfAlalananiilaidinnd 1 Weundeudsmenuanuimihniside

5.3 faafiumidemuiiszylilulasmsidvoiansenn

5.4 Menansteyadmiueranasingids luduseuvesenanasingids wdesilelilunis
Ao wamtonanadaudninide (i) ewsiivssiunnauzaynssunswiniy

5.5 wantiawmgnisalladfsUszasdfroussluanruiiivioyafivesyidann
ANZEYNTTNNT FosTBnuamzaynTsinsnely 5 Tuhnisdiauguusedudoun
Fin Kowmgansdseviuiiuazmenulfaureynssunaaunislu 48 $alus dudaud
Funanfiiawanisalfiaundtuenanainside

5.6 Mnfimsiasunvasmsdinduniiide Tdsaugeynssuniss fansaniusesieu
AUNTT

5.7 Yuseslasinsifelaifu 1 ¥ dswvusesnuiugalaseniside (AF 02-17) uag
undngenanside nieulnddidnvsedindatuanysal 1 yanelu 30 Ju Welaseimide
iy dmitlasinsideniduinerinug Wdssnuuuuieaty
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6. anuUszaersulususes (Fenegrelnagnanila)

O mwlne
CT AN ARR.oeee e

K et e
ottt ) (cteeeeseeeseseeseesessesesee s )
asdiivsnuineninug dasy

FUT e guﬁ” ...................

*asaidulasin1sIneninusseauTugnfny
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AMANUIN 4
AF 04-07/4.0

wuuUsEdiudsnisiansaunlasen1side (Gwsugidendn)

(Assessment form of type protocol review )

DDUATINNTIDY oo e oo e e e e s e e e e e s s e e e e e e e s s e ee s e e e e s e e s e s oo

WINUIATINFIVEY

Aadeuanldfansanlasinisideudaiivinieadesivatesssunisideluuyed

BRI BUBIEEUU oo oo e oo e e e e oo e oo e e oo e e
O wuueniiunsiansaa3sssun1$iae (Exemption review) Lilosa1nlasen1sidesl
anwareal (IUsAYASeavianeg v UE19eANUNLlenwrnSINUlASINISIEYDY

Y1)

1)

3)

4.

Q suidedunisAne lnedeaudulasanisideddndunisly
aontunsdnwiildFunisiuseannsgiu erdestunszuiunisizounis
aaun1uUnivazaITegnsaansinininisénwauulouigvesanitu
W 356n15U5033n15899r FesldfudniSeu Tndnuwistetud e199s
Wisuiilsuaruu vieuszansamuesinSeutndnuvaduiluseivle
Fvmileiiufuasuinnsaeu n1sUszliundngns nsuszRunmam
nsfnw TasdeyafiiviulianmnsodenlodsidrimmaAfoduneyaaa
wazseuNaludoyalnennsay

O u3deuszyndisuszdfiunisdnwaludiu Cognitive, Diagnostic,
Aptitude Way Achievement

O swAtedrasnuandiuluiniie nsdunvaivseddnangingsy
(Survey, interview or observation of public behaviors)

O vuiAteerldsuendumsimsanlunsddiolui

O manudeyauazdeyaiilalinerfeiousdfwynna
O dumeun1sifeuasnailaliidumgleraadasniounnalneiagn
Jugnusugnilesfessliunfinungvunevsenasiulnuiseguay

wnavisayibidslantalus1dnntninisany
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'
=

O UAYTIUI5189URNANITIVENABLNELNT LA (Published) %130

3,

Juarssae (Public) uNvAsIety

a

Toyail
O ideauuleuggnsaansilasuteungliiiunisniuaiig
WiureuwazeudAnnantuiouaruumdlniviuuasuesdng

Wanssuuaulidvssdnsamenseavuinsgiuiugainalaell
nsznudeyadiuynnawaslidnsiangming

O yuidaRnfusarinuawyesemsuasanufimelaveauilag
Tunmsalngewnsithumaasudesasnfouazliuinsgium
TOMVUATBIEINIIUAMENTTUNTOMTHALE

O wuuifa (Expedited review) lasannlasensideiidnvassed (Usariaiemune
v whisanuiddnvaresaiulassidovosio)

1) W ¢widedrsn dunival nsmeuluvdeUaIuLaz/930 N1dann
noAnssuluyuwuliidonlesfeyanafiuneyana linsenusodnla 3eq
dudfigoulm ldfinnguing wiemnanuduialvalidwansenuse
Jlideya e1agniu gnusu gnitesdesdifiuai iAnnuidends (e
HaUsElevi gnidndng wseLdedns

2 A mAfeannssedew deibe/ Fon/ ansitugnssy eliannsaay
Aanugidudvedld

3) O msdduiionsuims

4) 1 nmsieuvumsmumuissanssursenndeyaniogd

5) O medeiifudeyaansisnusing o iensiafetnidmsaiidogui
Nnedafldzumsiiulifionsmsesnvmuundilafionside

6) O maddviideyaliannsaidenlostauivestoyals

7 A msideniudeyaanmstuiindesvideninlasnisasannndosiie
Video nde Digital Ineteyalsiausadenlasfaiveadoyals

O wuuiiuesdussyu (Full board review) Wosnlasimsideiidnwazifulasimsilli
AN RNTUMUUENLIUNITRINTANTTEFTTUNITITEUAUUUSIG
%ﬂﬁﬂmzaqmumﬂ A NA1TUIINUTLANNITRIITUATITNNTIFEMUTDAMUAY DY
Tanfiunsunsgiuasesssumsidelunyed uagasudwalvifidensusely
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AF 05-07/4.0

WUULEUBIATINITITLLNDUDNITTUTDIAIUFTIUNTIL Uay ¥l
UNNINYYTIVAY UATUFY

AU * ngmw?’m?’amwuuszhﬁti?ua”nwsﬁzzmaann’auﬁﬂﬁtmsﬁvZz/7°z7' Ingusudanaruls
soandoenulasinisasevesriuuazlusaszynagiaynin *

1.991A59N1599¢
TV I8 )
(MIVBANET) v

1 Tassmsimgnneldynlassmsive 1309 (UIAszUTOUAZMUULHUITE) oo

1 Tasansien

2. YaRMUNlATINISIAY
(VT MIIE) oot oo e et e e
(D VVBINEY) s

[ 919158 EUAUTIVINT U)o
(Diindnen sedv (A usaans [ Samiln 1 YSeaien

LI UARINTIUD AUV et
AN VTFII.eeeseersne e seeees s st

2.1 msznudgluanuiuiiaveu
> Yagtuideilassmsidedunmeldnisgua 1. ... lasens (lidusaulasamsided
wwuail)
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(3

2.2 Usgaunsalinuasesssun1sideluuyed
ITBLAEHIUNTRUTHAILATE 5T TUNTITE TuNYYE U WA,

b
DVQU 1

AAUAEUNTOUTIN TITENATUNTR (GCP) T W.Foevrrree

1%
v %

3. HAYIINTINUA

3.1 YofITuim

(BN oo
(DVVTING) corrvvvrrrrreeessesrre s

(L 919156 SIAUIVINT VD) oo

sindnw seeu [ AUsganes [ YSyain 3 YSaanen

(UABINTIUY FWMU e
ARNITANE Y oo

Uszaunsalituasesssunisidelunyed

o

(Jinenunmseusuiiuasesssuntsideluuged U we. ...

iaen1unisausun1siden1eadinia (GCP) U Wl .o,

4. uNEeUETUAYUN15IAY (Research funding)
L suuszanauwiuiu (1Usaszyliounasu)
O suuszanaseld (UsaszuBounanu)

L u q (Useszyounamu)

J ogflusswineanisiinnsan [ iSuouifudn

UIY/NUTLATUNEEAIATIZITY oo UM

5. Ussnna1usiuiialuniside
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5.1 M539auuuanItuiien (Single Center Study) T¥U. ..o
mdeneluantuleefinszuiunsiduguansidelnlulumundnasesssurismunagluany
SURPYRUVBIARIENITUNITIILEITUNTIVE UL ¥ VRN INe 1§ Y

O 5.2 meidouuunvanidu (Multicenter Study) msidesamivaniuduludnvazvodasimsisony
antu leedinidersedsiuddeiduyrainsvesuniivends  wasdinszuiunsmiuguansidelnduly
PundnNTesTIY  Btuegfunmnasnufuinte ussninsanuiliitouasdonnastesanenssunis
s Il uiywdvesdazan Uy

[0 521 TUUTBINAING TEUerotrrnecs s s

[ 5.2.2 S9AUANUTZIA FEU 1o

6. 328212A1MMIATINTIAY AABALATINT.coocerrnc Voo \au
FEULIATNTUAUTOUR o LY oy
(MahudayassandunslidannlizunsiusesninanenIsuNIsITEsIINT WD)

7. Tasean19398 (nsdldslasinsideiduntwsdanguliiasuidunvilvenuuindae)
7.1 nanNTUALIMANaNIRain3dY (Background/Rationale)

7.2 ingUsraddvaen1sive (Objective)

v

7.3 AUNAFIUNITIAEY (013)
7.4 N1999NLUUNT5398 (Research design)

(JRandomized-controlled trial

DQuasi—experimental study (manipulation and control only, without randomization)
DPre—experimental study (manipulation only, without control and randomization)
DProspective cohort study

(JCross-sectional study

(Jcase-control study

(dpilot study

(JQuantitative research

[JQualitative research

DParticipatory Action Research (PAR)

| Survey research
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[JInteret-based research
[JResearch and development (R&D)

L B TEY e
7.5 YBULYATDINITINY

7.6 N1TNUNIUITIUNTINUALATOULUIAANITIFY  (literature review and conceptual
framework) (\Tauiluniaussereniounisanedeliignieswmiundnivinis Usenauludiouuidn
N9 NWITENNLITO LAZUNUNINNTOURLIAANITIAL)

7.7 35a11i1un135398 (research methodology) (LWUULNUNISITE Uz uIns/Naud19813/
nduitimung F3nnsdmdennguinegne msunteseraaiasidenguuizuns iniesdlouaznism
aummiaSesiio mafususmdeya melieneitoys unuamuanstuRauNITUIUNTIdY

“8)

7.8 818143iA399% (research subjects)

7.8.1 NM13AUIUIUINAT8E1S (sample size calculation) (1UsAszyTuvevUInI0E19/5 11
Toya Tuusazngy)

7.8.2 NAUNNISAALUNE S0/ 18831A5338 (inclusion criteria)

v

7.8.3 NQ9IN3ANDBNETINITL/218d1IATIAY (exclusion criteria)

7. 8.4 3N1530E3INIY/01818ATIBUINGN (subject allocation methods) (61d)

v

7.9 unumsaLiiuaunaanlasin1side
(115°19MNUAYIIAITIRBY NTEYTUNBUNITVINNINTTUNITITENLTN1939981902188ATIUTINTTVE
NT0UNTLTTTUNITIY)

LADU WA LU W.A
fanssy
(Activity
1 2 3 q 5 6 7 8 9 1 2 3 q 5 6
190711
TAsaNIvY
I
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oy . oy .
fanssu
(Activity
1 2 3 4 5 6 7 8 9 1 2 3 4 5 6

L2
2a44ATMTITY...
VBV UINUNGWY

ERGEREIGERRRE)
FYUaTAITIVEADUY

UATNIN

ee LD

NIIADATINI
Jumseeiiaddyly
NAADIDT A Y

Yulsaesesile

4.8uide e
VO TUNIS
N TUIATHTTTUY
N15738 210
AMENTITUNIS
NATUNTYTIIY
n19338lunywe
UNITNY1E Y

s1usfiguasUsy

5810 uUnNs
NAasdIsey

ANITUIY
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oU WA WAeU A
nanssu

(Activity

5.4 \iudaya

6. AN
Fuasnedt daua

U

738U
NUI/dS
sreauliuvas
N

8. ALUUIIYU
augalasinside

UNARNYD

UaNA1IUINUIEFTIUN5I8TuNYEE (ethical consideration)

8. anwauzgsITe/aaadnside (mauldunnnda 1 o)
M| Healthy volunteers

[ Patients excluding vulnerable subjects (ﬁgﬂaﬂﬁlﬂﬁagﬂumjm Vulnerable subjects)

[ vulnerable subjects 98
Chdnidn/idslivssadanioeg ey >18 T)
Jaufinsviediianuunnsemnauey/inla/inasin
 fReasiandia (ddUaednny
ieviesqnidu wisevesiuiadtienin, fihessesgaving
ihnidesiidosfianunmduassgua

Jvdadiassd J inSew/adndnw [ vinlnw/geeeds
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vmsinauei d Jegmmaouanaszi [ derumisdeliean
Jgnds d Aunnau (daugnau

(%

Jausseweulitu vsedonen [ vunquiles/yuyding [ AdlETAulywves id

v U

Cusasnussnaifinngvsne 18U S
(vulnerable subjects mnefis yarafinmuannsalumsuntosdviuazdslovdvesauiiesan
YINEIUND N15ANYT NINEINT WI0DU q uazyanangninguiiinnTidelasinelaeniaayld
Usglerianmsdngiunsive ldinesauvgaunavselifin vionnaad1siunidomsizinsings
wwgnnduundsnngfisnamiiondn savts anmunzusiiyarariaeuainsolunisindula
(diminished autonomy) 3819t AnaNASLTUTIENIINY N19dn iFoogluduindesdivndasylu
msdadula Madinzvdeliannsadearshanudilald 1wy W nisnusniin aulsiimisde aud
Limanwilne eglunnziiduiiemanisuazidn 1wu Tasii 15a3n Salewes fuhewin sdefUni
$nwilivne egmelinismuauvesdisunaniy dnlny fgeengluthuinaues nluaoudeadn
A mmsnas dndnwn egluamizdidesfiongduigninguuazionuisuldie Wy ausinau au

159y Aussau

9. NFTUIUNMITYYIWLALG199UN15338 (recruitment process)

25UNENTTUIUNTTYVIUATINIVY/a18180AT 385U 3dweg19azden I5Nsidis
{3nid/omalingide madhisdeya naonfaniesdlefililunndyviu uaz mslddernag 1wy
nsAnUsENAdYYILETIATe/eaalns MBgyIumansdni desldening Lﬂf@mﬁuam’hﬁ
Sy oanadinsidndlasinislasanuadaslaliiinnsdsiu Usemadguiusvormadasdeslasu
msUseriunsiiuses neuthluinusznnd) siall mniinmslédesneg Tunmsidywu ﬂ§MWLLuU§a
wianduLUsEnounsfiatsan

o awitliuszdvesiierdauiilasing viefumilasvousssu

o mwitldlumsvenruBusen laun

o unumvasyuwulunsal Participatory Action Research (5xU71 63385 v80u 191591
3y MveanudugauvseveauTINlelunsinddeiugihyuvuetals)

10. ASEUIUNNSVOAUBULBUTALIN139UN15798 (informed consent process)
(Yegay 10.1 - 10.3 nyundeniiiganiste )

(J10.1 vearuBusau Tiszudeyasieluil
® AN TUTITIVDAVIUBUTDU TEU.oorrrrevecrrrreeeesenrs s

®  LIAIVIVBANIUBUIDU TEUoeoerorerrseermsmeemseens s sssssssessssesesssss s
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e ganilunsvernudugen (inuaunsadenyndefiielie)

dde e U faelasenside [A8u) 58U
Tsavianudla

* ;ﬁﬁsﬁlﬂué’@uaLLaﬂﬁms%fﬂmmmaﬂmwﬁmhiLﬁuﬁgﬁiymuimmq wszeravibiiiadaymie
melsgvsnadulimungay (Undue influence) lunsdldanan duerBuseudedhiiuliansnasner
Iiy/eaadnsingnse

* fAdeiiduenansd mavhmsideludndnu §idvarliifuivennuduseuies esaniindnwiens
fianannsdlaenanse

* fniiff93de/01anainTidulunguiuszuns (Vulnerable subjects - gitlianansasus lalansn
Anaulaviselifidasslunsdnduladiediiies) szdeswenruBugenangunulagvousssu

* YNAADIVDANUBULOUMNHUNULALYOUSTTU EIFAINTINLVDANUEULDUIINE LA

TUTATEU. s
nsumieSasIedLiitigadas

O lunsdlilvennudusennngunulnereusssuingsnide/enanasinsndumnegluaniziianunsa
Tinnugugeuimenuedldiideasvennuduseunaaainslvl

Omnenanasinsidevidedumilasveussausunidelieengisvasliyanadslsiifistosiunside
(Impartial witness) wazliagnelddnsnasulimanzanvesgifsrfosiunside ey
nanstuasieuuuiugeuvioonarsduliiuienanalingifovidoogiududnineulusswitnisve
QRRFUIIEH

dnnsvernuBugenludin
Fadung
- wnengtesndn 7 U viysal wiinazlidedindsdenansanundusondisannidenn
Wnugiteasesuiemenaiteliidamsuinesyiorlsundinuasdanmujisons
Quaam%ﬂﬁLaﬁﬁuaal,ﬁmm'agmm'aquLﬁﬂLGiTTﬁ'azﬂ,um'ﬁ%’sﬁgﬁ;ﬁ%miﬁuﬁﬂwﬁﬂgm
mia%mml,ﬂ'LﬁﬂhL@ﬂﬁﬁ%LLWﬁ@g@Lm'r;liri’hs'mimﬂmﬁﬁsLLawﬂ’q?{aLLammmeuaam
s sITedmiugunasesAssent form) viserunulngyeusITHaULBY N
- idineny 7 Tudysal - st 12 Budysal Aannsosudeuld wildetuaenaadeside
WaTKARIANUE UL IATINTI TR BIENEONINNIIIE BLARLIN B UEOULTINNNT
Wedmiulamsavsegunases (Assent form) Y3 oRVUIAEYOUSTIUMALAIUINDYEY N
delignvineTemmnevieanlumadisumsite fiwideuansanBusoudiiu
mATedinasiisuLuuLaz A msnzaniuTenaltsnwsdalug) wnugdl videguam
welidladeuazmssninanueniies 1-2 wi
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o mwilduszvesiordainlaseinis viegumilasveusssy
o mwildlumsvenruBusen
o  ynumvesuwulunIanTIuw URnswuulidwsiu (Participatory Action
Research - PAR) (isyyin f3deilisveeuynn1svinide n1svenudugeuviseve
Anusuilelunsviddedudiinguuegals)

(110.2 n1svesniunisvenaudueauainaida@iinsiae (waiver of informed
consent) AasiiasAusenaunsautenaluil

dnsdefiennuidssennaatinsiseliunifuninenudsdienaasinsaslesulumsauduiaing
Uszaniu
(dnnsvesniunisvedueenlidmansznunednduasanuduegfinvesenaadngive

dns3delaannsansedlamnlisniiunsveniuBusenainetaadag Weawn (srymnua)

D103 ﬂ’li‘?.l'e)ﬂﬂL’sa'umias‘m'mLﬂuaﬂﬂﬁ'ﬂmﬁé’ﬂ‘wﬂuwﬂmiLLamLﬁ]ﬁluﬁu&lau%ma’lmﬂﬂ'ﬂﬁ{fﬂ
UN9ANYNSNMUA (waiver of documentation of consent)

Onmsideiimnuidesionmatasidslinnfuninmndssiionmatasidoes Isulumssiiu
nafnsusedriu (svyneaziden)
dnsasuufuanednualdnusluonasuanaanndusenvesenaaiasiudeyaieiiidonlosd
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Fawidn O Lifinausyleviivdeuiudatuayulaseniside (sponsor)

O Liflenudaudandnnsvsenalselesiiugide
O Lifiveduiidesunselvolunuinwlasinsive

e lidin1susuU e Assialull

1. TA59N15398

1.1 ¥01309 Auddgy Nuveen1side avvieutym wazarudnlureinisiidesesd nieudeya
aﬁuayu (Title , Significance of the research , statement of the problems , necessity of decide

research , support information)
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1.3 N5BULWIAANITIAE (013) Talauaenndasiutelsas Tngussasauazteudni (ndey/dniau)
(Conceptual framework , objective , definition)

1.4 N13NUNIUITINNTIN (Literature review) (Wewduniausseneniounissnsdalignioniy
NANIYINT)

1.5 3n13fnw (Study procedure)

1.5.1 UWUULaEIBN15398 (Research design and methodology) WU #1533 NAaas Ieuagiiaun
SULUURAY 18

1.5.3 fet1y/018ainTIvY (Research subjects) InaugiAnldn inauiAneen(nclusion/Exclusion
criteria)
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1.5.4 \n3esilauarMInaaaunmnIniAIedile (Research instrument and validation)

1.6 Tafia15AUTTE5IIUNTITluNYEY (Ethical consideration)

1.6.1 dnwagoanalade danumunzauiun13ide (Appropriate research subjects)

WandunsuInsgIuasesssuMTiRsluyed 121




WATUNTNINTFINTETTTUNTIRE UL EE

AR OUNIIUNITIIEFIINNTIT TN B
o ECNPRU 10/4.0
W INYIRYTNBNHUATUF

Suld - 1 5e. 2569

ASNANTULUULSD

. . 1 11 910 14
(Expedited Review)

YN

1.6.4 NaNTENUND1LLAALNBI@ANATIVY WUIN19U0IAU Lazn15uaLse (Possible negative

impact to participant, prevention and compensation)

1.6.5 lasen173dedanuneivesiun1sn1sku shen (Discrimination) N15annauAnAAIue Ny Y
(Dehumanization) ¥38n158M 31 (Stigmatization) ABNguYIARUT AU AUYE YUUSTTULTEY
Uspindivisoiniusssuvesuana nauAu YUy dantu dau viseusema Minn1Tide

1.6.6 Aumaganvesitni1sUndesanudunsedeyadiudiveseiaradasidy (Appropriate
methods of protecting the confidentiality on information of participant)

U a v

1.7 Qmauﬁamaﬂ N33% (Investigator qualification and competency)

WANTUNTUINTZINATETIUMTIAE U 122




WATUNTNINTFINTETTTUNTIRE UL EE

AR OUNIIUNITIIEFIINNTIT TN B
o ECNPRU 10/4.0
W INYIRYTNBNHUATUF

Suld - 1 5e. 2569

ASNANTULUULSD

. . 7 12 910 14
(Expedited Review)

YN

ada v a (%

.52t 08U35398UAZAITUIWISIANTS

IRGR R LR HEHIVEREIAR

O

0 lalle

O Lifiteya

O launsauseidiule

2. Yoi303 Tngusvasd uasnamIdedianuduiusiu O v

0 lalle
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3.2 NMSMVUANGUFI8E19 Ol Ol 0O Lifdeya
3.3 M3dane Okl Oy O Lidideya
3.4 MINNTNARBY Ol Olly O Lifideya
3.5 MyinuazUseiliung Ol Oy O Lidideya
4. addmhanldtienumsnzan Ol Olly O Lidldeya

] Wanunsauszdula

5. idlasumseusw/iiuseaunmsalifiese

ki

O Ll

O Lifiteya

] Wanunsauszdula
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O Ll

O Lifiteya
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O ldaunsauseidivle

7. suUszanalumsidedinnuvang e

2.338555UN15398 lunywe

O

O Lild O Lifideya

O ldaunsauseidiule

1. anudndulunsimsideluuyed Ol Olli 0O kififeys

2. myReldnmsiudegrsanued Ol OWly O Liideya

3. fuirsaulasimsidilunguiuszun Ol OWly O Liideya

4. Yayasuiiwinguasindyivefianuiiieane Ol OWly O Liideya

5. msBugendhrulanmddeiiduniderensuddy. Ol O Wl O Widdeya

mwiigithsnlasimsdilale

6. fnlnumaldldsutomalulsudusoludetrafioons 19 [ bild [ Liideya
6.1 InUszasdluniside Ol OWly O Liideya
6.2 nszuIuMTITeTiAeItesiulsulasenis Ol Olly O Lifiteya
6.3 aruides avullavanavefionidntudeonms 1l Ol O Lifideys

o Gauhnsdenuftivienuutanuen)

6.4 Usglowisofiirsiulasenisuazdu o Ol OWly O Liideya
6.5 srozgnailunsitnsiulasems Ol Olily 0O Lifiteys
6.6 RUYALYEA1LELLIAY/ANBIUN ALY Ol OWly O Liideya
6.7 QuuaglunsalifinmgnisalldiaUseasd Ol Olli 0O kififeys
6.8 0 flog] uazvanelauInsiYivowI e Ol Olly 0O Lififeya

7. ffeannsamiiun e lunyedle Ol OWly O Liideya

8. Bnsiudulasnadululasadasle lfinsdsdu sl 9 O bld O bideya

didnsrnlasesnislasunisudedtanunsauJuasliidngu

lasans wiesnidnnisidnsiulasanislinasaiiat lael

fossulnwnsenansznule 9

9. fimsszymssnwideyaiilasuangidrsmlasenndy Ol Olily 0O Lifiteya

AnudukazIBN1siuShvdeya

10. nsguuMy/milsdedugaudisiulasinisinig Ol OWe O Lifdeya

WNEAN /LN T

Usziiumnutdeauaelasanis (Risk assessment)

] biflanudeaiseianudsstasuin (Minimal risk)
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O fenudesfunianudesdniies willselevinesenanatnsiaenss (More than minimal
risk but benefit to participants)

O ferudeaiunianudeadnies wazlifuselevisefeaaiasiagnss (More than
minimal risk and no benefit to participants)

[ fianaudsusivsslonidentanasinsidelnenss (Risk but direct benefit to participants)

[ fenudswdlifiusslovidoaanasinsiselnonss (Risk but not direct benefit to
participants)

$2YZLIAINTTIIYIIUAMUAINLI891ATIN15798 (Duration of progress report)

O] 3 weu [] 6 weu [ 12 whiou

NANTIINUNIU

O A Suses
O B Juusudluiieduses amelu..... fu
[ C 1wt Full Board

BUNTTUNTENUNIUNAN
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1. dnguszasA (Objective)
A o 3 a Ao I % .
W vuaNaeINITRRIsaNlATINTITBRUUANEIAUSEYN (Full Board Review)

1.1
1.2

A v a 1Y a I3 ' a a a
Walin1susmsann1snisiiansan Wuldegrafiuseansain

2. vauLun (Scope)
1A9N1TIT8WazNaN5AEIT0 HANMINITAIITUILATINITAIMTUNITRANTULUULHLDIA

Uszyu

3. AUTURAYDU (Responsibility)
Uﬁwﬁ'ﬁﬁﬂﬁﬁ]LaGU']uﬂ']'ﬁV]']ﬂu']V]W‘ﬂ'ﬁm’]il@UWﬁJ']EJIV@Uﬂ'ﬁﬁﬁJﬂ'ﬁVILWN'J']LW?J'] SASBY LUHNV]']WU']VI

WQW?MWI@NW]‘JTR]EJI@EJQJLR]’WWlJ’W]ﬁ’mﬂﬂ’]u ‘W]‘Vi‘u’]‘ﬂiuﬂ’]'37\]ﬂﬂ’]'ﬁLLﬁwU‘Juﬁ’]UQ’]u@QLLﬁﬁJHWBUﬂ’]‘ﬁU

LE]ﬂﬁ’]'?UENIﬂ'Nﬂ’]i’Jﬁ]EJf\mﬂﬂleu@]E)Uﬂ’]'ﬁﬁ]ﬂLﬂ‘ULE]ﬂﬁ’]'ﬁ

4. UNUNNTURBUNISUHURIU (Work flow chart)

fumay nsANIUNT HYuRavau

1 | msfuenanslassmside/ionansiiedos Ehitdiinau

2 | wsunigEmunIuvanLaznddlasin1TIdY Usesu/ieunyms/ i idinnu

3| QUNTTUMSENUNIUNANTAITUILALAINANIT | BUNTIUNITENUNIUNGN
numulasin1sideednaday 3 Tunaunis
Uizl

4 | Ussruiinnsanlasanisidy U611 UAYANYDUNTIUNIS
NSUIHANTNIITUN /A mThitdina

6 | nmdaiuienans st idnina

5. wann15Ufun (Principle)
N133ULANATLATINITITE/LoNa1TAEIUBY (Receiving research proposal

51

52

documents/related documents)

U iRwuieatunssuienans/tenansiiieateslunisdeesunsiiansanasawsn

ECNPRU 07/3.0 #anmsufjus ¥ 5.1-5.3
NATUINBDUMNNY (Assignment Consideration)

Wi idTnnusIUTIeNasiasTiNITIdekarienasduineIte lausliusesuvse
@UIYNNT eRisanLUUinesdUszyy Felseauviseariunisasiintandeoynssunis
3 Ay Nazyimhfinumulasenside wazeynssumsedetes 1 au dewhmiidu
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Aunuetatadas %qasLﬁuﬁwumuwﬂﬁﬂﬁﬁﬂﬁ??l,lmlmmmaﬁm Lazlenansn1siiany

gugaulaglasutoya (Informed consent form, ICF) a'auauﬂ'ﬁ'ﬁum'ﬁﬁ%isumﬁ%’ﬂu

muw 2 AU 9 i‘ummaw‘umuswa“Lasmaﬂmqmm% waztenansiieadosianun

‘m scientific review WLag ethical review I@amﬂmmmswmimmu

1) ms‘wmaamﬁﬂwﬂmmmauﬂmmiqﬂmiwma u,axmmmamqm’aqmmwmwﬁa
am (New invasive and high risk intervention)

2)  N1TINARDININAGTENTEeEe1 (Clinical trial Phase 1-3)

3)  mMvennasmnainfitiesdetueisevioniosieonsnisunng fnuauasiy
nzLluen (Investigational drugs and medical device)

4) mseneasmerainfiiedeciunsidomiewniediownmduanmaindeved
Guaqmi%'yumL‘ﬁwmff‘ué’wﬁ’mwuﬂmsayﬂiwmsmmmazm (Clinical trial

involving off-label use of drugs and medical device)

5  MIvadeuTIaNyaveden (Bio-equivalence study)

6) myRenaaemaainlugleInnY

7 myRuneaedugfeds aauiniu genen vunguioy Wisrumgvey

8 mifernnvsdouiiedonien/asiugni/Armny/dulsenourensad/

wad/ansfamdavosyana Gaaunsa-seyiayanatiildlidmimsmienmsden

9) msAnulunguideslyinisseiadufimslunside waglasisunsidoiinmaans
fuiin uaznguiuszu iedudionindengmninduuund

10) fszfuvdeidomnsidefisoulm iwu waanin e nsldanuguuss n1sdn
uyud MIANUsENAMINTULITNTENUADINoEsTULTs Maun viruzynanisdles

11) Wumsideiionaadinsiianudssiszgndnduainiungmune Wy fAnenania
lawndl faads

12) uATd1599 dun1wal N1IRRURUUARUNINLAE/MSE N1sALnaNgAnssu ULl
awnsaideuleafsyanaiduneyana nsznudedala \Fosdrufifideulna in
ngmane videmnaudulnasrdenansznusieglideya Menagndu gnuiu gn
flossosindiunf Aarudouds donausslen] gnidndna viededyi

53 n13nunulATInITiae (Review of research proposal)
5.3.1 Auzoynssunsssessanmfelusudiinhinumulasissmsideeduasden
Tneivdnmslumsfiansan dwiolud
1) szdeudtnsidelinnugndesuasimunzauduinguszasdveinisidenasi
AAME J91N1S (Scientific merit)

2) fanudssionranasinsiiinsulasnsidudesiian
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53.2

533

3)  erwdsadudndumermngiulssloviienaieiaatasoylddy

4 nsAadenamadiasidislulasimsideiianuaienia

5 lLifimsdsrursetnyiu geleenanadasegrslimunzanlvenaiadasidisiunis
Wevise Finseglunsidesioly

6) tonansnslimudusenlagldsudoyadesiifeyaiifivmeluonaistinasioya
uAgiinsalasensidemuuumsiidvun lusuugihnmsiulassmsideio
Y95UN1T NINTUIIINANLOYNTIUNISAITANTE5T5UNTIeTunywd uag 19
mwidladne

7 msnssudhseidudesemudsuazanuUaenfefioafintuuienaadingd
ihulasimAdeedamnzantazinsnuadlunisiinnuiemas floiin
winnsel ilslszasdivenanadnsiidnsiunside (Safety measure)

8) Fuwwulunmsirwemnududuiweeaadasidiiulasimfouasnisinw
AMUEU YeIleYRRE N NZEY

9) fnssziaszivlunisiienanainsfiiusizune (Vulnerable subjects) 1139w
lAsens3de

10) laifinsueuuraiionislaryanndnsiasi

AfIzeYNIIINNTTIEsTINNTITEluLYwE sxfinnsannsigidesesvesniiunisve

AMUBUEDY (Waiver of consent) IngAnrauNIIuN15aTesITUNTITelULYLE 98

finsanfaveanadaaenadosfiuuuimsananiseniureniwiusen {iduazdeslsl

inddelaglildveanudusenangidisiuniside sniiuldesulsfianguaniy

FuduiidosvesniiunisveniiuBusey uazldfunisfiarsunfiuvouain

ﬂmaqﬂi'ﬁmﬁﬁsmmﬂ']'ﬁ%’ﬁ"lumgwél,l,é’aLmﬁ?u fatinmaidedeslifimnudsaiu

131 Minimal risk n1539e1dun s udeyaursdiuvesdidnsiunisidelaelall

Identifier wuazn15veAINEULOUIINARDNITITETUN UL TR
BUNTTUNTHNUNIUMENRATUaTAINANITNUNILIATINTITeeg1etos 3 Tu nau
N5UTEN N15UTEYNAMYOYNTINAITIIESTINNTITeluLyud 1ofla1Ta
1A59N15338
1) synssumsasesssumdelusywddadugnumuvdnriedivsysiu
woumnefufinaueaslasinsiselasgonseuansiinsesiuay

Y 9

JoRALTIU
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2) lunsditdiesnisteyaiisifinang3de eynssumstdesssumsidelusywd
wislhimhivihmsanseridelinitauslassnsdoyaiiiandy sl
oynssuNMITsessaunmTelunsdnnauluissyldaeunuilymengg
I¢ognahiis (ndsandnanuudafitedosudlulassamaidemuituadud
Usgapudduidunlu)

3) Uses1uAMeaynIsUN1TITesTIuMTIdelunyed dinisefusiesiudu
AzaYnsINNT A3us3INnTIdelunyudluiivssa Inefiansansestion 3
diu Ae seilgudsnsive nszuluAITURANBULRY LazAuaNURLIY
)

4) UalauokULUDIANLOUNTINNTITETITUNMTITeluNywE Tudiusing  aggn
tuinlusean msdseyu weuddiidemsunaysiiuns

5) UsesuamgaunsIun1sasesssumdeluiyed asunanisiinnsalasess
N15398 WUUdUNIUA (Consensus) Mnldanansaiilaaeldisn1sasaziuy
e Tnananisfiarsanldidesinannuaz dufinaanuiiuasweseunssunis
deaddeslivae mndianudiusdiduiinanuiiuvenssunistivae

6) uiveanaindu ssyduteladonts dueluil
(1) fus03 (Approval) mneds ideannsaFunsidellaglifesdinisudly

diuifslazinside fudfufivsesug asnslumifidesuses

2) U%’UU?GLLfﬂmﬁIa%‘UﬁN (Modification required prior to its approval)
mnefs fidedeaddunisudlalasiniside vie lenansdudifeites
mudeuurtinvesnmraynssuns videtuanmaualunsditliléudla
aufiaaraynsuN1TT L warddlasamsideiudlonds nduls
OYNIIUNITENUNIUNENAULANTHENUNIY YIHANTNUNIULEAUD
AnuzaynssunsY WuFeduidedunmstssguaiatoluiiioduses

(3) USuugauilanazidndrnasantug (Revusion and resubmission)
vanefa §idedosiniunisuilalasaimsise visenansduiiieades
muteuuzihwennzoynsams uazthddlasimsidenudlalg
vuaudnduInfiddna Wethidhinnsanlmiluiusza
AMZBYNTIUNIT

(4) ai¥uses (Disapproval) e {idelailssumiusedivhmsideluGes
e
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54  n1suWdawan1siansan (Notifying results)
5.4.1 nsalfuses
1) @hwhidinnus udmamsiinnsanlassmsiselsidensu uazudslifidedh
onas ssUszneudie 1Asansive, Tayaoaalingidy, vilideuansmiugugey,
lonansvizelAdosiefAgates 1u wuuas UL wUUduNYal LUUALTIUINGY
wuutiuiindeya, Uiy iRuaznanuiide, UseRgmsanand u  wu lu
Uszandustus usiusiu mat $1u0u 2 g0 Wledseriunsotsdadnualves

AMEBUNTINNNT

2) Wmihiidinem dudumsussiunnendydnvaivesnazeynssunis Tu
TasamAdeigisound

3) Wmihiidingnus uelsesiun wazauiyns asndlumilidoduses
1A59N19738

a) nihiiddnau dedmdsdesusedliundide nelu 10 Suuffiu dudustfud
losulasemsidy

5.4.2 nadiusulsuAluiiesuses

ya o

1) wWmdndidnau virduiinudmanisiiansuigideSud sauily nieuns

Y

UVBLAUBLULYDIBUNTTUNTINUNIUNGN UazuAaniuseyn aelu 7 Tu Ui

WU TunUseyu

| [

2) Weiduaiunisualumadeiaueuuy Wi dinaudeddviuneynssunisy

'
Ya o

NUNIUNEN M519a0UlATINTITITeENATY unuAunseruiulanedTeluwiuse

TR REVRR IRV RGN ]
5.4.3 Uudsawdlouasdndiiinsaning

1) Wmthidinaun vdufinudamanisiiansanigideusuuaudle anelu 7 Ju

Ufu dusausuiivssau mnufvienridladifidelidiude §ifedavituas
vi3olaueala
2) dleffoddunsudlvmudeiaueuuy Wmhddnnuddfiosa-lnilui
UTsyuAuzaYNITUNIT
5.4.4 liisuses

Wthitdinau davinduiinudaamsfisnsanlaizuses mpanslifuses

sl §idpenagnesaiuianizeynssunis Insudsaudusuasimanalunisgnssl

AoUsyou Wuaednwaldhwsnelu 30 Juujfiu FusausTuindasanisfinnsan
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55  n1sdaiuLenans (Document storage)
Wndhiddnau danuenansnisuszauan3siniuienans

6. Allgy (Definition)

AFwI AINNNY
Tassmsideidl ¥un namnaeuIBnisllvnandiinfiinssnananie uasdanudesg
AAL e ARgUNINA181I03N (New invasive and high risk intervention) N1539
918AIATITY NARDINI9AAlnsEEge11 (Clinical trial Phase 1-3) 115398MAA04N14

rafinfiiedesfusifentowniaafiontsnsunmd fnswnuastunsdeou
&1 (Investigational drugs and medical device) MItenaasmaiing
Aeadeatunisidevioniosiiounndiiuansisaindevidvosnistu
neilougriudrdnauanEaunITuNITeIMITHare (Clinical trial
involving off-label use of drugs and medical device) N15NA@DUTIE
U3ave3e (Bio-equivalence study) Midenaasiniadinlugiiedniy
ndenaaedlurdods anuiniu dowen sundutios visesuyevey
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AMANUIN 1

AF 01-14/4.0 (Eng)
The Ethics Sub-Committee for Research Involving Human Subjects,
NakhonPathom Rajabhat University.
85Moo. 3, Malaiman Rd., MuangdistrictNakhonPathom 73000, Thailand
Tel: (+66) 3410-9300 Ext. 3904 E-mail: ecnpru@npru.ac.th

ID Number: / COANo. __ /

(Specify the type of research project)

Certificate of Approval
Title:
Principle Researcher:

Place of Proposed Study/Institution:

The Ethics Sub-Committee for Research Involving Human and Subjects, Nakhon Pathom
Rajabhat University, Thailand, has approved the aforesaid project to be consistent with the
principles of international laws and rules and regulations in the country, and agreed to give

permission to conduct the research proposed.

SIGNATUIE: o SIBNATUIE: o

Chairman Secretary

Date of Approval: Approval Expire Date:

The approval document including
1.  Research Project
Information for Research Participants
Informed Consent Form for Research Participants
References
Curriculum Vitae and Research Experience of the Investigator(s)
Certificate of Training in Human Research Ethics or Good Clinical Practice (GCP)

Curriculum Vitae of the Expert(s)

© N oA WL

Research Instruments, such as questionnaires and interview guides
9. Other Relevant Documents, such as promotional or informational materials
The approved researcher must comply with the following conditions:
1. The researcher is fully informed that it is unethical to collect the research data before the project has been
approved by the Ethics Sub-Committee for Research Involving Human Subjects, Nakhon Pathom Rajabhat
University (ECNP).
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The research project activities must be ended on the approval expired date. If the researcher wants to extend
the approval, the application should be submitted at least 30 days in advance together with research progress
report.

The research should be done strictly as mentioned in the proposal.

The researcher shall use only participant information sheets, consent forms and invitation letters (if any) affixed
with the ECNP’s seal for approval.

In case any serious adverse event happens, the report shall be submitted to ECNP within 5 working days.

If there is any change during the research implementation, it should be approve by ECNP prior to conducting the
activities.

For one year (or less) research project, the final report (AF 01-17) together with an abstract should be submitted
within 30 days after the completion of the research. For thesis, the abstract should be submitted within 30 Days
after the submission to the university
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AF 02-14/4.0 (Eng)
The Ethics Sub-Committee for Research Involving Human Subjects,
NakhonPathom Rajabhat University.
85Moo. 3, Malaiman Rd., MuangdistrictNakhonPathom 73000, Thailand
Tel: (+66) 3410-9300 Ext. 3904 E-mail: rdi.npru@gmail.com

ID Number: / COE No. __/

Certificate of Exemption
Title:
Principle Researcher:
Place of Proposed Study/Institution:

The Ethics Sub-Committee for Research Involving Human and Subjects, Nakhon Pathom
Rajabhat University, Thailand, has approved the aforesaid project to be consistent with the
principles of international laws and rules and regulations in the country, and agreed to give

permission to conduct the research proposed.

SIGNATUIE: ovvvereecececrennnnnne e SIGNATUE: oo

Chairman Secretary

Date of Approval:

The approval document including

1. Research Project

2. References

3. Curriculum Vitae and Research Experience of the Investigator(s)

4. Certificate of Training in Human Research Ethics or Good Clinical Practice (GCP)

Note

1. Continuing review report is not required.

2. Final report is required after completion

3. In the event of any changes to the research procedures, the revised documents must be submitted to the Subcommittee for

review and approval prior to implementation.
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