EEITEEE SRS SR E B ER R G TR A TRER

1 &
AN
VU
a a a o ¢
NS NAVSUIITYISTIN msnw{[um‘wm
dDTUUNITZUSHNITIGIUN

UNRRLLIELNZEMILALUE BATILN)BLCLLUNLLOBLLLYNELLMELUCIEY

A0TUUNTZUTNTISSUN
d1nanulan NSENTNEAIGITUFY
N3ENIIAISITUEY

N.A.LECE




yomide : Alansiansnesessainidtiumnud
AT UWSTUTUT TN

MSnw : weunndunsal Ases
Wewnndannds myiaudens
A3, @8N LEUIIY

@

AMSHAAYI:

AT.NAURAT JUNINIE WIFENYTIAUTUT WYL NFUNN
W1l J9a WedenguIaUINTwIUT UUMyS
AT dumu nvEgIA WedenguranssUningl Sunys
UBagnnad Fneiiieaust Medeng AU WYL 1TY3

a

ATATIN BUNTAIUNG U 919ENN IendenguiausuIvrull

A155AUTEVI5NY UATEITITA

A3.838 Wiing1 MR UAUTUTIVIUT WNSTUTW

wa.Usediaas e IgdengUIaAIUMIETAY

n3.AALY A3VBANA WeRenguIaUIHTIYIUl gnsang

wiladin gasasIan MedengrurauINs YLl ne

WYY FIUVYA Igdene1uauIHIIVILT asvan

AT.0IAUNT doUY WeFNTATITUEUETUST Jwmdativalan

A3 TN JOUAA Ingndamaluladniansunnduazaisnsouge
AIRYIUNALEN

U985YT BUNBIU NANITY ANTTUNTTUTUIIVYUN

ATLUYINS ¥R NANITY ANTTUNTTUTUIIVYUN

UTIUEMS : W3 Remeussond

WS wAiNNa
WANATI o : NUAIS beee
MW : oo a3

dniailae : nqi3de anunszusismun dneuUdnnTs Ty RETS 0

AN D183 LUMUT eeo0c0 WI.oledso-exk






ATHA

andunszusuTvrun dnnstavdnluniswinuaziaunuaainsauguan

Tnedifeidugiulumsiau wazaduayunisadisesdanuslninazdilugnis

o

WAILINMSSEUNTARU NFUTYNINSAN MIANRUTYAAINTTINTINALNTEUUAUA N

| ¢

ileUselovisiogunizuazanuluee it uvesywd danAdeldnelfianns
Waneganlumienumnmediy uwinssiunsamutumsidelidasdunsidons
"“mmmam%ﬁugm M339en19Adln ¥39N15ITENNENSITUAVEIENANTENUABI1ANY
viednlaveseraainside andunssususvunaseinisnansgnudanan dudu

Ussiuneaiundnasesssuainalunisviiide anSvesyana ndnnguunefiiesdos lag

£ o o a

Fflsfamsfivingans dndeduavatafomusseraadinglde susanuuasn Souazay
Huegiifvesenamadingide Feilaramersnluniseenngszifounazuumajoaluns
vty WendndliiideUfRmuuuiuguremdniiessunsidoana Tneflenenssunis
finsanadesssunidelunyudvesmariunsyususwsun Wunalntisaiuau ilevamn
MATEllAuLnsgIunTITeuasndnasusssum s lutywdaumanvensideaina
Afion1sinnsansiessaunfideluuyvdvesaniunssusussrunatull Ay

£

dinvinuszneudie o1sdiidudunuainamugnssunisiiansanasesssuaietigves
3

NeIRENNLATOUY kazuAaInINaNide Tuwuvesan I dunssususv¥un vorauAN

1%
v A

weunmdUnsal Ao wazenansensiin wdnina fvelideiausuurlunsigiioatud
LazveveuAMANEEInindTennvi Faldsiusauanuduasiuinisufiineg 43
Uszloviddenmenssunisuaziide samduunosusng uagngranediieadestu
93u555uM I iledunumidifunmuznssunisfionsanasesssulaliusslomilunns
finnsanasesssumAdelunyudnmunumnifivesanenssums  wagifuuumadld

Y o

Feldhlyduwumsdunsdiumiadelunyedaundniiugiun1iesesssunsive

U

(WwaNAIs Maiwmudens)
HE1MNTAnTUNTEUTUTIVBUN
Ussauanenssimss e asanasessiumsia el

ATIUNTZUSUT LA



d2uh o
A1MSUAZNTSUNISN A5 YTITUNFIRY

TunywdvasanUunsEusUTITBUN



duil
f195URLlEUalATINTIRY
LNBYBTUN1TNITAUNDIUFTIUNITIFE TUUY e

YAV UNIZUTUTIVVUN



o

AU

anunszusussun dnrsfandnlunsudnuasRayaainIauguam
TaoiiddoidugrulunisWaun wazadvayunisaiiesdanulminanitlugnig

RAUINIIFEUNITADU NFUTMTNMITANYY NMIRAIUIYASINTTIUA IR TEUUFUN N

13
ol

Wevszlovsegunnzwaranuduegifduresuysd Fanuidelaneliinns

v
Qs p Y a v

Waunegrsnnlumsnuynnedin uwinseiumsamuiunsideliieadunmsidems
a (&J a v aa < a v ] 1 '
Wgrmansiugin MIITeneadin 15NN IUEURIEWANTENUADI1INY

w303nlevesonatatnside andunssususivsunasemindmansevudainan dadu

& =

Usziiuigaiundnalesssuainalunisinidy Avdvesyaaa ndnnguuneiifedes lny

o ot

Frilatamsivingavs dnieuavatannwrssenaaingdde sanmasafouasanu
Juegiidvsieanataside Tdmuneewlunsesnngsuduuaruuimaujiituns
v3dy iendnsulFaTeufURamuuitugiuvemdnalesssunisideana  ned
AMENITUASRNsNATEsssuNsITelunyvdvesandunssusuveun  [Wunalnge
munu WewaaAdelvldmuinasgunsifeuazudnasesssunsiveluuyuin
NINTDINTTILANG

| o a a L L A’
ANBNTIININTUIITYTITNNTTII a’luqué‘uaaamuuwszusmwwunawu AUY

ganviiseneusie erarsdiiludunuainamuenssunisiansuslesssuinioinsves

Werdavniaiadis waryrainsnguiIte Tuuiuvesandunseusus1vaun Yeveunm

< s aa a a a o (2% o a4 o &
WBLWNEUNTE A8 Ltasmmiémm’l LRANINE VI‘U'JEJIW?]GLHHGLLU%IUﬂ'ﬁVI']ﬂllaQU'Uu

Y

Yo o

e ] ¢ ) 1 4 a wva | <l
HESVRVBUAMANSHINNIANDVNYINU ‘Tj\?lﬁi?Ui’)llﬂ'J']iJELLa:‘;LLu'Jﬂ'N‘U{_]UWﬂ'N‘] il

6 va o & £ o v oo
‘Ui%lﬂ“llum@ﬂm%ﬂiiuﬂﬁiﬂua&ﬁﬂd?ﬂ&] i'JiJ‘VNLLUUW@il]WNﬂ LAZNHNUYNLINYIVBINY

a a o A& Iy a a 1%
Busssun19I% aduwumslvifuamenssumsRiansanasesssualalgussloniluns

=

593esssuNIVelunywdauunumuiivesauznssuns wasiduwuanialid

°

(Y v [ o a a ¢ o & a @
Julsilvdunumalumsaniuamidelunysdamumdniugumgaiesssumsidy

“SF

(Wneauas mgiaudens)
81N TANTUWIEUTNTIVTUN

O UAENTIUMIS NNEMTANTANTS sevaum I delangwe




d1s5Usy
W
A1
§Ni @ AWFUAENTIIMTRTANTI BsTRIMA Uy vesEmiuwszusIT YN
uni ®
A duan
AINAAIY
Taseas1e aeUsznaU uasuMUYMTT ANENSTUNTTRANSUNR3E5TIUNTITE
TunyydvaanIUUNIZUINIIYYUN
1AT9A5 N VIAMUENTTUNTNAITURTEFTIUNTITE UL B 4

BIAUTENOU UNUIMNTT 1MTENITM TN Uazn15UTeYy

YDIAMENITUNITNINTUDTETTTUNMTITe Uy 4
WUINNITANTUUAMENTTUNITNITUIDIBFITUNTIVE Tuayud o
Uszanedseiivesunisiiansan om
RANLAUTINITRANTUIDIYTITUNTINY ®m
UseLAunsRansan -
FupounsEULEUBLONENS o)
NANITNAITUN o
NNSLAINANITRITEUN o
nsasudluenans O
N13AARNL/ U (Audit) wo

TUABUNTANTUNITVBIAENTIUNITNATUNATEFTIUNTIEIUNYYS  bo
FIINITUUUNBSULDNETHNNTUANENTINNITNAITUIRILTITH

W38/ ANae ole



da1sUey (sio)

WU

ngvuneuassuilsutetefuiifeadesivasesssunisideluuyed o
I ALUNVENNITIAENITI N9 8 T TTHUANATBNIANTIN o
N3EIVVYLAFUANUAIYIR WA, bE&o <
nguisadsn e
Belmont Report &o
Ufjayeyieadan &€
2338IUTTUUNIVBUDIAIE NTTUNITIVBUIAIYI e
LONE15D1994 oo

daui © dmiufiauslasnisideiiavaiun1siansanasesssunisideluuyed

YDIAATUUNIZUIUIIVVUN

woUURdwE U suelasmi T aves umsiarads esTmyd Telanuel ol
nsaldualasanN1sIveluy e
NTALEUBLATINISINELAL/IATINNTITLM DL LD ol

UsZAuN1sRasaNTeInaenIsun1siansanasesssumsideluuyeds o

HANIATUVOIAULNTTUNTANANTANTETTIUNMTITe Uy wd ol
NNSHA AN TN AT RBIPENTIUMIN AT R 533N TIT sy we) %o
MIAPETAIWIA (AU VBIPRENTIIMTNI /RS ETTINTI T AR e =)

swm3LL'U'U1AIE1§34Lanmiz‘im%'wﬁl,auaiﬂien'lﬁ%’mﬁa%a%’umsﬁmimﬂ

238555UN T8 Tunywd <o



UNHI

Auduun

FuitnsuiuihaddeldneliiAanstaunegrannlumhenuynaadin. udnsei
msamuiumsideliiasdunsidomainermansiiugu msidenisedin udonisidenis
a1s1suaUIdmaNTENUAeuyw wazdninaaes Jallanuneieinluniseenngseileviay
wuneUfoalunsinide Wendnduliideu foAnwuuiugiuremdniiessunisideaina
L Nuremberg Code, Declaration of Helzinki, US Belmont Report, CIOMS guideline, WHO
GCP Guidelines %30 ICH GCP Guideline Tngianz Belmont Report dailundnnisiiugiuly
msfinsanlasanis Feavdnmsimsnanuduyana (Respect for person) wénnauselovl

(Beneficence) uaynangAsssu (Justice)

A IniAeriuimgun Widndnddsanlimslinds egslsiniunslézuany
Tndasnanssamudlalduuuuieg dauifimsdenfeslianidunaz/mieynainsniasiiu
JUATNABUALBIANINABINITIUAIUNTUAFUAINVBIUTEYBULAL AN TITa0 10U wae/v38
yAanInIauguamIzUndesusenyuandunsielag 1'7iLﬁmmﬂmmﬁmwmmiumiﬂﬁﬁaqm
YDIYARNTIUFUAM Vauzieafiunsianauimvimdndndnludesedon1side
fiferdestuayed Welildesdmnuifimedudsdsnumans Inermaniuaznisine uas
wensnanuilunsquaguamuesUssemdiiudensiasuuuasmuanwdnslan

@

anfunszususun dnrsiandnlunisudauasiauiyaainsauguain lagdisde
Jugrulumsian wazaduauyunsasisesdanuilmifivziilugnisimuimsSeunisaeu ms

Usvmsnsfing msiannypainssauviaiannssuuguamiieysslesideguanizuazannudued

¥ '

MATuvasyed Junidulaneliinnsiauneg19niumiisnunnInaIu winseuun1samu

v
4

fumdelidnadunsidenmanermansiiugiu n153dev1eedin nion1539evnsansIsaE

DNIFINANTLTNUADINNTY UIDIN+AVBIRNEANANATIVY FDNUUNTEUTUITIWVUNATEMUNDINANTLNU

a o

sanam Faduvszinuieatundnisesssuanalunisiinide dvsveaymna wannguuned

W8089 LAgATNRaNISAYNYENS AnAFAsLaLalafN1NUeIa1aalAsIe SIUNIAIUUaBnSY

wazauduegfiivesananadnside Fdlanuneenulunisesnngseideuwazuumnujudtu



¥
VA o a va =]

MviMTe eranAuliEITe U] TR uuui ug uUemanas sssuN1TIdeana tnelanenssunis

U

finsanasesssunsifelunywdvesantunssususvrun WWunalndieatuny wiewamn

1

NuiglannsumideuasanasessiunsTeluyudaudnuemsideaina

o '
(2K =

fatu tielvgennaaanunanasesssuanatun1sadnasuliinn1sidena daavu

WsruTNI1vvUn Faledavieilonisiiansanasessunsidelunyudvesandunssususgvun

'
~

dieduwnislinaznssunisfiansanisesssunsidsluayed wazdidelidndunislaed

£%

néos lnuAntlsfananasesssuainalunisvinide udnnguruneiieIteafunszuIuniIsInng

@

9
3 oAl lANIN g I I WITINTUAL AT UET TN

AN91NAAY (Definition)

n15338Tuaywd vunefe nszvrunsAnuniifussuu wlelildundenuinisinu
aunmieinenmaninsunndlinssvindesisneviednlavesfumside viefildnsevinve
wad Annlsnovtented Yandmen ieide dndavds arswugnssy Lvssidou viedeyadiu
guAMYRIEUMTITY warlymneausands msfnwmsdsaumansifeiuguaimn

'
= a

N133U5999385531n19338Tunywd uneds N139ANLNITUNITNIITUIATUSITUNS

= a a o £ o v a

Weldewsid/Iin1ssusedasamsidein lagdrlafansivinddns Anaasuazalaininves

Aid13mnsive sawiinudasadeuasenuduegifvesdidnsiuniside

AMZNITUNITOIUIYNITISUFIIUNITIVEVAIAAIVUNTTUTUSIBIUN TunTnanei

ANIENTTUNNTENIENTT NIATULAASLABNTENTIETITGY

AMENIINNITNIITUID38555uN19398Tunywd vuiels angnssun1siinsun
spsrsumsifeluiged fudsislasantiunssususveun fuvaiu o seiu fo

o ANENIIINIAIANTEsTTINITISEluayudEdueTotienia Tufidvaneds
AznTINMsAsanTssTIunTidsluiyudinietis Juvadu e ang Tdun auznssuns
#3033 8555UNTITelunyedinTeTisniamvile ANENITTINITHNTANRSESIIUMTITETY
wyediaseinanyfusenideanile ANENITUNITAAITUIATESTTUNTITEluNywdiaTete
1ANAN & ANENTTUNNTRITUITEsITUNTITeluNywdlATeY 189n1ANATY b LAY
ANIENTTUNINTUNRTEETIUNMTINEluNYudnTeT1un1ald

b, AMENTINNITRITAUNTEsTINN T Telunyudseduine sy Tufidnuneds
AzNTINNTATINTSusTINM T lunywdineds Fadady o ey Tdun Auznssuns

#9130n93essTuMTITelunyed @einerdenneg Tudsinaaidunsyususwoun)



{398 vaneds yaragiininniuinveudniulasinisideninetdesivuyed o

o SN v

an1duideuidlauwvianilansovatowrs lunsalnigidevatgau lnuieanusiudaiini

@

AT TENImUANLaTULATINTITe MR Tos ULy e

21eatAsIdY anedsupraiii1slulasimsfnenide MalugruedSunsnaasu/In

U

Toyalnunsa vsengulIeuiiisu viieiiesgnildan

A va o = va o

1A5en15398 nuedis lasen1sigideway/vsonneidetauslinmuenssun1snasan

U

WFesssuMITulunywd s wWelinissusesneusuaniunuidy lnsiauelaseniside
wazlana1sduy MigrtesnuiinmenssTuAIsHITUIsesTTuNTITelunywdivun Lite

Y52NDUNITNIITAN

'
= a

aa10u3dy nueds nilieuniigive Felavieasladiiun1sidelunyed ldan

wihsyuiuasduifuaravield waslimnernusiuisanuivsegurudadinsdniuianssy

]

#1199 AU MATBs ULy Yl

nsUsuUTawnlelasaniside (amendment) manedis nswasuwdasunluenansi

WNefunsITennuseian

n15.089UU (deviation)  nuede Asandunislas Auenatsldainfinivualily

1Asan1sITeuUsenn iy

o

@. critical deviation #1804 NS UBRUUNTNRNTENUABANAAS anS ANUaan e

anuluegifvetoraalinsiduegnedious

s
L

. major deviation MMefs  MalsRUUNLNANTENUABANAAT AN AuUaDAAY

anuluegifveteraalingide

s
L

en. minor deviation uueds Mstlsauunliiinansynusednnas ans Anuvasnne

anuluegifveteraalingide



1AsSvas1e 99AUSENaU LLAasUNUINKWHIN

é

ATMZNSSHNISTNAS NS BSSTTNNISI T lHNY We)

1A398519999ANINTTUNITNRNTUNTEF TIN5 Tun el

ANIZNTIINTNATURFESTTINITe Ty wdvasaadunsEusITwYun Usenaumie
® ANY AB
0.  ANENIINNTEMNENITIAIANATEsTTHMTITelunywdvasan i unsEUTHT YN
b, ANENTIUNTNTNRSESTIUNMTITTUNLLY Usenounie b ey Ap
b.o AMYNITNNTNAITURTESTINNNTIT ULy wdATave

bl AMYNITUNITNAITUNRTESTINNNTIT ULy g ey

2IAUTENU UNUIMNNTIN 2198N1TATIUMS LAZNITUTEYUYDIAMUSNTTUNT

W335 IIUNTITE Tuayud
0. AMENTINNTENILNITNITUNRIETTINNMTITE LAY ¥EIVDIETTUNTZUINTIYTUN

29AUIZNIVYDIAMLNTTUNITIIUIBNITNATUINIES TIN5 TuNYy wdvas
antiuwszususvsun Ysznaudeyanafisnssiusieoluil

0.0 593UdANTENTIIEAE S UAUTLS FuNBUMINB N UEAnsEN 1A 515 Augu e
ffuguaga sz UsITTIUn WuTUSnw

elo W9IUYNITANUUNTZUTUTIVVUN LﬂUﬂixﬁ’mﬂiillﬂ'ﬁ

®o

oo HEnemMInedennuistudainaadunssususveun WWunssunis

o.@ Hummneagnssunsiiasanmsinuideluay nsevyiasisug Wunssums

®o

6.&

e eXpe eXRp e

NN aadunszususvrun Wunssunmsuaziaviyns

unumutiniivesnmEnTIINTSIUIENTT

o) fmuaulsuieifsatesiuaiosssunsidelunywdsmiuanznssunis
#1301938555uMTITe Tuayed

) WAUTNEIA1UA1e 9 LARMENIINMITNITUIRASEETTUNMTIAE ULy

o) Besnsuarduaiulinisdndunudumsiiansantsssunmsideluuyd

JUszansnm



&) aduayunisiaudnenimyaainssiunisidelunyedligndesniundn

PYTITUANG
©. AMZNITNITRITAUNRIBFITUNTIT U

©.0 ANLNTIUNITNATUNRTESTIUNTIVE lUABEsTAUATaYY

%
=2 a

Tunilnurefenuenssun1siatsanasesssuntsideluuywdiniouie
Usznaumedunuaning1agludsinaa1dunssususIvvunseauIAs oty WiagAMYNIINNS

#13n93essTuMTITelunyedinTotis dnssunisduiulidesnit « Ay

29AUTENULATANANURYDIAMENTTNNTRANTUIDIESTINNTIRL TuNY Ll

3EAULATYIY UsEnausy

bo.e AuznTTINMIeuosvidumudedinnufiferiuvdnaiesssunide
Tunyudvdoinerinunsfineusnieafiuaiosssunsideluywd

bol NIsuMIeEtosniay fiflenuiuszaunsaidagtuluauinisideds
finsanlaeanznssun1sasesssu Wudsedr Wy werviamans, assaguanans, malla
NSWINY, Wndenans, SANAIENS IMPINITIEUIN AIUANLLNEEN)

v NssuMsestosnisauliiisatesiuaunisuwnd nermand

bo. nIsunsedtosvisauiilsidstaanitu/esdnslunieried

b.e.¢ NITUNTBENTRYADIAUTAIAINT/UsEaunisal AAneIemansguaIw

v v
o

vsllinssunisunsinuenafinuanRnnnimisdeila

unumntiiivesaaznssunsRatsanssesssunsseluywdssaueTatng

o) Auases Untloadnias avs aruaenfovesenaaiasidelulasnsise

©) ponng suidou vdnnas Miedestunisduiunsfuassssunside

o) Ransan nuniu eylld Liewi® sziuiansvieyflassnsidedeiniunis
Tnsynanns mhenudmihiieiuiluarusuiiasouredimendsludstnedetne i dulun
wdnana sadeRasandungrne e Jssndluey Tansssuvesiesiuvievessuvelne

& auauiiu T fanu msdllunsidelnluluaundnasesssy

&) Fanssnandluaanfiistomiedunussdnsyusuvdonguiusizunaiie 1o
AuugihvieAInm

o) TianuAniu dolausuuzuazfinnsundilasanisideiifinudssgevie
wansenulunheliiuanenssunsiiansannsfinuideluay nsensisasnsaey (ERC)

o) A3 9TP VLAY NTE UM TRMUUL Rty (Raliedetneidudimusies)

&) fusszuukaznalnn1sdaiuienansniussansaim

€



) Nanndnenmussimdeuaeanenssumsinsandsesssumsidshanudhues ey
©0) FINUNANTANTUIUYDIANENTTUNITNIITNTU5TTUNTITeTunywd

\ASBULADANLNTIUNITENIENTYN © LABULSA Uag b LNoUNGITaItaUUTEIN

TITMNIATH L SUBIAENTTUN TN IR 5T TN Iy vl sz ueE ot e
o o ! & 1 a < J
FTYLIAINTINTIAAUINTIUNT 158 @ U L1 Dulaliiiu o 132 mnaziluse

NFBLIUITIABYILURY @ I5Y

MINUINA MV IVDIARZNTTUM TN RS B TIUNTI B Wl szauUIAs o e
nsiuaneumis lunsaldswialull

- Wednfiunuily b U nduamndieliraenssuniseenly o/ §1diaset

TftRnwaunsy « U dwsudiidanlndesjifnihlusdumniaduszezia « U

1
a LA

- @1een nIsuNsiiansfiazateendeunisnunnseld Tnedesduluateaniu
LAUIYNITAMENTTUNITNNTUITE5TTUNTITe LNy udseAULATeY Y %ﬁwal,ﬁ'al,a‘ummi
AMENTIUATTY ﬁ’]L%‘IENLﬁu@L%’]ﬁﬂ%ﬁgﬂJLﬁ@Wﬁ’m

- @

- pemsUselaglifivenasumsdaiiiontu b asa vivogsewinteis

ADUEIUNIITIY

RaUlYN1TUAINIAMZNTTUNITNANTUNRIESTTUNTITE luNY BdsEAUATDYY

oA o \

0) NITUMINAUARIEUAUANeToya lauwn ¥o s ey dinsin
) Uszna Conflict of interest nsdifiorvvzfidwulddrudsdunsilunssunis
finsanasesssunmyideluuyed wu 1ufsuideiulasinsideremienuiug

o) BUASNWIAINGU

N15UTEYUAMENTTUNITNIITUNRIESTTUNTITeTuNY wdsEAuATadY

&

ANENITUNTAIUNTEsTIUM T EluuyudseiunTotgasiansanaInienans

' '
a oA a o 1Y

ffafeduauaundn  miniidoasds AuznIsuniss enmndyideiiuRnvouiiituaie
ANNENTTUNINTUNRTEETTUMTITeTuyudinsatngle

o) TWILNTTUNST o/l VBIAAENTTUNS Hoi1ATUBIAYSEYULALFBATTyAAAT
Lildaninermansidiussyudaonnass winliansadussgldliyanailildans
eeaniaueaiuegnduaednuaidnys

©) lunmsuszya drdinnsfinnsandesiinssunisdlaiidnldide nssunmsdiud

£ £%

nihudalieaenssunsmsu waglisiudssyaluvaeiansan siuvalddansasasuuudes ue

¥
v

HANSNTL TS IS DRAAIAUAALTILAE T UL DIUA U AIENTSUNTSD9VD

o)



o) nysunMsfesdudediuszgunasdudelulusnuauduynads
&) MmN ey Anenssuns My pranewenfoamssymnasy
@uinnssunishiauisadiussaguld awnsaddlusanannudaiuuasli

@UIYNIANZNIIUNISY BulunansauAnuiuld wariuidu o 1dea

M3 MUA TS YIAMENTINNTNNRS s sNT AT luNy Hd i uATaYne
ANNENTTUNTRNTANATEFTTUNTIE ULy BRI o e i AN U e NSUlA
wiaziasetedugimunies Inefidmunnmsaimiinasnisd wu nniuansduaii o vemn

o oy 013 Tu vian uazanuTsTgoaAsuadldn A Inzauvaldunsdily

lngUsesuAnNITUNTHANTUIASESTIUNTIETuny s oty waununyl
BUIYNIANENTINNITAINTNRTEETTUNTIIE ULy v RSt Indadeudanssunisarmin

9819188 o LHDU

winldiilasinsidefiarsanaiunseadmun Wawnsaiieunisiansanlass
aalUld walvszylusignunisuszyuvesasaiilunsedsesuuddinsuilifilasiniside

#rsantunssmsUsyyalunsaiy

] 3 ) ° X 2 a ~a

N13U33Y3L3907U (expedited reviewed) 3NMMUATULTUNITNATUNANIZNTUN
JusedasinsidefinnAng viedidwnulaseinisideninnit eo 3oe dmsuimuanisuseau
BYIYNNTAMENTIUNIATNRTESITUNTITe ULy EdiATaYe dndsdaudanssunisaimih

9819188 @ LHDU

lunsdlnfinisfusessesumsuszyulagnisiiow Iiaviyn1saugnssunig

Winduinussglunsensuszguasinely Wedusessenunsussauegandumems

N1TAINAANENTINNTNAITUNDIBFTIUN1T I TNy BdsEAUATaTY
TgauATuszyaduiendunt (Consensus) Taglimariynisanenssunisiansan

Wesssumsislunywdinsevieduiinuansiansannisfnuideluuyed

F189UN1FUTLYUANLNTTUNTNTURISTIUM IV Tusy B seiunTate
seeunsUssgy madseasdeadwiolui
) MBUNAMENTTUNTHUNUTEN JlalidnUseguwagiidnsnyseyy
B) NANITUNAUDVDLUAUIUNITAUENTTUNTNIITNRTE5TTUNMTIT I uay e
in3evneifnafunenuanuAaiuresnssunisitliaansaidivssguld uarlassmsideiiaue

NN



o) WRvesfiusyyuvedlasen1side lunisfiansaniassnisliasarudiueudd
ausiAlaglviusunily senisfiansan vieliswiRlasinsidunseumanauas/v3atoiausuusy
&) mnfinseAuseuszinuinunieiesssy astuiindeasulunsudledeym

£%

AunATUsERLsY

&) nsdifiinsfiansannisvedsunladlonay senuseguadasinsise
(19U $1891uANNiImivedlasenis nsvedeniglaseinis nsssaunsidauu) I
LvIyANTAMENITINNT AT AN es M TIdelunyudinT o s aguiazinaus sy qu

#1507 niouuANUTEYY

AINUANZNTIUNITNATUIDIBTTIUNT I Tuny BdsEAuATaTIY
AInUANENIINNITRTUIRSEETIUNMTIAEluLLEIATYY Atel o Ingde
MsesurTolanIun1sAnensTun1ge Tuufunu uaslissymneainsdni uagvaneiay

N5815 AUFDIUNAS

yAaNsUsEIdinUANENIIIN1TNNsANas BTSN TId U v sEauAT ety
Judnfianuduazyszaunisallunisuinisdanisienans doya wazdianug

U U

wugdeiulasmside lsumseusumsliuuumesisine lumsiansandSesssumsidehsnyued

unumwmiiivesyaansusssrdinauaasnsInsies 93NN
lunywdszauiniavie

0) aatuinmangIUNITTU-dalAsINITITE Uagenanssngg

) FUswlATINTITELardauuUNesuAI19e Tun1sia1TanasesTINnITIdeluy
uywd delifuiaviynisauenssunisiiansanaiesssunsidelunyedszduiaietie e
Asandenis

o) uirsiaviymslunmsussgunaznssunisiiansanasesssumsiveluayvd
LAULATRYNY

@ Usvauarwsufiouanbosiuanuarainlunisinuszey

& Fafiuionaisuay CD U339 electronic file mudormuaviaaunitagduan
msifoduna o 9 wiendinngidevianisindeifunatedislios o U 1iu 1930909
AznsINms UseiRnaznssums lnssmsidouazienansiiisatesiunisids tenasld-neu

FENINTENINEIIUAUANENTTUMINTURT T SUNMTIdEluNyd se AU U e



B0 AMZNITUNITRITAUNRIEFITUNITITE U U TEAUINE1aY

ANNENTTUNINTUIATETTINNTIETuNY LISy Usenaumee11sdilasunis
pUTHIT5TTUNTITeuLYwE wazliyaainsluing deuiety SIYARANIEUBNMIIEI1Y

nuldtesnin o Ay

ANANUAY2IAMZNTINNTNANTUIRIES TIN5 TuNYudszaUINedy
AAuURvTeIRMENITINITNANTANTESTIUNTITe Ty Ine de Useneudie
o) Annssunsesitosndiluawdedinnuiifsiundnidssunsidely
uywdrielnesunsTineusIieafuasssunidslusywe
©) nysunsegetiesnilau Afanuiuszaunissl dagiuluavinisideds
finsanlaeanznssun1sasesssus Wudsed Wy werviamans, assaguanans, malla
NSWINY, Wndenans, SANAIENS IMYINITIEUIN AIUANLLNEEN)
o) nssUNseLsTieranAuiinwg/Ussaunsal suineneansaunw
@ nysumsedstieevikaulifedesiunumsummg Inemeans

@) nsunseg ey niauNludiininendy/aeAnsiu

v v
o

VisllinssunsursvinuenalinaeudRunnitndadenle

unumntiiiangnssunisiasunaiesssunisidelunyudsziuineds

o) funses Unleadnia3 avs mruasafevesormarinsidululasanisise

o) oonng sudou wdninasi MAedestunsiuiunsiustsssaunside

) Ransan nuniu eysid Liewdd szfuiansvieyflassnsifedeiuiunis
Tnsyaains mihsnuimihfivieiuiluanufuiaveuvesinerdelidulunamdnaina
suiadefimsandungring maun Ussindluas Tausssuvesissiunievesssmelng

& puauiiu fne Aanu msdllunsidelnlulumundnasesssy

&) Fanssnandluaanfiistomsedunussdnsyusuvdonguiusizuiaitels
AuugihvieAInm

o) TianuAniiu delausuuzuazfinnsundilasanisideifinudssgvie
nansgnuluiandelinuanensTun1IiasanasesssunsITelunyydseauATovevIe
ANNENTTUNMINTUNSANYTIREIUAY NENTIvEs1584a (ERC)

o) A39TEUULANTE UM SIL USRI (Radlfinedodugimunies)

=) fmuaszuusaznalnnsiafulenansfisiuszavsnm

) Nanndnenmusinmeuaeanenssumsiiasants esssimsidelsnudine sy



©0) FINUNANITANTUIUYDIANLNTTUNITNIITNTU5TTUNTIL TNy Le

WMYFYABANLNTIUNTONNIYMIYN b HBULIN UaY b IHeUnaIvesUauUsyann

MTINITANTA U SVDIALNITUMINITURT 5T TeluNY Bl sEAUINeae
o o ! & 1 a < J
FTYLIAINTINTIAAUINTIUNT 158 @ U L1 Dulaliiiu o 132 mnaziluse

NFBIIUITIABYILURY @ I5Y

MINUANAMIAVBIARIZNTIUNTINTANTIBSTIUMTIVE U B szaUInende
nsiuaIneumris lunsaldsialull

- Wednfiunuily b U nduamnidieliraenssuniseenl o/ §idiaset

U

TiftRnwauesy « U dwsudiidanlndesufifinihlusdumniadussesia « U

'
aNa = '

- aeen nssumsiiansiazaroontounsnunnizld nedesduluateeniy
LavIyAITAMENTIINTRITMNASEsTIuNTITeluywdine1ds azdnaliioauiynis
AENTINNT YiFenausiiniuszyiiensiu

- \Fe¥in

- pemsUselaglifivenasumsdaiiiontu b ada vivogsewintenis

AOUEIUNIITIY

Reaulun1IUs N IBIARINTIINTTNTANTS BsTINM e ULy Bl sEAUINendy

Ao '

0) NITUNMINNAUFADITUAUAWeTaYS tka To funus ey insAnw
) Uszme Conflict of interest nsdiiorvvzfidwulddrudsdunsilunssunis
finsaunasesssunaideluuyed wu 1ufsuideiulasinsidevemenuiug

o) BUASNWIAINGU

N15UTEYUAMENTTUNITNIITUNDIESTTUNTITe TNy wdsTAUInendy

ANYNITUNITNINITNITE5TTUNTITeTuNyLdIng1deasiansananienalsi

' '
a oA a o [

fidetuauafundn  winfideasds augnssunsm enmasdydidefisuiaveudiduasde
ANIENTTUNNINTUNRTEETTUNMTITe Ty Inendele

o) TWILNTIUNT o/l VBIAAENTTUNS Hoi1ATUBIAYSEYILALFBATTyAAAT
Lildansinereanidnussguiaonnads winliawisadiuszauldliyanadilalyans
eeaniiaueaiuegnduaednuaidnys

o) lunsuszyy d1dnsiasusesinssunsgladdnlaide nssun1sgtud

£ £%

nihudaliraenssunsmsu waglisudssyaluvaeiansan suvalddansasasuuudes ue

¥
v

HANSNTL TSI IS DRARIAUAALTIUAE T UL DAL AIENTSUNTSD9VD

(0]e)



o) nysunsfesdudediuszgunasdudelulusnwanuduynass
&) MIUswAURTONTIEeI5L Asznssums Tiluyaranisuendesnysegam nasy
&) minnssunshdanuisadidssyuld awisadelunansanudniunazly

@UIYNIANZNIIUNISY BulunansauAnuiuld wariuidu o dea

MINMUATUUTZYNANLNITUNTTNANTURZ S ITINITe U Bl szAUInende
ANNENTTUNINANTUATETT UM TITeTuNy L Ineds Avuan1sUseyy Nellld
wiazinendedudimunies lnedivuanisdrmtinaesniisl wu nniunsduamii b veamnn

o Lou ofls u 10 uazanufiussguaaUdsunladldmuanumnzauviedunsally

lngUsesuANeNITIUNITHANTUATEsTIUNTITeluLYYE N &y voununely

WYILNITAMUENTINNTNNTNRTESTTUNTITe ULy e Inedy dndedeudanssunisaimih

2819188 @ LHDU

winldilasinsideiarsanamnseidmun iawisaiieunisiiansanlass
aaluld walvszylusienunisussyuvesasaiilunsedsesuuddinguilifilasiniside

#santunssmsUsyyalunsaiy

] 3 ) ° X 2 a ~a

N13U38Y3L3907U (expedited reviewed) 3NMMUATULTUNITNATULANIZNTUN
JusedasinsidefinnAne wiedidwnulasinisideninnit eo 3oe dmsuimuanisuseay
LAYIUNITANENTINNITNATURTEFTTUNMTITelunyedinedy  dndsdeudenssunisaimin

9819188 © LHDU

lunsdlnfinisfusesseaumsuszyulagnisidey Iiavyn1saugnsIsung.

Winduinussglunsznsuszguasinely Wesusessenumsussategadumems

N13AINAYDIAMULNTIUNTITNANTUIDILTTIUN T TuNY BETEAUINEGY
TgauATuszyaduiendunt (Consensus) Taglimariynisanenssunisiansan

WesssumRlunywdinededuiinuansiansannisfinuideluuyed

F189UNTUTTYUAMLNIINNTNITUIATEFITUNTITE U Wl TEAUINE1§Y
seumsUszgy msiineasdeaduioluil

) MBUANENTTUM I TEY Fliidseyuuasidisiuyseyy

B) HANTUNAUDVDUAYIUNITANENTTUMINNTNTETTIUNTITe TNy wed

WenduneiunesmuaRausnsumsT laamad szl werlsamaieiisuadfiansan

(0]o]



o) WRvesfiusyyuvedlasen1side lunisfiansaniassnisliasarudiueudd
ausilaglviusunily senisfiansan vieliswiRlasimsidenseumanauwas/v3atoiausuuy
&) mnfinseAuseuszinuinunieiesssy astuiindeasulunsudledeym

£%

AunATUsERLsY

&) nsdifiinsfiansannisvedsunladlonay senuseguadasinsise
(19U $1891uaNiImiveslasenis nsvereniglaTinism nMsseaunsideuu) I
lYIyNITANENTINNTRITINTEsTTuNTITe TNy inenduasuuasiiausliifiussyu

#1507 niouuANUTEYY

AINUANENTIUNITNATUIDIESTIUNTIE TNy BdsEauInedy
dinuANENTINNITRNIURSEsTTUNMTITu Uy Inedy Aoy o Ingde

RnuenIIUNTT BuUfuiou uaslissymnewmulnsdnd uasvanamulnsans auanunag

YAaNIUsEdd I nUANENITINTNASNRSEsTRM T tluay wdssauInends
Judnfianuduazyszaunisallunisuinisdanisienans doya waziininud

wugudeiulasnside lasumssusunsiduuunesusine lumsiiasandsesssumyideluywd

Esl

unummiiivesyaansusssrdinauaasnsInsias 93NN
lunywdszauinerde

0) aatuinMaNgIUNITTU-adalATINITITY Uaglenanssng 9

b) TIUTlATINITIdeuasdaLuUneINa19e) Tun1siansanasusssun1sidelu
wywd AdiiuienymsenznssumsinsanetesTmyi st seivinede efinsandans

o) \Hugrasariynistunisusyyguaaznssunisiiansanasesssunsideluuyed
JEAUINYGY

@) Vszanuanuimiluandesuisnnuagmnlunisinyse

&) nifiutenansuaz CD U33q electronic file mudaruuanieaunitagduan
msifoiduna o I wiendinngidevianisindeifunaiedlies o U 1iu 1930909
AznsINms UseiRnaznssums lnssmsidouazienansiiieatosiuniside tenasld-neu

FENINTENINGITTUANENTTUNIITUNRT T TUNTITe Ty seauine 1y

[5]5]



LHINIINISANHHITH
ADIZNSSHNISNASHIA5UESTNNS I [UN W WE

wwInNNsAdunulardeuURlumMIisanatesTsunsIdulunyed aiamuin
nenaseegiiieades iailuwwmiddinaznssunisiiansanasesssumsiveluuyvdves
donUunsyususBun nsgvasans gy UdRielinsaniiunsidedulunumssgiuanna

S1UaLL8AAIL

UsenNauINVasUNITNAITUN

o

Uszuneideivesunisiansan uwiadu
0. lsamTIfenaiiunslagenansy yaains uwastindnwivesingrdeludadin
A0TUNTEUTUTIVYUN

a a ao

b, snideiddunmleeypraneuen s uivedvedad s dunive
(v -4 a a a o
NANLNEUNNTINITIUTIVIYDTIIUNTIIAY
ABIZNITUNITNIITUIDTSITUI ATRATUALRIAENaNISESITUENG LAKA

o. wannisiansnauluunaaa (Respect for person) lauwn arswludns Fnies
anuluau Tnenquiegy/oaaingdde dedldasunisuennanuazidudasslunisdnduladi
sauvdeliiinsilunisdlasenisids uastanswlumnududiui/snwanudu  Gslsis
wensUszlend anmsidslungueuseuteneunsiiliamsauntomalsslevidonuiodld

b. nanwauselovinialinedunsie (beneficence) lawn n1sfiasanaasinssodld
UsglordanmAdeinnnianudssiildiunisdhinide

on. MANYASTIU (ustice) lauAnsnseaeaMIdss Anmasan1alun1sd1slasenis
< a
Uzlaun1TwaNITen
N13AAITUIRIUNTLUIUNITNIINGIAEAS (Sciences Reviews)

AuzNIIUNISRANsaNasesTsuM e lunyed ssfiansanlulssnunmalull

= D= a o

o. winrakazanuILduiasfosdnuidelunyed Usslevinisdannis anudes uay

Usglevinnguiegny/oanadnside aslasu

o]y}



. NMITBNKUUMTINE AT BV NEEBRBIMEeNUUMS T ienauauesing Usvarvedesimside

o

b.e NUIUNGUMBEFNYIAITTT U ENATa NGNS e NIweiald

oo NMIARRINNAUIIBEY aanadlnsIdY

o

o) NATN1SARLERNELINTINNNTITY (Inclusion criteria) ndudeE19/a1aaAS

3o nquiltnaglisuuseloviionsidy vienguitiinuaudfmnzay fazitigniside Tngldsy
nsAnLdenag I IMIINeAR NTenSUSAY

) WNUNNITANDBNALITINN1TITE (Exclusion criteria) ndudieg1y/onanadas
Aoiigndnidenidnlasinisuds urenailidunsevielemaidssfunaunsndeuainnisidele
innmAunAvienduiesnyemeaingidy sedu

) LNUIINNTNRUNGNAI0819/01ealATIdY 8enanlasaN1TIde (Discontinuation
ariteria) 1w MaiAanatradsssussveansinvunnnifiaanisaly viengudaesie/

1AENASITYDIATUIUATI8IINNTINTIUTATINTT

Ya o £ =

& nasinsyAlasinideviaviun (Terminal criteria) Tulaseinside §3duavdesiingg

U

=

MUHUNTIATIwRTeYaIUBdY (Interim analysis) litealduszneunisaiiulasanis vieyd
lasans wedesiuldliifnanudemeunguamuenguilegy/eaadaside
an. LAsoedlenlelunside laun wuvasuauiansanauingUssasnle

< AnumEzadlunTiATsitoya
N3R5 1UR38595U (Ethical Reviews)

AuzNIIUNIsiasanasesTsun TN lunywdasinsanlulssinunsivingdns

o

Anaes AnuUaenivenguimegny/enaalinsidey laun
©. MINUALAZANATINGNMBENY DaadATIde Laun

0.0 HINININTALALALANATINGUAIDENY/ D1ANATIATIY

'
aa a

el NMITAYINGIVIAUNTENARNDINST INIUSEaIRaINATI LAz ANt I18Tuns

@ Yo

N uIavasinTINlaseng Wssygsuiaveulvdnmu wu glivuativayunisidevse

U

@ @

gvsesgUIaYseNquAIeE 1Y/ eaalAsITY dosdule)

S5

©. NMIINYIANLUTY
be WMINTIUNMITITIANUTULAEAUIURBAiBvelaYa
bl sroznaIdvaniuieyaly uasiinshanedeya
o. YARaTaLsaLinfedeyavenguiiegiyoraaiaside
on. NTUIUNNTVOAILEUL BN (Consent process)
.o lonaIRasTayadmiUeIaaiinTIde (Participant Information Sheet)

a < o &
PsauntuUsenu Al

O



'
a

a.0.0 Mitosiunauseleviiudou (Conflict of interest ) leiun nsdlifdeidu
yransMesuasIsaIEY fesuanainsnslunsiosfunayssloviiudou iesanngu
fegne/enanaiingide eglunnigfianigide (Dependent relationship)

a.olb fodlasuanudusenlaglisumsuenndn  nqudieg1y/onanadasive
agaeslilonmalienaiudnainuaiunsaresniniiiteslsaziianieldifiauininien Tenia
fanamilandnlfidefinsguresauduseulagldsunsuennanegafisme Usznaudae

n.0l0.0 ToyarnasAlruinguieg1vamaiagide (information) e
&) AINzaNvesIENsLinTanguiegny/onmaringide ednyaulidisau
1591533y
o) Mwiildidsunieonislideyalasnanazfendunwivndiu dudlade
uazfifeyaifisanaiisaiulasamside
o) deyaiierfunisidoiismesionisdndule Inedaszusimainnistsdunie
madhsnAteseanunsdle wu nausgleviiinsegldfudennnnit aruidssdunisidis
MeATeveInguiing1y/enanainside madenduvesnisiny waransiazliidisiunside
viaifinaounsBuseninunisidedlelailélnelsifinansenusiensin fillnendgusaogny/
p1enalnsive medlavsaungmane
) uvasioya/foguazivesinsdmifasiolasnssvesidofingudiegn/
o1maiaside ansaaeuauLiiuAAeIiunAfenaen be Hlu
&) undsdoya/feguaziveilnsdmifasolnonssvesdiinaunuenssunig
fisanaiesssumsideluyudseiuinietne/Anends dmiunguiiesy/enaaiaside ile
aounuanivesnsilunguiedi/enanaiasidy niedesnsieaFouisafunmadniy
1591533y
.06l 11113 (Comprehension) ludeyatinansiu nidiflasenisiaaiu
Fugaunisinsnaaeunuiilaveinguiiegny/araadaside
melo.a Awaliasle (Voluntariness) Wunsnnasdnsmnsidedeasiinad
soudlaintulasadaslami
anszddyvesmuduseulagldsunisuenndniiinuadeulainezdes
Unannmstaduniedvswasulbiaunslag msssiuiRniudiedanuadlagnaiuinoei

@

an.en LANASwARIAMLEUEaNlelATUN1TUBNNETT (Informed Consent Form) 533
AosuansiemusuRavaulunsesuredeyai1enlvingusitegny/aranadaside wWila wazdivaa
Andulasgaiisane wipuszyyAaa Miog wagiuasindenaiuisanauaiuiediun1side was

Weniudng avafnmuesnquiiegiv/eaalingide aunseiadudugey

oc



.0 NIETNGUNGNF0E1/01masiaTIdy aansadubusenlditarussaiinmy
o) fasdinguenalion o AU TEALEnTIINTIERNTATuTETAsINTlY
o) nedodlsiflduiademiedlidudsfulassnside
) MIasuNguiiegy/aaalingide uasnedondudugeumiesasiui
fulufuiiduses
ool NIdingunauiiegyeraalasideliausadudusenlduazussaiinne
o) Wingas o8 wenanaieside fantane i flonesodivey ey
o) N3difinduAog19/e1masingide eglunnginganieiduditliaunsouild
auund 1wy Audulsedn lndawisevsedunulagveusssunungumneiduglianudusen
waziilenguiiegne/oanatinside fusnnnsfindnassesmenrubusenlmivnats
o) neudedliifidnufedemiednliddsiulasinside
@ MIsasunguiieg1y/mamalingide uasneudondubugeumienasiui
ffulufuiiduses
.. N3dfinguNduiIegy/emaingide luussgiinioe desdnrionanstiuag
wiourdusaunowla (Assent Form) dmungunguditegy/aaadaside ldussaifnne
uazionansduasdeyadmiveratadaside (Participant Information Sheet) WiaaLonaTuans
AnuBugadlaglasunisuennadnsuinnansnvselunulaeyausssunung iy
UG
o) nsdiifamnsamiedimilagveusssunungvsesiusenideuldli
Fudunsmude m.m.e viensdifideuldlilidiiunsmude oo
) ndivilassnsideluguny assuilinnudaiuangunuguguse
o) nedivilassnmsidefungueousdos Wy Wnlny wavns niwianssd fihelsa
IavsaianTan avsfidunuainngudsnaisiuliaauiiuiae
& NIABUMNUY ¥9L¥Y (Compensation)
<o FEyMABULLIAAMTUALALING Adonan memsuazdue Tagligide
Frefundagly
<o Amauwnuraglunsdllasuuiniunsedunsigainnisdhsulasinsidense
NInanMvTeIdedin
& Buq
&0 HaNFITTILIN

&lo Lona15au°) NAlulasans Wi suUsza enasdyvIu

o))



ya o 1 ya o

& AUMIITANYDIEITEMENUALEITETI tawa UseRgIde nsfnw avus
Usvaumsal anuidennng wasanutiuglusesfiagyiide (Curriculum Vitae: CV)

& < AnusnzaseseiosiouargUnsaiililunisduiiuniside

& Anumnzauvesanufisniunsisonardeuisanuazan wWislwiulain

1ASIN15E@UNTaAMRUNS e e e Ly

JUNDUNITEULEUBLINENS

0. lA5IN159981nd

va

PAtedalassaiduluidiinnuaugnssunisiansanaiesssunsideluiyed (es
Inende/inTernn) AeunszmaUszyuogaios o dUa ielilaviunsanznssnIsass Ty
WATOUE/IMEIFY ATIIADUANUATUNIUVDLENEATT wazTIuTaiAneNTsNNS 81uaaemih
98to o Waw (@wmTuiATerne) uazettes e dUa (Fwsuinetdy) newdussyy
lonansiidesduiieUsznaunisiionsan leun

o) uuulesumstulausvesumsinsanlaseniside

) lsesmiwaduanysal Fuatu o YakardiuInIudIuIuANENITUNITRIITAN
Wesssumsdelunyed (verinede/in3etie) Amua)

) Lenastuadeyadmiuoraaingids (Participant Information Sheet) waw
lonansuansmuBusenlagléfunisuennan (Informed consent form) nsdlfingusogne/

av Ao

pranaiasseidildussaidinng desidesdaiionaistuamieudiduseunsonls (Assent

q

o

Form) S1uunidu b szaufosziueny o- ol U uaz om VUl
) 1A39410338 19U WUUABUATN WUUNAZEU Uspinunsduniuel 1a

a Ya o

&) Ut 067 ¥ NSANYI v’mm Uszaunisal ﬂ’]’]iJL‘UEJTU"IﬁU {5317 ﬂ’JW@J‘(J']U']EUiULﬁEJ\WI

U

o

98911398 (Curriculum Vitae: CV)
o) WUUTTUI

@) 1ONENTUY (078) WU el munan1sAnyilu phase nountNi
. Tassn1savenn/lasin1sidenatiias duenaisilieatss laun

o) TgnuMadgauwineg msveuiluldsunlas miseaumsnisallifisUssasd
FeusaliiTesgnuionuynITNNITRAITUITLEITUNTITELATEVIE/ANENdY A5y

Anluns
b) MTemuEnuMsallasms EITemenudennensuNsItesssuMidewnseniy/

Inyay

51y}



@ °

@) MIVeRaDTLlATINg {ITedsaniunisvenoeynioununszesiian n15oulRves
ANYATIUNITITEETTUNNTINELASBUNY/ANY1AE BENLBY o TU
Ya v Y | 'Y 'S 1 . & v
& fidedesdaneauatuanysal @ unmieuCD UsTq Electronic fileviavun lviun

ANENTIUNITITLFITUNTINELATVNY/ANY1HY  AUNaILIIUALATINITANYIU o LHDU
NAN1ISNAITUN

wansinsnd @ dnvae fleluil
o. ausianuulaififeuly annssuniss aveysii u Suiivssy
. aysfalagliusuudly angnssunise azeydfalididunslddeidledidey suuily
Tnssmsifouagionansiiisadosmuudiivszyuvesnnznssunsfiansanaiesssumsidely
uywdiATetie/Ane oAt aaund,
o. s9M15RIIAN Wiy b nedl deil
a0 NINUTULAANTEAATY 19U methodology research design velvi3deALTIuUNTT
uilauaz/vielifimAndeyaiunaznssunisisnsanaiesssunsidelunywdiniedis/Anede
famnaz (Full board) Tun1suseyunsasely
mlo n3dfifanmdssgavdenansgvulnantie Bhaviynisauenssunsiansn
93us3sumsifulunyudinieie/Aneds fnsanddasesiaidenazionarsiifeadedls
ANZNITUNTATANNIANEITETUAL NTENTWAITITUFUNTOAUZNTINNITITUFITULATOUY
ilefinsansioly
. Liaydd Tiavunsaugnssunsinnsandsesssunsideluuyudinsotie/Aneae
wiananisfiansanedrnduaisdnualdnusndenssymamanslieydd Jmngideideya
Wutduansaduauslinue nssunisiiansanalesssunsidolunyudiadedie/Anends

Asantvdla
ANSLAINANTITNAITEUN

o. nadifleydAnvulifiGeuly Idinauangnssumsfiansanadesssunmidely
WyudATeYe/Aneds senluaydfatednualonwsligide a1elu b dUa waglidide
andunmsIelanevalasuluendfseuiesuda

0. nstifoysiALuUsiRouly

©.e ¥eUlMavIUNITANENTTUNITHINTUIATETTTUNTIETuNY AT 018/ AneTde
ayUUssiuiddlunazudsranisionsaliidesunsuduaednuaidnuinielu © dens

NAIINMTUTEY

06



°

oo {Iuandunsualuiardanduniliaviun1saneNTINNTRANTANIZEsITUNS
Weluuywdiniotne/mends aelu « dUan

.o WUTES LAY IYNITANENTTUNITNANTUITET UM TITeTunyudiaToe/
Inende uaz/viefiUinwinar/MienssunsildFuteuninennUsesy Smfufiansannanis

SNa

Usuuivesfidunamfvesnaznssunsnaietis/Anends  nsdiirunmiieulylididna
ANENTTUNTIATEUE/ANeNdy sanluayifatvdnualdnuslvigide nelu b dUani wagl
WIYMIAMENTTINT AT U8/ AneTdetnanieydudsliii s guanensunsvanue
(Full board) ile3uses nsdifiudlalsinsummmdnaznssunisiaiodne/Anends  THiaviynis
nssuMTaTette/Anerdeindiivssgdtefintsandne i
. NAITANITHINTUN

a.e NINUSULAANTEA1ARY 11 methodology research design LAY YN1INTTUNTT
finsaunasesssunmsidelunyediniotieAnendy uddigidesunsuluatednvaldnesaielu
o dUami ndsannsUseyn wazvimsudluaudinaznssunisaiovis/Anedy laueuuy
melu @ fUnih iedaFeatrumsfiansanimlumsdssqundioly

mlo N3EATANLAEIgIVIENANTENUINFG LavIYNNTAAIENTTUNT AT Y8/

Ya o o

wede i sunsuluaednualdnuinielu b dUanii ndsainnisyseyn wazmin

£

{IpUssasnagaliunmsfnysre/M3eauenITINT AT/ ANeNdy trddlasesiaideniey
lenansfiiadedludinmznssunsiionsannisfnyideluay nsensaasisugy (ERC) i
AznTINNTANeIdsazdslinunssunsuadoris ilefinsandeld
<. n3diitlaioysia

<o Wiavymsnaznssunsuasete/Angtdy uisigidesunsuduaednval

s @

gnwinglu b AW ndsannsysey

Ya o Y

<o MnFIiiTeyalviALasaduauslasinnioudoayalvsenn

U
£%

ﬂiiﬂﬂ'ﬁ“’lmﬁ@‘lﬂﬂﬁ%ﬂqaﬂ 1@!5\781‘14 o La@u
AsasuNluenans

0. MIamnuluayliflasinisazaiuulaglsesuuaslavIynIsANENITTINITNAITUN
WusssuMTRlunywdaIeYe/Angdy
. nMsaswnluenansduy aswulneusesuauznTsunIsiaIsanasusssun1sIvely

UYWOAIUIe/ANeNdy

[5]ay



A5AAMNN/AWNA (Audit)

AnENsIINs RS ANaesTsINTIseluiyudiedetne/Anende fansaneyldd
Tnssnsidotu axfinau/dmelassnsmsdomis fil
. T181UANNRIIMINGAITeResssauanuiminlusssziatnietasiaves
wumsiuiuanlasanside amuuuurlesuiifmuauazddlinaznssunisiansnnaiesssuns
Welunywdiaseve/Angrdeiansan
o, dndunmsanadouneauiy Insaagnssunisfiansanaiesssunsiseluuyed
\3etne/Anends ifsulasens Tnssseviailunisinna/dmea (Audit) AunnumNga
294lATINTTITY
o, nasimsdaidenlaseinisfiazasadonninauiy anynTTNNTRANIANATEsTINAS
Welunywdiasevie/Angrduasmvuanaeinisanidenlasinsiuniends
<. HansRnn L/ (Audit) S8
<o aydiabianiunisdelule
<o WuAlvuiuusdelidulunalaseanside udBsdndunsideseluld nsdi
liuAlvawildnsafnniu/dmea (Audit) laue FestuasenmsnssunsfinIsa3essaunms

Weluuywdiaseve/Angrdefinsanaielu o o

£ o a

<o sefumsidelidhasm nsdiinuinlasnsivieenaasiinansenudednia ans
auaonsis Ansiduegiifvesnguineny/enaaingide ansdnafanuamisalissfu
nssndunmsnigluszerailiifu o #Uasi wieaimenuannssun1siansanaiesssunis
Aeluuyudinierie/Anends nmelu o @aw einsandeld

&.& AMENTTUNTITUTTIUATEUIL/ANGTEY WINANIATIARFEVIWA dorI Teuay

whpmsudaiaueive nelu b dUansi lemsimnidoudadumednueldms

lwo



G]5]



S1UNSLLUUNDSHLDNES

A1USUAMENSSNAISNAISEHIASUSSSHLAS DAY/ INY1AY

i Foq NUBLAY
AU Lan&ns
o. | tufinderuveiauslassmsidoiiieveiunisfinsanaiesssumsideluuyd o.
. | wuauslasIMTIdeiilovesunsfiansananauznssunsiansannsidelu ©.

UYwe
a. | wuulesuuseiRgide an.
< | wnanstuastoyad miveaadiasive 4
¢ | enaswanianudusaulaglasunisuennany &.
5. | WUUKIIHANITHAITUNATEETIUNTI UL LY o.
o. | wuuresunseyiRatunwlng-singqu nfeusedenssunis .
. | tufinderusenumsuilyuivuslasnide/menunmsideavulasnis/ <.

Tenumanisallaiislszasrvliniewsy/n1svenoe1glasins/nswisla

1A39n15/Msseuatuanysel
& | wuussnunsuilysullasanisise &
0. WUUTBUMSsULlaATINTg 0.
00, LUUTBNUMANTadlditUsrasrRviiniewse 0.
ob.| LUUTENUATNMIMTIVeIlATINITIAY ob.
oo LUUTIBNUNNTVRA0D7ELATING/WATUALATINIS o,
oc.| huusenuatuaysel 0.
o&.| Juiindornunisvednasndiulenans o&.

15]5]




WAFNIINUYLEAY o

L= v
UUNNYBAINAU

A9UTIVNT

P E5..0203.001/ oo S

1399 PalauslAsINITITeIevesuNITAITAUNATEsTSUMTITeTunyed
Sou Usgsuamgnssunsiiansanasesssumidelunysdinietie/Ane1de
BN dafim

dievesunsiiansanasessiumidulunyed Tnglduuuenansusenoumsiiaisan deil

@M shdeenarsiidndwenmuiszsianlasenis)

=t}
—
=
b=

o | wuuauelasInsIteifiiavenissuses (Mwlne)

b | lassnsideatumuilve wuvatunwsingy Ussneumsiansanls)

I P 1 | o o v aw o
o | tAsBsliaiuTIuTINteya wu wuuluindeya WUUaaUAINNNTINY Ysuuiudunival

< | lenastuaateyadmivenatainiide

¢ | wnansuansnnuduseslnglasunisuennaivesenaialnsive

o | UsgiRgidennau

o | wWu CD ussydayalenans 9o 1-6

& | Buq ey

Fasgunielusaiansan

AR EI2 AR EI2
(e ) (e )
211590 US N lATINIS PMINIATINITINE

nsalvvTlasIN S Se duin@nw

SYU UTE5U/AaYINTAMENTINNNTITESTINATONIE/ANRY 58U UTsUAMYNTINNTTIUSTIIATeU8/ANedy

Wielusafiansan winauesadunsidnUssguaaenssung
O ful-board review
BT O Expedited review
(e )
La‘U'ﬁéﬂ'ﬁﬂmgﬂiiuﬂqiﬁ]‘%aﬁiimLﬂ%@‘lj']&]/%m&]']ﬁﬁ aa%a _____________________________________________
Ve mihilgsmsnuide O )

LAUIYNIAULNITUNNTITTTINATONEY/ NS

lom



PNTITHNYY o

MUULEUBLATINITIALLNEUDTUNITTUTEIINAMENTTUN TN TNIRIEFTIUNT IV T we

LASDUNY/ANYVAY e

o. Folassnadunwilneiinedinda uarderumngldflaonensumanidesnndngy uas
& fdelassnmdunmndingy Fealanumanenssivdelassnmsniuwlne
. 30 mhonuidifauasmnoauinsdwivesitondnuazfiulasimside
o, Usztav/guuuumside (wu 3deidmnans 3duRmaans 3deidmssaun 1us)
< unth svyseandendaialul
<o ANudRyIoIlym
<o WQUIEaANITIdY
cm Ustloiflagldunnnisifeienaatasitowardius
¢ anuiidnyidouasszernanfnuide
5. MINWHWITY (913illdAsunnsiens) isey
5.0 NAUUsEINTAANN TandumaaosuaznguAUAN T2y i 0g/Js ST uaziln
bl NawiN1sAnEeNe1aadasIdenTulasantg (Inclusion criteria)
b NAEINISHENDIAATATIT80aNA1NLATINTS (Exclusion Criteria)
o.& N9INTAANAINNTSANYI (Discontinuation Criteria) Usenausae
b WNUIoEEIATITEENINN15ANY (Discontinuation Criteria for Participant)
o<l innsimsfiasandmviesfnisAnumidasint (Termination Criteria for the Study)
o.¢ Sunsumssdunsife mafununudeyauaznsinseideya
0.5 Tofarsaany

o.o.0 NIAMINEeN Wssuinguazad 91uiuAss Ui uwavanudlunisiang

o =

o0l NIEiMINAReIEMeAdln Tiseylesn Teadlynneruiengnanuwasgdmuiy

wazneileuen (H13)
Dliosn NIUMSVIPABRAAN DE1DU TLUBNENT TEEDUR NeNMSISENNGTUBY AT B NYEL

@ @

wo.c nsaldun1sAneitendewindn sevininanisaulaliesuieISnisneday

e



@

o, Tefinsandussesssy Wililemuazienans il

oo srymudssiiorafintuses mstestuudly (nudsaituienie dudala dudsen
FungmneazFuEL)

oo SEYUMIABULNL BaLwe A1Uaen1s mIguatnen uasuidamdug nsdifemaunsn
YOULADNAAIATLIUNTINITY

£%

ol SryUsEAUAL I afuduasesTL

Ya o

o.& 58q5wamﬁamﬁmﬁumw (Patient or Subject information sheet) Wunnwlne
faiiosszyde anuitfnsie munsainsdmiveside nisduiunisnsdiianaunsndeu il
nansfsnanlidulunuguiuuiivesanenssunisaiesssaueiote/ Anerdoiimun

o.¢ lona1skaninudugeulaglasunisuennaiivesetaradasiseiduatuvlnenu
wuuvlasy viefifidennuaenadesiunuuresufinasnssun1sisusssuesetieAngdevun

a o @

oo nsdifififeiiuitldarsvselidnludediionarsiuasdeyadmiveaalinsidenie

e3¢

augInvsalenatsuansanudugeslaglasunisuennaveseaadanside Tiuanuvaus
awdndu ilevemuiiureuanamznssunsaiesssuaietne/Anendoidunsdld

o NafiTinguitegyeaaingide livssifaney desdaviienarstusamiouddusen
w¥oula (Assent Form) dwisungudiegy/eranaingide ldusalifin1ie 91U o 90 waz
nanstuastoyadmiuetaraiagids (Participant Information Sheet) n¥ouianaTTLAAS
AnuBugaulaelasunisuennanveteramalnsidudmiudnnunsamsegunulagveusssuay
NYVINEIUIU @ 99
& T18AULBEAIUUTTU LA UVEY

G.0 WAIIUNULALIIUILEY

=Jo TasBenAldINY (SrYmUnNInGEL)
. aswnsusesideruluaruaidagimiilasiniside uaraunuiiueuiiugeulag

PAUTNNIAIYY/FINUNNU/ITINTHEY NFNTNLASINSIVEAINN

e



LNEITNRUYLAY e

FO-ANA WINHATINITITY oevrrvrrricrrserreerses s
ADMUNUZUAIIUTRQUU oo ssess s s
ADNUNAAABIATZAIN oevvreevrrcvrrerr s MUBSIVTANI s

= =

UseTamsfiny (RausuSaaed audens@nwasan seyavinay dwsutndnulvissyiul

= =

UseTamsfiny (RausuSaaes audens@nwasan seyaviiau dwsutindnunlvissyiul

= =

UseTamsfiny (RausuSaaes audans@nwasan seyanvinay dwsulindnulvissyiul

BIEITUITY oo sesse s
USEIANTINGUNTHAIIUITY (SEUMMBYTTUNIUNT ) eevrrrnevrrsnerrrssseseeessseenssssseesssessesssssneenees

wa @

(seyuseiRgsauidennau)

5}



PNEITUUBLEY &
na1stuayadmivaaaingidy

#%5UlASIN15IY

W89 AW/ NTEHU (FEUD).coeerreerrecrrnerrnenseerrsnnnsennsnnn Mawruiiunis3dy
LT89 ottt Inefiinguszasdvein1side (ssyludeq 1)

.............................................. waznan1sIteddulseloviselas (wu resnaiadas/anntu/

liddanaruszy assialvd (munauduasevasnisidesoi)
o. szymgra pIuTniulunsidyeraadnandisulnginisive

b. oBUIETUROUNTIINISEEE 199189 uasTunTwiiyanaaluidalald

o nsdmAUTIVTIToYa laelduuuaeuntu uuudinivall sunungy dunamsal/
msUuinamnSeiale fesssyszezarilelunsney  sveziaaImsiatY MsinYIAINEY
uasanslumsugiasiioz linoudolafly

& 52YANUFey Usrloniinn iz lasuveseraiadnside uasyuyy

)

eumsmlunisdesiuunly ussgua o1aainsIvendIslasing

5.A1DULNUIALTEY

¥ '
a1 o A

Tumsiihsuiuormalingidoveddasinisideaded iuausanoududelnfldlagll
Feanslaasiedu lidwiasdsmmaisvadeiviels seylimnraudveraainsise oy
viwesliFeansln uaseslifanansenuiunsufuieiuvesri / lufinasonisinyimeiuia
suitalasulutioqui uasluouinn (unsaidugihe) / lifinansenusunmsiSouvaaru (lu
nsauindnyy/dniGew)]

'
a

mnhuldeasduussmislaviedeinissudeyaiufiuieiunaniside @1unse

= %

Ansedounuszyde) Il (szyaniuvesideniouvesinsdmifiazdndeldazninnaen

O& ALY o
mnvhuiilmadeteatuansvesviwadhsaunisnsidei Weedeuanaldi

lavIYN1IAMENTIINTRaNTARSEsTsATE Uy Te Inede/wTetng (mwsyauiy Il

Jurasun155U50993555 811U YE) NOUUATIUDTINIANI.covvrrcceeeenrereccessennnenneccssssennneneees

A v v

nsfifionanadinside daliussadifiniig velvfidedavinenansuamiondduseuniela

(Assent Form) fnuunmuszauatglaud 818 o - oo U uaz om VUL 1nanadugunases

locy




WNENINRUYLEY &
lndsuansaudusaulagldsunisuannan

TINAT (W87 WY UIETD.rreecrnereennnn UNHANR v D1Weneerrrnes Y
L S UT AT U NI NN e veafunsiuananadinglu
TN TS FTEETD oo e e e s e e et ee e

Aeunazasululugugenlimsidel {Iduldesurglidmidmeuisinguseasa
989015398 I9N15398 5IUNIUTE LV ULALHANTENUNBI1ILLAATUIINANTIVEBE19ALLDUA

pasnaulilanlun1snauteasden1es audla

ddelavesunnlunisaevarw naaey vavuiin uaz/mien suuiinimulunisauni,
Fausia/ngi/msanea m/m3an1sUuiniale BAFATEINAL. .. undl iilethdeyailely
......................................... (szySnguszasavealazants) wiieniugisvasiaredoya i 3ile
M dudeyanielusyeziian.......) 3sedniudniudomans (Foya/sunimvesdmdiun
Fr73aty) ffeaniausamslunsmvemansitouar iU losinsirmasiiiu

Y

Frmdndnsinlasansiseilaeauaiaslavazdrndraiunsonaudlainnisidu

v
=1

pranainslasansiseiliielalaandwiiussaunlagliinansenusenssnwile o Nedu

= a

GEPGRER]

o i

TeNNAFIN.. I8F095UT0IIMINARSUATIglAY 910N15TT8AINE T2

o1@1alnsIve e laTunITsnyine1vialaelifnyan uazvrlasunisvaiveielangaydely

v

YUINNITININYIVIAAINATT HAONDUSUNAUNUAIIUNNITADIUANTY Uae TIYaZLDYn
LAEINUNITINWING TU 1AW DL UYL TEAING 73]

Pmaunsainsie (seudeiiduniauioguasninaavinsdniiauisadnsela

U

LT N

Frndleorudennuinanundinas lnasuululudusenidsisanudula

AU e D1ENANATIVY | AIU Mo eRld]
GO ) AIUTIN GO ) ATUTTA
TU........ WADU oo WAL oo TU........ LAY oo WAL oo,
aelune UL o AL (WAUANTE)
AU e WY AU oo WY
(e, ) AIUTI O ) AAUTI
TU........ LAY oo WAL oo, TU........ K12] SR WAL oo,

b




Pmdldansalisuniadels wiidelieudernululuuseniiviuidmdiiudila

wazdmdddlafiuiane ol fdundngu

aeiasleananalingide
AU e B33
GO ) AIUTIN
TU........ LADU oo WAL oo,
AMLFUNE TN © AU
AU e WY AU oo WY
GO ) AAUTI G ) AIUTT
TU........ K 10] SR WAL oo, TU........ LABU e S R

(Y

lunsdlenanadnsdeliussalifnnieg  Hidedesinenarstusmiouddusounioula
(Assent Form) dwiuiinfilduenanadaside sruunmussivong ldun 019 o - oo U uas
om VTUlU niouenaisuaniauduseulaglasunisuennandmiviniuisamsegunulag

YOUSTINAUNY VY nIaiNFUnATeY/Haumsslisuntsdelilalvlduuuiiuianeiiile

HunAsey/dguniselagveusiieng g

AU e AR E S PRl
(oo ) FIUTI T ) FIUTIY
LTV LABU oo W o1V LADU coeoeeeeeeeee e Wl o,

AU oo N AU e N
(oot ) FIUTI (oo ) FIUTI
LTV LABU oo W e, o1V LADU oo Wl o,

a

lupsalifoanasinsidrsuddeliaunsodndulaedls (sein-vuna) Tigunulagyeu

sengvute wsednn/unsn Wudaswnudugen auwuuaauny viefiuiaeiy wiusnsdl

e Iusulsienatsuansnuiusatlaelasunisuenna nlvimangauny

nauseg nedindenuilinesdeseen waziiiudndonnuidnduls

Glay



LNE1TNRUYLEAY o

MUULIRANTITNATUINTIE Tunyud

AENIINNITNDITUNRIBFTINNTITE UL WEATaT I/ AN 1AL

o o )

DM AMTINLATINVTIDY oo oo e e se oo s

o ¥ a b4 a v o
Wrdaiansudiulasenside winnzas | asuiulse | nnsudly
USuuse

F2lATINITNTINELAZNWIBINg Y

(Qndies, Wisngay)

wiaeaauInduiidedinyideluau

Ay (MINUNIUITTEUNTTY)

Useleninaninfiagldsuainnisideves

RRGHGHGHIGEL GG

[

anUszaednaly

[

3
nnUTzaIALRNIE

szuanuNAneITenazsTEzIafnYI Y

N132UNUNTTIIY

¢ sUuuuMTIBuarsELTeUITIY
® J1UUNGNAIE1a

® inclusion criteria

® oxclusion criteria

00



Wadaia1sadulasaniide wangay | avsuTuuse nsuAly/

USuuse

® Discontinuation criteria (for participant,
termination criteria for the study)
® JupauMIALIUNNTIIY NIAIVAN

® N1533y Maiusiuswdeya

¥
o @

® i3 TalunisuseiuNg

® MlATIEaya

UUTEU/UNR U

L@NEN581999

LUUFUDNN/FUN1E]

@

§Adeilnnnuianuanusaiiganemazay

Y a

FaNANTUIAIUIIYFITUYDIDIEEIAT
o anudssiionaintunazmstostuudly
e @1dng (lu Phase 1) AImBULNY  YALYY
® syymsguatnw wazuiyvdu o nsdl

ANAWNINYDULNDEENAT

Usziudy o MAgnNuAuasesssy (ANUEY

HansEnuauinla Jeeu Yu)

LoNa1sTLAaYadmiveaalngidy
® N3¥UIUNTYBANNEULDY

® ANUATUEIUYDITBYA

wnanskansnnudueaulaglasuniIsUBNNET?

JolaUaUUTIUY

(4]o]



ATUHANITNDNTAUNATINITITHETD s
O eudfwuulaiieuly
O syfAlaglviusuunle

[ 58N15R975040  108wAlLAE@d1SUN1TRANSNNAMENTTUNITRANTANSEFIIUNTITE Y

UywdAIeYIe/Anedy Tl
[ sen1sia1san lagdad15un1siiansanainanenssun1siiansanasesssumsidsluuyed

\A3RYIATA......... V30AMENTIUMIRANTUINSANYTITeTuAW NSeNTIEsITNEY (ERC)

ERHGIT

LAYILYNITANENTIUNITNANTANATEEITUIIE T UL B

LASDUIE/ANEVEY oo

[415]



LNEIINRUYLAY of

AFITRNIBLRY .......... /a&&<

AENITUNITNITAUNRIEFITUNTITE LU ue

LATDUNY/ANYVAY eeereeeeeeereeeeeeeereeeeeeeeseenens
lasmside:  (seyvelassnny)
SYALASINT:
FUIlATINIS:

A0NUNANTAUNITIVY:
LONFSNNINTN FI987918Na73:

o. lnssmsidoiilevesumsiarsananaaznssunifiansanaiesssunsideluuyed nede
........................................................... AUUUALUTUT o

. 1054519398 @TUATEINGY) version & Fuf...rs

o. 159919398 @UTUATIEINGS) version 3 Fuf.eso

<. tnansasunmaAsunadiasedenside wioudduas @duntwilne Sufl ... )

&lonasuuziilasinsidudmivermadinsuazuisdedusey @miudaeiiin) dwi o
“M3ANTeY” QUUMALY T S 12l VO

5. wnasuunihlasinidvdmivanaainsuasnilsdedusey (dwiuidieiin) dai b

“ANSANETIVY” QUUBARY TUTeeeen VDIFOTUU oo
o. Lnanskuztilasinsidedmivoraadasuaznisdedusen (@ miuglvg) d1ud o
“N15AANTDS” AUULALY TU oo VDIFOTUU oo

<. enasuuzilasainsifedmivoranatasuazuisdedusen (dmiuglug) @il o
“MsAny3d” aTUUALY FUT VI e

. enaswusiilasimsifedmsvenanadasuasnilidedusey (Fmsvoranadasivaedin
918 o) — o V) @0 @ “N15AANTDI” ATU ©.0 TUT oo

YDIFOTUU oo

4]y



AFITRUIULRY .......... /o&&<

oo. lnasuuzilasnisifedmivenaatinsuazniidedusen (dmsvenaradasiUenn
919 o) — o U) @37 b “M3ANYITY” 20U 0.0 FUTh o
VBITINTT Lo

oo. lENATHUzlATINTIed miveaainsuazniidedusen (dmsvenanadasiUenn
911191 om T) @7 @ “MIAANTOS” ATU ©.0 FUT o
VBIFADTTU oo

olo. lonasuUzlasINTedmivenaainsuazniidedusen (dmsvenanadasiUenn
919 110N 13 ) drufl 2 “MsAENETITE” 20U 2.0 T
VBIFIDTT Uevo e

@ BNETAMULT (WO oo UUABINGYRALY TUN oo

ANIENTTUNMTNITANTEETIUNTITE I UNYYEIATOUI/ AN IR e
gfasalasmstivatiunwilng Uazn 157890 wé AnenIsun1s Rnsanoiysiflud
sesrnliduiumsfnyidodedsiuld felasBanuonasatiuawinedundn ofls
viudssenuanuzvedasanslvinuenssunis niu (seyszeziiayynd) ievesysii

AndulasinisiesunnavuneglasInTg

................................................. UIL5IUAUTNTIUNIT
O )
................................................. NITUNMTUALLAVIUNNT
O )
FUTUTEUATIUI.
SUTOIRIUGIUT e BOTUT o

(]



LNE1INRUYLAY .o

The Ethical Review Committee for Research in Human Subjects
.......................................................................... College
Praboromarajchnok, Institute for Health Workforce Development
Ministry of Public Health, Thailand

Title of Project :
Reference Number :
Principle Investigator :
Place of Proposed Study :

Document Review/Approval
[ )
[ )

We also confirm that we are an ethics committee constituted in agreement and in
accordance with the ICH-GCP

The Ethical Review Committee for Research in Human Subjects ................
................................................... College, Praboromarajchnok, Institute for Health Workforce
Development, Ministry of Public Health, Thailand had reviewed (both) Thai (and English)
protocol. In ethical concern, the committee has reviewed and approved for implementation
of the research study as above mention, therefore the Thai protocol will be mainly conduct.
The protocol must be approved by continuation review for the duration of (timeline/one
year ) until expired.

.................................................. Chairman

.................................................. Secretary

Date of Meeting ........ccoverererrnnrevereecrenereresnnnnes
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Document No. : ............. /2011

The Ethical Review Committee for Research in Human Subjects

Praboromarajchnok, Institute for Health Workforce Development

Ministry of Public Health, Thailand
..................... (Date/Month/year) — Present

Network/College

(Example)
Member Title and Occupation (position) Qualification Male/Fe | Yes/No
Name (if applicable) male
Chairman
MIS. ceevevevieianns Registered Nurse, Ph.D (Nursing) Female Yes
Division of .......... ,
veeneene.NUrsing College
Member
Asst.Prof. ............... Asst. Prof. Faculty of Ph.D (Nursing) Female Yes
.......................... Nursing, .....University
1Y [ Retail M.A (Education) Male Yes
1Y/ | Physician, ................. M.D, M.P.H. Male -
Hospital
MF e Registered Nurse, M.S.N. Male Yes
.......................... Division of ..........,
veeneenn.NUrsing College
Member & Secretary
MISS wovvereirrereene. Registered Nurse, M.S.N. Female Yes
........................... Division of ..........,
......... Nursing College
Member & Assistant
Secretary B.B.A. Female Yes
MFS..oiiiieiee s Officer, ....cccvuvnee.
...................................... Nursing College

Date of Approval : (Date/Month/year)
For Protocol : (Name of the approved protocol)
Reference Number : (Ex...Ref. No. 5/2554)

(Secretary of Ethics Committee)
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nuisadsn @iunwdengy)
The Nuremberg Code (1947)
Permissible Medical Experiments

The great weight of the evidence before us to effect that certain types of medical
experiments on human beings, when kept within reasonably well-defined bounds,
conform to the ethics of the medical profession generally. The protagonists of the
practice of human experimentation justify their views on the basis that such
experiments yield results for the good of society that are unprocurable by other
methods or means of study. All agree, however, that certain basic principles must be

observed in order to satisfy moral, ethical and legal concepts:

1. The voluntary consent of the human subject is absolutely essential. This means
that the person involved should have legal capacity to give consent; should be so
situated as to be able to exercise free power of choice, without the intervention of any

element of force, fraud, deceit, duress, overreaching, or other ulterior form of constraint

€0



or coercion; and should have sufficient knowledge and comprehension of the elements
of the subject matter involved as to enable him to make an understanding and enlightened
decision. This latter element requires that before the acceptance of an affirmative
decision by the experimental subject there should be made known to him the nature,
duration, and purpose of the experiment; the method and means by which it is to be
conducted; all inconveniences and hazards reasonably to be expected; and the effects
upon his health or person which may possibly come from his participation in the
experiment.

The duty and responsibility for ascertaining the quality of the consent rests upon each
individual who initiates, directs, or engages in the experiment. It is a personal duty and

responsibility which may not be delegated to another with impunity.

2. The experiment should be such as to yield fruitful results for the good of
society, unprocurable by other methods or means of study, and not random and
unnecessary in nature.

3. The experiment should be so designed and based on the results of animal
experimentation and a knowledge of the natural history of the disease or other
problem under study that the anticipated results justify the performance of the
experiment.

4. The experiment should be so conducted as to avoid all unnecessary
physical and mental suffering and injury.

5. No experiment should be conducted where there is an a priori reason to
believe that death or disabling injury will occur; except, perhaps, in those experiments
where the experimental physicians also serve as subjects.

6. The degree of risk to be taken should never exceed that determined by the
humanitarian importance of the problem to be solved by the experiment.

7. Proper preparations should be made and adequate facilities provided to
protect the experimental subject against even remote possibilities of injury, disability or

death.
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8. The experiment should be conducted only by scientifically qualified
persons. The highest degree of skill and care should be required through all stages of
the experiment of those who conduct or engage in the experiment.

9. During the course of the experiment the human subject should be at liberty
to bring the experiment to an end if he has reached the physical or mental state where
continuation of the experiment seems to him to be impossible.

10.During the course of the experiment the scientist in charge must be
prepared to terminate the experiment at any stage, if he has probable cause to believe,
in the exercise of the good faith, superior skill and careful judgment required of him,
that a continuation of the experiment is likely to result in injury, disability, or death to

the experimental subject.

For more information see Nuremberg Doctor's Trial, BMJ 1996;313(7070):1445-75.
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BASIC ETHICAL PRINCIPLES

The expression "basic ethical principles" refers to those general judgments that
serve as a justification for particular ethical prescriptions and evaluations of human
actions. Three basic principles, among those generally accepted in our cultural tradition,
are particularly relevant to the ethics of research involving human subjects: the
principles of respect of persons, beneficence and justice. These are based on the

Belmont Report.

1. Respect for Persons. -- Respect for persons incorporates at least two ethical
convictions: first, that individuals should be treated as autonomous agents, and second,
that persons with diminished autonomy are entitled to protection. The principle of
respect for persons thus divides into two separate moral requirements: the requirement
to acknowledge autonomy and the requirement to protect those with diminished

autonomy.

In most cases of research involving human subjects, respect for persons

demands that subjects enter into the research voluntarily and with adequate information.

To respect autonomy is to give weight to autonomous persons' considered
opinions and choices while refraining from obstructing their actions unless they are
clearly detrimental to others. Respect for the immature and the incapacitated may

require protecting them as they mature or while they are incapacitated.

Some persons are in need of extensive protection. The extent of protection
afforded should depend upon the risk of harm and the likelihood of benefit. The
judgment that any individual lacks autonomy should be periodically reevaluated and

will vary in different situations.

(g



2. Beneficence. -- Persons are treated in an ethical manner not only by
respecting their decisions and protecting them from harm, but also by making efforts to
secure their well-being. Such treatment falls under the principle of beneficence. Two
general rules have been formulated as complementary expressions of beneficent
actions in this sense: (1) do not harm and (2) maximize possible benefits and minimize
possible harms. As with all hard cases, the different claims covered by the principle of

beneficence may come into conflict and force difficult choices.

3. Justice. -- Who ought to receive the benefits of research and bear its
burdens? This is a question of justice, in the sense of “fairness in distribution” or “what
is deserved.” An injustice occurs when some benefit to which a person is entitled is
denied without good reason or when some burden is imposed unduly. Another way of

conceiving the principle of justice is that equals ought to be treated equally.
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WORLD MEDICAL ASSOCIATION DECLARATION OF HELSINKI
(UUNED9Ng )

Ethical Principles for Medical Research Invol- ving Human Subjects
Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964, and
amended by the:

29th WMA General Assembly, Tokyo, Japan, October 1975

35th WMA General Assembly, Venice, Italy, October 1983

41st WMA General Assembly, Hong Kong, September 1989

48th WMA General Assembly, Somerset West, Re- public of South Africa,
October 1996

52nd WMA  General Assembly, Edinburgh, Scotland, October 2000

53th WMA General Assembly, Washington 2002 (Note of Clarification on
Paragraph 29 added)

55th WMA  General Assembly, Tokyo 2004 (Note of Clarification on Paragraph
30 added)

59th WMA General Assembly, Seoul, October 2008

A. INTRODUCTION

1. The World Medical Association (WMA) has developed the Declaration of
Helsinki as a statement of ethical principles for medical research involving human
subjects, including research on identifiable human material and data.The Declaration is
intended to be read as a whole and each of its constituent paragraphs should not be
applied without consideration of all other relevant paragraphs.

2. Although the Declaration is addressed primarily to physicians, the WMA
encourages other participants in medical research involving human subjects to adopt
these principles.

3. It is the duty of the physician to promote and safe- guard the health of
patients, including those who are involved in medical research. The physician’s know-
ledge and conscience are dedicated to the fulfilment of this duty.

4. The Declaration of Geneva of the WMA binds the physician with the words,
“The health of my patient will be my first consideration,” and the International Code of

Medical Ethics declares that, “A physician shall act in the patient’s best interest when
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providing medical care.”

5. Medical progress is based on research that ulti- mately must include studies
involving human subjects. Populations that are underrepresented in medical research
should be provided appropriate access to participation in research.

6. In medical research involving human subjects, the well-being of the
individual research subject must take precedence over all other interests.

7. The primary purpose of medical research involving human subjects is to
understand the causes, development and effects of diseases and improve preventive,
diagnostic and therapeutic interventions (methods, procedures and treatments). Even
the best current interventions must be evaluated continually through research for their
safety, effectiveness, efficiency, accessibility and quality.

8. In medical practice and in medical research, most interventions involve risks and burdens.

9. Medical research is subject to ethical standards that promote respect for all human
subjects and protect their health and rights. Some research populations are particularly
vulnerable and need special protection. These include those who cannot give or refuse
consent for themselves and those who may be vulnerable to coercion or undue influence.

10. Physicians should consider the ethical, legal and regulatory norms and
standards for research involving human subjects in their own countries as well as appli-
cable international norms and standards. No national or international ethical, legal or
regulatory requirement should reduce or eliminate any of the protections for research

subjects set forth in this Declaration.

B. PRINCIPLES FOR ALL MEDICAL RESEARCH

11. It is the duty of physicians who participate in medical research to protect
the life, health, dignity, integrity, right to self-determination, privacy, and confidentiality
of personal information of research subjects.

12. Medical research involving human subjects must conform to generally accepted
scientific  principles, be based on a thorough knowledge of the scientific literature,
other relevant sources of information, and adequate laboratory and, as appropriate,
animal experimentation. The welfare of animals used for research must be respected.

13. Appropriate caution must be exercised in the conduct of medical research
that may harm the environment.

14. The design and performance of each research study involving human
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subjects must be clearly described in a research protocol. The protocol should contain
a statement of the ethical considerations involved and should indicate how the
principles in this Declaration have been addressed. The protocol should include
information regarding funding, sponsors, institutional affiliations, other potential conflicts
of interest, incentives for subjects and provisions for treating and/or compensating
subjects who are harmed as a con- sequence of participation in the research study.
The protocol should describe arrangements for post-study access by study subjects to

interventions identified as beneficial in the study or access to other appropriate care or benefits.
15. The research protocol must be submitted for consideration, comment,

guidance and approval to a research ethics committee before the study begins. This
committee must be independent of the researcher, the sponsor and any other undue
influence. It must take into consideration the laws and regulations of the country or countries in
which the research is to be performed as well as applicable international norms and
standards but these must not be allowed to reduce or eliminate any of the protections
for research subjects set forth in this Declaration. The committee must have the right
to monitor ongoing studies. The researcher must provide monitoring information to the
committee, especially information about any serious adverse events. No change to the
protocol may be made with- out consideration and approval by the committee.

16. Medical research involving human subjects must be conducted only by
individuals with the appropriate scientific training and qualifications. Research  on
patients or healthy volunteers requires the supervision of a competent and appropriately
qualified physician or other health care professional. The responsibility for the
protection of research subjects must always rest with the physician or other health care
professional and never the research subjects, even though they have given consent.

17. Medical research involving a disadvantaged or vulnerable population or
community is only justified if the research is responsive to the health needs and
priorities of this population or community and if there is a reasonable likelihood that
this population or community stands to benefit from the results of the research.

18. Every medical research study involving human subjects must be preceded
by careful assessment of predictable risks and burdens to the individuals and com-

munities involved in the research in comparison with fore- seeable benefits to them

oY}



and to other individuals or com- munities affected by the condition under investigation.

19. Every clinical trial must be registered in a publicly accessible database
before recruitment of the first subject.

20. Physicians may not participate in a research study involving human subjects
unless they are confident that the risks involved have been adequately assessed and
can be satisfactorily managed. Physicians must immediately stop a study when the risks
are found to outweigh the potential benefits or when there is conclusive proof of
positive and beneficial results.

21. Medical research involving human subjects may only be conducted if the
importance of the objective outweighs the inherent risks and burdens to the research subjects.

22. Participation by competent individuals as subjects in medical research
must be voluntary. Although it may be appropriate to consult family members or
community leaders, no competent individual may be enrolled in a research study
unless he or she freely agrees.

23. Every precaution must be taken to protect the privacy of research
subjects and the confidentiality of their personal information and to minimize the

impact of the study on their physical, mental and social integrity.
24. In medical research involving competent human subjects, each potential

subject must be adequately informed of the aims, methods, sources of funding, any
possible conflicts of interest, institutional affiliations of the researcher, the anticipated
benefits and potential risks of the study and the discomfort it may entail, and any
other relevant aspects of the study. The potential subject must be informed of the right
to refuse to participate in the study or to withdraw consent to participate at any time
without reprisal. Special attention should be given to the specific information needs of
individual potential subjects as well as to the methods used to deliver the information.
After ensuring that the potential subject has understood the information, the physician
or another appropriately qualified individual must then seek the potential subject’s
freely-given informed consent, preferably in writing. If the consent cannot be expressed
in writing, the non-written consent must be formally documented and witnessed.

25. For medical research using identifiable human material or data, physicians
must normally seek consent for the collection, analysis, storage and/or reuse. There may be
situations where consent would be impossible or impractical to obtain for such research or

would pose a threat to the validity of the research. In such situations the research
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may be done only after consideration and approval of a research ethics committee.

26. When seeking informed consent for participation in a research study the
physician should be particularly cautious if the potential subject is in a dependent
relationship with the physician or may consent under duress. In such situations the
informed consent should be sought by an appropriately qualified individual who is
completely independent of this relationship.

27. For a potential research subject who is incompetent, the physician must
seek informed consent from the legally authorized representative. These individuals
must not be included in a research study that has no likelihood of benefit for them
unless it is intended to promote the health of the population represented by the
potential subject, the research cannot instead be performed with competent persons,
and the research entails only minimal risk and minimal burden.

28. When a potential research subject who is deemed incompetent is able to
give assent to decisions about participation in research, the physician must seek that
assent in addition to the consent of the legally authorized representative. The potential
subject’s dissent should be respected.

29. Research involving subjects who are physically or mentally incapable of
giving consent, for example, unconscious patients, may be done only if the physical or
mental condition that prevents giving informed consent is a necessary characteristic of
the research population. In such circumstances the physician should seek informed
consent from the legally authorized representative. If no such representative is
available and if the research cannot be delayed, the study may proceed without
informed consent provided that the specific reasons for involving subjects with a
condition that renders them unable to give informed consent have been stated in the
research protocol and the study has been approved by a research ethics committee.
Consent to remain in the research should be obtained as soon as possible from the
subject or a legally authorized representative.

30. Authors, editors and publishers all have ethical obligations with regard to
the publication of the results of research. Authors have a duty to make publicly
available the results of their research on human subjects and are accountable for the
completeness and accuracy of their reports. They should adhere to accepted guidelines
for ethical reporting. Negative and inconclusive as well as positive results should be

published or otherwise made publicly available. Sources of fun- ding, institutional
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affiliations and conflicts of interest should be declared in the publication. Reports of
research not in accordance with the principles of this Declaration should not be

accepted for publication.

C. ADDITIONAL PRINCIPLES FOR MEDICAL RESEARCH COMBINED WITH MEDICAL CARE

31. The physician may combine medical research with medical care only to the
extent that the research is justified by its potential preventive, diagnostic or thera-
peutic value and if the physician has good reason to believe that participation in the
research study will not adversely affect the health of the patients who serve as
research subjects.

32. The benefits, risks, burdens and effectiveness of a new intervention must
be tested against those of the best current proven intervention, except in the following drcumstances:

» The use of placebo, or no treatment, is acceptable in studies where no
current proven intervention exists; or

» Where for compelling and scientifically sound methodological reasons the
use of placebo is necessary to determine the efficacy or safety of an intervention and
the patients who receive placebo or no treatment will not be subject to any risk of
serious or irreversible harm. Extreme care must be taken to avoid abuse of this option.

33. At the conclusion of the study, patients entered into the study are entitled
to be informed about the outcome of the study and to share any benefits that result
from it, for example, access to interventions identified as beneficial in the study or to
other appropriate care or benefits.

34. The physidan must fully inform the patient which aspects of the care are related to
the research. The refusal of a patient to participate in a study or the patient’s decision
to withdraw from the study must never interfere with the patient-physician relationship.

35. In the treatment of a patient, where proven interventions do not exist or
have been ineffective, the physician, after seeking expert advice, with informed consent
from the patient or a legally authorized representative, may use an unproven
intervention if in the physician’s judgement it offers hope of saving life, re-establishing
health or alleviating suffering. Where possible, this intervention should be made the
object of research, designed to evaluate its safety and efficacy. In all cases, new
information should be recorded and, where appropriate, made publicly available.

22-10-2008

Copyright, World Medical Association. All Rights Reserved
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