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Investigator)
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5. unaInuatuayuun15Ive (Research funding)
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6. FOUNYINIAel

ALAEHIUNNTALTNATTITEMIAETATAR (GCP) 1
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A Single center

A Multiple centers sy

(szyanndauNINTATINTINE LANANITHANTUNUDIAAULATINANT

AaFITUNMTIBTuAULAREEA1TY)
O syudusvdsesine
(srutfadsemaiisiniasenisise studfannaaiululsemalnafsiniasenis

338 LARYHANIININTUIUAIAULATINAITAIAETTUATIA TUAULGRsRa1TUTY

Uszinea'lne)
7. szaznaivintasenside
ARAATATINNG .o 1 I ohy!
seagIAALAAYR
(WBUALTaYANFIANA LHTUAITFUTAIANAMULNTINATITASLETTUY Wa7)
8. Tasensiiflugiunilonasnis@nmn: Wialsyaniing 16iins vianis
Aneadsy (Independent study)
Q il
0 Tof 534
O uidediyanes O uddedsaanin O oudde
3euauian
9159919331
wianAuRITATITIIAITINER LGN (Full protocol/Proposal) &1
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1. BaNN1T uasaKNanaadvindae (Background/Rationale)

(aguadszaAny AuelitAvIninsEAA4)

3. 2aULANINUIE
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4. sduuun15338 (Research design)
O J3edeussene/wssanun (Descriptive research)

O n53aLd9&133 (Survey research)
O a1s&193a9Ans (Organization research)
d n153As1giienu (Job analysis)
O aswmseiianans (Documentary analysis)
O nsasadszaué (Public opinion survey)
O asasguau (Community survey)

O Auq

Q Asidademnudunus (Interrelationship research)
QO asdnsauihanuunansdl/ shanau (Case study
|/ case series)
QO asifaBaudaunanis@nsaniug (Causal
comparative studies)
O Asidedvavduius (Correlation research)

O asddedeweuun (Developmental research)
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O asAnIANLRZLAU T/ AMsEnIWIUIN1T (Growth
studies / Developmental studies ai'laniuaéiie R&D)
Q Asd@n LU TUN (Trend studies)
O asdedeitaseui (Analytical study)
Q ansd@nmldadnenin (Prospective or cohort study)
a asdnelddanady wians@nuntdaasan (Retrospective or
case control study)
Q asAnIAAGaUINY (Cross-sectional study)
O asdvadvneaaay (Experimental Research)
Q asd@nluiasneaa (Laboratory study)
Q avsAnwtdendtin (Clinical Research)
O asnaaadniensunne (Clinical trials)

d Asneaaven (Drug trial) phase................. 31!?’?';3

A Registered drug
A Investigation (new) drug

O nsvaradiasasiiauwnne (Medical device trial)

A Registered device

A Investigational (new) device

1 Registered device

d Investigational (new) vaccine
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A Experimental procedure/intervention

A High risk
A Minimal risk
A Bioequivalence

A In vitro / laboratory

A Research using repository of biological
products (cells, blood, tissues, fluids, etc.)
A Observation clinical research
[ Prospective (cohort) study
Q asdnneaasluaasulu (Field trials)
Q asdnneaasliuyuu (Community trials)
QO A998 Manumussanssnatiailusyuy (Systematic review)
O msddedivaaunw (Qualitative research)
O avsAnringas (Pilot study)

I YL YN C 7 ) SO

5. Waude/an& 1 TAs (Research subjects)
AsAWIAAUIAMALNY (Sample size calculation)
(Tdsaszuiiunuaszuadiattoluusaznay unldgasasa nsanLanIgnsi

Tafwa wagszyammnlsnunua lugasnsautnasatasuadaIfInlstiu)
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LnaLwin1saauKINIE/and&TnsIagfn1sLansIun1s3Ide (Withdrawal or

termination criteria)
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N5AR KNI/ 1§ TATLEINNaN (Subject allocation)

[ YR

(2atviivaduasisnsgudaaidanaldaliag)

6. ATTUIUNTIAY
aauNaf9NTTUIUNTTIN "L:Jm"aoﬁvuﬁoL%'aomsmaauagmmmznssums 195
aaauanaualdlszid svazainsiAudayaniassasaitanyitaya
walvitiuigsrumaazidanuadnssinunside wiasfiavitlalunnsive du
aaua19q Tunisatliun1sIae ﬁ'm’/’isj‘imﬁﬁﬂ/mmaﬁﬂswm”aaﬂﬁﬁﬁu’%aaz“lm"%u
AsUFTE (Lru Swuaseifinnsaizidan Usunadaaiiiate S1uuns
Tanane wazna1ildlunisHinids dusdy) wnnfinisgelasenisisauuuunee

Aalifilamnunasedu (adunaasedf anua litdiutninnszaA4)
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7. aszuiunsiAutiaya (Data collection process)

ATanRvuuuiuvinansiAutaya (case record form) way/%ia
Luu&auaiu (questionnaire) wag/via wuugunmal (interview question) Lay
Iv3a unduamain1aInsdwy (telephone script) azlaundsenaunns
WATaUEE (613)

* psLAuYayafaIBuUdIaIn 1HTUNNSFUTAIANNAMLNTTNNTASLETTU
Asivaluau

“uuuuifuintayazasysinisa/araaiamnlseinn saglissuda-
NN, Hospital Number %3a identification sUuuudug AsnunsasyussIn

/@A leatdunauraa Taaluldiduswaunu

8. n1siana (Outcome measurement)
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ATANSYYIN WaANSuanuaIns@niidaayls (primary outcome) dvdialilu
ilRdadrAgylunisAauiaauIamacny  uasNaawsaug 61d  (secondary
outcomes)

Primary outcome

9. nFiAsEiNan1sIE (Data analysis)

2

(nszNUNTTANR/SAT 1N SINGIREATATY)

Page 13 of 25



10. wANF U daya Kratand1savay

(Aansidauan®sanvas TudauauIassIUSNR)

AanansacIuazusssuni1sIdaluau (Ethical consideration)
1. anEULNIINIe/a & 18NAT

[ Healthy volunteers

A Patients excluding vulnerable subjects

0 duq (v1u Retrospective chart review, electronic chart)

A Vulnerable subjects
0 finudn / A biussafiiaig (ane <18 1)
O gnsuiadamnuunwiadnivauad / Inla
O gihevavanidu wia naadunanihaniln, Hihassazgaving
Q pjihangi3e
0 fihedaserisasfoniunne uasHaua
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O vejofingsa Q dnBau / dndnen Q dnine

o o

O s fledeAuticyan O gatpudarusAse O Waiu
nilvdaliiaan
O duq 53y

2. Mslddaya waznsiAudrinauasnsinive/a@ 1A
finnsuaauaaly repository of biological products anngia1U1
O g O
finnsuaifuiiinauaHuiin/maraiaslitiadnusaluauiae
O g O (wuutan&s material transfer agreement)
fin13&9 Specimen aanuangaliiu
O Mg O 4
fin1511 Specimen ananauantinunTugaliu
O g a4

3. aszuiunsidayiuliiangsiunisive (Recruitment process)
8aUn srunnaauRBmuliidns N

ATUIUANT
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(a8 UNansELIUNTLTUAIUNTINIAL/aRFNATTYLINTINATI VAL NIRLLA LA

wsanuuulutseniaiday iy unaunuInensdnvidusnilsenaunisiiaisan)

vinninfidmuaanaiasinTasen1sIde (vinusunsaidannnaa

WNEAag)

=

O Hininlasenside A f3dasiu
Q r2a1AT9n1533 (11U research nurse, dnAAEN)
O wwnedidnzacld O Auq sy
4. aszurunisuamnuduaanlntangsinnside (Informed consent process)
O ‘LivAmzagiiiasanniilu Retrospective chart review
O aaaaiunszuiuzamuiuagan (Luutangisuuuwasuuaantiunig
AaANULULaN)
O wamnufusanlvssytayasalud
e piELiuNITAAANNEUL DN
- szazian lunslvdwuninngugas BN TasenTs Wazaaubuaaun

32U1A59ANS
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- flnHunsiFafilanaiavianasiuacy adulunumunaunis

dagulania’li
« MeN1ddseAnaINATL LN TATINNT WIaKLNUTALAAUETTY

5. Usylamivianadnaglasuainn1sive
sgTamigansnia/anad@iasidusnaynaa

(WA a5 uss Tamiannnisin e TusasyyauaIuLiuase)
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6. NANTTNUNANLLAALANTINIAL/DRIFTAT LRLNITUALAL
afnaxanIznusavng 3nla deau LAsgAa Taaanizanudavinia’li

saufivanu Lz U LazAISLRELAN
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AaKsufintauviaunng waznungieaInsdnrinansadasalanaantian

matatuanIsallinvlseaafannn15INe

nsaiiflunsiTamendfin N5iaTildNansIFENIY 12U NAATIANVY
UFTENT HAATIRAMIWENETINET NRATIANMIIR LTusiu pIFaiian15ae9'ls
Tunsudounneidraasly wda wnnedug Adluglinnssnegsinisa/anan

sifAslvinsuinyaragiiuag Ty sEuInen1sansIna1side

1ATINFIBAAUENTIUNATAAANQLA LU Study monitoring, Data Safety

Monitoring Board (DSMB) tilusiu

Q liAenaiag
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TAseNsITafunuazrinnsianeiszninesdiunis (Interim analysis) Tuwd
DIANULRENUDINITATIANT

O 8 szulia’lng

O g
O ‘LivAzag
7. \igndiasvtaanafinansenunsaiausamaun anuda suusssudiaon
Usziwdivdaiauassududon dades
2avdaniu viavdundalsunaiivinnsidaagnialy
0 Aendas syuignsilasduviaaananssnudonay
0 LitAeniag
8. ian1sdnilavanuruniatayagiudiuagInIe/addNAT
figanuimangay dudasu wwwizlunsuannuiuaay
0 I VA T ) O Mg
figanuimangay dudasulunssdiunnsdnenise
O (55U o ) @ g
AanstuindayasgIuc?
O hifinnstiuvindayagiudiuagsiuie/aranaiag
O finsdurinzayagiudiuadniuide/a&ins
WiladswaunudavaztiayadiuduadsHuise/araaiag Wissyiudaut
\An Snususnuacda UNURNA

%

Q JdulWddannsading 0 suane / andly O 6@ / an

ARau'ln
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winfinsiiudindayashudidena1nresu Tusaszusiaiunsaidn e

daya’le Innsilaviuyaraii iitimdaslunisiandvdaya szuseazailunig

urdayald waridnasvinanatayatiaduganisiae

1
<l

0 furinliluranfimassudAdswailasfuyanadulyly
gusaiie’le

va

O iuanais/uiu CD / Wa lus/dudn Afincyuadan wasyive
wihniluiinguaiile-tla

0 finsvinanaanans / CD / W& onuaiaduganisise

0 f9ukiu CD dseidihadununusadoudaduganiside

Q tAuanas/unu CD /WA Tisacdunan ........ 1 ndodugans

O duq 58y

9. AfusavuaININE
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(2aTWRITENAN LARLHITUTINNAAU WINTUILUINANAUNITITEAIUA
FusavmuaR Il LAINLATAIKANAKUNTD WIaNRIUINLALssY U Tunauving

VWAL NIIAILTUNTTITE)
3

va Q/ Q/

1) 2w wazaaITadofinaumuuaidastialilutanansi avlsenad
Ufiidauassenussauasiindde wialvnissfivouidadvaguuiiugiuay
ndnzasTINATITaluAuLALANTINNSTAWMNNLAN AaanaulsyAUNIAT5IY
aavms@nduai bvitilullatvaudnfesuaziiasfngfivaciinide
0 2) Wi wazaaeITaazsfiuuIaauiszy1itulasesen1sidaaiu
A1A3uNsTUsaINAMLNTTNNNTITEETTNNNTITaluAUTALLATIATA Wiauld
LaN&ITHUAY wil&augauianuifuaanaingidnsndde wasanaisaug Ale
HIUAITFUTAIANNALNTTUAITAZLETTNY WALV

3 3) A wazaaeive fanusanuinlalunsuiunsitaiauain
atnafinntunay wazfianuarunsalunsualaiiayw viawaasallie
UseavArianazinduluseninonsise Taadfisdodndes &1 anulaaasds
uasaigfnwaadnINItemiusdday
0 4) 2wid wavaaeyIdeagliisusdun1side aunnaglasuanansiusas
(Certificate of Approval, COA) nnAMEATTUAITIZEFITUY WaILVintiu
0 5) dwianw agaagrdIaainladtunisiandvdaya wazazaanisdnilavainu
AUUAAYAUDIHLAFINTILDLNILATIATA vg’m”'ri'm"jimammLffaﬁ’u“l,m”'j'm”asgm‘fi
Teitlanasanaueiivaazgaiiutiiuainuay
0 6) WLz aunansallaiflseaadTuwse nanisali lisnuisamia
e laa9nUNTUTEKIN9N15378 (serious / unexpected adverse event) a1y

seidauAIAULNTTUNTTAZAETINY AaTuaINAIKUa wazazlaudIaida

Tunisualamanisallaifedseaediinduszninonisidaadnaduanuaiuise
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Q 7) vnafimnudnidusasdsuualuiasenisive (protocol amendment) waafi
nsl&aunlasaaelive 1IN 1RTLIIAULATIUNNTAZLETINY LRauaNs
FusasnauisuaLiiunsanuiisasnistiulfaunnade uazmnnisdiuiasenis
S¥ufinanssnusaiin N A wiEAznIILazranNausaNNNETIL2NTIN
M5ITauaIaNAS

0 8) Ahwidarsnasumsafiunisiagiliduldauiszylilutasesenis
398 (protocol deviation) auseLiuUDIAULNTTUAITATLGITUY AMaluani
Avue wazasnmilasdudbvitAinanan adhoduanusiuisa

3 9) wmnnsidasdiunsliadaduly 1 1 2wdassauauduntinuag
Tasensatnataann 1 1l (progress report) wazainwidnsininivasaane
LlANFITIUTAINNAUENTINNTIIEETINY Analu 30 Tunaumsunirviua (COA
extension) Weilvnnaietananssusasanaaig aglifinssugidnsnidalng
AUNIINITEaANEALLRTAZHUTDE

2 10) favinnsidaaiadu widagaglnanunanisadiunis tiawssile
1A59N15338 (close out report) aussLdaUADIAULATTUNITAFEUGITNY Analy

LnRTARUR

QUTD . W 1As9n15338 (Principle

va o/

QTR K3aa97u (Co-Investigator)
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va o/

K3aa93U (Co-Investigator)
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