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vaiusasindenrnuiinsanlunvunesuiiliuauadazaenndesiudaiaus
TassmsAdeatiuanysal uazdnsondonnnudrlennumnslasdauynusznns wienduillfuuy
daiaualasenisideaduauysal (Full research proposal/protocol) LAZLONETTBU ANTEY
Fr9funia damiduazaneIteaTaAliun1sIdgegndiaesssukasuUAnuUsEnAsnInedy
fauns Fas ulsureduatesssunsidelunyued

(AU
(e )
WINILATINGINY
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(GINIT 0 > (S NY 1" AN, R
(e ) [ A (R, )
H371lATINTINY A 9153V
.............. Y 2Ty ST ceeeeeeeeeeeeenenenenend e,
GV ) N o S ¥ g Y G317 i0F ) oo o
(e (e, )
{371lATINTIY A39ulATINNTIY
.............. S o] S reeereeeeeed e e

AaudiRva s UIAUT
1aU87U19) Y3BNTINNTIEIANTINEY MTBLEULiNvaInIAenYY (MTaglaTuvaud1u1a) luns
Burau/ayg1n THANTUN15V8LANELATINITILLNDVITUNITNINTUITUTDIIINAULNTINAIT
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AF 03-06

KUULERRIATINITIVLNANITNANTUITESTTUNTITE Lunyed (aduntelne)

(Research Protocol for Ethical Review)

*Auuzin :

- {dvanansavsuuiiuuauelasimsITelimingauiulasanTidevewmues

- lunsdifidevnavasiBentivanetunounasdudeumsasuifummevioununin (Diagram) Tshidlade

- wwuauelasnsideionisinsanveasessunsideluayed ffidetaviuduadausn Wlddu Protocol 01 /
-an-UUlU Adasiiiu dfimsudlaliudeu Protocol 02 /22-an-UUty uazifimsudlaliude Protocol 02 /
-an-Uuuy Tl hdunnadsiifinnsudle (ae 22-an-Uuud fo astuiidavin)

LY VY]

- Widesndnusifiuatenn Wiesnnduduugirlunisnsendeyawiitu

1. Falasensise
R R LTI QA CT) I, S
AN (ENGLISN) & oo
2. %ag’ﬁ%’wa‘"n (Principle investigator)
R RV ATaRTATak (2 o S, . © S
MI/MIS/MISS ool v S I et
g U7V raggreeereeeres QR e reveeeeeeeeeseeeseeeeeseee e e e
AIAIYY (DEPATMENT) M vvver N rveorveseer e
AME/MUIBITY D . OO UMINEIdeAaUINT

sy (Tel.) ...\ AL S

N1T0UTUMLALIVDIAURT research  ethics  training)

3. %aﬁ%i&i%u (Sub-investigator)/ ﬁ%ﬁﬂwﬁni’m (Co-Pl)/ ®1215891U3nw" (Supervisor)
3.1 WD WNH/UNYUNEND oo e eeee e

MIE/IVIES./IVHISS oottt ettt ettt et ettt enss s st eseseseseen
BITHEVIU oo oot
ANAIYT (DEPAMIMENT) oo
AML/TAUIBINU (FACULLY) oo NINYIRYAaUINT

TNFENT (T e X TALo I
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ErAIL ettt ettt ettt ettt ettt e e

N159UTUMNYIT09 UTETITUNTIeIuNYYY (Human  research  ethics  training)

R ORI TAT YAy e e W
IMIEL/IVIES./IVHISS ettt s e st e b e st e s e st s es e e eseseeseneenns
BITHEVIUS oo
AVAIYT (DEPAMIMENT) oo
AML/MUIBINU (FACULLY) oo, UINeIRYAaUINT

TNFENI (TEL) oo, TOND ool o,

ics  training)

10. A1d1Asy (Keywords)
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11. s2108U35n159398 (Research methodology)
11.1 UkUUN15338 (Research design) szyindu
11.1.1 N3850 (Quantitative research)  1ae35n15 (Methodology)...............
11.1.2 MITeBeAnm (Qualitative research) 138013 (Methodology)...............
11.1.3 M3IVeUUNANNEIY (Mixed methods) 1n835715 (Methodology)...............
11.2 Uszvnsidvinneg (Population)
Usgnspionguln wags1uIuiau (Population; Who is  the population?  What s
population size?)
11.3 nguieg1a (szydunw) waznsldundesuaunguiang
LanaISAIMNTaNunUA lugasNIsAUIMNGNAIBE Ae35 19879

(What is the research sample size? ou get
the sample size formula)
11.4 Yszvmnsildlunsine
11.4.1 nm3fn (Inclusion criteria)
11.4.2 n3An00n (Exclusion criteri

=3

719U SMIANTULIINTNNIAINAR

12. 33Ailun15338 (Proced
- pSugisduumsideiiuguasedidisiunsidesanden Snduneuiinnududon
msi@ewdu flow chart a313 w3 diagram itelfidnladietu
- msideelisrydaueds Ui uarsvesidlunsnssyiusiazada (nedifdusliesy
Mstunsndoue Fomaad ViEnguan vTEngRuung)
- funsdenlisryduaund Uninuuassvesidunnanzuiasads

13. AFLUAUNTTVIANNBUYBN (Informed consent process)
- WisgyisnisildlunisvernuBugeniasi it nveanuduyey Wy Iduesuislidayaud

Tigeduiuanienarshionaadinsuinduly fansanneusindula (Please specify the details of
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informed consent process such as the researcher will explain the process to the participants

for their decision before deciding to participate in the research)

14. \3asdlofil¥lunsdneuaznisiama (Study tools and outcome measurement)

- Wisyyedesilefildiamus 1wy viiavesniedlonsiesufjifing uuunaaey
15. nsiiudaya (Data collection)

- gBuetuneunsiu-Au wuuasua/wuuiuntvalauutufindeya eseylidain iudeya
o¢ls unaslyu 1vegls fifu 35Tuiin nadld szognanmaifv

-Tuns@imsdunwalvieasuny Iszydeyaiiievesiuidnsifununadeyaiiisdes fu

uyed Wy nskduuudunival wuud1$19 wuuasUMINMSEUTEIAUYEINTTEUN YAl HSeAEUAINTIHY

(For uses of
questionnaires or interviews, please indicate data collection
relating to subject and attach the interview/s

16. nM3AAszdaya (Data analysis)
W MIATgikaznsiauetoyanUnlu 2 d@

- ToyAaUTIN

17.  dawarsan
Fsteluil

17.1 #aNAMULAISWIY spect for person) n1siAsnlun1sindulasgnsdaseves
ananadpslianuBueenlunsdisindde nenslideyasgrsasudiaueraradasuasidiladusgng
A iamﬁgﬂﬁmmﬁﬁmiumiﬁﬂmLﬁaﬁmﬁ’wizmmﬂ&jmL‘inma (vulnerable population) #83
lasunisuailuiivey

WWINNUUR : nsiinszuiunsvenuguyeNaIneaaing (Informed consent process)

17.2 wannslivsglevdlinelviiindunsieunenanasing (Risk and benefit) N15fiansanAIY
AosuaznaUselond lnedildidssiosfianuazlilinedunse desszinszalleaiudunsie vie
arufianannetrafiudl sauveiildmanyselovizean

1 o

WWUHUR : dnnsuseliuanuideasnalselevd Inen1sszyin ananalnsazlasulselevieslstng

]

wsaklle5u uazaudsanonafasefeaalinsioslstng udy swiinsdfienasziinguasse
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(%
o v v YA

vioruidssiusiooianading 1wy Aniuundinuenansynunssfieudsleniaadas diudifeiis
dasfulasmsiimerunafifiuszaunsaflunisliduinusuinlagiae wiefltndnineriaransals
fMUsnwnld mniAedunneiiieadesiunmsiselissysein lasesdudFuRnvoudosliane

17.3 wanA2NgRsIIN Justice) MsdnFennguiIeg1udnsiulasinsioeaalinTmnAueEs
gndios Tnefinisnszaneanudeuasraysyloviegravniiouiu

WU UR : INsARLareened 18RI (Selection of subjects)

17.4 M3inwIAUaUYetaaaliag (Privacy and confidentiality) nsduiindeyadvsiodlidl
identifier lagszyfsfenanasing

WWIUHUR : BMsinmanudulaznsinaiedeyaveseranadiag

18. A1571917a1N15AL8UNU (Tabulation of research activitiesffnd timeWe) 1ausidunisna

I IS v o 1
Y DU U W.A. A9RI9819A519

o f.A. | e | 5.8 | A Jg. | na |aa | ne.

N13U4 U

60 60 60 61 61 61 61
1. Weulps9519N5398 | x X X X X X X X
2. Lﬁm’fanga X X X X X X X X X X
3, 3Lﬂi’1$ﬁ‘ﬁlaqﬂa X X X X X X X X X
4.57897UANUNIINUN | X X X X X X X X X X
AN 1
5, X X X X X X X X X X X X
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19.unasuuazsudssann
19.1 urasuatuayunnsive (Sponsor)

WU GRRPEA LI

O yugrrmuidevesuminerdodalng O &slildguve

O yuideanensu O Suveuds agszninefinnsan

1%

O suddeanmiiesiuss O 165veyda

O yusaush

19.2 yuUsgunad (Budget)

JuUsEUNE JIUIUNY

PUINAIHDULNIU

@ypans seaulnu Swsugils

PUIAALGEBY  (ALAUNIY

4

NUIAAIATS U

|
=

ANENSAL (STUTD USUnunly

]

Aan....

I a 3 ay
FAIULUUEUNNEAY

(1UU5ENALTD JUUTEUNUIASINISINY VIUledREsL Usenau)

20. L@NEN5914D
wnewe: wannslguenansonsdeidulumuiinmuaanunasmu w3e unndnendy

(Note: The style of references depends on source of funding or institutions)

(SIGNALEUI)....oeeeeeeeeeeeee e AVR-UNENA
(e ) WntilAsan1939e (Principle investigator)

......... Jooooocoid e TU/ROUA (Date/Month/Year)
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AF 03-07 WUULEUBLATINITITELNBNITHITUIRIESTTUNMTeTUayed (adunendengy)

(Research Protocol for Ethical Review)

REC Research Protocol Submission Form

Silpakorn University

Instructions Please complete all items in this form and fill in the information in accordance
to your research proposal. Please do not delete any item, if any item does not apply to

your research, indicate as “not applicable.”

O other staff, specify position 3 g
O student of e B
Level OBachelor program OPDoctoral program

O Other staff,

O student of

Level OBacheLor program OI\/\aster program ODoctoral program

Work address

Contact address

Telephone number (conveniently accessible)
E-MNAIl @AATESS: ettt

3.2 CO-INVESTIGATON NAMIE .ttt ettt s et e s
status O Faculty member of
O other staff, specify position and organization...........ccreneeeinnenes

O STUAENT OF ettt et ettt e et et ee et eeeeaeseeaen
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Level OBachelor program O Master program Oboctoral program
WOTK @AAIESS ..ttt
CONTACE QAAIESS oot
Telephone number (conveniently acCessible) ...
E-mNaIL @AATESS: e
4. Source of funding
@) Self-funding
@) Applying for funding, please SPECITY ... e
@) Funding agency .....cceeevevveenninennne
@) Funding status......ccoecevviceicce,
O * Receive funding
O Inside Silpakorn University,
O outside Silpakorn Universi
@) Budget amount (Baht) .................

* Please provide grant approval docume

***All items below should be consiste ith the

Background and significance of the research

ted research protocol.***

Research objectives
7. Research methodology

7.1 Type of research
[ Biomedical

| Epidemiological Research
[ Other Research Category, please SPECify ...

7.2 Research design

J Descriptive study

(d Quasi - Experimental study

J Experimental study

[ Qualitative study

[ Action research/ Participatory action research

[ Pilot study

[ other, Please SPECIY. ..o
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7.3 Research population

7.4 Vulnerable subjects
[ vulnerable subjects
[ children [d mental disability
[ chronicillness [ others, please specified........cccoevirirniercee,
[ Non-vulnerable subjects

| Healthy volunteers

7.5 Eligibility criteria and subject allocation
7.5.1. Inclusion criteria ......cccocvune,
7.5.2. Exclusion criteria ..............
7.5.3. Termination criteria ........¥.......
7.5.4. Subject allocation ... L.

7.6 Sample size:

7.6.1 Sample size calculation: PR ference and calculation

7.7 In case of subject with

@) Single center, pleas Ty e
O Multicenter
@) Only in Thailand (specify the number and name of the study sites)
O List of site within Silpakorn University, please
SPDECITY st
O List of site outside Silpakorn University, please specify..........ccoririeennen.
O collaboration with overseas (specify the country, number and name
Of T SEUAY SIEES) v
OlList of site within Silpakorn University, please specify.........cccccveerierneene.
OlList of site outside Silpakorn University, please specify........c.ccoveeerieenence
Olist of site outside Thailand, please SPECify ...,




AMIZNITUNITAILFTIUNTITE TUaIyue

a o o SOP-SUEC 2
unIIneagFadIng

Unil 3 N15USMSINNTSIASIN5I8TudNBuvesUNISHATTUN " 70
YN

BT . Management of Initial Protocol Submission

9. DUration Of the reSEANCH ...
10. Research procedures
10.1 Recruitment Process
- Indicate site/location where potentials subjects will be identified and recruited.
- Describe the recruitment process (who will provide study information, how
potential subjects will be identified and recruited in details)
- Are there advertisements/materials that will be used to invited subjects? If any,

indicate and provide these documents for a review. subjects are

should be used to ensure their v articip

10.2 Informed consent process Descri w t e structured and
indicate the documents used.

10.2.1 Recruitment process

Describe Screening Pre

10.2.2

O research assistant, please SPeCify.....cnieresen
@) others, please SPECIfY ...
10.2.3 Participant information sheet and informed consent form are written
separately
O Adutt subject (age >18 years old) who can make his/her own decision
O Participant information sheet
O Informed consent form
O c¢hid subject between 13-17 years old
O Participant information sheet for a child and parent/guardian
O Informed consent form for a child and parent/guardian

Note: Child and parent/guardian sign together in the same document.
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O c¢hid subject between 7-12 years old
O Participant information sheet for parent/guardian
O Informed consent form for parent/guardian
O Assent form for a child
O chid subject less than 7 years old (parent/guardian read and sign on
behalf of the child).
@ Participant information sheet for parent/guardian
O Informed consent form for parent/guardian
@) Subject unable to consent (e.g. mental illness, mentally ill

cognitively impaired)

@ Participant information sheet
authorized r
O Informed cd

10.2.4 Waiver of informed consent
O Waive informed @

-describe intervention program/ efficacy and safety assessment

-describe experimental group procedure
-describe control /comparison group procedure
10.5 Data COUECTION PrOCESS ..ottt

-describe all data collection tools (case record form, questionnaires,
interview questions, telephone script, etc.) and their psychometric properties.
(Submit all data collection forms for review)

11. Outcomes MeasureMENt (if @NY) ..ot
Describe outcomes of the study in accordance with objectives of research

study and sample size calculation.
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12. Data analysis
Statistics or methods used for data anAlysiS .........cccceoeeveesroesieeeieiereereen

13. If there is speciment collection, specimen sent outside Silpakorn University

O No

O Yes

O Not applicable
14. Ethical Consideration

Describe how participants are treated according to principle an research ethics. For

example, completely voluntary consent, no coercion or undue i King in a respectful
manner, measures used to protect subject’s rig ds to pri

14.1  Describe reasons and necessit ond

14.2

14.3

14.3.2 measules to prevent and minimize adverse effects.

14.3.3 Indicate name of persons responsible for cost of care incurred in case
of adverse events related to the study.

14.3.4 Indicate name of contact persons or physician and 24 hour-telephone
number in case of adverse events related to the study.

14.3.5 For a clinical research, describe how the investigator informs physician or

physician in charge of care regarding patient’s participation in the study.



AMZNIINNITVIVFIIUNTIV TN
a o ) SOP-SUEC 2
W IMeagAauIng
unil 3 Mmauimsdanislasanisidelusifiduveunisiansan i 73
Buldn.. Management of Initial Protocol Submission
14.4  Payment and reimbursement
@) Payment for participation
O Reimbursement for participation (e.g. laboratory test, transportation)
14.5  Evidences or information (references) concerning safety and/or benefits for
subjects (provide a list of all references in proper format). .......c.ccooeevevirinrnninnce.
14.6  Measures to protect confidentiality and safeguard subject’s personal data
O Use of code instead of name/ individual identifigmmigadata record forms
O Data will be recorded as O photograph [ audio
O None of data will be recorde, ove
If the above methods of data r will
have access to the data, how long th i d how to destroy.
15. Expected Number of Publications and Tentativ

16. Documents submitted with the

O Research submission for

O Research protocol/gopo

@) Principal invest
O Letter of commitm
3 photocopies

s curriclum vitae: 4 copies

earch conduct after REC approval: 1 original copy and

O Data collection tools such as questionnaire, interview questions/guide, observation

forms /guide, etc.: 4 copies and an electronic file

O case report form or case record form: 4 copies

O Letter of request for permission for data collection from an authorized person at
the research site: 4 copies

OlLetter of request for permission to use patient’s medical record (if any research
data will be collected from medical records): 4 copies

O Proof of REC submission fee or proof of fee waiver: 1 original copy

O Advertisements/ materials for research study: 4 copies

O Materials given to subjects (e.g. brochure, booklet, CD, pictures), specify: 4 copies
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O In case of submission the research protocol for approval from the REC of research
setting, a certificate of approval, participant information sheet, and consent form from
such REC are required.

Orf principle investigator is a student, please submit the following:

- Document stated the result of thesis proposal defense from Faculty of Graduate
Studies (GR. 33): 4 copies
- Curriculum vitae of thesis major advisor: 4 copies
- Certificate of human subject protection training of the principle investigator: 4 copies
- Letter of request for permission for data collection from an authorized person
at the research site (GR.28): 4 copies
17. Contract

1. As the principle investigator and co-in

members, whose names and signat

2. If research protocol amendment is n [ m REC-SU and acquire
to the study affect research
re-consent the subjects.

3. I will report all ad events that occur during the study

period to comply wi tions and time frame for notification. | will
provide assi st of My ability
4. | and research have knowledge and understanding in every step of

ave ability in resolving or handling adverse events

18. Acknowledged by
O Head of Department SIGNALUIE. ..o

O Direct superior authorized personnel (et )
O Thesis major advisor Date..../ e Y S



AMIZNITUNITAILFTIUNTITE TUaIyue

a o o SOP-SUEC 2
unIIneagFadIng

Ui 3 A15USNISIANSIASINSIde InsdnBuvasun1snasan i 75
Buldn.. Management of Initial Protocol Submission

AF 03-08 f79819uUULkanIn15Inkeananayselawy (Disclosure of conflicts of interests)
SPALATINITAVY oo, (RIVUNNNTBNTNALATINTIVY)

o v L4
wuunanInIsTaLdammiasnadsele vy

(Disclosure of conflicts of interests)

B BN /T I NU e e

o

PUOUZ e, UNNINYIRYAAUINT

aa & v =2 U = LY 2
*NUELAe - (NTUNLUUUNANET) UNFNBITZAUUIUU Yoo

Aaui 1 : AFNTTUWMaMW/Fatuayunsidgiufiu
53YIUURUNSU Tagaunsaidannaulduinndn 1

uvamuIde/gatluayuniside ) U | 1§ Wendnuazgiiuide | I1uudu
(Aanldunndn 1 4a) i) (um)

O vugamuidevesmmine s

AAUIMNT (TE Yoo, )

O yuidennensu O Suifioudienasndas

CATR S 1A59N1537

O suidembenusy O Suwmndnesielasennsive
T VN )
O yudush O Sunevunudndesiaiadas
HSun193de 1 Au
O 3uq
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Aauil 2 dauilldvinumaulunsdiilasesnisiseldsunsatuayusulssnaainunsamu
AALNYY
a1eu | 919MT AL VAN HAUANINETINUS
(nsdlIuinegfinus)
19 Taily 19 Taily
21 | vunseauidnluaseuaiivesviiu lasu
nauszleviivasunasuainaaenvudiugls
NIl
22 | viudidumisuImsveaunawuainaiaienyui
Dudlinuidensoly
23 [ iwduiivinwisiuivinis Funisd
ngnune wieidudsaduayundndu
NARA U IUTEYUIINANALENTUTLT
Wensalyl
24 | vimudldmsanludumsfuviesdruigadosiu
nsRuvesumas LI AAen st
Fruseluivdelsl: nsdnde
nstunzdey M 4 Q.
25 | iuldusunuigaulvin 1
Jaudin UnAnwIlnail 7
lasunuainniey |
AN ITevanNLaYHIIW
............................................................................ AauEITeNEN
(e ) ForfiTevaniussas
Fu o LT VIO LK
...................................................................................... ALY
(e e ) ForsuAdosussas
Fu o LT VIO Wl e
nsdiduinerdinus
...................................................................................... AUNEATUALINENTINUS
(et e e ) Forprunsineninusiiussag
Fu oo WM. LK OO
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AF 03-09

LBNETUUELTI3IUN15IRY
(Participant Information Sheet)

dmiudidrsiunisideiieny 18 Vuuld

*ALUZA

va o

- PATeansauTunikuuresuiuluy lenatsteyamesuiedmsugiinslulasinsidouazionansuanininu

LYY

fugautnswlulasINFITE A A UUSUNWAT VL9 aunsadniiveiilinetaseanta

N o o

- Waanasldédwiunme dnvimadalivdetdosiign Tunsddndulufiddwiniwilve Widsuivdwideiuuay

NAUNTHIBINGWRDVNY
- TunsanIsanfdunisideNnasiinduiueiaraiasiiv
(Diagram) Tinladne

- nastemesugdmsugidnnlulasimidouasiWanse
uniausn Wilddu No. 1 /23-a0-UUud Aidavinindu dndin
nnAsandnsuily (eg 33-aa-UUud fe asiuiiday

Yoo Y

- idedesweudiunenarsatuillviuide/funased

Ya o v v v a

WiEResindnwIdfuaeen Weswinilum

1
—2

dl a o

FOLATINNTIVY oo
Hatiuayun1Tidy
ADNUNIVY e,

BUBTETITEITY oo e e e e e e oo e e e e oo
PVuLkaziiens)

Y v 1 a o

Nid1323TulAsIN15398

BUD T I T B INYY oo,
FnauLaziiens)
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aastaluil

« NN539831 Minimal Risk

« NMFIVYUUILHOUA
« lufinnsarsazilendn

- MmyiRglugdaey selvuBusedld Wy Tlamitsnsmeunazisla Wy
yunaRlaisdnd (Dulsedaan nadidasildfdediaanitemaniouazinladudy
dnuwazvasUszensiingldlunisdde Tuanunsiduiiinmdnsvenuiusesan
AunuUlAgYauMIENg Y

- Mluififunulagyeumenguineg wazn153deldainsasels (Delay) Wivinisfinu
Iolaglasuniseud@annamenssumse wavlivennudusenaingte wiegunulag
yousenguueluviuivvile

« fidemsneremmnguUsrynsidnualiiiesfinang (Condition) Mig3de

Y

A09N15

V85
AN inImNTITe YeauBugeuamthluvaengUligegluaniien awise
Tiaugugeuld

« ANULELINDNWANTUINNASIAAIMAZDU %38 Intervention warisn15IILILADl
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wisHaaNAs (Justified)
nsvaruBueanlagldsudeyaluaiaainsian (Assent of the child)
- /Wno1g 7 - 11031 18 U lviwe Assent “nseeumniu”
< = v ¥ o A ° o 2 £ 14 =
- ineny 7 - 12 U Wisllenansteyaatuiiedmiuiniavidnlala enadigunim
Usgneuradune
- lijunmsesasuwly Assent form vaadineae
< a ° ! = v ¥ Ay IS Y] v Y o
- inangLiiy 12 - fnd18 Y Wildienansdeyaniiteanumiloundudmiugunasesla
TngUSuassnuulviaennaes
. nstmunetguaAniazli Assent e1awansnsiulunsazaadu  eniudndnng
Avuallunguuney
Kuandnuduyay
- sosszinszinduiivmwmnunndiudguagUasfiun

=l

AUhgevlvinudugaNmEAILL

« segaliundeillelinsiasunUasi@le N3 Wnssindulavesoaaiing
lun1seglun1sidevienausio fdoyalvaliiudu 10150539

| a X o~
YNNBYNLNLIU UN15LY

logical Harm)
3) duUAT1URDARRUENIEIRY Lagg1UEN1aNSEU (Social and Economic Harms)
4) JUNTIENNNG 1y gniuna
nsUszdiunislinauuszlevid (Benefits)

1) Usgloniiginemidnsumsiselssulaense

2) Uselowiitfthseuduagldfuannanisine

3) Uselevunannsinereaniviadeny

1) Ustlemisoyuvuiionanainser
mslianuszlend (Benefits) araluldinanaguuuu ldun

1) Usgleninneinene (Physical Benefits) 1@u emisvedlsaiitu (Improvement of

Disease)

2) Usglgninianudnla (Psychological Benefits) 1Wu 3dnauneTuainmunndnsuiy
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(Comfort from Suffering) ﬁﬁﬂ'jwlﬁﬂhaﬂ%ﬂuamﬂm (Feeling of helping others in
the future)

3) Uszlegunamuiesugiue (Economic Benefits) 11 lasURUBALIEINNTIU15 I
1un1939% (Financial Benefits Related to Research Participation) Ustlowidodll
ferndulurouunuetaains  wiluluuaweanaunts  Andsaininulal
avaanau1e nsgadeeld vav

1) Uszlovisionamsinermans/dsau (Benefit to Science/Society) 1y ldaui
1lUlele (Generalizable Knowledge) 1$38n1s7TUsEANSawldluouan (Effective
Interventions in the future) L‘Uﬁlsmuﬂaﬁ%ma%’ﬂmmmgm Mmlranaufinisiay
andn310M18 (Change in Practice Standards Decreasing Morbidity and Mortality)
Faduuselowdsedinoneduy wasyuvuiionaainser

FeimtnszninsUsslevinasaanudes
1) {Aiddesannundsdiios
2) iingaselovinniign

A5l “anudesios (MWimal
. MSANYIMAABIINIERTINELAEATUA
- Msiiusegralaanie
- myindugs Sethwiing
« M3LAUBE1laUFnLS

bR
a ‘NI 7 -7
o NMFUSLLUULAYINUN
« N3NNI
« ANSAWNANIT ssulAvUINS UsBNSUAsULUAATUINNS
« N19197Y andenivealngainnlagunIng
v <3 a
3. NANAMUYATS A5 ANUL LS TTUUSEAIURNN

3.1 A15La8NBEN Selection of Subjects)
« dinaurinsfaILazAnBaNTRLIY
- lsiflond (Selection Bias)
. laiLﬁaﬂLaWﬁzﬂduﬁa@éﬁqﬁMﬂdwa Fid1e Auau HARENSANW
3.2 MydnenaadasidinguAne
« finsgudnguAne (Randomization) lsifieAd (Bias)
d5UuuIMUUR
1. fifedondoutoiausnsifofififugiunainermansgnies (Scientific Validity)
2. Tuszifpudsidenseisatunsidenouazaniiunslng Auotaialas Wy n15RTI9AA

N394 (Screening) {38 alsudundUNsTUIUNITYEAIINBULANADY Laln KNvzvihmtifiveay
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fugon aoniiazvemnudugen msliteyadieSuiy “as nmeaeunduidiauidnlaogiauriass
noudeasde Tiandaaulalagdasy neuasuulvinudugey
3. \ilouansingideazuftRnuvanasesssunsidulueu (Ethical Principles) {iduagdos
Wewiite “daNasunduatesssuniside  (Ethical Consideration)” lagdiAsigsimumnan
Bossrumaiteluau 3 do wiazdefidehegndlsmuiilsnanlilunumnsufoathasuldun
- nanaMuAIsWluyAAa (Respect for Person)
TaeszyhiinssuiunsvernuBugesangiidunguuszanadmnevesmside Tidhsu
Duoanadasluniside
- nannsliusslew Lineliiindunsne (Beneficence/Non-maleficence)
Tngszyienanasinsazlisulselovinioli Useloviogls vieUsylonidu 4 o1afinaany
\deserlsdedoianaling  {3dpezifuinwinnuduvesenanataslneluuutuiindeyaaslais

dentifier Nagsrydaoanadiag
« ¥ANANYASIIN (Justice) Ao
UselgruazAuLdeaag1vinisuiulnegisn

1. UsedRdiudiuaznan 3 w8ty 3 U Feuanaindudiianuuas
finAaslasulineusy ICH-GCP

2819LADE UL WNYINUNNS gU03tN el UN TN LI TNANTENUADNITANTUNIS
98 natl

- iin3deseyn addeanmdeliluenarstasenaadng

- Wdnidesinilifdwlddudsiulaseniside Wuddndunislideyatuenaiadiag
LaLYaANNEUENIUNNSIN5INIASINISIVEWNU
- Tunsainnisiduladrudeunniiuninazeausuls Augnssunise a1alususeslu

(%
v av Yu A C- VY

Unidegiuiidusaulunisaiiiunisideseld lagviduiindeliuuazgdefudyyves

o
v a Y 2/

UnIdeRiiu neuszuvsnalidaau

Y
=1

5.2.3 521 08U35N15798
52108UnN15398 (Research Methodology) #a15841310
MANkAZIMANA UYL
2. dogusved
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3. auvganesnIseanuuuNsiteluiife sedouiivieada (sainssuasiuon
Usznnsiidnw) wazdneamlunmsmieaguiviinuiulaelisznnsdnwuiesiian
4. wnaeinsdadnenanaiag (inclusion  Criteria)  lnefiansaneraadnasilunduiseudey
ANNansalunsandulanignules (Vulnerable Subject) 930l
5. WnaeinsAneanelaaing (Exclusion Criteria)
6. wnnakazaumEnzaulumsldnguseuiiey
7. naeinsAneaadnsesndNlATINTIdeneui vua (Volunteer Withdrawal Criteria)
8. nainsfudmteyilasinisideriomn (Study Termination Criteria)
9. nszuIuMTITe BmaiAudeyauaziaieailelilunmside
10. mnudssuazanaliazmnausiinaisinduasiaUsslevifianiioraadiog /e

11. Us£ANSNINUe958uuLazisn

10.

Fipuazldsuanmsisedsanunsavsldidu 3 Ussiam dadl
10.1 §Audesdos Ao Anudsfiliunninfintg
(Minimal Risk)
10.2 flanudssnnnienudesios

Volunteer but Likely to Yield Gener
UN1IALIUNTIY

5.2.4 M3AuATIAUARATATHNG S 5998
N13ANATANRUARNEHIA eer Protection) #31541971
GPRHIGREGHIRIGTS, N zaunsalvestinidesiolasenisideiiaue
RHaTIFem d winAsgIuLAeaaias ieUsslovinasnadugnives

aulaztalau
g uarn1seviaenulIntannetdlatns
FupeulunisAaum anasasnaunuiiennaainsvensuiissuniesdun iy
NaATtUN15VE18NSLERENTUI9E vensldnsdianidu (Emergency Use) #39n15U331A
(Compassionate Use)

AU nMgUsEI T aumEUsEsasauasiaseraatias welimsiuaudululunis
79y lngvaauduyaulnNeI@@tAIAeY
SreadunigIfuLEuNSIaNanSueiTiAnu e liuAotaainsnend waSaaunTIe
eazdnAEwayNsnTINTdeduY enaatesdesine
ANREULNULaTMTAELANEETAT (WU By n1sliuins Sedwe)

NTVALVL/N1TTNI Iuﬂiiﬁ‘ﬁLﬁ@é’ummEJ/mmﬂmi/mimwmmmaﬁm 5‘1&Lﬁ@<‘l§ﬂ‘\]’mﬂ’]i
W9 mnsAnE3Te MIdansifeaiunsUssfulassTaEAUEBE MMISNYIALEY

YDIDNANALAT
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11. 9aziBenvasyanaiiannsadidedoyadiuyanaveseoraatag sausaudlulse Tiuas
AIBE9EINTIT
12. 1193n15lunssneAnuay wavanulasnisvestoyadiuynnaratolaaling
5.2.5 N32UUNTVANNBUBINITNTINLATINITITY
N13NANTAUINTTUIUNITVRAUBUBENLY1TIUN15IY (Informed Consent Process)
W250U190

¥
a

1. dayaiizdostlueonanstiuasunionaasing uasviisdouanaanuiBusau fail
1.1 wpauazanudduiiozdosiniunside
1.2 winafiBgraudisumside
1.3 szoznaniifondruniside Asruiuenanaiasiouadivszuiunisly
eandeatuneusing lunmsidefienanatasasdosfiavieldsunsufon

11alag Az
g Wgunuenasantalunig

1.7 Usslewifinainaglisua g Lo Plnensssionanalinswasyssluvy
ARAINT I

1.8 Mnidendum

1.9 n1sundeste

analunamnisidn9uide onanadasazdeudsliminddensiulaeiss ay
o anwildnde vinesiavinsdwinegindeldnasn 24 dalus Aszyliluenans
Fuasenanaiing

1.11 mnfawmanisalliiislszasd enanadinslasuuinivu/idulieainniside
g1anadaszlasunisuiaeenals wu n1slasunisshwineruialaglisoade
Aldane nslasuAgawemniiniswsaidedin Wusu

1.12 Ameuunuiiaglduiloinsulasns

1.13 dlddefienanatnsdesiuinvoulusznininsdrinlasenside wu awee

s fiRmsfidudunounissnymenuianaun

1.14 mniideyaiiiudunnulssleviuasinyiineitesiun1side Unidedeuddln
nvegTInlaglilays
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o A

aiilelaflolaglidoadslingiu uag

o

y azlddnansenunenisiasunIanIs

1.15 eranasiasilansneusieonainlasenig
NSNS 808 UFIBBNIINLATINTS
Wnsuusnssnunitazlasu

1.16 mnmsiaglaiinislinguauau emsidoudnadanaziiseloviifialdzuan
ndelagnsewiangunaase UnITeassesniiunisiinguniuaulasulsylew
UL

1.17 winonanadasldsunsuialinsenuiissyliluienanstuas viedidiny
Aefuasesssun1sive aunsafnrefuanznIsunIsT da1vuidonaswaun

1
7

UININYIFEAIUINT INYWVANTEIIVIIFUILTUNS 190 6 aUUTIVUTIANLU
FuanszUguand nawdlosuasusy Jandnauasusy 73000 Ins 0 3425 5808
2. nsaineniunsaldsudunisveaiudugaualeisnisdu wnunisasuiuluenans

(Waiver or Alteration of Consent)
2.1 N5Y8AUTULDNAILINRN
gransarinlalunsalnsnal
« mseiidunsdunWal &

Tasun1suntdasdnsw
gugau 1o
I @
ae19lsAnn

1sezilunangududulutiediayanald
LlManasTaIlASINISTLADNEENATAE

ANSSNYININUNG
YYBUNBULIITINNNTIVEAE INTEnURENSLaza @R N NYe9

« Wanunsavimsidela mnldeugmlvisanisvenisdouansanuigusau
Wuanednwalsnws
3. 152UAUMNS (Process) idasddaientasiuntsdouanaanuidusaus
3.1 wilsdenansanuidusen fiuniveavihluldasdedldsuanudiureunasduses
TagAtIENITUNITY dﬂﬁ‘é’fayjaﬁmuﬁau T¥nrurfidazaaouazidilodie Afns
Useiiutomny “3usedlaganuenssunisasesssun1sideluuyed uniinenay
AaUns Suieuliisuses”
32 UnisvazdesdiviidesansanuiBugens Aildennuegiaiviiu asasilede
wazFuiieudesuneraadasiiusnwlyd 1 atu wazdndse 1 adu nasanis
sidunuisouasndeduannsifoud laitiosndn 3 ¥
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3.3 inidsazannsadiiunuideldreiiieamarinslisudeyaiiientostunuide
AsuMUlpgNITe LAz UINwIMIS o UL NaTATSe
5.2.6 mﬂwﬁ’a%’agamad'zﬂmaamﬂﬂLwaLﬁaéuqﬂmﬁ%’a
AuzN3an15Y azpauiulsiduiunisldlunsddelud
1. msUadsteyauisduiinnudniulunssuiunside fuuduegldannsn
usTaingUsrasdvein1TIdeld warnistadadoyaursdrudulaildiuiie
doalilinTiidy
2. milatisdeyausdnlsineliifinsunseseeanasinsuinluniianandes
Jun 18l uEINUsE 1 IUNTEdUNTIHIINNITATIVINNIY NITATITNIAITNTO
mMsnsIRLiesnwINLUNG
3. dnideiimaviouiitsudweyaiitadiliuiomalinailoduganisife
5.3 N15WA1saUszEiulATINIGIY
1. Tassmsideildumssniiunisiians

review)
Tasan1IveAlusianudss (No Risk)
- i dusoswenudugouainealaiag

¥
av A

- lusndudesdinisinanulaseinisideil nann P3e (Protocol Amendment)

wagNsAReULUANTSallifiaUsEa . €D ERRE e RGNl
1.1 anvauenidenlasy 3

19N13ANY) 35019613799 TN wal nIeN1TEUNANGANTIY
luflansnse Feteyadsnanliaansadelosdaiwesdoyals

1.1.2 maseildisnsussiiusnu Cognitive, Diagnostic, Attitude, Achievement
Test Adndunslagitnisdisia Bmsdunsal vionsdunanginssalud
15150 (Observation  of Public  Behavion) dstayadanailsiaunsa
Foulosdadmesdoyals uazhifiadeyanalunianiunmuaznmdnwainis
FipumsinsnuaniuammanisiunievilfiAnnnudesiiazsinlign
WosSesriiunfinungviing

1.1.3 mAdeiduiunslagiBnsfinu naaeu vieUssliuanmheauvienidns
TuAusEuUNY SEUUMSIAUINIG AMNIN NITUSISINNTS Y3ON1IATIAEBY
Fadoald¥uouiarnnitsaunIessdns teWauiszuuaiu ulgule
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gnsmans vseamun nnsUjiRaulumhenuniossdnsuuy laglinsenuse
Toyadiuyanaazlitasangming
1.1.4 A15I98MNLIUBINUNTUSLAUANUNIND LILAL TLAUAMUNNVDITAT IR LAY

9
aa A

p1snsseniuresiuilae Tnsflermstudedlsifidaievuusnniionn
5750¥R wazarse i sluseduilisunse vieansiaiidesainnis
NuATNITY wazduindeutesnitUiafivaiedunsioaiuinasives
AN NUAMENTIUNTDIMNTUALEN
1.1.5 medeifudoyanngudeyailameroasisumy feluguuuuienas A
dansamanendinegr nsldideusnldnindnmuasimsiesdilu
vosufuAnsduareiugly TneiisnmsiAvdeyaiiliansaidenlosda
Wvestoyale

1.1.6 "1539¢lu Commercial Cell Line Tuvpau

1.1.7 mﬁ%’aiuimqmg@ﬂﬁu“'
e m aedoyalian

1.1.8 msiveansuuiou a Wil 1
WU N1SATIAMIUIUUENTY

1.9 n1535eRdniseussiudesduindulasinisussian

Exempt icghnuuuuUssfiud sy LAZATIVADUANLATUN ALY TIVRY

LRGAFTG) alasenig

2. mihiln deenanslasenslisesiun viegiusgsiun veununelifiansan
Trssmsidgldsuniseniunisiiansaniusesaudisvua iy SoP wislyl
mndgliduiinanuiiumanaiididisasduluudsediu winldidrieli
ATAUNITAINNTZUIUNITANEUNITIATINITUTELAY Expedited  review %38
Full-board review siolu

3. Wwithiln daviaavneudawanisfiansan ssywamaiiditeldiunseniuns
NITUISUTDY LazINYLBNANTSUTRINISIASUNITENLIUNITRINTUILATINSINE

(Certificate of Exemption: COE) LauaUses1u aqual




a a o/ 4
ﬂmzﬂiillﬂ’]i%i&lﬁii&lﬂ’]i’mﬁﬂuuq‘lﬁﬁl
a o o SOP-SUEC 4
U1 Me1asAadIng
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4. ¥ uthitn deannunsudsnanisiansanuay COE iimiinlasinsisy wndu
Tnsensisovesindnuiliindunanuuisndmasiuiadiun COE  deludy
9195ENUS N

5. Wnihiin Sufindeyaussiannisiionsan gRansan Juiiiarsan wanisfiarsan
Fuiliusza saenansusedlasenis (COE) fudisuses lugrudeyanzien
1A59N5398

6. \imthits hsedelassnisiilésuniseniumsiionsanus slusadeunsenns
Uszapnsil 5.1 Wileudslifiussyumstu

7. Wantifie daiuenanslasenisideduatundeudiunannuioudang g1
enas3usedlAsINsIse (COE) waglenansduy Fusddunusialasinsisde

8. Wniniiv anfunisviiatsesasiasenisidentendsnislasunissuses 3 I

gAUALUN COE

2. 1ASINSI8NTUNWULSUNITNANT
WulasansiveniainuLdeel

PINUT2INIU IoANULFLILUNITNTIDT
2.1 dnwaienTIdeNlasy AUATEETTUNTITE LN B

A YIDNITIVLAIYNITNARDINIIAATIN

2.1.2 slaivinlsgid15amnnsidedamidesiiasgndnduniniy
NOVLE LU videenaiinaudemesefidisiuniside vilsden
Fedeideanen 10en1 (Reputation) 3ean unmmnsdeny vilvignuansen
nuLanTifing azlinnudunazauludiuda (Invasion of Privacy and

WY

2.1.3 soadumITeniimnutdsi Jeaistianuuysnoluil
1, mﬁ%’aﬁﬁmstﬁuLﬁamﬁnﬂﬁn’fﬁ'mmﬁ%’a

Breach of Confidentia

a =y & v v oA aa & I3 =
- N5LRELEBNINUANEUR Wi@aUqu/QOﬁLUﬂﬁmwLU‘L!L@ﬂ'V]"Iiﬂ $IB NS

I Ay v a o I3 N - v v Y 1 a A A I a
LARANHLTITINNTTIREY (Lﬂﬂ/ﬁmﬁfy) NUUINUNAIUBYNIT 50 NA. Uﬁmml,aammmmzlmﬂu

3 1@, ARUNMUNGR 1 NN, kazduuAsIaEllussnndUavias 2 AT
& Ay v av & A I A 1 a
- N5EFeA LTI T3 g Ingyidava nudauss uasidlaans
fmassa Aundndllddaenia 50 nn. AENSRIZANNYARALERANNEILUANY TaeUSunaLAan7
WzazlUAY 550 Y. kazduuATazliussnIndUavias 2 AS

1%
' o 1

2. MFIEMNUAIBREIWMITInNIeITalae 3Tl nas19n1e Tnedoyaly

9

aunsaweulesdaivestoyala
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Y - VUt Annaaisedatuane

Y o

) <@ A
- Andunavisedulaglidelay
I s = a A dAw 4 o &
- Nuiuhuevananusssuya vseidemeuseniioinynmsdulae
- Wuituwioswsenifiesnunisdutae
- dAuihaneleglildansnszdunieldvie Viuudnisnsedutiuendenis
WAEIINET TR TBNIANLUINTDA
- AUNATITIGIIATIUANNDUNSOIENINNITAADN
< A a a (%
- uauiiusefuyulaenszuiunsyaiiulnfvesiuanssy
- uwadyibailionvseimialaen1syn (Buccal Scraping) wieidn
(Swab) w3athuun visleslllufneigsiingt 1 weu inuiaumzlag
nsAUMENITNUHegazaanINGe (Saline Mist Nebulization)
2.1.4 MmyRpfinsiudeyalaeldiniosde lae g lalldenaau viionis

Mlvaavlunisnsiatu TouseanTune

Anudnwa ol
1. Juedesdlofiling
2.1 0un5915
3. N34

Gadolinium

vaussan1msenelaediall 1wy Muscular Strength  Testing,
Body Composition Assessment, Flexibility Testing ﬁmmzauﬁumqﬁmﬁmmz
aunm nluvesignasie
2.1.5 mAAdeAudoyaansenusing viiensiadedisdingiadisoguds a1n
adaflizunsiAuliiflensasnadnunuunadlziilensise
2.1.6 NM93%efivinludsdnsia (Specimens)  Tndea1nn150sa9nUNARS 0
MATeTHuNsIUTeINANENIINNST Wi Tnedeyalianunsadonlosdaduesdeyals
2.1.7 mAdeRAudeyannmstuiinidesdonmlngnisaneainndesde Video

naea Digital Ingdayalilanunsaweslesiudivesdeyala
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2.1.8 Mmeifodunsdunanginssy viensdunivalnguyana gl
nansenusioyana aswandey wardenu LiviliiAnmsidendsnwdneal msdndudia ns
MU @¥@hinig Asugng nu‘ﬁammL?%&Nmﬂﬂgwmw%agﬂﬁwLﬁuﬂﬁmmﬂgwma

mMsnsafiogisdimsale fedlilinisnsramaiugmanssuamnsaidenlosied
Hurdwesteyaniedsdwmsrald Meinsussdufinsunlasns axddefmdndsd

1. dndmvesnnudesiodunmefioraasiatudedid1iunisite fanududtulsslovd
guitavgldsuanmside

2. UM AsVodunefienanintuliinndesdisde

3. fawmsnislunisteanuuasuilunatiufssduliisUssasdnsonl Tognununzauvsaly
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7.4 World Medical Association. Declaration of Helsinki 2013.
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1.18v7lAsenS REC:

2. YaAdBuazntieeu

(Investigator’s name & Department)

.

3 3olAsens (Protocol

4.saafionanadiag (Subject No):

Title):

5. aouiiiamnnIsal (Site of SAE):
O Tu aoufivhnside (ntemal)

O won anuiivhnsisy External)......

6. ssywmnn13el (List of SAE):

7. Juidananisel

(Date of Occurrence):

Report):

8. Jufisne91u (Date of

9.4UAVDITIYIU

O s1891uasausn (initial report)

10. wan1saifreusensali ? (Is adverse

event serious?)

O 15 ouss (No)
O %ouss fo (Yes, it is)
O lideTin (Death)

O fudunsroanausedin (Life

threatening Conditions)

O seradrdunssnululsmenu
(Inpatient hospitalizatgn)

(Persistence or signifi

Incapacity)

O Aeerufinssennuiaunfuaiida

(Congenital anomaly)

document )

ture is not consistent

with protocol*

with protocol*

Severity is not consistent

@) Frequency is not
consistent with protocol*
(* Protocol or related documents such as

Investigator Brochure, inform consent

12. mmsaflifaUszasddiauiiendasiunisdisau T | Lild | linsw
TA59n15338138ki? (Is adverse event (AE) related to (Yes) | (No) | (Unknown)
participation in research?)

- ThssunssuidefeldifvaiumnnisallifisUszasdviindronss

%38l4l? (Are there any solid literature regarding this SAE?) +1 0 0
fimgnsallifvsrasdsiniousaintundaanldvinnismaaon

n30li? (Does SAE occur after taking this test article?) +2 -1 0
wislN13 kAU ST A RTINS BLTIUTTNAIAIINNEANITNAGDY
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39l9eNNIBlU? (Is SAE alleviated after discontinue the test +1 0 0

article or taking antidote?)

winnsadlaifisuseasdrtinieusuintulnindainnaaeudnass
#3837 (Does the same SAE re-occur after re-administering the +2 -1 0

test article?)

fieundululadu 4 (wenmileninnisvaaey) feraasduane
vouvsMIndlaislseasArtinirousaviselil? (Are there any -1 +2 0
possibilities (except the test article) that can cause this SAE?)

gvaenneliinmansallifisUsrasdviindrousauniloutunielal?

(Does placebo cause the same SAE?) -1 +1 0

SEHUNAAUIVDINTNAADULRNTUIUDITZ AU TuRwrSalal?

(Does the plasma level of the test drug reach toxic level?) +1 0 0

JANUFUNUTTEMINANFIUNT I WAL TEAUAINY
winsallliiaUszasAviinieusavelsl? (Are th

of this SAE?)

Total score
N8N > 9: LﬁIEJ’J‘ZQJJENLL
Aeados (probable/likely rel
related), <0 : lduaziAedes (do

ted, not sure)

13. 2IMsnendiinvesedaling as Jaguu (Current clinical outcome of subject)
O #lus (Recovery) O #%u (improved) O nail (Stable)
O udas (Worse) O Euiin (Dead) O liansaszyld (Not known)

14. fimsasuuladlasenisisensaenansiiievanisBueasl (Are there any changes in
protocol or informed consent)

O 1l (No)

O 1 (Yes) Wsn T8Y (please desCriDe)........c..oovwcvieieceiccececeee

A1932YDUNTVY (INVeSstigator SIGNALUIE) ........wceeeerenereserererennns T (DFY7=) N
AF 06-05 fyaganuusieaumsmMsadliielszaeninausesiiinuenanuivinn1sie
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(frwsugide)

1..8v#lAseNS REC:

2. e Iduuasvaganu

(Investigator’s name & Department):

3 Falasen1s (Protocol
Title):

4.9499198191518497U (Period of reports)

5. 3UU1897U (Number of reports):

6. SMUUBEETATATIBU (Number of cases):
O Tuusewna Local) .,
O A9USEWNA (Other countries) ..o, 518 (cases)

518 (cases)

7. Srunuenanasiasaiund
1132u1ATIN15IBLRYINY
{]ﬁ]ﬁ;ﬁu (Total number of
currently enro
in the same g

8. AMUIUBFFUATNLNA
Tlainauszasnann

9. 5ﬂu3u€lﬁﬁﬂﬁﬁﬂitwﬂﬂ’1&|ﬂ’J'l&I?uLLSQ
(Number of subjects classified by severity

of adverse events)

. ) = -y
AnAn TN BhIuE8vIely (Are these

ents unexpected?)

O wldeTin (Death) oo 50¢)

(cases)

O [usdunsieanan

ases)
O #oathsunmssnululsonoutawuding
1u (Inpatient

threatening Condit

hospitalization)..........cc..cceee..... 319 (cases)
O lifuszoznanlunisdneuiuiu
(Prolong hospitalization).......... 978 (cases)
O ANUAN1aS/ISAnuaIunsa(Persistence
or significant disability/Incapacity)
............................... 919 (cases)
O \Aemnufinisvisernuiinunfusiiiia

(Congenital anomaly).............. 378 (cases)

No. They have already been mentioned
in Protocol or related documents such as
Investigator

Brochure or inform consent document.

O Yes. O Nature is not consistent with
protocol*
@) Severity is not consistent with
protocol*
@) Frequency is not consistent
with protocol*
Numbers of unexpected events ............. cases

11. aguanuumanisallidneyszasdniy
ANUFuNUSYaIMANITal lNsUsEaeAiunTs

12. 91N15N19AANNVBIDIENENIAT Ol VUi

(Current clinical symptom of subjects)
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798 (Summary of adverse events [AE]
related to participation in research.)
. a 1% ' . A o
O Audaautiuou (certainly related) O s (Recovery) ... 919 (cases)
=

....................... winn13al (events)

O nwifeadas (probable/likely
related)......... mﬁ]msﬂj (events)

O omanAsrdes (possibly related)
........................ wisn13al (events)

O Tsiunaziieados (doubted, not sure)
........................ winn13al (events)

O BiAvites (Not related)
....................... WAN158l (events)

@) i (Improved)
O nail (stable) .....

........................ 518 (cases)
......................... 518 (cases)

O w889 (WOrse) oo 318 (cases)

O hiawnsaszyld
(cases)

O Fe%30 (Dead)

13. fiaudnludesdsulsauilulasanisiden

WMANWNB1E1a0ATAUDU soli (Are there a

(Not known)............... 318

AF 06-06 f18819LUuUnasun155189un1sii8auuaInlaTin1$Ide
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