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A. Scientific Value

1. | wanmsuagmana (Rationale)

2. ”mqﬂizaqﬁ (Objective)

3. | sUuuuNsITe (Study design)

4. | nguusEmINs A
(Study population)

5. | vuadIe81s (Sample size)

6. | Msfndenanaadasiiviilasinis
(Inclusion criteria)

7. | MsAndeneaadasesnaInlAsang
(Exclusion criteria)

8. | nsaoue@I@AseanaINIATINIG
(Withdrawal criteria)

9. | vliavesmsgueranadiag
(Randomization)

10. | A3neaeuildlunsiss (Study tool)

11. | msldnquarunuvisesviaen
(Control/Placebo)

12. | nsldip3osiiounme (Medical device)

13. | WnsUsziliunansive
(Method of research assessment)

14. | mshszimaunsngdeunaznisuily
(Monitoring of complications and
solutions)

15. | Sunuwezliinaesdenviodd@wse

(Biological sample frequency and

amount)
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16.

TEHLIALAZIIUIUATIVDINITAAM L

(Duration and number of follow-up)

17.

I's

ADANTIUNISIATIZY (Statistics

used in analysis)

B. Ethical Issue
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1W31gU19 (Involvement of

vulnerable participants)
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1.2 nMsldonanadnsngusizunadl
Anuwzauvselal (il vealvisey

T IRVAS oK )

1.3 mytasiueanadasnguusguns
fanuwnzauvsely Tunsaindinsly

91EaIAINANUTIZUNS

ANAYROgUANYRIDAALRT

2.1 Imsszyanuidesenlaaingng
ANUFLIFBAVNINYBITINEY
HansEnusiednla Jaldes denuuas

LTI

2.2 135115009 UM 0ANAINULELIHD

DRGRGIGE

ANUALIFDAVNINYBIFITOUNIBUNT

lupsssiviserausa

ANUFLSBYUTUNTINNNTITE

Uselgvimeoaadmsinensa

5.1 Tugemfiunisive

5.2 NMUVRIAUGANITIVY

Usglomirayuyuiigisiunsie

Uselewiisiodany

Wendungulsaninulades vundutes
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MsuLdanvSaLiaie

11.

MTIFLARAUNLTN

12.

Material Transfer Agreement (MTA)
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C. Informed Consent Wi EN Tai Tai JoRniuLarALLZYn
winnzay | Aeadas

1. | n¥UlIuNISYeANEUEaNIIN
D1@NEIAT
1.1 frannudugenanenaading
1.2 nandlefinsveanudugeuain
D1@NEIAT
1.3 @anudilunisvennudugeuan
1anaNAs

2. | MauaingusvasiuaenIsivy

3. | Msnswlassnslavasinsta
avslunsaeusiannlasinsive

4. | madendumnldidislasensive

5. | NNNSUALIUANAYBINTTINY

6. | edunedumaunsuURdIves
D1@NEIAT

7. sx‘qmmL?%&Jwiammaﬂml,l,axma
WNSNLOUIINNITIVY

8. | Ustlpwifilasuannisidnsuise

9. | MISAMIVULIIITINANTINY

10. | MsngAnAuY/Algane/munie
uneaagas

11. | enududusinarnisiiusnm
ANAUVDIDANALAT

12. | e Tiog] uaziueslnsdwvinnsioride

13. | foguaziuesinsdminnse
AMIYNITUNNTY

14. | wnansildlunisveninuduge
NVANHIAT

15. | meildluenaisvoanuduse
NVANHIAT

D. Investigators Wi Tai Tai JoRniunasAuuzii

Wagd | endag

1. | fuguennuavdszaunisalvedive
2. | Conflict of interest
3. | UsgifinnsausuasyssIunngIve

[

YOUITLUALHINIATY

244



AF 01-08
a
GEIUGRHIEEN
o dnydiuszminmalszlevuuazAuidss (benefit / risk ratio)
[] waneay [] liwangay
L m’mqumwaqmwmﬁm (risk categories)
[] 1. awidesiios fe Tonmauazarusuussessunneniennuliazmnauisiinainerafatufuenasaiag
lulpsesnsifeagaedlininnitnisaiiunsne ludinlsedriuresiienaadnsiewsonnn1snTIngunIn
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[] 2. erudssnnniianuidestios uimainaiivsslonidenaatasiidisululasimside
= i = o i ' & 1 O a o
[] 3. ansdssnnniianudsstes aadneglifivsslenisonranasinsfidnsululasnside
J I 6 1 U =~ |
usioralulseluvildodinunsodiusiu
® nduuARATLUTIFULAEEaULe (vulnerable subjects)
[ [] i
e onasmslianudugenveseraainsiluinets 7-12 U suudieaseny duaednng

U

Al3Anuanse dialeuliauaiunse (assent form)
[]a [] lid [] UiAeades
° mil,%'ﬁ'aﬂuimﬂmﬁ%’mamﬂﬂaﬁﬁi’m@&Ju"Laﬂéf
[] waneau [] liwmnzan [] LiAeades
o nsdmTINREtueSesTiewnmd (Wsnszy)
|:| Non-significant risk
I:I Significant risk
|:| Registered with USFDA/MDD approval with supporting document of registration
|:| Not yet registered with USFDA/MDD or no evidence or information for risk determination
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O 1. Suses

O 2. vsudsudly leuses
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