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1A593519n15998 (Research Protocol)

1759319715338 (Research protocol) AiBlenansNagunITINUEUNITIdEfgneanLuUNLiensy

v v

AANUVTRINGUTEAIATRINITIAY LaNaTAINaIRRAAITIazdEaNeINUIngUsTasnITIdY JULUY/
ada v

A1SPONLUUNISING USEUINTNANY A998 hazHUNITIHASIEINsandnagly uananndadshieasune

A8 UTINANTUIAIUITIFITU FITNTUADNITANIITUIN LS HTTTUVDIAULATIUNIT

L@NA15ATUT LT ULLINIIN5 T 8UTATIT 1IN TN B E UVDTUNI SHANTUIAIURS §5ITUNITIVE
(Guidance for writing a research protocol for IRB/IEC review) @slasiusiuiidenisnduain 4 unas
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(1) International Conference of Harmonisation Guidelines for Good Clinical Practice (ICH
GCP E6(R2))

(2) International Ethical Guidelines for Health-related Research Involving Humans ¥ ® 9
949ANS Council for International Organizations of Medical Sciences (CIOMS) 2016

(3) NIH Protocol Template for Clinical Trials 910 NIH Central Resource for Grants and
Funding Information

(4) SPIRIT 2013 Guidance for Protocols of Clinical Trials

onansuuamatuildsiusitesisuludensfinnsandiuaiesssy fwsznoulusetite
avua 14 ade Tnedaridusienisnsavaeu (Checklist) siteliinesionsiluld waglimesuneuay
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S18N15M5298aUNIT LUlASI919115798 (Research Protocol Checklist)

Folassnside: ..
Wi 8 | widvussvia | Tad NUBLUA
va4ena1s | eadas
1. Felasansid (Study title) vasdunayud [ ] [ ]
(Version & date)
2. %aﬁ‘i%’wé’mmzﬂ%’aiw (Principal and sub- | [ ] [ ]
investigators’ name)
3. Haluayun1side (Sponsor) wav/viveunasmy | [ ] [ ]
atuayun15I8 (Source of funding)
4. ayUarszdAnuedasesnensive (Protocol | [ ] [ ]
synopsis/protocol summary)
5. ilydauaynannsuagiviang (Background [ ] [ ]
and rationale)
6. TnnUszasnnnsiTe (Study objective) [ ] [ ]
7. 3Uuuu/nseeniuunsIvY (Study [ ] [ 1]
type/design)
8. Uszwnsiidesnisfine (Study population)
8.1 WNaNMIAREENYAAALINIINNTITY [ ] [ ]
(Eligibility criteria)
8.1.1 wneusAaLl (Inclusion criteria)
8.1.2 neusiAnean (Exclusion criteria)
8.1.3 nauin1snaudidnTunsIdeesn
91nN1539Y (Withdrawal criteria)
8.2 TMIUHTIUNTIFLUALITNITAUIN [ ] [ ]
N13anm (Number of participants and
statistical determination)
9. MIATIMELINTINNTIAY (Recruitment of [ ] [ ]

participants)




AUNNUITIFIINATIVG IUVTNTIATY AZLNVEFERT L Ineaedesing |

=
o)
(=3
®
D

4 o/ 1
NU/UIINA i AN8LNR

YBWaNES | 1NYIVBY

10. g uiindun1sive (Study setting) [ ] [ ]

ada

11. 35738 (Study method)
11.1 Awunsnuaslunsise (Study [ ] [ ]
intervention)

11.2 Suneunisiudunsise (Study [ ] [ ]
procedure) fuUs (Variable) uaguadns
299115398 (Study outcome/endpoint)

11.3 WHUNITAAMINANNUADANBLAZNTS [ ] [ ]
enumgnsallifiaUszasd (Safety

monitoring plan and adverse event

reporting)
12, WHUNITIATIZVNNEDH (Statistical analysis | [ ] [ ]
plan)
13. 3UUsEN1UN15998 (Research budget) [ ] [ ]

14. ToMANTUINIUITE5IU (Ethical
considerations)

14.1 nsufuRnussidoudededukasiwing | [ ] [ ]
9385931 (Regulatory and ethical
compliance)

14.2 AszUUNTVaANNEULaY (Informed [ ] [ ]
consent process)

14.3 m3Uszfiunnudsaseusslev] [ ] [ ]
(Risk/benefit assessment)

14.4 dnwazilszunvesiinTiumdenay | [ ] [ ]
wvny/anasmsundaiiaiiy
(Vulnerability of participants and

additional protection)
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YBWaNES | 1NYIVBY

14.5 Apouunuvdodsgdalumaidnimns | [ ] [ ]
33v (Payment/remuneration or
incentive for study participation)

14.6 MIAHATNYIMINTUNNGLAZNITINY [ ] [ ]

7 V|

Avaensafgidsmn ATl
VAL UNS B LA UNANSENUINANSIIN T
n15398 (Medical care and
compensation for study-related injury)
14.7 prududiuinaznissnwinugu [ 1] [ 1]
(Privacy and confidentiality)
14.8 n1sAmedayuyy (Community [ ] [ ]
considerations)
14.9 Maguadidnsiunfitondsduan [ ] [ ]
1A59n19998 (Post-study care)
14.10 M353UTWMBEeTINMLaY/viTeTeya | [ ] [ ]
dmsumsIdedulusunan (Collection of
biospecimens and/or data for future
studies) [ 1] [ ]
14.11 UlgUIUNISINELNINANITITUUAZ NS
wistludeya (Publication and data

sharing policy)

e : nllasssmsidelifiseasdeavesunaiidomemarauasens (wu Wulasesnsideneaeemig

'
o a

addnAandunslunvanidu Jeliuvunesuuinsgiuvesdatuayun1side uazlduuunesudeiiuluynuseinan

£

Aiun133de 1) {Ideanunsatiuatlain seasdunvesideninaiegluenarsduls wieiinaenssunis ale

NIFUBNATMETUUTENDULNLLAY Yi3913TwaiTdansnanluneltasiulasesneanisiduegnals
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o/

anandululasesnen1side (Items Required in a Research Protocol)

1. ¥lATINNTIVY (Study Title) LIostunaziun (Version & Date)

A1BSUNY :

e Folasamsidemsiianudaiau nsedu wazazvioulyn1ide lnee19seysUiuu/n1seenuuy
N3398 (Study type/design) sauflanguuszynsfidesnisfine (Study population) nsdlindu
N5I98BmMAa0e AITTEUAsnInuedluniside (Study intervention) siufisszeyveen1sing

naaow9Adiln (Clinical phase) ANAALMINZEN WONAINT MINTBlATINITITTAINET BN

va o

AaN1591904 {I3891958YVElATINITITY (Study acronym) wieazaintunislddeanssening

Y

[y

i
¢ lasssumaidesesdinestunaziuniduliiaue welddeanslidilanssiuinenarsnguvesu
N13NAITUIINANLNTIUNITT LBNA1INLATUOUITR//ATugeu wazienalsildaniunisidely
Jagtuluenarsatule visil iedosiunsihenaisestuilidutlagiululy wiedenans
x> Aoy M vy va 3 v = ] av
wastulnindslulasuniseud@/nureuainanenssunis W wininsudlelasesnnside

AidesesUuniluiestular uilvesonansiays

aguteaulukwimyaugdy/enansaunuulgeonsds ;

CIOMS 2016 “1. Title of the study;”

ICH GCP E6(R2) | “6.1.1 Protocol title, protocol identifying number, and date. Any
amendment(s) should also bear the amendment number(s) and

date(s).”

NIH “Title”

“A version number and a date.”

SPIRIT 2013 “Item 1: Descriptive title identifying the study design, population,
interventions, and, if applicable, trial acronym”

“Item 3: Date and version identifier”
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A9YNNITYY

e msfinyidennasiszesd 2 wuugu UnUadeyanissnwasmng ngldemaendunquaivau
\eUseiliulssansuanasainuuaensdevessn [Drug X lunansvuatuglngifilulse [Disease

X1, eddu 1.0 Fuil 25 nsngrau 2564

o nsdnwmugnuazladeneinsalnmsasianundutienladnauuaznduilonsladuiaie

TnensasianduwivdninivilalugUaelse [Disease XJ, vao5du 1.0 uil 2 Sguieu 2564

o nsAnwdnwazIumzvetuaiiieludldveUislsn [Disease X] wavnsiasuwladnou

LAEVaINISHIARSIE © MFITeedRN,, LI5TU 1.0 JuN 10 garAw 2564

o navaslnslulefndrowunuedduvedludunaznglaauazlulaslulonludldvedvaslsn

[Disease X]

2. YorIdenanuazeive 9y (Principal and Sub-investigators’ Name)

ANB5UNY :

Yo

o lpsssmsidedessyyliedidemdn (Principal investigator) FududsuRaweulassnsidevianun

kY

o a va o

warlio3de39u (Sub-investigator) Fuludsiualiunsideludungidendnueunune lnse1q

Y

fn1sszyminnanusudayevlutenasduiinnisuaunungausuiayey (Delegation of

responsibilities log)

o lasasumaidumisseydania (Affiliation) veulidendnuazyidesiu uaztayainsie (Contact

information) WU Sansaluasinsdnyt 1Wuduy

Ya o 1

¢ JuifearsUsEnoumelidunanuaryITeTINilnaauTALAsUsTaUN SaTINsauwaL LN INE

1AYAUENTTUNITY FENANTUIAIIULNUILAUVDINUTF LR8P I91NLNA1SUTEIA LAY D

v a LY

(Cirriculum vitae) Ye3d8usazAY 1MNITedauanTR Ussaunisel uaganunsoufiiiigane

[y

#N15ALIUNITIFUAUIATITINITIVENTUEUBVBSUNITHATUUS B bl

ayuteanuluuwimyaiugdy/enasauluuilyensds ;

CIOMS 2016 “10. Names, addresses, institutional affiliations, qualifications and experience

of the principal investigator and other investigators”

10
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ICH GCP E6(R2)

“6.1.5 Name and title of the investigator(s) who is (are) responsible for
conducting the trial, and the address and telephone number(s) of the
trial site(s).”

“6.1.6 Name, title, address, and telephone number(s) of the qualified
physician (or dentist, if applicable), who is responsible for all trial-site
related medical (or dental) decisions (if other than investigator).”

“6.1.7 Name(s) and address(es) of the clinical laboratory(ies) and other

medical and/or technical department(s) and/or institutions involved in

the trial.”
NIH “10.1.5 Key Roles and Study Governance”
SPIRIT 2013 “Item 5a: Names, affiliations, and roles of protocol contributors”
FRYNNITRYY ;
® [Fuwa

dwa [Email X]

ARRIIEH

(1) wgunngd [Name X] d3i0n1A3%7 [Department X] AMSUNNYANERT U1INEISUT gl

(1) unngns [Name X] &3inn1A3en [Department X] AasUNVEAEAS Nn1INedoLtssing

dwa [Email X]

wa [Email X]

(3) m5. [Name X] &91A AZWATANSENNE UnInedewdadund dwa [Email X]

3. Jatiuayunn3Ie (Sponsor) uar/vsauvamuaTiuauN15ITY (Source of Funding)

ANBBUNY :

a

e atuayuniside (Sponsor) nunefis yara U3EM andunsessdnsdududSulinveunis

(2) wrgunngd [Name X] d3inn1a327 [Department X] AMSUNNIANERNT U1INEISULTedlul

'
a

515

N13USMITIANTT wag/vseluualuayun1sIteneeatn Yaeiuvamuatuayuni1sidey

(Source of funding) ueds yaaa U3EM aatunsessdnssaduglivuaiuayuimuaulssunn

Tunrsaiiunisive Tngenalufidruie1tadluniss B ULaENISUIUISIANITIASINTINY

11
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Y]

¢ 1Ase31aNTIdemssrysaiuanunisiIde (Sponsor) kag/vIeunamuatiuayun1sivy (Source

)

of funding) T1uf4019TEURY Blua waziuassAwiRasovadatiuayun1TIdeY el N13sey

€

v a0

atuayuNTIdeLay/MIsunamuatuayunsIdeaviddigiiaauenssunise lousenauns

e

Nrsanluseimus aanalseleviviugau (Conflict of interest) LAZLUINIINITUSUITAANIS

naUselevurutou ndl) lnegnanunyay

[
1 P a 1 1

®  NlATISNTITYRYTENINMEUYRTUNUaTUAYUNITIFY {I98913TWTILATIINNTIdE0Y

Y Y Y

FENINNTTUVTUNTTNTANTAATINUITY NIoUSTYLMATUTIDETENINNNTEULD

ayutannuluwnmy/muugiin/ionansiuwuunlyaness ;

CIOMS 2016 “9. Name and address of the sponsor;”
ICH GCP E6(R2) | “6.1.2 Name and address of the sponsor and monitor (if other than the
sponsor).”
NIH “Sponsor”
“Funded by”
SPIRIT 2013 “Item 5b: Name and contact information for the trial sponsor”

AIDYNNITYY

® {alualuN1TIIL : USEN [Sponsor X] I11in
® LvamuAtuaYuNITINY : d1innunITeLieR

® uyamuATIUAYUNITITY : 9ETENINNTEUVEUINATNIUNTITEUYF

4. ayUanszdAnaalasas1en133dY (Protocol Synopsis/Protocol Summary)

ANBBUNY :

e nsasUanszddgredlasiiiimdelavgersdiglinugnssunis v ewvihanudilaningy

R 14

2941A5951901153 38 1ARUSLANS A NS U Taglani1zlasesnenisidendalnududounazd

a & ! a v & Al ]
eazdeaun wenanil nmsaslansedrrgredlasssianmsiteluniwine (unsdinlasesng

ns3deatuindunividingy) ssgaelinssunisiieguenaieineimansnisunng (Non-

12
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scientific member) @1115091UMIANUTTLANINIINVDIATINTITE kAL LTUTENBUNITNINTUN

enansteyaLarvenuBusaula

o

o asUasvdidguedlasesamiTenirsusznoumeUsziaudAnysig o aweluil (1) Sngusza
n1333y (Study objective) (2) §ULUU/N1588ALUUNITITY (Study type/design) (3) ngu

U58Y1n57 9 09N15A N1 (Study population) wazd uIUE L¥1591N153498 (Number of

o o A

RosauniinduUssuddgdu 9 lAauaumunzay mMuUIUnNIeInTITeveInu

ayuteanuluiwimy/auugdy/enansauluunlgeonsds ;

CIOMS 2016 “2. A summary of the proposed research in lay/non-technical language”

ICH GCP E6(R2) | -
NIH “1 PROTOCOL SUMMARY

1.1 Synopsis
1.2 Schema
1.3 Schedule of Activities (SOA)”

SPIRIT 2013 -

AIDYNNITYY

o ayUansedAyvedlaesasive

o

naUsrasAnsIde \efnwUseansnalarauUaeniavese [Drug X,] Wiguiiigy

fuen [Drug X,] lugthelsa [Disease X]

sUluu/n15enUUY nsAnwuUgy UntUadeyan1ssnwasvmng Indumiuauaigen

AN539Y 1aen (Randomized, double-blind, placebo-controlled)

Usgnsifesnsiine | §Uaelsa [Disease X] 91¢ 45-80 U 31u7u 100 A lagilinausiAn

A8 [Inclusion criteria] waLLNIARDBNAB [Exclusion criterial

NABNG NASNSUAN : AZLUUAIUAUUIA [Pain score]

HAAWSTDY : 56U [Lab parameter] wazoinsludisUszasa

13
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sveznaMTITeuar | Usvana 4 §Undk Taeflmisnsionssu deil
A1519A905SU Aanssu edn | dUant | e | &
nves | flo | #2 | da
YorLBuLey v
InUszIn/mT9319nY v v v v
ATLeNdLsEdeLa v
Yuuvdeuas [Questionnaire] v 4 v
Wizideaiilensiamaiesufoanns! 4 v
3103 10 fadans iensyaringden A1 [Lab parameters]

o w

o ayUanszdAnuedlasaTansivy

o

TgUsTaInnsIvy ilefnwmeanudintusuestiadomaiusnssuiunisiialsa
[Disease X]

sULUU/N150NIUY NSIVYLTITUNARUUAIAAAYINS (Cross-sectional)

N33

Usgnsifeansfine | §Uaelsa [Disease X] 91¢ 20-80 U 317w 200 Au lagilinadiAn

A8 [Inclusion criteria] waLLNTARDBNAB [Exclusion criterial

[y a

HATNS gud [Gene X] warszAUAUTULIIVBALSA [Disease X]

SYYLIAINITIVYWAY TEUINABUUNTIAN W.A. 2565 DIABUSUINAL N.A. 2566 Lagazdl

MTNAINTIY N3NUTEIR M599919N18 WAzl RN INNTITEUTUINT 20

Ta3ans WinulUns79 [Genetic test]

a

5. pilaalagnannsuagivaEa (Background and Rationale)

Y

ANBRUNY :

L4 EEQ ElﬂliUi'iEJ’]ﬂaﬂﬁlﬂLL@“’ﬂT]EJﬁ’]ﬂEU‘UENﬂEUM']’JQEJ Q’TLJ’J’%EJLLﬁ”Mﬁﬂ’i’lUV]N’J‘WEﬂﬁ'}ﬁm NN

'
a

ﬁmmmaaﬂuf]mmmma Aefiefnunise Mé’ﬂmmazmmmaﬁaﬁfuauumsﬁﬁ%’ﬂuﬂ%’qﬁ 1ng

ﬂ’)iLLﬁG’IﬂI‘VILVi mmmmuu,a ﬂﬁﬁWWUW@QﬂWNQJﬂ%N LG]?JLG]NE)\W‘W@’J'HJ?VIENGUW@ wag lugngau

[y

ﬁ’mm’i%%uﬁﬁﬁmsJ‘vTﬂmfi@wmumlmﬁmaw%L%uum

¥

dy 1 dyd a Ya o a dy o w v YV dy v Q
o ynleviludiuiliisigazidunuin IZJJ’]%EJE]"I"UW%WiﬂJ']ﬂEULU@ﬁW ﬁ'] IU‘VI’J‘U@L! LALNUAITD

N1INUNINITIUNTIY (Literature review) n3ours1gazidannne q luesuielugiienide

(Investigator’s brochure) MUAIIULANITEL
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ayutennuluwnmy/muuziin/ionansduwuunlydandds ;

CIOMS 2016 “3. A clear statement of the justification for the study, its significance in
development and in meeting the needs of the country/population in
which the research is carried out;”

“5. Summary of all previous studies on the topic, including unpublished
studies known to the investigators and sponsors, and information on
previously published research on the topic, including the nature, extent
and relevance of animal studies and other preclinical and clinical

studies”

ICH GCP E6(R2) | “6.2.2 A summary of findings from nonclinical studies that potentially have
clinical significance and from clinical trials that are relevant to the trial.”

“6.2.7 References to literature and data that are relevant to the trial, and
that provide background for the trial.”

NIH “2 INTRODUCTION

2.1 Study Rationale
2.2 Background”

SPIRIT 2013 “Item 6a: Description of research question and justification for undertaking

the trial, including summary of relevant studies (published and

unpublished) examining benefits and harms for each intervention”

AIDYNNITYY

e 1sa [Disease X] WWudaymmianisunndszaulan nelul w.ea. 2564 fussansusean ... au
& . N A v v AN Yo ) Y
Aunlulse [Disease X] uaziliiivsTogar .. vaaUelasun1ssny wWmungvenisinuilen
[Disease X] Ao tolAMAMAINLALINTIN1TTONTINGWY Inedasiunisandulsaludnne
[Condition] kagmuaslsalieglunnizaty wumenisshwilulagtuaenisiviengy [Drug
A 1 =3 [ o [ A
class] Liioan [Consequence] agnlsnau wan1ssnwdaluilunimela
\WasanAnuvatnvatevesuseynsteslunauuielsa [Disease X] vivlvidiuualtum

Yaa

wadldisnsShwuinnimiladsinenivnulsalieglunneacy Idudwaens@nwiansni

[y Y v

gvisUTuniiAuiunaznsinwlse [Disease X] Tugduuusng o lagldignssnymanguuusiuiu
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[
LYY

g1 [Drug X] gneaniuuniiveduds [Molecular pathway] @an13@nwrludninaaes

WUIIN1T35N®IRe7 [Drug X] @unsadudinisailulea [Disease X] lnwan [Parameter] 6149 9)

o w =

lnegnailduddiiaiUSeuiisuiunquitlilaen n1sAinwimeassen [Drug X] Tusseed 1 wuid

g1 [Drug X] fnnudasade nglinuwgnisallafisUszasalungueranadnsavainadiuiy ..

a o 1w a

AU Nlesuen [Drug X] Tuaum 200 - 800 faansuseiu fnnemulusseziian 8 dUni

Y]

Aunalnn1seengnsesen [Drug X] fidlnasde [Molecular pathway] Faduiusiun1s
Afiulsa [Disease X] HIdeedlauufgindn nslven [Drug X] saudumsshwninsgiunldlu
U230 99Usenounisen [Drug Y] wagen [Drug Z] agvinlviianisiasugnilunisdues

[Molecular pathway] ¥a4lsa [Disease X] warA1nitagdieusuniauiuwazalunulsaloyly

AMzasulafnNIAY ..

6. nUsraIAni153e (Study Objective)

ANBRUNY :

® JngusvaAmNTemsasoumnuNUItELaraNuRgIuNTITY tnuasseydiws/madansuay

nauUsEYINTNABINTANYIIATALAN LazdenAdaeiuFULUL/N1508NKUUNITITEY JULUUNIS
= 1Y 3 a v = & XY a v = ] < a

Feuinguizasansidgenadivainvais duegiulszinnnsidy vleunasienaduguuuuign
Muualagwiamuatuayun1side agelsinig Tnguszasdnisidedosdannnudinieianzag

(Specific) LazapnAdodiuTplasinisIde

a v

o IngUszasinidvenawtauingUszasdnan (Primary objective) TngUszasAsas (Secondary

objective) wagingUszasAiled399 (Exploratory objective)

ayuteauluwimy/auugdy/enasaunuuilyensds ;

CIOMS 2016 “11. The objectives of the trial or study, its hypotheses or research

questions, its assumptions, and its variables”

ICH GCP E6(R2) | “6.3 Trial Objectives and Purpose

A detailed description of the objectives and the purpose of the trial.”

NIH “3 OBJECTIVES AND ENDPOINTS”

SPIRIT 2013 “Item 7: Specific objectives or hypotheses”
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A9YNNITYY

Taguseasanan @ ieUssiliuysednsnavess [Drug X] Wisuisuduevasn lunisan
[Outcome] wasiU3elsA [Disease X]

[y

TagUszasAses : ieuszidiuanudasnsdevesen [Drug X] TuUlelse [Disease X] wazUseziiiu
Wnd¥auransveden [Drug X1 wazAmunmIinvesdUiendalasuen [Drug X] wWisuiieuiuen
Viaen

T UseaeAdadsn | inaUseliunduiugaansvesen [Drug X] wagan [Biomarker] Ndwius

q

Aun15AEULSA [Disease X]

(1) efnwdunaneiiug (Genetic variant) inuvssluszuznounziiuazszezanaiuvadlsn
[Disease X]

'
v o §w

(2) Wefnwladeiduenuiugnssunduiusiu [Outcome] TugUielsa [Disease X]

(1) Wefnwarugnvesnnzunindeuniandnaniewila Useneusiennenduiels
Sniau (Myocarditis) wagndsiilowalaiduisiia (Cardiac fibrosis) Tugftaelse [Disease
X1 Tasnsnsramauusimdniniingiala (Cardiac MRI)

GRNPERNPRN:

(1) ednwifateneinsainismsanunnzunsndoumaindmievilalugiislse [Disease
X]

) wsAnwanuliazaNuIzvestadunensallunisitadelsa [Disease X]

a v

lasim i liilinguszasdieAnwanuduiusvesdadenuanmuindenlunisiauiuldym

amgvualilunisiinu Burn out) Tuypainsvesu3en [Company]
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7. sULUU/MseRNLUUNNTINY (Study Type/Design)

A1BSUNY :

e sUuuumITeoranudlailu 2 Ussnnm

[y

n lawn Ns3Idu1Tedenn (Observational study) Lay
N17398L8amMAa0s (Experimental study) Fei3deasseylvdalauinlasesnensideiiaueuni
< a v a v [y ! a v [ 1%

Junsidedszianle nsszyzduvumadelidanululaseiamaidseravilinuenssunis

wnlafe FedswanonisuseiliudoRansanaiuasesssululseinumg o

[ [y

A338A1338YTULUU/N1598NKUUNITIRE (Study type/design) Tridaiau 11laTe319n15370d
sULUU/Mseenkuun1sIdenuula 1wy N5ITELIFuNALUUAIARAYI1Y (Cross-sectional
observational study) N15338L@sdunaiiinnunguyanauuulud1anin (Prospective cohort

study) 3en1539evnaeLuiingualuAw (Controlled clinical trial) 1Wusiu

Va o a v

Tunsaifiiunsidennassuuuiinguauay §idemsszylitaauin fnsudsidrsmnside
panifufngu (Number of arms) fi§n31drun1sinassedials (Allocation ratio) n13da
(Randomization) wagn15UnUs (Blinding) n3elal \ussuzvesnisinwmaasinamaidnsyesln
(Clinical phase) Taufangunuald$usmasn (Placebo-controlled) wiognifigns (Active-
controlled) wago1dsnsaun1sAned (Study framework) WuUAlana1 (Superiority) LBULN

(Equivalence) wialiigioanin (Non-inferiority)

338919 NTUNTLULKUNIN (Diagram) LHLETUN1TOTUIEVDITBANUMTIUUTIEY T2 IY

Wiagnssuniss hanudilalidieuasgnasannisiy

aguteauluwimy/augdy/enansaunuulgensds ;

CIOMS 2016 “12. A detailed description of the design of the trial or study. In the case of

controlled clinical trials the description should include, but not be
limited to, whether assignment to treatment groups will be randomized
(including the method of randomization), and whether the study will be

blinded (single blind, double blind), or open”

ICH GCP E6(R2) | “6.4.2 A description of the type/design of trial to be conducted (e.g.,

double-blind, placebo- controlled, parallel design) and a schematic

diagram of trial design, procedures and stages.”

18
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“6.4.3 A description of the measures taken to minimize/avoid bias,
including:
(a) Randomization.

(b) Blinding.”

NIH

“4 STUDY DESIGN
4.1 Overall Design
4.2 Scientific Rationale for Study Design”

SPIRIT 2013 “Item 8: Description of trial design including type of trial (eg, parallel group,

crossover, factorial, single group), allocation ratio, and framework (eg,

superiority, equivalence, non-inferiority, exploratory)”

AIDYNNISYY

= cgf ) a o aa a 1 a 1% [ )= 1
ANSANWIULUUNITIVYNAADINNAAUNTLYLN 3 LLU‘U?“{N Uﬂﬂﬂsﬂaiﬂaﬂqiiﬂwqﬁaqwqq Mﬂqmﬂ?Uﬂm
ALy maen (Phase 3, randomized, double-blind, placebo-controlled trial) laguuslidnsiu

33y 2 nqu Tudnsdiu 1:1 lngendunseunisfinwiuuumilendn (Superiority)

&2

nsfnwiluniTedsdunanfiaaunguuanawuuludiamn (Prospective cohort study)
nsAnedidunsIdodsdunauuuninfnuang (Cross-sectional observational study) Tagld

wuvaauanueaulay

8. Usyynsfidaanisanen (Study Population)

8.1 WnauaiAnLaaNYARALUNTINNTIY (Eligibility Criteria)

ANBSUNY :

va o

AI8AITTEUNAIINTSARLEBNUAAALYIISINNTTIRY (Eligibility criteria) TdmLau vianamAnLdn

(Inclusion criteria) waginaeiAn@an (Exclusion criteria) IneinaeiAndndinseudnyazyAnanay

a

Aad13un1539 8L onauTngUszasdnisive 1y 929978 N1z KATNARTIINIS

' '
a o o &) 2V =

el URn1sndAny Wuiu vaugiinaugidneeninszudnyuzuanaazAneenNaINN1TITY
119991013 ANULE 89T 9N S UNTI831NN510390N1 5398 B1aldanunsaeysiulinaen

a v LY

TPEEIAYeINITIvY YIeenavhlinadnsgnsuniuandadedunazdwmasteliduddysionis
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)

uasigiiendeasy il Tuuensdl fRdeenadndudesinuaienuvesdnianizuied

al' o A v aov P Y] A val v A
Vlﬁ%TﬂULﬂm‘V]ﬂ@La@ﬂuﬂﬂalﬁu’ﬁ'ﬁﬂﬂ'ﬁ?"ﬂﬂ LW@ﬂBQﬂUI@ﬂWaVlQ@uGUSL?J'ﬂ‘ﬂﬂa']ﬂl,ﬂa@u

a o

(]
X

T8AITTTUNUIMNITNOULU1TINN1TITYBONIINNT

TaU199 64915 70N153 980190 NOBUBBNIINLATINITIVYNDUAINUA SIUDITUADULAL/NID

Y Y

'
;Y [ V|

NITUIUNMSAAM UMDY WBNIINT MNALINTLNUNRTQNAaUDNIINMTITUMLIIIT W

mM33deselni §Ideseaseylilidanululasennside egdlsinnm lasenisideunsdssnm

a 6

anslidndudedinawinisoeudidnsiunsidueenainnisive wu maidedsdunaiendedeya

[y

X o = = a PPN & Y oy av a O o < v
QU?EJQ'WﬂUUV]ﬂL’JSIﬁSLUEJu 1137 EW]lligf;lgL'Jar]?ﬁULLagWUE&L%Wﬁﬁuﬂqiﬁﬁ]ﬂLWSQﬂiﬂLﬂﬁrJ Wuny

ayuteanuluiwimy/auugdy/enansauluunlgeonsds ;

398 (Withdrawal criteria) 31988insal

CIOMS 2016 “14. The criteria for inclusion or exclusion of potential participants, and
justification for the exclusion of any groups on the basis of age, sex,

social or economic factors, or for other reasons”

ICH GCP E6(R2) | “6.2.6 Description of the population to be studied.”
“6.5 Selection and Withdrawal of Subjects

6.5.1 Subject inclusion criteria

6.5.2 Subject exclusion criteria

6.5.3 Subject withdrawal criteria”

NIH “5 STUDY POPULATION
5.1 Inclusion criteria
5.2 Exclusion criteria”

“7.2 Participant Discontinuation/Withdrawal from the Study”

SPIRIT 2013 “Item 10: Inclusion and exclusion criteria for participants. If applicable,

eligibility criteria for study centres and individuals who will perform the

interventions (e.g., surgeons, psychotherapists)”

ADYNNITYY

1
LY [

® MdLilazAndenataalaTguA A W1SWNTINY lnedinasiAninuasinaeifnaansiail

WAL (Inclusion criteria) :
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va o

(1) Judfiavand annsdnuseTRuarnsiasnielasunndiive
(2) 918 20-45 Y
(3) dilulanty 18.5-24.0 AlanusonsnuvuRling
(@) Tanudugeud13mnTiy
\naugiAnean (Exclusion criteria) :
(1) flsaiFesmeneniedndidesiutsemuen
(2) TUseiRuien wiayulng vaune1mns
(3) Mdsoglulasamsidoendu viewadaduudilids 3 dou
@ ..

Y o [

o meiduilagdadoniialsn [Disease X Aiir¥umssnululsaneiuia o7g 18-65 U i1gaunns
330 Tnefinasdnduasinamidnoandsd
WNeaARL (Inclusion criteria) :
(1) Jufthelsn [Disease X] Finansradeduuingaeia RT-PCR
(2) 9INNTTURTITTAUUIUNA9ALTULSS M3t [Diagnositic and classification criterial
(3) ..
WneuaAnaan (Exclusion criteria) :
(1) lagnunsasuusemueimsunnla (wu Qﬂasﬁﬁaqammmi)
(2) fiAneulesldiu AST w38 ALT aand1en ULN 1w 5 1
(3) #A1 eGFR HUp8n11 60 mL/min/1.73m?
(@) fUsziRunen [Drug X]
(5) oglutnsssasauieliuuyns
6) ..
® NUININBUNINTINNTITEEENAINNNTITY (Withdrawal criteria) :
(1) Aaonnslalfisssasdfisunsesesu 3 Tuly

q

(2) flsanzannzdulagduiiiliamnsasiueglulasinsidela
(3) liufuFnutuneuvedasinsidy JedwmarenisulanateyaogrelitudAny
(4) AIAsIn

(5) pRUANUTUYDNIUNITNTINNTINY
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6) ...

MNELN3IUNTITE0UANNEUYBUNTOQNNBURBNAINNNTITENBUNINUA KITEITUNUTIAIEY

7 ~

Fhn92un1539858 v Arewlanisneusntwintunisly 4 dUaviusn wazlulmdunauiain

Y

v

915 hifeUsEasd NIV nTINNTITevenawii {Iue1adeunuiuveNan1svenaus?

8.2 TMUIUINTIUNTILUALITNITAIIUNEDHA (Number of Participants and Statistical
Determination)

A1BSUNY :

® [IHufoesuUIUH1TINNTIRENMWARLAESUNTINNTITY wavasdeliSuginsiunside

Y

Aunidnunszylilulasesinsideilasueydf/iurseuainamuznssuns vl mndiaany

[ a v Y

f\i’wLﬁuﬁ%ﬁaqLﬁmi"lmu;:h%’ﬁ"mmi‘i 8 HIdudnanilelasesansifenas Burvesunisiiansan

[ieVeTUNITOUNRARUTEUIINANENTIUNITY ABUALEUNTT

o Adglimsldddn “lidesndt ... A’ TunsuansduauidniiunFidennuauazSudis
a v ~ 1 a 7 o a Y oa A L a o <
N1539% 1H99NAMENTSUNTY WWanu1sauseiiulain S1uuiwiasanaznsulasanisisetdy

Rl

Y a I

ad g a a o o . va o o Y oY a o
® I‘Llﬂiim/lL‘IJ‘IJﬂ’]i'J"\]‘EJ‘VI@']LUUﬂWﬂUWVjﬁﬂWUu (Multi-center) WIYAIITTYITUIUNLYITINNTTITY

NMUHUILTUNITINNTITY 0 a1 TuiEIT8uveTun1siaTuINANENTIUNNTY MY

®  NIAUINIIIUNGUAIBE13 (Sample size calculation) MangaulnU@AYHN1TIATIEN

[
Y ya o

wazasunanis3de aelu {Idedndudewandiinisaunadiuiungudied1imnisada wazs ln

WMARALN BLARIAIINANLYAAUNAYDINITAIUINAIETTUALNANAITAINANT 1191 N15398U1

Y Va v a

Uszianenaldanunsaruiniiuiunguiieg e ndauls §idue1aiarsaiuansisnisivun

Y

Puungumegmewnmdudulunsensuluauitu 9 niounanuonansdnass

ayuteauluwimy/auugdy/enasaunuuilyensds ;

CIOMS 2016 “13. The number of research participants needed to achieve the study

objective, and how this was statistically determined;”

ICH GCP E6(R2) | “6.9.2 The number of subjects planned to be enrolled. In multicenter trials,

the number of enrolled subjects projected for each trial site should be
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specified. Reason for choice of sample size, including reflections on (or

calculations of) the power of the trial and clinical justification.”

NIH

“9.2 SAMPLE SIZE DETERMINATION”

SPIRIT 2013 “Item 14: Estimated number of participants needed to achieve study

objectives and how it was determined, including clinical and statistical

assumptions supporting any sample size calculations”

f788719N 156V

va o

AI38A1IANTTRIALLANAIYBIARREYRINaR B URUANSHAY (Mean change) ¥045¢6U

[Primary outcome] Tunguillasuen [Drug X] wazevasn Wiy ... way ... wazliAtdnudsauy

L3 1%

195374 (Standard deviation) Tuusiagnguiviniu ... Ban1saian1saiiiansdaannsiasuulas
g6 [Primary outcome] TugUae [Disease X] Tulasansideneunti1il [Reference] nsAuIn
F1UIUNFUAIDEAIMUARAT Alpha = 0.05 uag Beta = 0.2 wazAuinlagldadn [Statistical

test] 9zlAdUIUNGUABE1BE1NURY ... AUFDNAY TLBINABNIINAABUANLAFIUAINGTD 11D

¥
¥

aadendiidnsunsideasuiioinudeyaiiudseng o ldliasu Sosas .. lasin1539eiis

a o o

INUNUILT UL LY1590015T T80 . AU Lae Ny 187789 IAMEUNNYAERS

¥

159UNIFIVYIUIU ... AU

o

PV U LI TN SR QR IRYE PR T

[

AIdeAnauIanguiegalagldlusunsy [Program] lagyinainnisalinAndesuuinggy

U
7159ufU (Pooled standard deviation) 10u ... n153deilazdasflvunngusiietsedisios .

'
Y

dmsuusiazngy Wislils Power 80% wagserutisdnAnyi 5% (WUUaBIiI) dmSUNIIRTIaNy

ANULANA1NLYIATUANRAE SENINNINAARUAUNGUONBM .. lilaAANTaldne1adglid13u

=3

ANSATYTN0BUAIINNLATINITIVYTENINNIIF8UTLUIN ...% LATINITITYLUIINNILHNUILSU

WNSIUANSIVYINUIY .. AU

e

YUINAIDYIY ... AU T11ATINITITEINULT AWINIINERI I AIANTIV0IAE Ug AU
Usednsn1muan (Primary efficacy endpoint) kaguu1aiann15all U8 aNar99In135nYIA1881
[Drug X] laginniua Power = 90% LV enaaaulad uaanan (Primary endpoint) M ..% 6@
L3 o A Y v 1 a v 1 14 i a et
wan1sainanInulugidnsunis3de ... AU LagAn P-value wWuuaRIRUN 0.05 auumgiuntdlu

N1sAINYLIANG UATEE LA TINgR WA N190lve381Maan (Placebo event rate) 71 ..%
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& Y a Y e o O P P ' v
winnsaled (8198andnTveunansalndunanuludienineitedunismaasinounii)
[Reference] §n51n1511enesiadl (Annual drug discontinuation rate) 1 ...% Uagn1sgeidenis
fne 1 (Loss to follow-up) 7 ..%

e fasndslipednisfnwiusednsnavesen [Drug X] Tunguidaelsail lasinsideddady

msfinwthsedluitiediuag 40 au wuadu 2 ngu nguaz 20 Au

a v [ v v = =] 2 | d' Y o [ d' 1 =
L4 [};lj’mEJ‘U%LﬂUGUBHﬁGD’]ﬂUUVlﬂL’J“ﬁBLU?JUIH[};JJWJ'JEJVI&J’]LSU’]iUﬂ’]iﬁ AWNLSINGIUNE SEHI19U WA

'
=

2560 — .M. 2563 HA1AIALATWIULIBUTENN .. AU FaTiganesianITAdeUANLAIUAY
ad o aad P ¥ ' [ Ya o v 1 o d‘ [ 1% &
Basaumsadanszylideu egnlsin Idediliamnsassydauiuddale o vugi
\Heannilunsideidsdunauuugaunaa (Retrospective observational study) lneediedoya

ntuiinnyseideu Ml §ideldmvunssesnailiognstnau nanfe sxdesdugUasiiud

SUNISSNWNLSINGIUIE 219U WA, 2560 — W.A. 2563

9. NFATINHUIFIUNNTIVY (Recruitment of Participants)
ABEUNY :

va o a 14

o I3AITTLUUNUNITATINHIUITINNTINY 1AETLUUNEINUIV0INGUUTEIINTNALT I IULY
$3UN15398 (Source of participants) Fso1aidunmning q ReIiunguUszrINsNRBINT Anw
W fUaelsa [Disease X] 8¢ 18 VUULY 1115UN15AINATTNLUINIUL LSINEIWIAUNIIIY

uasdedlni WWudu wagnagndnisassmfidngiunisive Teonamueanusndaismmedeuas

v & aa «

ada ! N 9 o % I A Y] |
Tohnsia Fonldusvurduiug FBnsdeasludinguussanadmuny wag/vIeanunidanungy

Uszrnsidviang

® LNUNTATIMELIINTINMTITeARANUMINTaNnUENaTEsTIH IngAilatansiasnluaiiy

Judwdnaznisinwauduveanguussrnsidmneg wswludaszvesnisdnduladig

IalliTunTITevesunna WilTunounIanssuIuN SNV IuNTIesanansn L

naufuas wsegnusRulidnsiunisidelaeliadnsla uenantideuansliiudanudulula

Yosnsaliunsidelidnsagasinunseusseza il
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ayutennuluwnmy/muuziin/ionansduwuunlydandds ;

CIOMS 2016 “16. The process of recruitment, e.g. advertisements, and the steps to be

taken to protect privacy and confidentiality during recruitment”

ICH GCP E6(R2) | -

NIH “5.5 Strategies for Recruitment and Retention”

SPIRIT 2013 “Item 15: Strategies for achieving adequate participant enrolment to reach

target sample size”

AIDYNNISYY

N

[y

989z UTNLTINE VN SURABEUNINITES SMS Liialaiuetaladasnidnuisuiiu

[ J
e

v v o

TA%U [Vaccine X] ad 15anenU1au515UAsiI o9t tneddannusdld “ida9annynuildnsu
o . % a ' o A | v

TARU [Vaccine X] 4949 1 ad 1S9ng1U1aNn1s1vuassdestnd Tuiud .. vinnvinuaulansiu
1A59N19998 “[Study title]” 1T 1UTIDaZIBARUAIATNTRLT https://... WAEUIAVITUADINTT
gounudayariiy anunsafadegUszanunulasinidelanuesinsdnd ... vnviuauladisy

1ASINNTIYAINE LUIARAFBLINUNANDUNSUNSAR TATW”

(%

& Yo <) o w1 1o au & v & v <
o uwmndiSnwaziluauiuziiiieinillasinisided wasvngtheselaauls unmdgSnwaziduy

o va o A

AUsranuliavunedidedelvideyatazvernubugenludaudaly

[
=1

Ao YRR 4 A vy oA = . . |
o lassnsideiiavyszndunusiudenvainvate laun deludiea (Social media) 30118917
wazluuds Meznszanglugieianssuie 9 seanudiemisvesyuyy lngdennuuazdul

I~ . a Y] o o & A Y v awv I a
379N (Infographic) NagldussnduiusineassmiiinsiunTiduegluenaisuuui 1
o [HuazfnUsznmeadiniudiiniunidelinniviewsia (OPD) Genaiswuud 1) lneditauls

Ya o

vannsafndedIdulanuuadinsdninlililudsenia ndandu dideavdanunedaula

\ielviveyanazvenuBugen s eIy [Research unit]
10. @ uiatiun1539e (Study Setting)
ANBEUNY :

va o o Aa

e (dymissryanuazaiumsIdelndaauy ielinuenssunism lduszneunsiiansanaiy

NSouvRIEn UM afiunsIna U AU Tudnaziluanundaudiuanulasnfaues
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AN TIdEvIeANUnToumuaY 9 1wy nsaniunsideluuisiunenalissideuanienie

Y
a

dudedinisvosygnandiunioyanagguasuingeunudity o Wusu

ayuteannulunnmy/muuziin/ionansduwuunlydandss ;

CIOMS 2016 “8. A brief description of the site(s) where the research is to be conducted,
including information about the adequacy of facilities for the safe and
appropriate conduct of the research, and relevant demographic and

epidemiological information about the country or region concerned;”

ICH GCP E6(R2) | -

NIH -

SPIRIT 2013 “Item 9: Description of study setting (eg, community clinic, academic
hospital) and list of countries where data will be collected. Reference
to where list of study sites can be obtained”

FIOUNNITVLY :

1%
o

o mMdutlazanfiunis s N1AIYT [Department] AugLNEAERS LN Ineaededing

® NMFITENARRINNATENITANTUNTT o Mg ITevneadtin (Clinical trial unit) AnzuNNEAIERNS
a o a 1
IR dlny

o msidedazandunisiiudeyalulsuieu [Schooll Tsmindusing Inedeldusvaruiu

Aenenisisaseuludewuna uwaelasusugelvdiludniumsidelulsaseula (daeonans

WUUN 1)

11. 35798 (Study Method)
111 éﬂLLVIiﬂLLSUQPLUﬂ’]i?J{]JEJ (Study Intervention)
ANBEUNY :
o lunsdidunsidoidedunaviontsisedlilinsidoidmaans fideealudnduded
swazidavesiadoilulaseenside
o lunsalidunsidoifennans f3dodeaszydwunsnueslun1side (Study intervention)

HARAUINAADY (Investigational product) #30n15LUA BULUAIFILINA BULW BNI1TNAA D
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(Experimental manipulation) lngaastiseazidenfinseuaquiaisly (Administration) vuin#
14 (Dose) wagszziia1ld (Duration) saufamanavesniseenuuulEidnsiunsidelasuas

LNSNLYINILIAT VUIA WALTLYLLIAIRINATD

va o

o Tunsdindunisideneaswuuinaisngy §338A15e5Uedunoun1swUINGY S3YSRIIEIUNTT

Y

Inassvosudazngy (Allocation ratio) 38n15#ldlun1sdy (Randomization method) 350159l

'
Yy a v

lun15UnTUnnis3nass (Allocation concealment) wedasiulailvigifeitamsuingidnsiuns

Y

Wedmuinluazgninassieglunqule susvunldundateyanisinel (Blinding) iivedasiu
ad a &£ - v Yy a a o & a v

aAffeNAinTuIINMTINI Ul SURwWnsnussutiala Nl n1sszyUuuunmsUnUadeyanis
Snwrunlanadien (Single-blind) seunUnaesnig (Double-blind) e1aliifiganaluuiensd
lng1demsszylndanuiilasignunlandayanissnwidig wu ganundatdeyanisinu
Usgnaume fidn3aunsidewasiussfiunadnsn1side Wudu

o Tlunsalidunisidennassuvuiinquaiuau §33edeeszyiinguaivauazlasuevaen
(Placebo-controlled) #5819 T qns (Active-controlled) wagaa5ty v nalsenay

(Justification) fan1sidendeunsnuasasnandtunguaiuny HalusuinemansuasauasysTsy

o Tuurensed 1AI519M15798A58051988L8 UM VDU NITUSTUTUINVDIE SUNTNLD (Dose

modification) lu719z1dun1sUs UL uvu1a (Dose escalation) 3 aUsuanuu1n (Dose de-

¥ 1

escalation) La¥@195IUNUNAINNITVLAONI OYANITINA N INUBIUAR LT15IUN15ITY (Criteria

Y

for delay or discontinuation of study intervention)

e luunansd lagianizn1sIdeemTondnd el ndveg ludunaass (Investigational new
drug/product) §33eA3slseazdenueinsniel (Preparation) gasuazanume (Formulation

and appearance) uaiﬁ;ﬁ’m% (Packaging) n13Anaain (Labeling) N15dnLAiu (Storage) wagmIy

(% fa o

SuRinaulunisuimsemienanduaiive (Accountability) Tulasessnenisidesie wiemnidu

1Y
v Va v

NN5IYLNNIDRANNUNNVUNLL U UNUAIUNUANENITUNITDINSHALEN (88.) WA HIFEAIS

Y
WUULBNANSANNUYNYSBRARNN W (Leaflet) Usenau e liAaenIsun1sa N1501078

Ya o

a v = v 1 = a va .
e luunnsd §37eArsiisgaridenniednazidnisnsiaaeunisudaniu (Compliance) ¥09

A3 ITenselil agals welviulaididnsiunsifelasvdunsnuesmsideaunseyld

TulAs9s19n59398
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e NIN1IINIBUTINANU1TINNTITEIATU (Concurrent therapy) n3anndnissnuilad

o

d

) e3¢

[ a v

WM Teaglilasursegninuseninadnsiuniside giduasseylidaaululaseiams

ayuteauluwimyaiugdy/enasauluulgensds ;

CIOMS 2016

“17. Description and explanation of all interventions (the method of
treatment administration, including route of administration, dose, dose
interval and treatment period for investigational and comparator
products used);”

“22. Rules or criteria according to which participants may be removed from

the study or clinical trial”

ICH GCP E6(R2)

“6.2.1 Name and description of the investigational product(s).”

“6.2.4 Description of and justification for the route of administration, dosage,
dosage regimen, and treatment period(s).”

“6.4.4 A description of the trial treatment(s) and the dosage and dosage
regimen of the investigational product(s). Also include a description of
the dosage form, packaging, and labelling of the investigational
product(s).”

“6.4.6 A description of the “stopping rules” or “discontinuation criteria” for
individual subjects, parts of trial, and entire trial.”

“6.4.7 Accountability procedures for the investigational product(s), including
the placebo(s) and comparator(s), if any.”

“6.6.1 The treatment(s) to be administered, including the name(s) of all the
product(s), the dose(s), the dosing schedule(s), the route/mode(s) of
administration, and the treatment period(s), including the follow-up
period(s) for subjects for each investigational product treatment/trial
treatment group/arm of the trial.”

“6.6.2 Medication(s)/treatment(s) permitted (including rescue medication)

and not permitted before and/or during the trial.”

“6.6.3 Procedures for monitoring subject compliance.”
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NIH

“4.3 Justification for Dose”
“6 STUDY INTERVENTION
6.1 Study Intervention(s) Administration
6.1.1 Study Intervention Description
6.1.2 Dosing and Administration
6.2 Preparation/Handling/Storage/Accountability
6.2.1 Acquisition and Accountability
6.2.2 Formulation, Appearance, Packaging, and Labeling
6.2.3 Product Storage and Stability
6.2.4 Preparation
6.3 Measures to Minimize Bias: Randomization and Blinding
6.4 Study Intervention Compliance
6.5 Concomitant Therapy”

“7.1 Discontinuation of Study Intervention”

SPIRIT 2013

“Item 6b: Explanation for choice of comparators.”

“Item 11a: Interventions for each group with sufficient detail to allow
replication, including how and when they will be administered”

“Item 11b: Criteria for discontinuing or modifying allocated interventions for
a given trial participant (eg, drug dose change in response to harms,
participant request, or improving/worsening disease)”

“Item 11c: Strategies to improve adherence to intervention protocols, and
any procedures for monitoring adherence (eg, drug tablet return,
laboratory tests)”

“Item 11d: Relevant concomitant care and interventions that are permitted
or prohibited during the trial”

“Item 16a: Method of generating the allocation sequence (eg, computer-
generated random numbers), and list of any factors for stratification. To
reduce predictability of a random sequence, details of any planned

restriction (eg, blocking) should be provided in a separate document
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that is unavailable to those who enrol participants or assign
interventions”

“Item 16b: Mechanism of implementing the allocation sequence (eg, central
telephone; sequentially numbered, opaque, sealed envelopes),
describing any steps to conceal the sequence until interventions are
assigned”

“Item 16c: Who will generate the allocation sequence, who will enrol
participants, and who will assign participants to interventions”

“Item 17a: Who will be blinded after assignment to interventions (eg, trial
participants, care providers, outcome assessors, data analysts), and

»

how

AIDYNNISYY

aw & Yoy o a v [ 1 [ YN [% aca 1 [ <
® Iﬂiﬂﬂ?ﬁ?‘\]EJ‘LJ‘i]%LLUQQJJL‘U’]i']@Jﬂ’ﬁ’J"\]EJ@E]ﬂLUu 2 naa Tuammu 11 W'JEJ’Jﬁﬂqis"jJJLLUULLUQL“LJ‘L!‘U@EJﬂ
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a o o

200 Tadnsy SuusemuTuay 2 A9 (400 Tadnsusaiu) W1-1fu ndse g Wussesinan 4
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) wWidu wdsemns Wusseziaan 4 Weu Tneivaesnguazlasunissnuuinsgiumilouiu

leun nsfuusenuen [Drug Y] wagn1susuidsunginssy sukuu/msesniuun1sideday

Va o o

Junsuntadeyanissnwnaesmng nanfie §idnsiunsidenazdideiviminnuseliunadns

Y

[

alinsuinlasgnineglundule Wesine [Drug X1 wazemaendzilanuavnigusnmilauiuy

N
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TRyagAnmumuUasndeveiiisiuniduegelndda wareralinisuiuruing3de win

[ J
@22

WISIUNTIVELAADINT RITNUSLAIRMIUNUNNISUTUTUINENITY AaANILUANTIN 1

e

AN5719% 1 LNUN1SUSUIUINENIRE

21N5LReUsTaIR LUININNSUSUBATUIALTITE
Grade >3 febrile neutropenia USuanuu1ne1Ivead 1 seeu
Grade >3 ... UIuanru1ne13deal 2 seau
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v

21391115398 (Criteria for discontinuation of study

Y

® LNaIINTEANTSIARUNINLBINITITLUALL

intervention)

v

(1) JedrumsdTeiinmnnisainasdeinasdumensalufistssasiaiiniausuwazlinn e

&

1119U (Suspected Unexpected Serious Adverse Reaction; SUSAR)

[

(2) {nTiumsITeiinfassa

(3) ..

[ LY

HLU13IUN1TITeNR0mEAgT [Drug X] ABUAMVUAMINNMYITINRAY F2QN3T0eveliNINTIVAAAY

AuUaoniueagtey 1 A1 wEaaudman1saltuazlasunIsuiluLan

v '
vYa v U 14
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LAl ITensuneunnAse wasIdeazdesduiinadlunuunesuduiinteya (Case record

form) MEnNNASS

11.2 Funaun1sALluNITIdY (Study Procedure) fiaus (Variable) wagnaansuein19338 (Study
Outcome/Endpoint)
A195UNY

' '
a A

o IdmslviTaziBuntunaunisatiun1side (Study procedure) lAgUaAININTINYDIFWTL
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{a9eAsHaNsanyidulaunIn (Schematic diagram) mamiwmﬂ (Summary table LW'JLM

U
AlalEinedy
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aguaIluNIARASIYININNIRTT YU TR Teavdlgliinnenssuniss wWilawaganunsauseiiiy
ALYNADINTUVENINGIFAARSUATANUMUITAUNNITTEETIN LaganzUssinuiionnuided
ANAINNTEUIUNITITE Tun1amsat 1y g ITelidwasarudenanlidaiaueiavinle

ANENTIUNNTY W lRnkazdwmalldanunsausuiiulasesninsidedina nlawagfoveligide

WAL 18aLLDYALATEINAULININTUNDNASI

e v s

® ((I7uMITTTUNAANS VeI TITEIATALIU NINAGWSNAN (Primary outcome/endpoint) NAGNS
594 (Secondary outcome/endpoint) waznaawsdu 9 Fsluuiensd onasnduseslideudng

(Definition) 8y3aLIa1 (Time point) SoWAINGN15ATILY (Analysis metric) TAdaLau

ayuteanuluiwimy/auugdy/enansauluunlgeonsds ;

CIOMS 2016 “19. Any other treatment that may be given or permitted, or
contraindicated, during the study”

“20. Clinical and laboratory tests and other tests that are to be carried out;”

“21. Samples of the standardized case-report forms to be used, the
methods of recording therapeutic response (description and evaluation
of methods and frequency of measurement), the follow-up procedures,
and, if applicable, the measures proposed to determine the extent of

compliance of persons with the treatment;”

ICH GCP E6(R2) | “6.4.1 A specific statement of the primary endpoints and the secondary
endpoints, if any, to be measured during the trial.”

“6.4.5 The expected duration of subject participation, and a description of
the sequence and duration of all trial periods, including follow-up, if
any).”

“6.4.9 The identification of any data to be recorded directly on the CRFs
(i.e., no prior written or electronic record of data), and to be considered
to be source data.”

“6.7 Assessment of Efficacy
6.7.1 Specification of the efficacy parameters.

6.7.2 Methods and timing for assessing, recording, and analyzing efficacy

parameters.”
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“6.8 Assessment of Safety
6.8.1 Specification of safety parameters.
6.8.2 The methods and timing for assessing, recording, and analyzing

safety parameters.”

NIH

“8 STUDY ASSESSMENTS AND PROCEDURES
8.1 Efficacy Assessments

8.2 Safety and Other Assessments”

SPIRIT 2013

“Item 12: Primary, secondary, and other outcomes, including the specific
measurement variable (eg, systolic blood pressure), analysis metric (eg,
change from baseline, final value, time to event), method of
aggregation (eg, median, proportion), and time point for each outcome.
Explanation of the clinical relevance of chosen efficacy and harm
outcomes is strongly recommended”

“Item 13: Time schedule of enrolment, interventions (including any run-ins
and washouts), assessments, and visits for participants. A schematic
diagram is highly recommended”

“ltem 18a: Plans for assessment and collection of outcome, baseline, and
other trial data, including any related processes to promote data
quality (e.g., duplicate measurements, training of assessors) and a
description of study instruments (eg, questionnaires, laboratory tests)
along with their reliability and validity, if known.”

“Item 18b: Plans to promote participant retention and complete follow-up,
including list of any outcome data to be collected for participants who

discontinue or deviate from intervention protocols”

H798719N15HVYUY

¢ {Li9IWMNILILUTUNIARNTOIAITE
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(1) NMSFNUTEIRBALATIVITNINNY LNBUTLUAUNUNAALI AL LN AN DON

(2) NMIRTIAEDN WBUTLIY ...
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VRIHIUNSAANTDY HLiTIunsITeaglasunisussilivennislifislssasdnaadnindu [Vaccine
X] Ingn1sdanna1nsvasda n1sdudinty Diary wagn1snTInaen o 3aaInuseasdenty
a3eAnssu Wnedidsunsideazeglulasinsideidunat 6 Weu fdansaaniuiiviun 5
A3 1 #Un9iT 0, SR 9T 4, AR 8, AR 12, wardUaiii 24

ANSN 1 ANFI9NINTIUVBILATINITINY

A1319AANT T FUAAT 0 | §Uansifl 4 | &Uanoifl 8 | dUnWiT 12 | dUansidt 24
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Wsliennsiaseaugdduiu laun v 4 4 v
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a v A
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wlwantniiniale (Cardiac MRI) wazazdinisfivtoyaaunmdoundsdsussnouse
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9 Y
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(2) YayapIMsuanananiiinvedlsa [Disease X]

(3) Toyanansrameiosdjuinisanely 1 e neud1siunside taun nansiarduli
ila (ECG) wansiailamendudesninuias (Echocardiogram) LagNansIAaLIIONIM
09U (Pulmonary function test)

@) ..

a o I a o < v . . |

Aaduavinutayanginssuvesindnulaglduuuasuniu [Questionnaire] HuszUU REDCap

lnswuugesuninazUsenauluaie 2 daumdn laun diudeyaiugiu (.. 4o) wazdiudoyq
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(%
Y a v

n1e (3) Mslddeladea (4) ... Meil f3dgagdsraruduidminnianisundnwiluniinsganey
wuvasuaulingudinung Fen1saeunielinsusuuasuainazlidnasensuunions

Uszdiule 9 uwavfIduazlingui duavpelasdie viselastneilineu

® paansuansau (Primary composite endpoint)

(1) szoganil eGFR anaufunin 50% mﬂmﬁﬁugm (Baseline)
(2) szpzhanlunisiialsalaniessezgaing (f81ua1n eGFR <15 mL/min/1.73m?, A3y
Fududoshnmadndlauuuizess wiensugndiele)
(3) swernanaunseadihedeTinanisalaviolsedilanasvanaidon
HaaWS389 (Secondary endpoint)
(1) szoznaunsyisthodedinonaunla 9 Amy
(2) szeznaaunsyistheifumsinululsmeuiailesannneileduman
(3) wemsailifisuszasdiianla (Fun wansalfenduln amzhaaludend )

@) nswasunUasAmaeivasniatainined

(5) MsvgaeITeiiosnusnisalliiiaysea

11.3 waun1sanauanuUasnielasnssenusnisallaifiaUseasd (Safety Monitoring Plan and

Adverse Event Reporting)

ANBBUNY :

oD

A98AITTEYBUININITAAMIUNAINYADAA B YR 1U15IuN1 T3 TE I A u ALY L (1)

nszvINNIIRTIaRanuaulaendaiduszey (2) inaeinisysasnsoafnslidsunsnuetun

eXe

\91591A15398 (Criteria for delay or discontinuation of study intervention) (3) L1IN19AT
auanuasadeveslidnTiumTIdeminiavgnsallifiaUssasd TIAIEMISNINUTIIN
‘¥

913 kifaUsEasAty 9 (Rescue medicine/therapy) (M1nd) wag (4) LNAUIINITYALATINITINE

neufwun (Criteria for premature termination of the study) {usu

e

FFyassrysulialunissenumsnisallainlssadlulasesnaniside lnge1anansan

]

¥ a a wva 1 (=1 (2 LY « . .
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Guidance in Clinical Trial Safety Information among Stakeholder” fleonlngsusuasesssy

nsIvelumuluysymalng (Forum for Ethical Review Committee in Thailand; FERCIT)

{ va

a A av a v o a Y] | Y vy Ao Yo a
e TunsdinlasinsideinisunTateyanissnwlaefigidelinsvididnsunisideselalasuas

ya o

wnsnuertala 1A59519N153398AITTEULLINIIS0TURBUN5UATIE (Unblinding) tie i3
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1ULYNDYINUIIY

A a

o Tunsdlasinsidodunisidodmeassuaniniloniansnssa (Women of child bearing

a v

potential) §338AI55rykUIMIINITUURAR v id1smns3Telidaau windndusdedinis

€

(%
Y ya o

Jasiunisaenssdseniradisiunsidelasiangismsauniidaldla 8nne gIiduaisseyuwn
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safety monitoring board) Lu lasen153 ”st‘vf%aw%mﬁmﬁmﬁagﬂu%ﬁmam (Investigational

¥ 1

a = a v awv o o a 1Y) =
new drug/product) NUAINULTF I N%Lmqﬁjﬂﬂqiﬁf\]ﬂﬁnuﬁumqﬂ @WLUUﬂWﬁIuWVIaﬂ’]UU LLagd

Y

nmsunUadeyanisinw (Jusu eufideasseylilulasesninsidedie

ayuteanuluuwimy/augdy/ienansauluunlieonsds ;

CIOMS 2016 “22. Rules or criteria according to ... a centre may be discontinued, or the
study may be terminated;”

“23. Methods of recording and reporting adverse events or reactions, and
provisions for dealing with complications”

“29. For research on pregnant women, a plan, if appropriate, for monitoring
the outcome of the pregnancy with regard to both the health of the
woman and the short-term and long-term health of the child”

“38. A description ... and criteria for prematurely terminating the study as a
whole if necessary”

“39. Plans for monitoring the continuing safety of drugs or other

interventions administered for purposes of the study or trial and, if
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appropriate, the appointment for this purpose of an independent data-

monitoring (data and safety monitoring) committee”

ICH GCP E6(R2)

“6.4.8 Maintenance of trial treatment randomization codes and procedures
for breaking codes.”

“6.8.3 Procedures for eliciting reports of and for recording and reporting
adverse event and intercurrent illnesses.”

“6.8.4 The type and duration of the follow-up of subjects after adverse
events.”

“6.9.4 Criteria for the termination of the trial.”

NIH

“6.5.1 Rescue Medicine”
“8.3 ADVERSE EVENTS AND SERIOUS ADVERSE EVENTS
8.3.1 Definition of Adverse Events (AE)
8.3.2 Definition of Serious Adverse Events (SAE)
8.3.3 Classification of an Adverse Event
8.3.4 Time Period and Frequency for Event Assessment and Follow-Up
8.3.5 Adverse Event Reporting
8.3.6 Serious Adverse Event Reporting”
8.3.7 Reporting Events to Participants
8.3.8 Events of Special Interest
8.3.9 Reporting of Pregnancy”
“8.4 Unanticipated Problems
8.4.1 Definition of Unanticipated Problems (UP)
8.4.2 Unanticipated Problems Reporting
8.4.3 Reporting Unanticipated Problems to Participants”

“10.1.2 Study Discontinuation and Closure”

SPIRIT 2013

“Item 17b: If blinded, circumstances under which unblinding is permissible,
and procedure for revealing a participant’s allocated intervention during
the trial”

“Item 21a: Composition of data monitoring committee (DMC); summary of

its role and reporting structure; statement of whether it is independent

37




AUNUATIFIINATIVG IUUTTINATY AzLIVEFERS urIneaedeslng |

from the sponsor and competing interests; and reference to where
further details about its charter can be found, if not in the protocol.
Alternatively, an explanation of why a DMC is not needed”

“Item 21b: Description of any interim analyses and stopping suidelines,
including who will have access to these interim results and make the
final decision to terminate the trial”

“Item 22: Plans for collecting, assessing, reporting, and managing solicited

and spontaneously reported adverse events and other unintended

effects of trial interventions or trial conduct”

f788719N 15V

¥
[y

¢ 1AM TIulrdn1995IaRANINAIINUARAN YR IUTINNNTITENN 2 dUavi Taeawiinis
aoun110IN15lAgNIlUNalnsAny wazasding19319nN18uazId0An I3 [Outcome] Lile

Usziuaudaeadeluduaviil 2, 4, 8, 12 uay 16 lagmnidnsiunisideiiawmanisallaig

LY a v

UsraeAsenineiisineglulasinside fideaslinisguasnunuuinsgiuisl jiiuasseay
wignsadlaifisUsvasAnuuwInaJUanissenumgnsalliilssasnainnisuseguduuun
“Achieving Guidance in Clinical Trial Safety Information among Stakeholder” U89y UsY

5u555un1s3d8luauludsenalvneg (Forum for Ethical Review Committee in Thailand:

va v

FERCIT) nanafie {3989z 51e0wmnnisallidfiauszasdsnansinanmuznssunis laaisifign

U 9

wsaliiu 24 9alus TunsdmdumnnisallaifisUszasdSroussidinsidedinansonuaiud«iin

(Fatal/Life-threatening) wazlaiiiu 7 Ju lunsdifidumanisallifiaUszasdsousanlilinneiy

o
= a

4% (Non-life-threatening) wagd3FvzAan1umnn1sallUNaUsEAsAtUAUNT WA NTal

FINANEENTOAIN LazssudanuliAuLNITUNITY NUdusSEes

o winn1sailiufiaUszasd (Adverse event) Ao NMINAIUITOENIENINTUNNEN LI TRIUTEAIANTD

miLﬁ@%ﬂﬂW%qm’;zmqmﬁu:wwéﬁﬁagjﬂau SEMININIENALASULN [Drug X] lainagfiasan
FuAurdesiuen [Drug X] wisliifiniy e1nsifullefilifisszasdoraduenis (wu aduld
Fuminen) dyanas (g Walawduise dule) wienan1snsafiinund (19U HANIATIIN
wosfifnsusensasraaduliiinle) nelulasenisidod mmnsallifisssasdaggn

[

UMMM TITeawdluenansieyauazrenudugen IWNTENINTINY
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A v

duan Ae UAN5I99 10 (38 4 dUnW naeanlien [Drug X] ASsgavne) wanisallufiaUseasd

q

[y a

TaAmufigslailasunsudly {3deazinnuiluauninaglddunmsudly viensuwiniifidetstims

ASNNE

mansallaifialszasdiionss (Serious adverse event; SAE) vanefis wmnsaifidmwaligiingou
nMidedaemsedrdlaegrmisieluil

- @335 (Death)

- dunT1889%30 (Life-threatening)

~ yeulsang1una (Hospitalization) 3oueulsimenurauiud u (Prolongation of existing

hospitalization)

=

- QmLﬁaﬂaﬂmaWMWia fidn AEY130NN19015 (Persistent or significant disability or incapacity)

- fin15eALEA (Congenital anomaly or birth defect)
= 5 a o’ o o o o = ) 9 Y a o
- a']ﬂ"l?ﬂLL‘W‘V]EJWT{I’ﬁﬂJTJ”IL‘UuaumiqSLLaﬁﬁaﬂﬁLWﬂqiiﬂUWLW@ﬂaQﬂUINIVLﬂﬂLﬂﬁlﬂ’ﬁﬂjiusﬂ'Eﬂfﬂ

YONTIMUIMIVT 9 UlUN18a

1%
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w13l sEAeATANTUTENINNTITEALNAMUA TEAUAIIL TULTIN VU IA VYA

- @ntey (Mild) : Suitedyaamiesinis winuldde

[y

- Ymnans (Moderate) : $anlaunelussiuidmasuniufanssuundludinuseiniu

- JULSS (Severe) :1§mmmmamﬁahjmmiaﬁﬁaﬂiimmﬂﬂalﬁ

[ Va o Y

dedAuAoNITADILENILYSY i”ﬂ’J']\‘lLMG]ﬂ’]imﬂliJWQﬂi YAIANIS 18U (Serious adverse event)

v Y

waznn1zafliifieUsyadiisuusa (Severe adverse event) il wgnisalliifieUsyasdigunss

lidndusiosiiodndrouss 1wy enseduldfiasegvanetaluseraiedndueinisnd uldiguuss
! 1 [ k9 LY 7 | =2 sy @M 1o @ ¥ [

iR liFeuse WWusy Tumemsedutny wgnisallifisszasanieuseilidnludeseglusedu

A

NIFULTS

mMsUszdiuimnnsallifisszasdmAnduiianuduiusiFeamniuen [Drug X1 il 914

[

A15USLIUAMUFUNUS 5 S¥AU A9l

¥

Unrelated fio imnsallsifisuszasdifnduliifeadosiuen Drug X]

Unlikely related fie winnsalliifisuszasdiAntulsiviazifedesiuen [Drug X)

Possibly related A nnsalliifisUszasdiAntuenaaziieadosiuen Drug X]

Probably related f® mmm'ﬁaﬂmwmivaq L“@%uuw ZiNNa1N87 [Drug X]
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- Definitely related fia winn1sallifiaUszasdiinvuinaingl [Drug X]
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! § v W U2 | 2
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e
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ey
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NIIN158A N5 e [Drug X wne 11591015398 (Criteria for discontinuation of study
intervention)

(1) Anemslifisszasdifausuussssdu 3 uly

(2) finennisuiigntuseAuiIunanafisgulss

(3) \Ansanssd

@) ..
n5UAsa (Unblinding) vesiinsiunsideseuanavznseiamelunsdlianidumenisunmg
Fedeyamsinuniinnudududmiunsguarudasassvesgidisrunside lunsdldnan

[ 1Y

a Y = v a & v & a o & Yo Yo cav 1§ 1
?ﬁ]ﬂﬁaﬂaqﬂiqiﬂlfﬂqﬂﬂiwamLﬂUVL'ﬂu@LﬂULQW']g LLagﬂqiL‘UmiﬂaUﬁqﬂquﬂLL“\]QIVﬂ‘ULLWWSW‘l@JIGU

e
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ANUUaoAfEralnTIuN1TITY TneazldudenmisilinsiailvundUssidunadnsvein1sive
mnlddndu) ndndesia fidevdnszdesiufinadusuunesuduiindeyadmennass nieu

waRaUsENaUNIALIUNTAINE

¥ 1

WI9IUNIIVULAADINTS N IUTLAIAN S80S9 (Serious adverse event) N la5uns

~—~
—
—
=3}
ey

figauarinfinaine [Drug X] F1iusnnndfesas ... YeldnTIunnTIde
(2) MTBATILVHATENINTANTUNTITY (Interim analysis) tnteasunsidmutoulunisey
Tluunun193ms1zvinneaia (Statistical analysis plan)

(3) ..
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[

¢ lasansidellaziinniznssunisnsiadeudeyauarainulasnsie (Data and safety monitoring

=l

board) i ensI9RanuAIINUaeAfBYeeR 1013 un153 Tl usresed19lndda 1esain

lasens3deiidunisideenlndiiegludunaaes (Investigational new drug) 7 ¥ayan1u

Uaeadedadiliuin uwazlinnsunUateyan1sinwiaeanis (Double-blind) Tnemnienssunis

nTvdeUlayaLazANUARAEITNIRRlaeaTuayunITIdY warTgUNadaraTuaLUNIS

Y

WeauIsn1sAuNISUIRIEIU (Standard operating procedure; SOP)
12, WHUNTIATIZYNNGEDRA (Statistical Analysis Plan)
ANB3UNE :

[y

FTUAITITYUNUNITILATIEIN AT AVDIHATNENAN HATNTTOI UaTRATNTDU 9 Lagianizsi

{
eXe

o Al aa a

wUsnddgnldlunisneuinguseasdnsidy saudanvuaisnsainnlduassedutdodidgmnia

aa 1 = a 6 1 1 . =) U U
and wasalsszylilulnumennazinisinssingugay (Subgroup analysis) nseUsuRILUS
(Adjusted analysis)

® wuMTBnsgimeaildandeuniaiuly wu ldeasdeui “iduarldaiiveunisiunin

1 Y aa

(Nonparametric statistics) @ vsuliasgridayanlauinisnszaedinuuund wagldadainis

WA N (Parametric statistics) @1%SUALASILUN VDU AN 3 N15NTZI1ERILUVUNR (Normal

Y

1d o

distribution)” WJunu

Ya o

e Tuunansdl §I3emrsszunquuseynsnagldlunisiiaseiidaau (Analysis population)

U 3
FANTInNsUeyanvamely (Missing data)

e luunansd laglan1zn1sITeneaeamneaddn §I38819MNUALNUN1TIATIERHE SENTI 197

ALTUN1539Y (Interim analysis) WioldUsznaunisinaulalunisanfiunisidene Usuluaeu

1A59519N15398 MSegRlATINTITEAUNVIUA

ayuteauluwimy/auugdy/enasaunuuilyensds ;

CIOMS 2016 “38. A description of the plans for statistical analysis of the study, including
plans for interim analyses, if any, and criteria for prematurely

terminating the study as a whole if necessary”
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ICH GCP E6(R2)

“6.9.1 A description of the statistical methods to be employed, including
timing of any planned interim analysis(ses).

“6.9.3 The level of significance to be used.”

“6.9.5 Procedure for accounting for missing, unused, and spurious data.”

“6.9.6 Procedures for reporting any deviation(s) from the original statistical
plan (any deviation(s) from the original statistical plan should be
described and justified in protocol and/or in the final report, as
appropriate).”

“6.9.7 The selection of subjects to be included in the analyses (e.g., all
randomized subjects, all dosed subjects, all eligible subjects, evaluable

subjects).”

NIH

“9.3 Populations for Analyses”
“9.4 Statistical Analyses
9.4.1 General Approach
9.4.2 Analysis of the Primary Efficacy Endpoint(s)
9.4.3 Analysis of the Secondary Endpoint(s)
9.4.4 Safety Analyses
9.4.5 Baseline Descriptive Statistics
9.4.6 Planned Interim Analyses
9.4.7 Sub-Group Analyses
9.4.8 Tabulation of Individual Participant Data

9.4.9 Exploratory Analyses”

SPIRIT 2013

“Item 20a: Statistical methods for analysing primary and secondary
outcomes”

“Item 20b: Methods for any additional analyses (eg, subgroup and adjusted
analyses)”

“Item 20c: Definition of analysis population relating to protocol non-

adherence (eg, as randomised analysis), and any statistical methods to

handle missing data (eg, multiple imputation)”
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A9YNNITYY

14 a v av vo a v A 1 4 :)’ I !
L"U']ﬁ')llﬂ’]i'l%EJVqIﬂﬁWEJVIlﬂiU?J’]’J‘UFJ (81 [Drug X] NIDYINRADN) BYNUBY 1 AT QS’E]%JJITJ?’IQ?LI

Xy

UszynsNluaasiefiiuy Intention-to-treat dudlinsumATelasueiduegeios .. %
LaZAAAILNITINYIAUANAAlATINITITERMNA1S19RANTTY Faglunguusyuinsiilvieeen

WUU Per-protocol N5iAsgntayaiugiuazasulaeldataganssaun (Descriptive statistics)

va o

TnsAIAudkaziUasigus ‘vi%ﬂ'm,aﬁaLLa“muwaqwummmu muytnvestaya fiTuaely

Y

[V 4

waila Multiple imputation lun1sdansiudeyadiviamely nadnsndndadudulsdeies

Y

(Continuous variable) agnaaaulaeldadi Student t-test lun1siuSoulisuaIuuaneing
| | a LY = < Y g./l . . Y aa
JENINNgY vausNnaansses@aludiuysasdta (Dichotomous variable) asnaaaulagldada

Chi-square test 38 Fisher-exact test lun1stUT8UIBUAINLANAITENININAY Tneinun

]

EGALL mﬁamﬂa‘m P-value <0.05

N15ATIBAHAINENANAIUUTEANTHALVUAUNGUUTEYINTNTIATIVUUY Intention-to-treat
Ingen [Drug X] %QﬂL‘IJ%EJULﬁEJUﬁJUEJmaaﬂI@Eﬂ% Cox proportional hazards regression model

aredadedmsunaunissnyl wuatumudadenlylunisgduwazusudmsuan [Baseline

6

parameter] n5awesziaglidayanssgarinevesitheusassneduiui Censor dmsugUaenly

(%
s

TNV INARNE Y 9 Lagags1eaIuAT P-value wag Hazard ratio (wag 95% confidence
interval) Usenause wiaun1suszanagliinisalavauvainisiintuaausnvaangnisalle o

lugnauanandnlngenfie Kaplan-Meier curve

FovarvaalldnTINNTIRENTsumaNTalliisseasdseau 3 egatdeeniavnnisaindiiun

1n8 MedDRA Primary System Organ Class wag Preferred Term GNLLG]m{L%EH [Drug X] A57 7

1 sufuganisfnwidoasgladoyaliluniss

NTIATIEINATENINAAWTUNTITY (Interim analysis) nserinlladivanisalnanitlasuns

LY

guguiu . %Imaiﬁfj’ng Haybittle-Peto @410 [Drug X] WansA1uLRlnINe1annag 193l

v o w

tfodfyneadiad P-value < ... e1afiaIsangAlasinsidunoudmuals
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13. 3UUsENIUN15I9Y (Research Budget)

A1BSUNY :

2. o w 1

® ([I9uMITITYTIYALLBIAYBNUUTTUIUNITITY Te918asldenu1eedIueIdlinudAysants

o

HITUIVBIAMULNTTUNNT WU AINBULNUALINTINNTTIFEY WTemIALTUNTTeANg 9 Mfgtasiu

guw 1Judu Tnes1en15ae o walenaidenlesiulssnuasesssuuIaussinu 1y Aneuwny

[

Wrsrumsidenuniuldenadunisygalanliduanzan (Undue inducement) w3aAinaunny

[

]
Y
Aiinsiunsidefidesiuluonadunisieninendieulidnsauniside (Exploitation) Wusiu

aguteauluwimy/augdy/enansaunuunlgensds ;

CIOMS “41. The source and amount of funding of the research: the organization
that is sponsoring the research and a detailed account of the sponsor’s
financial commitments to the research institution, the investigators, the
research participants, and, when relevant, the community”

“42. The arrangements for dealing with financial or other conflicts of
interest that might affect the judgement of investigators or other
research personnel: informing the institutional conflict-of-interest
committee of such conflicts of interest; the communication by that
committee of the pertinent details of the information to the ethical
review committee; and the transmission by that committee to the
research participants of the parts of the information that it decides

should be passed on to them”

ICH GCP E6(R2) | “6.14 Financing and Insurance”

NIH -
SPIRIT 2013 “Item 4: Sources and types of financial, material, and other support.”
“Item 28: Financial and other competing interests for principal investigators
for the overall trial and each study site”
F0819NTBU -

®  JUUsSTUNUNISIY
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78015 FIUIUNY
- AMBULNUEITEVIEN . UM
- ANMEULNURAIETITIUATNEIUIAITY UM

AINBUWURLUFIUNTITEIUNTABULULABUDN (... AU ALA | ... UM

.. UMN)
- AIM5799 [Biomarker] L UM
- Aviseiuluiugidnsiuniside . UM

14. 9aNNTUNNUIIU555U (Ethical Considerations)
AR5 :

| va o

Y a 12 a = ) v Y 0 v a va 1 a = ] a v
®  YINANTUINIUTYTITUOBLUUMIUBEN ZUWV]F&’J EJmﬂMﬂEJaxLaElﬂLLaz“ULLﬁ]ﬂﬂuIﬂNiNmm%
Y Y & Ya o Y Ya 2 v a a a Y v v = Y
LW@LLﬁ@\ﬂ‘V]LVU?W E\JI"J"\] IWWT\]WimqﬂﬁgLﬂu@']u‘i]iﬁ]ﬁiﬁﬂﬂ/]LﬂEJ'J?J@QLLﬁ’JﬂJ’]ﬂu@EILWEJQI@ LLazlm

AOUALDIWDUIEIAUAIIULAD19 L5

aguteaululwimy/auugd/enansaunuulgeonsds ;

CIOMS 2016 “4. The investigators’ views of the ethical issues and considerations raised

by the study and, if appropriate, how it is proposed to deal with them;”

ICH GCP E6(R2) | “6.12 Ethics

Description of ethical considerations relating to the trial.”

NIH -

SPIRIT 2013 -

14.1 mMyUUAnusslsutotafuuwaskuiInie93esssu (Regulator and Ethical Compliance)

ANBSUNY :

o a

e I7uA135rYINlATINITITENE UVDTUNITNAITUIINAMENTTUNTY FsUURnuseileu

Xy

a a a

ToUtAukazhuINIasesssulatie delagrialudndeafeanisuuaniudyniead i

LAY
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(Declaration of Helsinki) 4w3UjU%n1939em19AAHn7A (Good Clinical Practice) wagssidau/

wUURve e uaudin

Ya o

HI78A555 U330 TUNTITE 9 und 19N A SUN15oudiR AureuaInAMENIIUNITT WD

[
Oy

Wity waznsidsuulaciasesansidele 4 assealdsuniseulii/useuainauznssunise

fou Favzdudnilunisled viuudiduluesgiusiuiiordndunsemmeniiiiudidnsiunis

[y

q9Y

ayutannulunnmy/muugiin/ionansduwuunlyanass ;

CIOMS 2016 “A statement that the principles set out in these Guidelines will be

implemented;”

ICH GCP E6(R2) | “2.1 Clinical trials should be conducted in accordance with the ethical

principles that have their origin in the Declaration of Helsinki, and that
are consistent with GCP and the applicable regulatory requirement(s).”
“6.2.5 A statement that the trial will be conducted in compliance with the

protocol, GCP and the applicable regulatory requirement(s).”

“STATEMENT OF COMPLIANCE”

SPIRIT 2013 “Item 24: Plans for seeking research ethics committee/institutional review

board (REC/IRB) approval”

“Item 25: Plans for communicating important protocol modifications (eg,
changes to eligibility criteria, outcome, analyses) to relevant parties (eg,
investigators, REC/IRBs, trial participants, trial registries, journals,

regulators)”

ADYNNITIYY

¥
[

o lassnisidelazandunisaiundnaiesssusazuumisuifana Tnadulumundnnisves

UfyeyLaadan (Declaration of Helsinki) U A.f. 2013 wazwiufufin13devandtinia (Good

al 4 v (3

Clinical Practice) a0y E6(R2) 571819 “wuddfualun1sidenifgdtosivaywe” vonue

WNNEFNERNS UMAINeReT el 1nelAsiN15I980aETUVBTUNISRANTUINAULATIUANT

v A LY

39555UNTITVoIANELNNGA1anT wazaviTuandunmasngITelasunisdooyds/

q
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[y Va v

WUTBUIINAULNTIUNTITEFTIUNTIVE waznindinsiudsuudadlasesnaniside §3deaviu

J a o a

Yosumsiansuiieaylii/ureudmsunmsudlalasssiinsideneuiaganiiunisnnasy viu

wiihmsasuudasianandianudnduswnuiiordndunseniatuduiidisiunside

14.2 nszuIun1saANNEugeu (Informed Consent Process)

A1BSUNY :

v o

® [IduATETUNENTEUIUNITVBAINBUYEY (Informed consent process) Lilulasasanisidy &
asiineazdunnsounaudn lasdudilguu Wideya wavveruBusen nsveruduyeuas
nsgvindelng flvu wagednsls wWelwlaundsanuduseufigndesauysal (Valid informed

consent)

va o

e IduArsuuuenaTUoyauazYeMUBULEN (Informed consent form) Nvgldlunszuiunisve

Y

AuBugey Wislinuenssunis fansananuasuiiuvesdeyaninduwassuwuu/nwnly

(%
1A £y va o a ¥ 14

iflenumnzaundola sl A58 TUNIABLUIN LA AULUULENATToYAkAL VAN
Busandnsun1TIdenenatinlulszivalyny (Guidance and Template of Informed Consent
Form for Clinical Trials in Thailand) fleenlpesusuasesssunsiveluauludszmelng (Forum
for Ethical Review Committee in Thailand; FERCIT) lun1sideutenansveyakaguaning

uvay IneusuldlimmuneiuusunuedlasINIsITeYe sy

= ¥ va o

o lunsaifgiinsiumsideduin e1giinii 18 U fidemssvunseuiunisvenudugenaindng

Y 9

119A1 (Parental consent) LLa%ﬂi%U’JUﬂ’ﬁGZJEJﬂ’J’]ﬂJW%I@NSLQ‘UENLﬁﬂ (Assent) F49713NANTUINY

wUURvesan1dunn NI

o Tunsalvifid15wunsidedud vy wienavinauaunsalunisdnduls {idvaissey

@ ] 3

nszUINNIveMNBureNangiigiualinuduseuuny (Surrogate consent) Fvenaidug

ausa ynn13 gavduniu gunases gAing feyuia viserdeunaTonlauana tu uAILANT

Y

Lare13in1sveANnsonlaveflinsIUNTITY (Assent) TIUAY AIUTEAUAINAINITAIUNNT

(%
o Y v

Anaulavesypnariy

aa ] Y va o a

o lunsalvifidnsiumaidelianansasulsunwineld §Idumissvunszuiunisvenuiugey

Fnazfinsldamdmivyanatunsednisuvaenasilunwvesnguussrinsiuniol agsls

way/viseaziingusmeglunsruiun1svenuBugeNmensaly agals
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Form for Clinical Trials in Thailand) fisenlnesusuasesssunsiveluauluuszmnalng (Forum
for Ethical Review Committee in Thailand; FERCIT) lun1sidgutenaisveyanazuaning
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CIOMS 2016 “30. The means proposed to obtain individual informed consent and the
procedure planned to communicate information to prospective
participants, including the name and position of the person responsible
for obtaining consent”

“31. When a prospective subject is not capable of informed consent,

satisfactory assurance that permission will be obtained from a duly
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authorized person, or, in the case of a child who is sufficiently mature
to understand the implications of informed consent but has not
reached the legal age of consent, that knowing agreement, or assent,
will be obtained, as well as the permission of a parent, or a legal
guardian or other duly authorized representative”

“34. Plans and procedures, and the persons responsible, for communicating
to participants information arising from the study (on harm or benefit,
for example), or from other research on the same topic, that could

affect participants’ willingness to continue in the study”

ICH GCP E6(R2) | -

NIH “10.1.1 Informed Consent Process”

SPIRIT 2013 “Item 26a: Who will obtain informed consent or assent from potential trial
participants or authorised surrogates, and how”

“Item 26b: Additional consent provisions for collection and use of
participant data and biological specimens in ancillary studies, if
applicable”

“Item 32: Model consent form and other related documentation given to

participants and authorised surrogates”
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Y
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Y8IELU139UN15338 (Direct benefit) wazUselevwilaedau (Indirect benefit) 1y Uselovilse
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[
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CIOMS 2016 “18. Plans and justification for withdrawing or withholding standard
therapies in the course of the research, including any resulting risks to
persons”

“24. The known or foreseen risks of adverse reactions, including the risks
attached to each proposed intervention and to any drug, vaccine or
procedure to be tested”

“25. The potential individual benefits of the research to participants and to
others”

“26. The expected benefits of the research to the population, including new

knowledge that the study might generate”

ICH GCP E6(R2) | “6.2.3 Summary of the known and potential risks and benefits, if any, to

human subjects.”

NIH “2.3 Risk/Benefit Assessment
2.3.1 Known Potential Risks
2.3.2 Known Potential Benefits

2.3.3 Assessment of Potential Risks and Benefits”

SPIRIT 2013 -
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CIOMS 2016 “15. The justification for involving as research participants children or
adolescents, persons who are unable to give informed consent or
vulnerable persons or groups, and a description of special measures to

minimize risks to such persons”

ICH GCP E6(R2) | -

NIH -

SPIRIT 2013 -
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14.5 ArmeuLnuvsoaRalalun1sdnTIunsIde (Payment/Remuneration or Incentive for Study
Participation)

ANBRUNY :
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CIOMS 2016 “32. An account of any economic or other inducements or incentives to
prospective participants to participate, such as offers of cash payments,
gifts, or free services or facilities, and of any financial obligations

assumed by the participants, such as payment for medical services;”

ICH GCP E6(R2) | -

NIH -
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SPIRIT 2013 -

ADYNNISYY
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NANTENUAINATUITINATIVY (Medical Care and Compensation for Research-related Injury)

ANBBUNY :
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CIOMS 2016 “27. For research carrying more than minimal risk of physical injury, details
of plans, including insurance coverage, to provide treatment for such
injury, including the funding of treatment, and to provide compensation

for research-related disability or death.”

ICH GCP E6(R2) | “6.14 Financing and Insurance”

NIH -
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SPIRIT 2013 “Item 30: Provisions, if any, for ... compensation to those who suffer harm

from trial participation”
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14.7 aradudiusiinazrnssnwAuau (Privacy and Confidentiality)
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CIOMS “16. The process of recruitment, e.g. advertisements, and the steps to be
taken to protect privacy and confidentiality during recruitment”
“35. The provisions for protecting the confidentiality of personal data, and

respecting the privacy of persons, including the precautions that are in
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place to prevent disclosure of the results of a subject’s genetic tests to
immediate family relatives without the consent of the subject”

“36. Information about how the code, if any, for the persons’ identity is
established, where it will be kept and when, how and by whom it can

be broken in the event of an emergency”

ICH GCP E6(R2) | “6.10 Direct Access to Source Data/Documents

The sponsor should ensure that it is specified in the protocol or other
written agreement that the investigator(s)/institution(s) will permit trial-
related monitoring, audits, IRB/IEC review, and regulatory inspection(s),
providing direct access to source data/documents.”

“6.13 Data Handling and Recordkeeping”

“10.1.3 Confidentiality and Privacy”

SPIRIT 2013 “Item 27: How personal information about potential and enrolled

participants will be collected, shared, and maintained in order to
protect confidentiality before, during, and after the trial”
“ltem 29: Statement of who will have access to the final trial dataset, and

disclosure of contractual agreements that limit such access for

investigators”
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14.8 n13Anilafayuvu (Community Considerations)
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CIOMS “44. The research protocol or documents send to the research ethics
committee should include a description of the plan for (continued)
community engagement, and present resources allocated for the
community engagement activities. This documentation must clarify
what has been and will be done, when and by whom to ensure that
the community is clearly mapped and defined and can be proactively
engaged throughout the research to ensure that the research is relevant
to the community and is accepted. The community should participate,
when feasible, in the actual discussion and preparation of the research

protocol and documents”

ICH GCP E6(R2) | -

NIH -

SPIRIT 2013 -
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14.9 MIQUAELINTINNTITeNAEUEALATINNTIFY (Post-study Care)
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CIOMS 2016 “28. Provision for continued access to study interventions that have
demonstrated significant benefit, indicating its modalities, the parties

involved in continued care and the organization responsible for paying

for it, and for how long it will continue”

ICH GCP E6(R2) | -
NIH -

SPIRIT 2013 “Item 30: Provisions, if any, for ancillary and post-trial care”
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14.10 MITIVTINABENTINMKAL/MTeTayad mTun1sITedulusuian (Collection of Biospecimens
and/or Data for Future Studies)
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in Thailand) fieanlagvusuasesssun1sideluauluuszimealng (Forum for Ethical Review
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CIOMS 2016 “37. Any foreseen further uses of personal data or biological materials”

ICH GCP E6(R2) | -

NIH -

SPIRIT 2013 “Item 33: Plans for collection, laboratory evaluation, and storage of
biological specimens for genetic or molecular analysis in the current
trial and for future use in ancillary studies, if applicable”
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14.11 uIEszJmiszJLLWﬁ'mamﬁ%’aLLazmiLLﬁﬂﬁuGﬁaaﬂa (Publication and Data Sharing Policy)
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CIOMS 2016 “34. Plans to inform participants about the results of the study;”

“45. Particularly in the case of an industrial sponsor, a contract stipulating
who possesses the right to publish the results of the study, and a
mandatory obligation to prepare with, and submit to, the principal
investigators the draft of the text reporting the results”

“46. In the case of a negative outcome, an assurance that the results will be
made available, as appropriate, through publication or by reporting to

the drug registration authority”
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“47. Plans for publication of research results in certain fields (for example,
epidemiology, genetics, sociology) that may present risks to the
interests of communities, societies, families, or racially or ethnically
defined groups and for minimizing risks to these groups, notably by
maintaining confidentiality during and after the study and publishing the
resulting data in a manner that is respectful of the interests of all
concerned”

“48. A statement that any proven evidence of falsification of data will be
dealt with in accordance with the policy of the sponsor to take

appropriate action against such unacceptable procedures.”

ICH GCP E6(R2)

“6.15 Publication Policy”

NIH

“10.1.11 Publication and Data Sharing Policy”

SPIRIT 2013

“Item 31a: Plans for investigators and sponsor to communicate trial results
to participants, healthcare professionals, the public, and other relevant
groups (eg, via publication, reporting in results databases, or other data
sharing arrangements), including any publication restrictions”

“Item 31b: Authorship eligibility guidelines and any intended use of
professional writers”

“Item 31c: Plans, if any, for granting public access to the full protocol,

participant-level dataset, and statistical code”
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