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1. Yolasan1sade
A5UNeY :
o Ustluandodemudu nsxdufiansatddnvazrteidovesuiseiiossh Seasvoudam
e sUnuunsIde nguussansidesnsdne lunsaiiilu msiduidmaans msszydedilnly
9398 Twdsnadnsiildannmside Snfsonvssyiiuiluniside

ayutannalutuamy/duuzivienarsdunuy b :
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”

Ya v

2. {RendnuazITesu

Y

AnB5U"e :

e syufafidondn (Principal investigator) Sa.fuffuiinveulasamsiferinun wasdofidosau
(Sub-investigator) ?fu‘ﬁu@iamﬁ'}Lﬁumﬁ%’ammﬁﬁﬁf{’]’wé’ﬂmwm8 FIAWUMIBIEITENEN
uayITe9ulAT9319MTITeAdsTEUdein (Affiliation) verIdenanuasiduTiu uaztoyafinsie
(Contact information) W 8wia wieuasinsdni (Jusiu

o {ifendnuazfideuaisiinuant® Uszaumsaifiminzan uaziileane Jsaenndesdy
Tassmsidefivaiauefiansuniug lnsamgnssunis ENIITUIAIIUNUITAUVOILINY
muUsgiRdiuiivesidourasau Tudunnaudh Ussaunisel auAuAY Lasadunsause

MMIALHUNTINENILIATITINATITEULY) NU95UNTHANTNINEANNEDAAT DY

va o

¢ Juasunumvesaindnluniuudazaululasinsidy uarseydndideenalignanudieivyauaue
diaAdlunuide
nuEme Ifeasiuuienalsianitinanuiuiaveu/Tonnatvesidevanuazgidesiuly

AAKNUINAIY LNBUTLNBUNISAINTAN
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ayudanulunwamyawusin/enarsauwuy nldeas :

CIOMS 2016

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

of the principal investigator and other investigators”

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”

v o/

lunsalinlasesneanisdeiifatuayunsidelvissylusinde 2

AND5UNY :

o fatfuayuniside (Sponsor) Manedis yaaa U3 aotunsestAnsdadulSuliageunisuims

9N wag/M3elivuatuayunsIden1endin

® unawuaduayuni1539e (Source of funding) nuefs wihenudadudliyuaiuayusiiu
JuUsEINa 1neenalifidiunedva9luni1susmsInnIsiAsINISIve

Ya o

o I{usyydatiuayun1side (Sponsor) /uvaanuatiuayuni1sITe (Source of funding) Fiudase

(=3

Y

=3

9 9

3

9
=

9g Blua wazluailnsdnifndeveatuanuniside Feeyadiulildlunisiansanse
HaUsgleviiugdou (Conflict of interest) aghuINIAITUINITIANTST Tunsdinlasesanisifeey
sEnINMTEueSUNUaTUAYUNITINY §IT8819TUIlATITNMTITEeg sEnIansEuveTuns

MTNTAATIVUITG NToUTHYUMAMUTDYTENTNNITEUVE

agudaninulunuimy/muuzid/enasiuiuy 1481989

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”
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SPIRIT 2013 “Item 5b: Name and contact information for the trial sponsor”

A9819
ARRINED

fatiuayuniside (lunsaind)
1. MUIGITU/BIANT /UTEN oo
TNTEWI oo e

(lunsainlasesneaniduegseninnstuvesunuatuayunside Wseyegseninansdurenuan)

3. NUAZAMUFIAYVIINITIY
A193U"Y :

(%
L% = U

fiteaguruauazdnuazvesiiymivifliAnawaulainniside deyaiiugrufuaniunisal
viean mandeniiisitesiunside ndngrunsinenmanifiiiuan Mfeadesiuligunide
uazdsiozAnuide Tnsuansdngiudredsifiamnuiidede fiteasuandiidiuisanuddy
arusndu mwaiidesiinsidetl viossdauilniiildannmsided uasdanuunndnaain

mAdereunthedsls Wisligdeusuvmmidonounh Femsuandliidfiui Gap of knowledge
Tszyinsfinenideld “desinawasninmg” (Gap of knowledge) ogls a1nnsAnwifouay
numwssanssuneunting Weldmsuimsidedezshusylewd wilalam sdeufiudived
arudlmiludesivwesanuiduldegidlsts
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ayudannulunuimy/muuzd/enasiuiuy N4a198a

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”

4. I9QUsLAIAYaINITIVY
ABsue
e TnguszasAvainsITuAITARTRUMALLATANNAgIUNITITYIAReLls N15IdEasnauAInle
o¢1dls IneTnguszasdmsiiaudumnizianzes aonadesiuielasssnanside suuuunsise
uarseynguUszrnsidaiou lunsdifiingUssasdveanisifovarste msszyideladu
TmgUszasAnan (Primary objective) wazdalaluinguszasdsos (Secondary objective)

agudanuluwulamymwuin/enaisauwuy NlEe1eds :

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.”
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“3 OBJECTIVES AND ENDPOINTS”

NIH
“Item 7: Specific objectives or hypotheses”

SPIRIT 2013

5. YBULYAYBINITINY
Anaue :
o Avduaslneday lnsveuunmsidsmsuanidsvauanduiion uuadn nqul ndnnsild
Tunsfiny fuUsiidne dudsseins dufiuiifiesinn dussernaniifnwuanfunun

Toya NEIATTINsAnulvidenafeaiutelasesenside Tnguseasdnsidy

6. FUNAFIUATTIY
Vel

ANB5UY :
& awv a Yo A o a | Yo a
o 53uﬂ15ﬂ1®ﬂ’]3m@\‘maﬂq3’ﬁ]EJV]E]'V\]"]]%VLGWU Vﬁa?’ﬂ(ﬂE]UVW‘YW]'N"\]%l@TUIUﬂ’]T)

7. Uszleminazlasuainnisiae

AND3UNY :
o Fuarhmanmsidvazawnsainluldlunsuilamusetidlunisundymetnsls

8. NTAULUIAA
ANa%U"e :

o nspurasnIEludmdenianse Ussneudedudsimun uazasseyiianiaauduiug
sgwiafauds lunmsadenseuuudnnsite daifeasdesiinseuiiugtummguifiieatasiv

Yaymndnwuwazalunin (concept) Tuisoaiug wanhuuszaafunseulunsivunadinys

ez UL UUANNENRUS TENINiIuU A9

9. flgudwit
AB5UNY :

o nisliaunuevasddnilunisidednenunefddauarlinuiefedla iy Fuusaneg
Tamzzadudssiuiiiendeatunside Weliideuazderuilannumnevosdnsaiu
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10. AIINUNIUITTUNTTY
Anaue :
o mnumu nUTILen wuAn nqud vdnmsmsingmans ey suideidedesiunis
FemelunasiUssmelinsouaquuazasudau tnstunagulildlaaumienundsdnedsd

Ugene
ayudanulunuimy/misuzid/ienasiuiuy N4e199e
CIOMS 2016 “3. A clear statement of the justification for the studly, 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
2.3 Study Rationale
2.4 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”

11. 5UuUUN539Y
ABuTe :
¢ sULUUMTITY AsidenliaenadesiumaIunITITe Tnguseaidnside waradsseylvdniaui
TasasumFAideisuuuu/mseenuuumideuseinvila 1wy msfnwfigaatianamils (Cross-
sectional) N13AnwlUg19mtn (Prospective study) N334 TIMARBINARDILUUINGUAIUAY
(Controlled clinical trial) Wioms3dauvuimaass (Quasi experimental)
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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.”

“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)”

11.1 ANYULAIE1913UTZVINTNNINTSANE

o Uszyinsitdinuie : s1eavideanelrdulsesnsidivunenazvinnisdneiindules 1

@ v A = = ' a v o av v
wntinSeulunganny dsandulssvnsnguiiediuiinan1sideluly

® N15.AaNFIBENY | AMVUAISLAZUANLNAIIUNISHEBNFBE199NUSEINNSU LN AT ALY

o uadied : fATemsszydunmalinsiiiismn el Rdaau uazardedifudidrsunis
Fedunihdnuiissyld Snvieitedosuantgnsmunnnguiiogng niouunuAIgns TINAARg
foyardeadiuainnisinviveadduiinnldsdsunsmuineunngudiesns niouuans
vingudrsdsifmnundete InsmsAnavuianguiegsmsiilinsgymevesetaasing

M (Drop out) Wiauuansgnslun1sALIN

naEwe KI3emIsUinuiutnaiineunaziiniside agaunsaunlyniieifiuruiadiegeiuinmie

WesiiulUaram welvanwiduanunsansevilauaziinanng
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ayudannulunuimy/muuzid/ienasiuiuy n4e199e
“13. The number of research participants needed to achieve the study

CIOMS 2016
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

specified. Reason for choice of sample size, including reflections on (or
calculations of) the power of the trial and clinical justification.”

“9.2 SAMPLE SIZE DETERMINATION”

NIH

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

SPIRIT 2013
objectives and how it was determined, including clinical and statistical

assumptions supporting any sample size calculations”

11.2 nausin1sdadngudiaagng

AnasuTe :
o syudnunzyaraiazdaiinTIduliaenndestudoiun1side uagingUszasdnuide wu
429918 21721008 STAUAINTULIWBINISIUYY AudInisaluniseusenloule
s
11.3 in9iNSAnaNNgaRI8E1e

Aasue
® SYUNNUATYAAATIIEARDBNIINNITITELTRIINMINUILINTITY 81AANBUNTIE/HANTTITEN

a )
AaNALARDU /U98NIU
UUBLUA NTFnaan kAT dutaAUNTAINLNLNEATITIUAUNUNRARLT

11.4 wnausin1siieRvasngudiagng

AesUuNe :
JHAITTLYNANNITYAFUIIINNTITERONININNTITY (Withdrawal criteria) 318nsel Tadns

b
E’{Lsi’hs'mﬂ’15‘3%’8mﬁ]gfmauaaﬂﬁ]ﬂﬂiﬂiﬂﬂﬁi%%’ﬂﬁauﬁwuum FIUDIVUADUNTD NTLUIUNNS

N

) | e

(%
[ o

ARRIUNEIINTIY
nanewig lassnIdeusUssanenalidndusesdiinasinisgd wu nsideandeyaiivssileudtae
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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”

“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)”

11.5 in3eellanldlun1sidy
Aasue
Yo o - A4 A A a v o DY) A A v & A A
AIdumssryeiasesentdlunisussiiulidaau dauasedle nieunassyamnmATodle
(Reliability, Validity) Msutanavadin3esdie niaunauuuena1snstasuayyIntdiasasile Tu
nstingeegnTzuIunTvesuInlisryI agdseninnsvesugnldiaieile wavtilegidulasu
sy lihukandludiuiiooe
awv ¢a £ 1 o 1
11.6 NINIINYANSNGUAIDENS
A338AITIEYIlATINTITenduresunsiiasatuazU UAnussideu Jedsdunaziuimiemy
Tadne 1wy Y ey ieadad windinanisideneadtingin (Good Clinical Practice) wagUfuiniu
ag3ls Wansyylvidaiau

N

[

Weassey waldenenafiareetanadasmdisululasiniside manunuuilvdymninels

v
a =

LNAYU

e

A338ATTEYIINTANTUNTITEALEUNAINATUNTRULIRIINANLNTINNITY WAD WINTIU Uag
n19asuladlasesnenisidele 9 azdeddasuniseydfannamenssunise nou 393y
Atunsle
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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)”

11.7 nmﬁuswsm%’aga
ANDSUNY :
o lunsainduanuisudmaans & m%mmmwa s15unvaedenlilunisise (Study |ntervent|on)

Ty W i‘ULL‘U‘Uﬂ“ﬂﬂiill "i]’]‘l«l’lﬂﬂiﬂ‘ﬂ@ﬂﬂf\]ﬂiill J282Ia1N13A L HUNINTTY ﬁﬂ’m‘l/l"i](ﬂﬂ"\]ﬂiill
QG‘I’]LUUﬂﬁ]ﬂﬁiM

lunsalmdunsideiamnassuvuiinatengu §3dea15e5uteisaisdunguiietis
(Randomization method) tuneunisutsnguenatadas n1sinassenarainsvosudazngy
(Allocation ratio) 38n15UnUateyan1ssnw (Blinding) wieusyysuuuumsunladeyanisinw
Ifinsundauuule warseylidaauinlasiignunladeyanisinuitie Snvislunsdififings
AIUANKITEABITEUMId ndumuAuarlaTuerls auiamilug Suuvinle fAdelusaseyld
gl
Aduassrytuneunisiuiumsitouaznistufindeyainaznszshesnils Tnelasdedide daq
ynihilsidaiou wazarldindesiielatnslun1side MaTesilelathdlunsuszifiuna &
Ustifiunafinds Ussiliueddls nsUssdiwinlagles Snsguannudasniovesenanaiasedils

W
Y
L

mniAngUAnisalldfisyszad niouadnavewuunesunudeya (613) dnduwuuteyasin
nyssdeulidideseyin svdndunisvesygimiudeyanvszidsuaingsiuienisanidu
1§931n1ATUN135U504lATIN15IT8AINANENTTUNITHAITNRTETITUNNTITE T BeEIT8019
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NTUNTULKHUAN (Diagram) LeLESUNITUTIENY FztiglnAuenssunisa vanudilala
NLAZNADININE WY
agudanuluwuamy/mwuin/enaisiuwuy NEe1eds :

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);”
“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

o

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;”

“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).”

“6.4.1 A specific statement of the primary endpoints and the secondary
endpoints, if any, to be measured during the trial.”

“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.”

“6.4.9 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.”

“6.6.1 The treatment(s) to be administered, including the name(s) of all the
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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.”

“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.”
“6.8 Assessment of Safety

6.8.1 Specification of safety parameters.

The methods and timing for assessing, recording,

and analyzing safety parameters.”

NIH

“q.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”
“8 STUDY ASSESSMENTS AND PROCEDURES
8.1 Efficacy Assessments

Safety and Other Assessments”

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”

14
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“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 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”

“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 that is
unavailable to those who enroll 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 enroll
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”

“Item 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,

15
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including list of any outcome data to be collected for participants who

discontinue or deviate from intervention protocols”

11.8 M3IAszvidaya
ABsUTY
e szyiTiAsignveyadnavidaifviinle Ineszyadalvidaau laisi@suninaiuly
wiouszylusunsuiiagldlunsiinsssinisada saudeszyisnsdnnisteyaiivne (Missing
data) luse

ayudannulunuimyauuin/enasauwuy Nldeeds :

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”

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
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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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AN95UNY :
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ayUdenulunuimey/muusinienarsdunuy s
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”
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ayudannulunwamymuusin/ienarsauwuy Ni4a198s

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.” “Iltem
28: Financial and other competing interests for principal investigators

for the overall trial and each study site”
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