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* 1angUnsallAToNaNIINITUNNE WasIYin
2. Wandndeyaliasunnde edudslevilunisfiansan

3. wuunesuussnaulusieg 2 duman
duil 1
Forauslassmsiduvewihudneglungu (hganiuaiemune v)

O Tasinsfinenideuasdszdiuna (Hudeyaludn A)

O lesdidesunediowazen (Pudoyaludu B)
A : nsahifulasanisAnwIdeuasUssiiiua

1. ANULAYIPURSI8TBNATU (Potential Risks)
2. dnnUsasAns@nuidenan (Primary Objective)

3. nUsraeAnsAnY1 3809 (Secondary Objectives)

-13 -



10.

11.

12.

13.

NSNS IULALOBUAIINNNTSINY (STUDY ENROLLMENT AND
WITHDRAWAL)
WNATINSARLEDNDIENENASIYNSINNNTIFY (Subject Inclusion

criteria)

wHuUMIARGanaaalas wavyilvsiulasinsidueeaies
(Strategies for Recruitment and Retention)
Ns0oUMILATNANERAN1TIITINNITIAY (Subject Withdrawal and
discontinuation criteria)

WIARANTTaUMIUIBYANISIUN3I1NTIT8 (Reasons for Withdrawal
or Termination)
NIYUARANILAIEVEINTABUAINTBYANISIU15IUN1TIFE (Handling

of Participant Withdrawals or termination)

N3YANIANYIITY MToN1358udIAT1I (Premature Termination

€
€

or Suspension of Study)
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B : nsalitulaseaden1unsasiiouaze

1. AadnvzevseasnAnyIde waenldSeumieu (Study Agent

and Control Description)

1.1

1.2

13

1.4

1.5

1.6

1.7

1.8

1.9

LaINa® (MANUFACTURER)

anwaggULuukarduUTYNaU Lazn1sUTTILarlanain

(Formulation, Appearance, Packaging, and Labeling)

YUINYUIUAY UazTUABUNITUTUTUINYIIY (Starting Dose

and Dose Escalation Schedule)

nsUSuABUIUInENIdY (Dose Adjustments /

Modifications / Delays)
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1.10 msfanunsiuiasesiiauwazenidy (Tracking of Dose)
1.11 95Tz einsiiiasesdionazenide (Device
Specific Considerations)
1.12 mstudinnslidiniesionazenfnenidy
2. TUMDULAYAMUANIITAN®II8 (STUDY PROCEDURES AND
SCHEDULE)
2.1 TuRBUNSANEIIEWION1TUSEEUNE (Study Procedures
/Evaluations)
2.1.1 TURDUINNIZYBINIIANYIINE (Study specific
procedures)
2.1.2 Tuspufnuidendunmsquasnemuainsgiy
(Standard of care study procedures)
2.2 YunaunsnTIaussliunmaiasluRng (Laboratory
Procedures/ Evaluations)
2.2.1 MnUssliunwisslfuinismienain (Clinical

Laboratory Evaluations)
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2.2.3 MaaseNdEInga nmsdanisuagdniiu (Specimen
Preparation, Handling, and Storage)
2.2.4 mMsdededinsraludmiosujinnsnans (Specimen

Shipment)

3. MUUANIANEIFY (Study Schedule)

3.1 N1IAANTDY (Screening)

3.2 mMIssaznsUseiuiiugu (Enrollment and Baseline)

3.3 NsianunTIskazuszitiung (Follow-up)

3.4 MsAugansnTIkasUssllunagaving (Final Study Visit)

35 MsgAnsnsIneudEuann1TIdeuan1sUsEliuNg (Early
Termination Visit)

3.6 A1INAIMUANIINITUATTUABUNNTANYIATY (Schedule of
Events Table)

sﬁjuﬂqiﬁﬂwqaq}la ﬁ’mu&m’]iﬁﬂ‘lﬂﬁﬁ&l (Study Schedule)

(Study Procedures)
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wignarudndunistdinsedienseisnsdnwndeulmmviades

un318 (Justification for Sensitive Procedures)

Y13 DNITINBINIONITNTIDUG NIE Tl UTENINNTINY

(Concomitant Medications, Treatments, and Procedures)

5.1 gII0NITINYINIONITNTINOU A 09723nTr 19 UTENI9NT
39y (Precautionary Medications, Treatments, and
Procedures)

813 0N155NBIMIONIN T U MU lTTTusEnIenTIde

(Prohibited Medications, Treatments, and Procedures)

81 M35 oo sMduNmsnstesiu (Prophylactic

Medications, Treatments, and Procedures)

81 N55N17 Ws0oN15NTIBUALY (Rescue Medications,

Treatments, and Procedures)

mandeefnenideresdsun1side WensfnuITeiadedu

(Participant Access to Study Agent at Study Closure)
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duin 2

[

A1UN 2 Usenausig 8 Useldu sl

n1sUsziliuauUaenny (ASSESSMENT OF SAFETY)
1. maaztﬁm%’auﬂammﬂaamﬁa (Specification of Safety Parameters)
1.1 fGemmnnsallifieszasd (Definition of Adverse Events)
12 Henmmgmsailifislszasdfisronss Definition of Serious
Adverse Events)
13 fdemnmsaivdetiyilliamunneu (Definition of
Unanticipated Problems)
2. mswusUssnmusnisallaifisussasd (Classification of an Adverse
Event)
21 MIkUsERUANNTULSwBIrNsalliaUTEase (Severity
of Event)
2.2 nswdssgRuauduiusvesnnsalldieUseasAive/
\3neilednu3de (Relationship to Study Agent)

23 wisnsallufissyasdnmnlineu (Expectedness)

-19 -



SrULlIaINISUSEURAENRUANTITAAAIULAEUS LU (Time Period

and Frequency for Event Assessment and Follow-Up)

v
1Y

4.1

4.2

4.3

4.4

4.5

TunoUNITIIBIUAINYUAASY (Reporting Procedures)

NsTenumanIsalliiiaUseasd (Adverse Event Reporting)
nsTeumansalliielseasanigunss (Serious Adverse
Event Reporting)
nsnenumsnIsavsetymnlininuineu (Unanticipated
Problem Reporting)

M358V TN S Tafikay (Events of Special
Interest)

NITENUNTILANNTAIATIATENININNTIFY (Reporting of

Pregnancy)
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n1sfnuguan1saiiun1sden1eaatin (CLINICAL MONITORING)

VoI M9EAA (STATISTICAL CONSIDERATIONS)
1. uumMTleTgvdeyalarnsldain (Statistical and Analytical
Plans)

4. Fmsadarialuninszsinansfinu3se (Description of
Statistical Methods)
4.1 mfjlmwﬁ%’agaﬁ"ﬂﬂ (General Approach)
4.2 MFAATILRNITUSEIUNANAN [Analysis of the Primary
Efficacy Endpoint(s)]
43 MTLATIRNITUIEIEUNGTOS [Analysis of the Secondary
Endpoint(s)]

4.4 menendeyanulaendy (Safety Analyses)
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4.5

4.6

4.7

4.8

4.9

4.10

4.11

NI TeimM U iRnuiarnisaeglunisfinenideyeysu

N13398 (Adherence and Retention Analyses)

[
=1

ananldesueveyaiiug1u (Baseline Descriptive Statistics)
LHUNTAATIEVTaYaTENINaN A EUNITITEUALINIINTT
Andula (Planned Interim)

4.7.1 mylnTenveyaninuasndy (Safety Review)

MFIATIsLengeenauUserInsAine (Additional Sub-
Group Analyses)

MIATIERNSIUTs Ui va1esuUs (Multiple
Comparison/Multiplicity)

AT NMITBNUTBYANANITIY (Tabulation of Individual
Response Data)

NMFIATIENYeLavesIngUszasRAum (Exploratory

Analyses)
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N1IATUINUVUIANGUABENS (Sample Size)

UINTNISNANAITUARINLARDULBULDBY (Measures to Minimize Bias)
1. MsnsmITe/Asnsdu/Asmsundne@ne1ide (Enrollment/
Randomization/ Masking Procedures)
2. MsUsEEuIsNMsUnUnen@nwiide (Evaluation of Success of
Blinding)
3. MsUAKETReANYITe/NsiUaeYsidenioanalaslnsu
(Breaking the Study Blind/Participant Code)

N135UUTEAUAMAIN LAZAITAIUAMAINYBINISANYIIAY (QUALITY
ASSURANCE AND QUALITY CONTROL)

-923 -



FaNa1IM93855IN wazn1sAnasasundasaaatnsidisiuniside
(ETHICS/PROTECTION OF HUMAN SUBJECTS)
1. 11M551UT8555UNN5IY (Ethical Standard)
2. ANYNTINNNTAIUETIUMTIVEUTEI@0UU (Institutional Review
Board)
3. YWIUNTVBANLTULULITINNTTITEY (Informed Consent Process)
3.1 lenansteyailiufenanadasuasiuuianiniuduyey
(Consent/assent and Other Informational Documents
Provided to Participants)
3.2 JumsumsvenudugeNiazn1sUuin (Consent
Procedures and Documentation)
4. deyadiumvesnnaadasuaznisinwianuduveoyamani
(Participant and data Confidentiality)
4.1 nsldigne Asdnsia viiedeyavinananadasigndmiuiiie
N157398 (Research Use of Stored Human Samples,
Specimens or Data)
5. msldfgnmieddinmanigninnuiienisidelueuian (Future

Use of Stored Specimens)

Y



nsUIMsIANIsuaznsiiuiuiindeya (DATA HANDLING AND RECORD
KEEPING)
1. wihiirusuRaveulunsiunusiudeyauaznsusmsinnisteya

(Data Collection and Management Responsibilities)

4. ulsugreunsnan1Tideuaznswuslutoya (Publication and Data
Sharing Policy)
5. M15UIMNTIANTTNNTIIY (STUDY ADMINISTRATION)

51 giuagiiuguaniside (Study Leadership)

6. UlBUILNTIANITNITUANUWAINAUTE ewY (CONFLICT OF INTEREST
POLICY)

** g5an1Iulnanuuunes Protocol 9% www.nrms.go.th
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