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5.2 Inclusion Criteria

Inclusion criteria are characteristics that define the trial population, i.e., those criteria that
every potential participant must satisfy to qualify for trial enrollment.

To be eligible to participate in this trial, an individual must meet all the following criteria: HEXE

<#>  <Inclusion Criterion> > -
T—3EXR(TXREN)

Add criteria as needed. Consider numbering the criteria sequentially.

KEROAERR T B = DL Hk

5.2  Inclusion Criteria Rl

To be eligible to participate in this trial, an individual must meet all the following criteria: HEXE

1 XXX

2y T—RER(TFAM
3 777

2025/3
ICH I\Jlll [EFHCHBEL - A SNIZERARHBREMETES | KiftiRE (STEP2XE) (CRIT DHAS



7 >0 L— b ERAEERD B R

5.2 Inclusion Criteria

Inclusion criteria are characteristics that define the trial population, i.e., those criteria that
every potential participant must satisfv to aualifv for trial enrollment.

.. .. Term (Variable 5.2 Inclusion Criteria
To be eligible to participa Vv )
. T ata Type Text
<#>  <Inclusion Criteri( | pa (D), Value (V) or | 1
e Heading (H)

Add criteria as needed. Cc. Definition Heading

User Guidance Inclusion criteria are characteristics that define the trial population, 1.e., those
criteria that every potential participant must satisty to qualify for trial enrollment.

Conformance Required
Cardinality One to many

Relationship content 5.2
from ToC representing
the protocol hierarchy

Value 5.2 Inclusion Criteria

Business rules Value Allowed: No
Relationship: 5 TRIAL POPULATION; Table of Contents
Concept: Heading

Repeating and/or No
Reuse Rules
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Term (Variable)

ABREMETESZS > > T L — MIHITDIEHE

Data Type

BELDT—H EULTDHE

Data (D), Value (V)
or Heading (H)

BT —AHABZRMNUTOWVWIT NOIEFEICZE T DM RSN,
Heading : EIEODRE U (RORE UKUIEESHMIESNTULVEWETU
=5)
Data : 3+ X k. Bk, £, ¥FOIA> 7>V
Value : 8 ESNZAZEHSIEIR T B1E

Definition

BT — Y EZRDHA

User Guidance

ABREMETES S > L — MIE&HSND. &7 —FERICH I DERAE

SRS ERT> Tl — hTEESN, BEL. F-9BR. X FF

Conformance Z NC&EBIS T VYDREDKEN(CET BIL—)L
—y = /_\ o | i “\
Cardinality one to one. one to many. many to many&EWo eZEEZRI . HIXS

RICH I DITOBIENRERZ R .
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Relationship content
from ToC representing
the protocol hierarchy

sBRERETEE S > T L — MMCHITDRIR EDOBEF

Value

T—ABRRXNERBUCRKE&HITDE (I DEDHBZED) ZR/HEID. (HI: ICH
M11 valid valueSERESNDHZENHD. Kz, BESHHUSNLEREULDBE. 1BE
SEZZEEFEFNLEN)

Business rules

Value Allowed : {EZ & T D ENFEININED. BRHUDIFEY., HBEXEDSG
BlF"No" &85,

Relationship : B XEDBEFZRZSD. T —YERICEAITIEEEMFEETND. BRED
FEDZES. BEES(IEFMREONMNSIECESH ND, RICEHTIT—IERDZS. TR
HUXIEFRE UNMFESNDIZENHDD. EREMTEZSDOME F(CH T DM ETHSE.
ZDMDEMREERIND.

Concept : Rt UDIHZE(E"Heading”. DERICDWTIE. T—FEZFRICKIET DiftHlF
P NTE 9 DES XIFTERDFFHMRBEHRNEEFH ND.

Repeating and/or
Reuse Rules

SBREMETEEAN TOET —YERDEDRUPEBIAGACET DiER. &7 —YERD
BORUNFFE SN, MOIEETBHASNSINMZ R, BEORL LG LW
TIUOVDEHICT—IERZERI DI LZERL. BAARG, AREHETESRNOEHD
T—AEROBCRA—OI> TV EUTERT I EEEKRT D,
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5.2

Inclusion criteria are characteristics that define the trial population, i.e., those criteria that
every potential participant must satisfy to qualify for trial enrollment.

To be eligible to participate in this trial, an individual must meet all the following criteria:

<>

Inclusion Criteria

<Inclusion Criteric

Add criteria as needed. Cc

2025/3

Term (Variable) 5.2 Inclusion Criteria
Data Type Lext

Data (D), Value (V) or | H

Heading (H)

Definition Heading

User Guidance

Inclusion criteria are characteristics that define the trial population, 1.e., those
criteria that every potential participant must satisty to qualify for trial enrollment.

Conformance Required
Cardinality One to many
Relationship content 5.2

from ToC representing
the protocol hierarchy

Value

L5 2 Inclusion Criteria

Business rules

Value Allow(d: No
Relationship: 5 1KIAL POPULATION; Table of Contents
Concept: Heading

Repeating and/or
Reuse Rules

No
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5.2 Inclusion Criteria

Inclusion criteria are characteristics that define the trial population, i.e., those criteria that
every potential participant must satisfy to qualify for trial enrollment.

To be eligible to participate in this trial, an individual must meet all the following criteria: 4— HEXE
<#>  <Inclusion Criterion>

Term (Variable) To be eligible to participate in this trial, an individual must meet all the following
criteria:

Data Type Laxt

Data (D), Value (V) or | \%

Heading (H) |

Add criteria as needed. Consider

Definition | Universal text
User Guidance N/A
Conformance Required
Cardinality One to one

Relationship content 5.2
from ToC representing

the protocol hierarchy

Value | 10 be eligible to participate in this trial, an individual must meet all the following
Critenia;

Business rules Value Allow::d: No

Relationship: 5.27iiclusion Criteria
Concept: Universal text

Repeating and/or No

Reuse Rules
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5.2 Inclusion Criteria

Inclusion criteria are characteristics that define the trial population, i.e., those criteria that
every potential participant must satisfy to qualify for trial enrollment.

b inate in this trial, an individual must meet all the following criteria: > -
inclusion Criterign. e VR TN

he criteria sequentially.

p—
Term (Variable) | <>
Data Type " Number Term (Variable) laclusion Criterion™
Data (D), Value (V) or | D Data Type | Text
Heading (H) Data .(D), Value (V) or | D
Definiti N/A Heading (H)
chnrtion — | Definition (25532
User Guidance Add criteria as needed. Consider For review purpose, see definition of the controlled terminology below
Conformance Optional The criteria in a protocol that prospective participants must meet to be eligible for
Cardinality One to one narticination in a studv
Relationship content 592 User Guidance Add criteria as needed. Consider numbering the criteria sequentially.
from ToC representing Conformance Required
the protocol hierarchy Cardinality One to one
- - RN g Relationship content 5.2
Value # is an integer <criterion identific .
- from ToC representing
Business rules Value Allowed: Yes . | the protocol hierarchy
Relationship: 5.2 Inclusion Crit¢| Value Text
Concept: Sequential number Business rules Value Allowed: Yes
Repeating and/or Yes, repeatable for each inclusios Relationship: to Number # 5 2 Inclusion Criteria
Reuse Rules CUhIcpr. L5532
w | Repeating and/or Yes, number consecutively, repeatable for each inclusion criteria, if deleted do ot
Reuse Rules p=anlace. do not duplicate
2025/3 =
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Term (Variable) | [Control Tynel
Data Type Valid Value
Data (D), Value (V) or | V

Heading (H)

Definition C49647

For review purpose, see definition of the controlled terminology below
A characterization or classification of the comparator against which the study
intervention is evaluated.

BT
Data type

(d“valid value” &713858

User Guidance

Control method (for example, placebo, active comparator, low dose, historical,
standard of care, sham procedure, or none [uncontrolled])

Conformance

Required

Cardinality

One to one; One to Heading; One to Sponsor Protocol Identifier

Relationship content
from ToC representing
the protocol hierarchy

1.1.2

Value

Business rules

Placebo (C49648); Active Comparator (C49649); Dose Response (C120841);
Different Dose or Regimen (CNEW); External (CNEW); Sham procedure
(C184727); or No Control (C120841)

Value Allowed: Yes

Relationship: Row Title; Sponsor Protocol Identifier

Concept: C49647

WD SHRHIHE &,

%ﬂ%ﬁmgéJ—H

(C code)

Repeating and/or
Reuse Rules

No

NCI C-code | M11 Preferred Term

Draft Definition

C49649 Active Comparator | A type of control, which has a demonstrated effect, administered

as a comparator to participants in a clinical trial.

C120841 Dose Response A type of control using different doses or regimens of the same

treatment across the treatment arms.

T(iﬁ']ﬁ?éﬂ CDISCHiiil
BE UCEESINDSTE

CORIFLED—DIzsD(CE
B LEHNTHED. =R

(28280 No Control A clinical study that lacks a comparison (i.e., a control) group.
C49648 Placebo An inactive, identical-appearing drug or treatment that does not
contain the test product.
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