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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 enroliment.

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

<#>  <Inclusion Criterion> B,-R (FLATFDOLD (CFEEE

Add criteria as needed. Consider numbering mitgria sequentially. @ = 7&1‘]’3_
— 1O ETREE’ZT:FX NC
— oH
EEDOHBRE N EBDTH @ WE(CILU T LEEDE
5.2 Inclusion Criteria S DRI

To be eligible to participatga#iiis trial, an individual must meet all the following criteria:
1 XXX
2 yyy
3 777
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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.

Inclusion Criteria

from ToC representing
the protocol hierarchy

Term (Variable,) <#>

Data Type  Number

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

Heading (H)

Definition N/A

User Guidance Add criteria as needed. Considei
Conformance Optional

Cardinality One to one

Relationship content 52

Value

# is an integer <criterion identifi

Business rules

Value Allowed: Yes
Relationship: 5.2 Inclusion Crit
Coumtpi. dequential number

Repeating and/or
Reuse Rules

| Yes, repeatable for each inclusic

ICHZ > HiR—ILaE BIRFERE
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Term (VariaD

Data Type

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

Definition

C25532

For review purpose, see definition of the controlled terminology below

The criteria in a protocol that prospective participants must meet to be eligible for
participation in a study.

User Guidance

Add criteria as needed. Consider numbering the criteria sequentially.

Conformance Required
Cardinality One to one
Relationship content 52

from ToC representing

the protocol hierarchy

Value Text

Business rules

Value Allowed: Yes
Relationship: to Number #, 5.2 Inclusion Criteria
- Iipe- CLld3L

1| Repeating and/or

Reuse Rules

Yes, number consecutively, repeatable for each inclusion criteria, if deleted domot

wtenlace, do not duplicate
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Term (Variable) [Control Type]
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.

User Guidance

standard of care, sham procedure, or none [uncontrolled])

Control method (for example, placebo, active comparator, low dose, historical,

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

Different Dose or Regimen (CNEW); External (CNEW); Sham procedure
C184727): or No Control (C120841

Business rules

Value Allowed: Yes
Relationship: Row Title; Sponsor Protocol Identifier
Concept: C49647

Placebo (C49648); Active Comparator (C49649); Dose Response (C120841);

Repeating and/or
Reuse Rules

No

=6 BIERSES
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(Controlled terminology) ME%E =1
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- MHLW/PMDA

- FDA *
- EMA * *

- Health Canada
- ANVISA (TJO=52)L)
- National Center (YT X%

>)
- NMPA ([
- TFDA (&7B)

- HSA (2> H7R—
- CDSCO (1> K)
- SFDA (U275 E7)
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- JPMA

- PARMA
- EFPIA
- BIO

(Biotechnology Industry Organization)

- IFPMA

(International Federation of Pharmaceutical
Manufacturers & Associations)

- IGBA

(International Generic and Biosimilar Medicines
Association)

* Rapporteur
% % Regulatory Chair
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