ense

Using Study Metadata from
Protocol and SAP to Drive Study
Data Collection

PhUSE Single Day Event - Indianapolis
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p o> Acenoa

* Traceability and Metadata

e HCL & EDETEK’s Metadata Driven Approach for E2E Data
Management

e Discussion

2 €EDETEK
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» TRACEABILITY ENSURES CONFIDENCE

* Traceability is a major concern for the FDA. Traceability means
understanding the relationship between the results and the
source. It facilitates transparency and is an essential component
for building confidence in all stages of clinical information
processing.

e Building traceability is establishing the path between an element
and its immediate predecessor.

e Metadata Traceability: provides an explanation of how any down-
stream information has been created from its predecessors by
describing the algorithms and deviations used.

e Data Point Traceability: provides data lineage of how down-stream
records are related to the predecessor records(s): are the records
originating from source or are these derived records.

3 €EDETEK
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» IMPORTANCE OF MEETADATA

* Improve Accuracy
* Improve Freshness

* Eliminate
Redundancy

* Manage Complexity
Management

Offer Traceability
Facilitate Distribution

¢ Enhance Entitlement
Management

Protection

* Enhance Improve Searchability

Information Security

Encourage Usage

* Improve Efficiency Support Platform

* Reduce Chance of Independency

Error

Automation Exchange

Facilitate Collaboration
* Encourage Code

Reuse

Enhance Information
Sharing

* Avoid Vendor Lock-in

4 epeEeTeK
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METADATA FLOW IN CLINICAL TRIAL DATA PROCESSING

Reporting Data Flow

A

Protocol

Collected Data Flow

CRF Design External Data

(CDASH) Spec (LAB) ADaM Spec

Trial Design Model
Registration (TS)

Analysis Data Flow

In/Exclusion (TI)
Trial Design (TA, TE)
Scheduled Events (TV) SDTM Spec

5 epeEeTeK
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Standards

e Establish
Conceptual
Models

e Establish CRF,
SDTM, and ADaM
Standards

e Store in MDR

e Governed and
Maintained

Library

¢ Establish Libraries
at Different Levels
in Different Areas

e Library would
grow to
incorporate new
scenarios

¢ CRF Libraries,
SDTM Templates,
ADaM Templates,
TLF Templates

» METADATA DEVELOPMENT FRAMEWORK

Design

e Extract Metadata
from Protocol and
SAP

e Study Activities
drive CRF Design

e Study Endpoints
drive Variable
Derivation

e Study Analysis
drives TLF Design,
ADaM Structure

Customize

e Study Specific
Configuration

® Conformance and
Deviation can be
monitored

¢ Mechanism exists
to publish to
Library

epeEeTeK
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» STEP 1 — ESTABLISH STANDARDS

e Define Conceptual Model
— Leverage BRIDG concept

Demographic, Measurements,

Domain Administrative Activities

— Cover all data origins
e Trial Design
* Protocol
e Collected Subject Data
e Derived Subject Data

Milestones, Central vs Local,
Different Sources

Scenario

— Cover all trial stages
e Study Design (TDM -> SDTM) Granularity Summary, Details
e Study Conduct (CDASH -> SDTM)
e Study Analysis (ADaM)
° Study Reporting (T|_|:) Concepts Elements and Qualifiers

— Use Controlled Term to add semantics

e Define CRF, SDTM, and ADaM
Standards

7 €EDETEK
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p > WHYBRIDG?

l Integration

s Across Systems

« Across Study Stages

* Across Therapeutic Areas
« Across Organizations

Ontologies

+ Standard Domain Models

+ Standard Controlled Terms

= Standard Interchange Semantics

Structural Rigor

+ UML Based Modeling

Lifecycle and Context

Complex Relationship

Timing and Workflow

Versions

Abstract and Complex Data Types

Harmonized Standard

+ Managed by SCC

» Sponsored by Key Stakeholders
+ Harmonized Across Industries

« Harmonized Across Standards

+ Endorsed by Standard Bodies and Industries

Streamlined Provisioning

« Standard-Based Metadata-Driven
¢ Single Version of Truth

s Integrated and Streamlined

Application Specific Down-Stream Data
Physical Marts (Analytics,
Representation Monitoring)
8 eDETEK
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» MANAGING STUDY USING BRIDG

Library Build o

Study Design o

Build Standard
Libraries

Associate with a

Study Development Protocol Version

Study Design, eCRF
Setup, Analysis Setup,
Manitoring Setup

Study Initiation

Study Initiation and Enrollment o Subject Enrollment

Study Conduct o

Study Conduct, Data
Standardization and
Integration

Study Analysis,
Visualization and

Study Analysis
Repaorting

9 epeEeTEK
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» STEP 2 — DEVELOP LIBRARIES

Libraries at Different Levels

— Company
— Therapeutic Area
— Program
e CRF Library
— Standard CRFs
— Cover different scenarios
e SDTM Template
— Standard Structure
— Standard raw -> SDTM mapping
e ADaM Template
— Standard Structure
— Standard Derivations
e TLF Template
— Break-down to Standard Units

10 EDETEK
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»;

STEP 2 : CREATE COMMON LIBRARIES — ECRF & TLF

-
a5l Library

=E)

Informed Consent
Me tory
Physical Examination
Vital Signs

Body Measurements.
Laboratory Tests

Drug Screen
Serum Pregnancy Test

12-Lead ECG
Study Drug Dosing

Adverse Events

Protocol Deviation

Hepatitis{ HBsAg & HCVAD) & HIV Screen

HBV, HCV And HIV Testing

PK Blood Sample Collection

Concomitant Medications

- MEDICAL HISTORY

eCRF:
e Common Activities

 Associated Forms

« BRIDG or CDASH
Mappings

Does the subject have any past clinically significant medical conditions?

OYes
ONO

MH Number

Diagnosis/Procedure

Start Date
(DDMAMMA YY)

End Date
(DDMMMA )

Ongoing

[T

[THITHITT]

[CHITHITT

(I

===

Wil Select template

Flesss salost o temglate

CramulativaFes
T AT

Ansiysis Varisbis
Survi wabCurve

| (Eoviraiane - . oz

i Hesn (Jvd)

Min, Max

N H (MK E)
wx, mx

EER T )
-, Ex

-
otl Statistic Formats Setting

| Simple Statistics

if
Mean SAE Hame: n
Std
Median
Win Display Caption: H
| Mazx
Precizion: a
Shell Text: XK
Complex Statisties
Add Hame: MeanStd
Display Captien: Mean (D)
Expression:
Waom f24d0

SN Aokt £ e A O -

a4 a4
Fropmy | el e

LI

TLFs

« Common Endpoints

* Reporting Templates

« BRIDG or ADaM Mappings

epeEeTeK
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FLOW FROM DATA COLLECTION TO STUDY ANALYSIS

Library Development CRF Design Study Conduct Study Analysis

A M A
™y ' R R Al

-

eCRF Library contains
CRF templates, Data
Structure, SDTM

Mappings, Controlled
Terms, and Edit Checks

E -

From CDASH to SDTM can be automated
based on mapping templates and variable
level mappings. Depending on the CDASH

compliance, additional layer of
Data standardization of EDC output might be
b required.

Standardization

Depending on the EDC
system, external
standardization might

Afta extraction is fully
b —— automated
¢ necessany SDTM+ or Clinical Data

BRIDG

\ Data Extraction
Repository

12 eDETEeEK
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Root lewel

» STEP 3 — STUDY DESIGN USING STUDY ARCHITECT

Study Architect Structure

he basie infarmation a
a study and eligibility
criteria, e.g. 75, Tl for
SDTM.

For example, ARM,

Dase, Epoch ete.
SDTM.TASDTM.TE

Study Design

The activity
information which is
used in CRF design
and visit information
for SDTM.TV

study Activity

Analysis information

and TLF Generation

13

Waorkflow and
Timing infarmation

o generate TLF shel

hased on ADaM
structure

epeEeTeK
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) STEP 3 : STUDY DEVELOPMENT - PROTOCOL

1.0 PROTOCOL SYNOPSIS

Study Title:

A Phase 1, Open-Label, Two-Period, Crossover Stucy 1o Evahiate the Relatve

-
Broavailabaliry of a Mew Tabler Fonmdanen Versus the Currem Capsale Fornwlag

PPI-668 Admmstered in Healthy Adult Voluneers

55 Registration ol

Protocel Namber:

PPILGGE:103

Study Pluase:

Phase 1 y

Stuady Objectives:

Primary Objective:

1. Tocomypare the relative bioaal of PPI-668 when adminsstered as a sir
oral dose in a abler formvlation vs. ina capsule formalation
Secondary Objective:

1. To evaluse the safery and rolerabaliry of single oral doses of FPI-668 in lweald
subjects

Studly Dhesdign ancd
Disration of
Treatmsnt:

Thus will be an open-label, single-cemer. smgle-dose. crossover study. A 1atal of
24 healthy suhpocts will be emrolled. Om Day 1. under a 1:1 randomization scheime|
eligible volanteers. 12 subjects will peceive & single osal dose of PPI-668 in the fod
the cwrrent capsube fornmlation and 12 subjects will receive a single oral dose of 1
pest tabilet farnnelation of PP-66S. under Exsted conditions. After a ome weel wash
period. on Day 8, subjects will receive under fasted conditions the alternate PPI-64
formmilation to tlse one ey recerved on Day 1. Smdy msedieation will be adminisig
approximately 0500 bours on Days 1 and 8 after an overnight fast of a1 least 10 lso
Screening will take place within 28 days before Study Day 1. Eligible subjects wil
e il P, T T i

b e e i e ahe macin_alimmn

Table 7-1 Schedule of Study Procedures

~-Titles and Background Infe Titles and Background Info

.. Sponzors

Organization's Unique Protocol ID * T5%%% SOG0G000
Brief Title * roass  APhase 1, Open-Label, -
Two-Period, Crossover Study E|
to Evaluate the Relative
Bioavailability of a New Tablet
SAF Name
Rulebook Name
Study Type = 7oA [Intervenuonal -
Brief Summary = "% | -
Detailed Description -
Previcus | [ et ] 0K ] [ camca

Day 15
& 3 days
Day | Day | Day | Day | Wash- | Day | Day | Day | Day Follow-
Screening” | -1 1 2 3 out 7 8 9 10 up
Written X
Informed
Consent
Medical X
History
Complere X X
Physical
Examination
Brief Physical X X
Vital Signs” X X X X X X
Height X
Weight X X X
Hematology” X X X X
('hmn.is.ir}-'d X X X X
Urinalysis X X X X
Urine Drug X X X
and Breath
Alcohol
Sereening
Preznancy X X X X

Study Protocol Versions are
developed, and are associated with
Defined Activities

epeEeTeK

eClinical + elnformatics + eSubmission
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STEP 3 : STUDY DESIGN — DATA COLLECTION

e Define Arms

e Define Epochs

e Define Segments

* Define Cells

e Define Study Events
* Define Workflow

Study Design Model (SDM)

@ Spectrum - 2.00.2011.0910 [User: ZP] - Extended for CDISC Fo—

mﬁlu

Repository  File  Build&Run

Repository | Study | SDTM

Validation

Tools  Help

aME 625 L-d-T880 2FNOR &40 QAQQR 5 5n jodb
Work Area\EDETEK\Solution0\Study Architect\Study Design

Summary % |  Study Properties % |  Wizard % Trial[mign'

&

-] Repository
#] Work Area
=3 EDETEK

=% Solutiond
Elm Study Architect

-

=2 3;., Arms
G% Arml
E Arm2

_.D

ochs

-3 Periods

£ Epochs

- ‘ Data Formats
-4 LDM Package
=-£7] CRF Package

~¢| Treatments
= ElP Study Activities

45 Sereen

2] Activityd

Study Analysis
) CommonRule

#-g,] Study Registration
Study Design

@) Follow-Up
" Elementd

5] @ Template Folder

m

m

13| Compound Level
=] CRF Document

Follow-Up
Follow-UP

Screen TREATMENT

Follow-Up

Screen

——)| EIementEll——)lFoIIwUpl
7%' EIementAl»ﬂlFoII(m—Upl

epeEeTeK

eClinical + elnformatics + eSubmission

15



STuDY ACTIVITY FROM SA TO CRF

Epoch

Screening

ActivitviEvent

Screening

Treatment Period
Day 1

Treatment Period
(Day 8 +~ 3 davs

Treatment Period
(Day & +~ 3 days

Treatment Period
(Day 14 +-3

Treatment Period
(Day 21 +-3

Treatment Feriod
(Day 28+- 3 day

INFORMED COMSENT

e

DEMOGRAPHICS

MEDICAL HISTORY

PHYSICAL EXAMINATION

BODY MEASUREMENTS

WITAL SIGNS

LABORATORY TESTS

se| w2 w<| e

HEPATITIS AND HIV SCREEM

DRUG AND ALCOHCL SCREEM

-

12-LEAD ECG

e

INCLUSION CRITERIA

EXCLUSION CRITERIA

el | me| sl se| ne| w| w<| me| se| 2

ECHOCARDIOGRAM

STUDY DRUG ADMIMNISTRATION

PK BLOOD SAMPLE COLLECTION

ABBREVIATED FHYSICAL
EXAMIMATION (Symptom Directed
Assessment)

se| w2 w<|

PD SAMPLE COLLECTION

STUDY COMPLETION

ADWVERSE EVENTS

CONCOMITANT MEDICATIONS

16
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133, Screening

[
i
7| 12-LEAD ECG
=
[w

VISIT
INFORMED CONSENT

59

| DEMOGRAPHICS

!: MEDICAL HISTORY

..... I: PHYSICAL EXAMINATION
I: BODY MEASUREMENTS
..... !: VITAL SIGNS

LABORATORY TESTS
HEPATITIS AND HIV SCREEN

159
| DRUG AND ALCOHOL SCREEN

12-LEAD ECG
12-LEAD ECG

[ INCLUSION CRITERIA
----- {EE] EXCLUSION CRITERIA
- ¢ Treatment Period Day 1

VISIT
ECHOCARDIOGRAM
BODY MEASUREMENTS

LABORATORY TESTS
DRUG AND ALCOHOL SCREEN

=
=
E PHYSICAL EXAMINATION
=
=
=

..... () VITAL SIGNS

7| 12-LEAD ECG
| 12-LEAD ECG
7| 12-LEAD ECG
=

----- || STUDY DRUG ADMINISTRATION

PK BLOOD SAMPLE COLLECTION

L
----- |: PD SAMPLE COLLECTION

Treatment Period [Day 8 +/- 3 days)

..... [ wisiT
7| BODY MEASUREMENTS

| ABBREVIATED PHYSICAL EXAMINATION (Symptom Directed Ass
LABORATORY TESTS
VITAL SIGNS

1=
Treatment Period [Day 14 +/- 3 days)

| visim

I: BODY MEASUREMENTS

ABBREVIATED PHYSICAL EXAMINATION (Symptom Directed As:
LABORATORY TESTS
VITAL SIGNS

17
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» STANDARDIZED CDASH OUTPUT STRUCTURE

Foot level

For example,
scheduled, non-

scheduled, and
common events

Far example,
centralized or

localized ECG,
different forms far DS

Different
granularities,

different types, such
as summary vs Details

Could have multiple
segments. Each hi-

level segment
requires separate

records

Frotocol

Study Event

Iltem Group

18

OID=EGCENTRAL
OID=EGLOCAL

OID=EGALL
OID=EGDETAIL

OID=VEMEAN.EGORRES
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» CDASH OID IMPORTANCE

e Map to unique scientific concepts (logical model element)

e Item Group (IG) defines datasets
— Develop standard naming convention to cover different scenarios
— Each name should represent unique set of contents

e Item defines variable names and hierarchies

— Leveraging multiple segment names
e (Category, Sub-category, Test Code, Variable Name
— Use CDISC Controlled Terminology to convey semantic information

19 eDETEeEK
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p > > DMCRFDEsiN

OID=F.DM OID=1G.DM

Date of Birth

OID=1.BRTHDAT
x (O mae  [BID=1SEX

Day Month Year

Race (Check all that apply)

[] white

|:| Black/African-American

OID=I.RACE

[ ] Asian

|:| Native Hawaiian/Other Pacific Islander

D American Indian/Alaska Native

Ethnicity O Hispanic OID=].ETHNIC
O Not Hispanic

D Other Specify

OID=I.RACEOTH

20 epeEeTEK

eClinical + elnformatics + eSubmission



» CDASH DM DATASET OBTAINED

BRTHDAT ETHNIC RACE1 RACE? RACE3 RACE4 RACES RACEB RACEOTH SEX
23-MAR-1968 |2 1 M
27-DEC-1982 |2 1 i
15-DEC-1987 |2 1 M
06-JAN-1976 |2 1 i
14-AUG-1990 |2 1 M
13-JAN-1986 |1 1 M
20-5EP-1894 |2 1 M
25-JUL-1976 |2 1 F

21 eDETEeEK
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p OO EGCRFDEsiaN 4

12-LEAD ECG |O|D=F.EG |

In triplicate after 5 minutes of resting in the supine position.

— [OID=IG.EGPERF |

[] notpone  [OID=I.EGPERF |

OID=IG.EGDETL
Sl [OOOOIH  peeessr]
Day Month Year
Actual Time D]D] |D|D=|EGT|M |
Hour Minute
Ventricular Rate (beats/min) OID=I.VRMEAN.EGORRES
PR Interval [msec) |O|D=|VR|\1EF‘~.NEGORRES |
BR Interval msec) |D|D=|.RRF\-’|EAN.EGDRRES |
QRS Interval {msec) OID=I.QRSDUR.EGORRES
QT Interval (msec) OID=I.QTC.EGCORRES
QTcF Interval {msec) OID=I.QTCF.EGORRES

22 EDeTe



)) CDASH EG DATASET OBTAINED

EGDAT EGORRES | EGORRESN | EGORRESU EGTEST EGTIM
28-MAR-2014 165 | (msec) PR Interval 0918
28-MAR-2014 985 | (msec) RR Interval 0918
28-MAR-2014 90 | (msec) QRS Interval | 0918
28-MAR-2014 410 | (msec) QT Interval 0918
28-MAR-2014 412 | (msec) QTcF Interval | 0918
28-MAR-2014 . 0918
28-MAR-2014 60 | (beats/min)  |Ventricular Ra| 0918
28-MAR-2014 178 | (msec) PR Interval 0920
28-MAR-2014 966 | (msec) RR Interval 0920
28-MAR-2014 88 | (msec) QRS Interval | 0920
28-MAR-2014 411 | (msec) QT Interval 0920
28-MAR-2014 415 | (msec) QTcF Interval | 0920
28-MAR-2014 . 0920
28-MAR-2014 62 | (beats/min) | Ventricular Ra| 0920
28-MAR-2014 170 | (msec) PR Interval 0922
28-MAR-2014 979 | (msec) RR Interval 0922
28-MAR-2014 86 | (msec) QRS Interval | 0922
28-MAR-2014 407 | (msec) QT Interval 0922
28-MAR-2014 409 | (msec) QTcF Interval | 0922
28-MAR-2014 . 0922
28-MAR-2014 61 | (beats/min) |Ventricular Ra| 0922

23 €eEDETEK
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) > > AuTO-SDTM CReATIoN 2

e Match IG-based EDC Output with Partition-Level Templates
— Scenario based templates
— Auto-matching based on available IG-based outputs
— Auto-Pruning of extra template variables

e Match Domain-Level Templates
— All partitions are merged together
— Merged results are matched against domain-level templates

— Finalization stage is applied based on domain class
e Baseline calculation

e --SEQ assighment
e SUPPQUAL creation

24 EDETEK
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» VARIABLES OF PROTOCOL AND DERIVED ORIGINS

* Non-standard derived variables have to be defined based on SAP
or mapping standards.

— Baseline Definition
e Default: Last non-missing observation before dosing
e Average of repeated measurements

— Reference Dates

e First Dose/Last Dose Dates
— Treatment Emergent AE
— Last Participation Date
— Unit Systems for Lab Standardization
e Variables of Protocol Origin have to be defined
— Trial Design
— Other protocol specified information not available elsewhere

 These are specified at study design

25 eDETEeEK
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» CREATING SDTM/ADAM TEMPLATES

(=]
2E  SOURDM_AG

J SOURDM_IN_D

7 rubsis] :l_|_-l:
i3
¥

= oM Ne sourDm_mm
j_'_:-[ = rubsis]
= DS
L
1
= =,
L
— T SOURSV_IN_SO0
Lo UREX
E EX j—|_)l: 1 rubsis]

2 rubsis]

L]
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) > > SDTM Generation

CDASH - SDTM Dataset Geneartion

Depending on the EDC
system, external
standardization might
be necessary

Data extraction is fully
automated

Trial De

Obtainec
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» PARTITION LEVEL TEMPLATES

EGDETL

28 eDETEeEK
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» DOMAIN LEVEL TEMPLATES

-

EGPART

- :m

DM
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) STEP 3 : STUDY DESIGN - ANALYSIS

Repostory [Sudy [ SOTM | Toal |
) Repostery

53] Wk Aren
=¥ EDETEX

Validation

Executte

Report  Teols

Endpaint P

Population

Windows  Help

- = I -

Common | Baseline Category(BASECATy) | Change Category{CHTCATy) | Change Percentage Category(PCHGCATy) | Shift(SHIFTy/yN) |

Baseline Value:
Baseline Walue(BASE)
Baseline Value (CHBASEC)
Baseline Record Fag{ABLFL)
[] Baseline Record Flag N{ABLFN)

Baseline Type:
Single

Baseline Type(BASETYPE)

Base Denved
BASECATy:

Baseline Category

[] Ratio to Baseline

Rule...
Rule...
Rule...

Rule...

Rule...

Define...

Rule...

Change from Baseline:

Changs (CHG)

CHGCATy:

Change from Baseline Cateqaory

Percent Changs from Baselins{PCHG)

PCHGCATy:

Percent Change from Baseline (CAT)

SHIFTy/SHIFTyN:
Shift )

Define...

Rule...

Define...

Rule...

Define...

AV Prepd

Phase & Pefion Properhies

Tirming Vasiables

Criteria Properties

Lab Relsted Varsbles
Analysis Range Properties

| | cancel
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STUDY 3 : STUDY DESIGN - REPORTING

G U] a 4]

D & @ | 8 wm
Spec Shell = Macros SAS Script

”New Importl Import2 | Exportl Expori2
..... Derﬂn Cher

able | spell |
Add Table

= =]
Table Name: o Msin Pl
Table_0 Fie Bdx Ve weip
| i a =] i S o jir] A
Components: All REVEFSE [ Mew importl imgont? Esportl Esport? Spec Shell Macros 843 Seript
7 | = D TLY Spac Do Jharsctenianicn .M
m L [= 2o R DY .
f i ]
|| Title : .
[¥] Population Popuiation e
- Sl i .
|| Data Source ol e Bamagrencs
= Awpontirg mem
Fl Columns Progeas Neme Population [Lytes Prpuison
| [ 1 e L
|¥f] Reporting Item N =
[¥7] Program Name Tew f
' Faputition s —
St e
. i [ Anricus Wwun
Seporting Bem
]
] e Gaveigraphd
T im0 |
tenl
el Swarne
o R
[PW’.'
oK Cancel [aa] [oeen
[ | | aparing e . e
- = — | name 7]
| T Apeian)
|| i n e _wd rmeedien,
) [T
L - Le Lt
ding_format OIS _GERDER
Frogran Hese I
{same |
B
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TLF SHELL IN SA

Table 14.1.2
Demographica

Safety Populaticn

Demcgraphic GROUFP A GEROUF B GROUP C

Lge (years)

n HEXX HEXX HEX

Mean (5d4) KX.X (XX.x) KX.X (XX.X) KX.X (Xx.x)

Min, Max XK, XX XK, XX KX, XX

Median HE HE HE
Gender

Female KX (x.xxX) KE(X.XX) XKE(X.XX)

Male KX (x.xxX) KE(X.XX) XKE(X.XX)
Race

Mmerican Indian cor A HX(X.XX) HE(X.XX) HE(X.XX)

Black HX(X.XX) HE(X.XX) HE(X.XX)

White HX(X.XX) HE(X.XX) HE(X.XX)

Laian HX(X.XX) HE(X.XX) HE(X.XX)

NHative Hawaiian or o HX(X.XX) HE(X.XX) HE(X.XX)

32
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» AUTOMATED ADAM & TLF CREATION

Study Architect-ADaM-TLF

ADaM Basic Stucture

from SA

Data extraction is fully
automated

Data Extraction

Depending on the
Standardization system,
external standardization

might be necessary

K

Customized

After the clinical data repository which contains rule template as the SDTM
repository in page 14-16, ADaM datasets are generated finally.

33 eDETEeEK
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» UsING ADAM STRUCTURE TO CHECK SDTM COMPLETENESS

e ADaM structure is generated to support TLF creation
— Analysis parameter variables
— Analysis group variables
— Analysis population variables
— Analysis visit windowing variables
— Analysis flag variables
— Analysis enabling variables
* Traceability to SDTM is established through ADaM templates
— Derivations
— Macros — with metadata wrapper

* Traceability to data collection is established through SDTM
templates

34 eDETEeEK
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) TLF REPORT OBTAINED

Teble 14.1.24
Demographicsd
Safety Populaticomd

R

EDOZE 4 Totald
Demographic. Statistic. (=81, (N=R) .
Lge [years). N 8. A.
- Mean (SD). 31.0 (2.88]). 31.0 (B_.82B).
a Median. 25%.5. Z25.5.
a Min, Max. 15.0, 4&.0. 15.0, 48.0.
Gendsr. a K K
Male. n (%}. T [ B7.50%). T [ B7.50%]
Famzale. n (%]. 1 [ 12_50%). 1§ 12_50%)
Race. a - - |
Emerican Indian or Rlaska mn (%]. O 0.00%). o ¢ 0.00%)
Native.
REgian. n (%]. Q¢ 0.00%). o ¢ 0.00%)
Black. n (%). 4 [ 50.00%). { B0.00%)
Native Hawaiian or other n (%]. Q[ 0.00%). a ¢ 0.00%)
Dacific Islandsr.
White. n (%}. 4 [ 50.00%). { 50.00%)
Other. n (%]. Q¢ 0.00%). o ¢ 0.00%)
Ethnicity. a - -
Hispanic or Latino. n (%]. 1 [ 12_50%). 1§ 12_50%)
Not Hispanic or Letino. n (%]. T [ BT._S0%). T 0 87.50%)
Weight (kg). . 8. B.
a Mean (5D0). T8.8 (1lZ.84}. T&.8 (12.84).
- Median. B0 _&. B0_&.
a Min, Max. EB.Z, 5e.4., EB.Z, 58.4.
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