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Clinical Data Standardization

‘Inter-com pany

CDS

. FDA requirement
Intra-company for submitting
CDS clinical data in a
CDISC format.
Increased Is evolving
competition, further ...
critical to achieve
O ] Operational
Variety of Excellence
Clinical Data
Standards

(CDS)
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Overview of CDISC models

PROTOCOL

PROTOCOL v1.0 (JAN 2010)
PRM TOOLSET v1.0

THERAPEUTIC
AREAS

(APR 2012)
DEFINE.XML v2.0 (DEC 2012)

CDASH

CDASH v1.0 (OCT 2008)
CDASH v1.1 (JAN 2011)
CDASH UG v1.0 (APR 2012)

SDTM

SDTM v1.0 + SDTM IG v3.1
(JUL 2004)

SDTM v1.1 + SDTM IG v3.1.1
(AUG 2005)

SDTM v1.2 + SDTM IG v3.1.2
(NOV 2008)

SDTM IG v3.1.2 AMENDMENT 1
(DEC 2011)

ADaM

ADaM v2.0 (AUG 2006)
ADaM v2.1 + ADaM IG v1.0
(DEC 2009)

ADaM VALIDATION CHECKS
v1.0 (SEP 2010)

ADaM VALIDATION CHECKS
v1.1 (JUL 2011)

ADaM VALIDATION CHECKS

BRIDG

ALZHEIMER v1.0 (SEP 2011)
PAIN (JUN 2012)
TUBERCULOSIS (JUN 2012)
DEVICES (SEP 2012)
PARKINSON’S DiSEASE
(OCT 2012)

VIROLOGY (NOV 2012)

PKD (NOV 2012)
ALZHEIMER v1.1 (FEB 2013)
CV IMAGING (CT MODALITY)
(MAR 2013)
SCHIZOPHRENIA (APR 2013)
CV IMAGING (MAY 2013)

IDG v1.0 (JUN 2007)
v1.1 (OCT 2007)

v1.1.1 (FEB 2008)
v2.0 (JUN 2008)

SDTM v1.3 + SDTM IG v3.1.3
(JUL 2012)

v1.2 (JUL 2012)

(OCT 2009)

SDTM.XML v1.0 (MAR 2013
1 (FEB 2010) i )

. Content Standards Semantics

. Technical Standards

Therapeutic Areas

SEND

SEND IG v3.0 (MAY 2011)
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CDISC models evolution over time

. Content Standards Semantics

. Technical Standards Therapeutic Areas SDTM IG

Virology

Parkinson’s 5
Imaging
Disease -
Devices (el e
phrenia
BRIDG

SDTM

ADaM
Val. Checks

v3.1.2

SDTM
vl.2
SDTM 1IG

Alzheimer

Imaging

M
Tube-culasis  Cardio-

; \ lar
Pain ascula

PRM Toolset

Alzheimer

Standard

Protocol
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More complex and increasing challenges

CLINICAL

TRIALS

What standards version to use?

* What standards versions were
CLINICAL used previously?

NEW DATA » What is the scope of the
CDISC RELEASE standardization?
STANDARDS Et
» Etc.

* What is different
compared to the legacy

standards?
SUBMISSION
* How to update the
legacy standards most DOSSIER
efficiently? * How to evaluate overall CDISC

i ?
. Etc. compliance-

* How can we compare easily
between studies?

o Etc.



“sBusiness & Decision

LifeySciences

‘ Clinical Data Standardization

' Clinical Data Standards Platform

‘ Time Travel for Librarians

' Conclusion



“sBusiness & Decision

Lifé’\§gences

Clinical Data Standards Platform

Performance Data
management Standards
and CPI Governance

Robust Technical
platform
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Data Standards Governance

EXTERNAL

DATA STANDARD
GOVERNANCE BOARD

>
U

DATA GOVERNANCE PROCESS

INTERNAL

DEDICATED TEAM
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Technical Platform

- high level flow

DATA COLLECTION DATA MANAGEMENT TS06: “Developing an
AREA AREA Integrated Platform,
DH10: “"Time Travel for Getting the Best out of
[fibrarians: Versioning Several Technolodies”

Complex Library

Metadata for Past,

Present or Future

Retrieval” -
DBA SDO04: “"An Integrated

Platform for Standards
Management and Study
Conduct”

STUDY
SPECIFICATION

a

A

STUDY
METADATA
SPECIFICATION

CD14: “Is your Library

a Success: Manage and

Measure Conformanice
Across Partners an

Projects” SDO5: “Data
Vallidation, Getting Full
| C%trol over your Data
Standards Compliance
VALIDATION and Data Flow”

. ISSUE
REPORTS

CCO06: “"Dynamic
SASProgramming with
XMLTemplates”

DM
COMPARISON
SSUE
T REPORTS
STUDY S
5
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Data Standards Library

DATA STANDARDS
_ LIBRARY

- The Data Standards Library
i . (ef0) CTIO
contains : DAT?non‘G'Lisﬂ
— Data Collection Modules:
using CDASH metadata
with clustered SDTM metadata
annotated for CDASH SDTM 1.3
SDTM IG 3.1.3
annotated for SDTM
— Metadata Definitions :
- SDTM Standards
- Therapeutic Area Standards prs iran
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Data Collection

DATA COLLECTION

Modules - CDASH

~ MODULES LIBRARY

|Vital Signs
Vital signs
VSDAT | VSTIM |

Date and time performed | | | | | | | (24 h time clock)

dd mmm yy hh  mm
VSTEST LA [VSORRES |
Weight [VSORRES] | |ko  [VSTEST |Height om [VSORRESU
VSTEST —
Pulse Supine*

VSORRES | %2™i" /SGRRESU
Standing* beats/min

VSTEST VSPOS L L

Blood Supine” L L[

pressure [VSORRES

Standing”® Ll—rr-[—rl

systolic/diastolic (mmHg)
VSORRESU

systolic/diastolic (mmHg)

* (supine: after > 5 min. rest; standing: after > 1 min. standing)

Date
WSTIM Time
WVSPOS Postion POSITION
VSTEST Test VLM VSTESTCD Height
VSTEST Test VLM VSTESTCD wWeight
WVSTEST Test VLM VSTESTCD|Pulse
VSTEST Test VLM VSTESTCD| Systolic Blood Pressure
WVSTEST Test VLM VSTESTCD Diastolic Blood Pressure
VSORRESU it WVSRESU cm
VSORRESU it WVSRESU kg
VSORRESU it VSRESU heats/min
VSORRESU it VSRESU mmHg
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Data Collection Modules - SDTM

DATA COLLECTION
_MODULES LIBRARY

‘Vital Signs
Vital signs
Date and time performed |VSD e | (24 h time clock)
VSORRES where ’"”"“ “" "‘"‘ VSORRES where
VSTESTCD = "WEIGHT" VSTESTCD = "HEIGHT"
Pulse Supine* beats/min |[VSORRES where VSTESTCD =
VSPOS = "SUPINE", [ standing* beats/min [ PYLSE"
"STANDING" VEBRRES
where
Blood ine* ic/diastoli
pr::sure Supine I systolic/diastolic (MMHg) |\ e e ran — nsysp pr
Standing* ) systolic/diastolic (mmHg) |"DIABP"
T
* (supine: after = 5 min. rest; standing: after > 1 min. standing)

VSTESTCD |DIABP DIASTOLIC BLOOD PRESSURE integer CRF
VSTESTCD |HEIGHT HEIGHT integer CRF
VSTESTCD |PULSE PULSE RATE integer CRF
VSTESTCD |SYSBP SYSTOLIC BLOOD PRESSURE integer CRF
VSTESTCD |WEIGHT WEIGHT integer CRF
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Build within a controlled environment

- Version control

- Search for Library Objects

- Integrity and Consistency checks
« Groups, Roles & Privileges

- Change Request Reasons

- Audit Trails
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Library Objects, Types and Linking

DCM CDASH metadata*

CDASH metadata \ SDTM metadata

Domain*
SDTM metadata / Computational Algorithms

— VLM/Code List

v

VLM Name VLM Value*

y

Code list - Code Value*
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Versioning of Library Objects: principle

- Versioning through date fields

Each record in the library contains an “Active From”
and “Active To” field

There can be no overlap of dates

The “Active From” date

— No date in the past permitted

— > than today if the record is already created prior to release
The “Active To” date can remain blank if expected to be
used indefinitely

There can never be more than one “version” of an object
active at any point in time
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Versioning through date fields

An example for a Code List record

& Import (xis) ”uumimm ” ~ With selection... l(")” # Default filter (all) ‘*

Ubrary version | soM312 | =]

A il P o]
Extensible * CodeList Type Description ¢ Change Request > Active to ¢

Text to fiter Text to fiter Text to fiter Textto fitter Text to fiter Textto fitter

YN _ Creation of Code List: YN 2013-10-07 2013-10-08
™ YN_1: added Code Value U-
Unk

2013-10-09 20131014
nown

it Hame ¥ HCI Code ListID_* Data Type *
‘ Text to fiter | Fﬁ to fitter ‘ ‘ Text to fiter |

o] o] o] &

YN

YN_2: added Code Value NA,

201310415

Library version:lSDTM 3192 l B l e | ol Apicatle

Active to <
Text to fiter Text to fiter

2013-10-07 2013-10-08

2013-10-08 20131014

b 2013-10-15
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Versioning of Library Objects: example

CV1
CV3a: —
CL1 -~
Active From Active To
CV3a
01 JAN 2013 01 0cT 2013  CL2 cva
CV3b: Cvil
CL1
02 OCT 2013 Cv2
CV3b
CL2

CV4



“sBusiness &Decision

LifeySciences

Versioning of Library Objects: example

PAST PRESENT FUTURE

Code List s

Codevaluyei — o

Cole Value 2 )

Code Value 3 S S
Code Value 4 o
Code Value 5
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Allowing Time Travel for Librarians ...

PAST

PRESENT FUTURE

DCM — —
Domain e ———
CDASH metadata I

SDTM metadata
Code Lists
Code Value
VLM Name
VLM Value

Computational
Algorithm

Data Validation
Rule

‘___________
‘___________
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Data Standards Library comparisons

SAS ® Drug Development

tion Help

i% Dashhoard 8 Repository | [J Workspace {6y CompareOracle (1.0) [read-o...

Variable Name Label Default Value

ART_PATH Path ofthe pro

Path ofth ) DESCRIPTION v22MAY2013 | v30MAY2013

. AE 101 testing AE 101d DEMO X X
AE_900 AE_900 AE X X
AIMSV76_QS_001 Qs X X
AVETST2 Field that can be used to describe the DCM content  CM X X

CM_900 o™ X X
C0_900 co X X
DM_900 DM X X
DS_900 DS X

DS_900_A DS X
DS_901 DS X

DS_901_ B DS X
EX_900 EX X X
LB_900 LB X X
LB_901 LB X X
MH_900 MH X X
MH 901 MH X X
PR_807 PR X X
PR_900 PR X X
SU_900 SU X X
SV_800 sV X X
SV_900 sV X X
SV_901 sV X X
Description test 001 DM X X
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Conclusion

- Increased and complex Clinical Data Standards challenges

- Clinical Data Standards Platform requires:
— Data Standards Governance,
— Robust Technical platform,
— Performance Management

- Version control with Active From an To dates allows TIME
TRAVEL for librarians

- Ensures:
— Increased CDISC clinical data standards adaptability
— Better collaboration and easier regulatory submissions
— Continuous Process Improvement
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