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Why Standards ? (CRITICAL PATH 'CDISC

< More efficient collaboration

< Better science




Value Proposition (
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For new clinical trials,
there is value in using
standards
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There is also value in remapping
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@ Analysis/Reporting
.| @ Study Conduct
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legacy data to CDISC standards!
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Benchmark With CDISC
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Data Standards ( CRITICAL PATH
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Value Proposition
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( CRITICAL PATH C-PATH ONLINE DATA REPOSITORY

INSTITUTE
CODR Version: v0.14.3 Database Version: 1.1

m Data Access Batches | Respuice
O Cognition tests are used to assess AIzhelmer S

SPECIAL REPORT

Striving for an integrated

drug development process for
neurodegeneration: the coalition against
major diseases

Klaus Romero'’, Brian Corrigan?, Jon Neville', Steve Kopko®
& Marc Cantillon'

L NeumWnt, Octo 11, Vol. 1, No. 5, Pages 379-385.

Data aggregatlon L

Better science ‘
AN

Better standards ﬂ




lobal Content Standards for Clinical Research
Protocol-driven Research; Protocol 2Reporting)

Harmonized through BRIDG Model**
Controlled Terminology (NCI-EVS)

Critical Path Glossary eSubmissions (eCTD+data)
Analysis and Reporting

Initiative

Protocol Case Tabulated
Report  J Labpata | o | Analysis
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.CDISC’ CDISC, (ISO/CEN), HL7 Standard
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Towards an Improved Process CRITICAL PATH CDISC
Therapeutic Area (TA) Package Development INSTITUTE

4 Advance Analyses R

» Analyze TA areas/domains (Scope, relations, meaning);

« Gather Samples including definitions (CRFs, data samples, FDA/SME
expert advice) from Contributors

» Address Copyright Issues

O Form Multi-disciplinary Core Teams

3 Stages
Data elements / terminology
definition; domain ID _
Therapeutic Area Standards

Development; User Guide _

Consensus Review

and Reconciliation _




CRITICAL PATH
INSTITUTE

CFAST 55n5 Governance

CFAST = an Alliance of C-Path and CDISC:
oalition or ccelerating tandards and herapies
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CFAST 55n5 Advisory Committee
(prioritizes work)
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Multi-
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PDUFA V oA @ CDISC

FDA's draft Performance Goals for PDUFA V

 Clinical data standards needed for therapeutic areas
« Use of data standards indicated for future applications.

E. Clinical Terminology Standards: ...FDA shall develop standardized
clinical data terminology through open standards development
organizations (i.e., ....CDISC) with the goal of completing clinical
data terminology and .... implementation guides by FY 2017.

1. FDA shall develop a project plan for distinct therapeutic indications.... FDA
shall publish a proposed project plan for stakeholder review and comment by
June 30, 20713.....

G. FDA shall periodically publish final guidance specifying the completed data
standards, formats, and terminologies that sponsors must use to submit data

In applications.....

http://www.fda.gov/downloads/Forlndustry/UserFees/PrescriptionDrugUserFee/UCM?270412.pdf
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Standards Development: (CRITICAL PATH ‘CDISC

Next Steps

Process Development
ADevelop CDISC Operating Procedure for TA Standards
ATest New Process on new TA domain

CFAST Alliance
ADevelop C-Path / CDISC Alliance Agreement & Bylaws
AReview and approval by C-Path & CDISC boards

AActivate CFAST
(Coalition For Accelerating Standards and Therapies)

25N5
ALaunch 55n5 as first project for CFAST
AApply process improvements to 9 TA standards in progress

APromote and obtain funding to develop the remaining TA
standards
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Growth of Data

Industry / Academia

%SNA Image Data Project
In
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Government

S Clinical Trial Repository
==

data repository

=

One ranSMART
- —
] /t 1 Bit = Binary Digit
——— U .4Bits = 1 Nibble
—— |In-8 Bits = 1 Byte
- 1000 Bytes = 1 Kilobyte
- 1000 | = 1 Megahyte

. 1000 Megaby €D/DVD-era Gigabyte

.. Patients

—

Public image data
i repositories

. 1000 Gigabytes = 1 Terabyte
- 1000 Terabytes = 1 Petabyte
- 1000 Petabytes = 1 Exabyvte
- 1000 Exabytes 2010l Zettabyte
- 1000 Zettabytes =1 vottabyte
- 1000 Yottabytes =1 Brontobyte

\——ﬁare your CT scan.
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CRITICAL PATH ' ,

Revisited: The Rapid Growth in Unstructured Dafa ' | s 77 )CDISC

Posted by David Vellante in Cloud Computing, Storage, Wikibon on August 17, 2010

Estimated amount of data

1.2 Zetta bytes e in the digital universe for 2010
75 Billion Fully Loaded iPads

The iStack would cover Wembley Stadium’s field
and reach approximately 4.24 miles into the sky.

The stack would consist of more than 75 Billion iPads - with a retail value of $S37.4 Trillion
Which is equal to about 44% of the entire world’s GDP $S84.7 Trillion. (according to 2009 data)
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Initial Topics for Discussion:
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 The Data Standards Initiative: 55n5 - a proposed
five-year program to develop clinical data
standards for a set of therapeutic areas posted
by the FDA

OJ « The explosion of clinical data repositories —
O meeting the challenge to integrate and
harmonize data repositories using standards.

 What are the rate-limiting steps in developing
and implementing data standards?

Creating Consensus Science: New Tools and Tactics for Next-Gen Drug Development

o CAL PATH .
{ B EDA  @CDIsC
Sponsored by R e T e r 14

collaborate




