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National Cancer Institute Center for Bioinformatics,
National Institutes of Health, Rockville, MD 20892, USA
Telephone: 301-451-4384
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FDA  US. Food and Drug Administration 4§ ==

ED& Home Page | Search FD& Site | EDA A-7 Index | Contact FOS
FDA News
FOR IMMEDIATE RELEASE Media Inquiries; 301-827-6242
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July 29, 2004 IMFO-FDa,

FDA Announces Standard Format That Drug Sponsors Can Use to
Submit Human Drug Clinical Trial Data

The Food and Drug Administration (FDA) today announced a standard format, called the
Study Data Tabulabon Model (SDTW) developed by the Chrucal Data Interchange Standards
Consortium (CDISC), that sponsors of human drug clinical trials can use to submit data to the
agency. Itis expectad that this step wall lead to greater efficiencies in chnical research and
FDA reviews of New Drug Applications (MDAs),

4. FDA CDISsC
(http://www.fda.gov/bbs/topics/news/2004/NEW01095.html )
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CDISC organization 2006

COISC Cocedinating Commities CcDISC Board Commifiess
o b e Board of Directors e
G

Industry Advisory Board
President

Global Operations

=Board and IAB Support
«Member Senices

Production Standards

' Implementation Services B Innovation Initiatives

=Education Courses =BRIDG Modeling
=Global Liser Metwork Support ~SOTM-ADaM
=Reagioral CDISC Coordinating «Submission in 0D XML
Cornm. (Japan, Eurcpe) *Terminology and NIH Grants
L8, Metworks +Profocol Representation
simplementation Enablers (ools) ~Healthcare Link
=Help Desk

sProductistandands Updates:
(SDTM, SEND, define xml, ODM,
LAB, ADaM, Glossand
«End-to-end Documentation
=Implernentation Guide/Std Updates
(e.0. TOM, PK, device, vaccing)

@ coisc

O QUINTILES

CDISC Quintiles

Quintiles” CDISC experience As of February 2006

Three clients with regular (monthly) LAB data transfers

More than 141 studies where the data was managed to the CDISC SDTM standard at
some phase in data management and/or submission processing (CDM and/or
biostatistics)
Version 2 — 24 studies
Version 3.0 — 19 studies
Version 3.1 — 98 studies

Phase | — 61 studies
Phase /1l - 4 studies
Phase Il - 20 studies
Phase Il - 11 studies
One NDA - 2 studies

real experience working with CDISC data since 2001
These numbers represent Data Management contracts, Biostatistics contracts or
contracts which combined both Data Management and Biostatistics.

Quintiles CDISsC QUINTILES
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CRO

Top 5 Customer Benefits From CDISC Models'

Percent Agree

Decreased personnel time s pent
on datatransfers (82%)
Facilitated data exchange
among partnering companies
(80%)

Facilitated regulatory reviews
of submissions (75%b)
Decreased cost of data transfer
(75%)

More efficient eClinical Trial
processes overall (73%)

1.

| N. America |

Facilitated data exchange
among partnering companies
(75%)

Decreased personnel time s pent
on datatransfers (74%)
Decreased cost of data transfer
(71%)

Improved data quality earlier in
the process (67% )

More rapid agreement on
standards within acompany
(65%)

Source: * CDISC-CenterWaich 2003 Intemational Survey Q36 BioPharma, 2002 N.

. CDISC
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SAS SAS Institute Inc.

Chief Pharmaceutical and Regulatory Scientist
Industry Marketing

Worldwide Marketing Strategy

Sr. National Life Sciences Industry Strategist
U.S. Commercial Health & Life Sciences
Strategy, Alliance, and solutions

Lead Strategist / Solution Manager , Clinical R&D
Health and Life Sciences Strategy

Worldwide Marketing

SXLE Architect , XMLMAP Inventor

BASE SAS R&D
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