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FDA Announcements 2004 - 2013

tment of Health & Human Services Lhhs. - 2006'

U.S. Department of Health and Human Services (HHS) -

[FDA u.s. Food and Drug Administration A-ZIndex  Search | /@] Proposed Rule for eSubmission of Study Data

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products The semi-annual Unified Agenda was jUSt DUbllShed on 11 December
News & Events Share® Printthis page & Change FontSize & 06, and the notice of proposed rule making which would require that
Home > News & Events > Newsroom » Press Announcements clinical study data be submitted electronically was cited. The Regulatory
FDA NEWS RELEASE item 0910-AC52 (as it has been known) is now cited in the Regulatory
PR LIMEDIATE RELEASE i&ﬂﬁ. Media Inquiries: 301-827-6242 Action Plan as Sequence Number 36. An overview of the FDA priorities is
July 21, 2004 d Drug Administration (FDA) the text of Sequence 36. Note that the next action
FDA Announces Standard Format That Drug Sponsors PROPOSED RULE STAGE F. Click here to access to the Federal Reaqister.
The Food and Drug Administration (FDA) today annowuncy 36. ELECTRONIC SUBMISSION OF DATA FROM STUDIES EVALUATING

eveloped by the Clinical Data Interchange Standards C
submit data to the agency. It is expected that this step HUMAN DRUGS AND BIOLOGICS

Drug Applications (NDAs).

Priority: Other Signi

cant. Major status under 5 USC 801 is undetermined.

Legal Authority: 21 USC 355; 21 USC 371; 42 USC 262

CFR Citation: 21 CFR 314.50; 21 CFR 601.12

Department of Health and Human Services ( HHS ) RIN: 0910-AC52
Food and Drug Administration ( FDA ) Publication: 201004
OFFICE of INFORMATION and REGULATORY AFFAIRS U.S. General
OFFICE of MANAGEMENT and BUDGET Services GS m‘llc—w Related Documents
I £ OFFICE OF THE PRESIDENT Administration |~ ~

] Title: Electronic Submission of Data From Studies Evaluating Human Drugs and Biologics
Reaqginfo.qov Search: © Agenda @ Reg Review @ ; .
g '~ g Abstract: The Food and Drug Administration is proposing to amend the regulations governing the format in which clinical study

_ data and bioequivalence data are reqmred to be submitted for new drug applications (NDAs), biological license applications (BLAS),
and abbreviated a (ANDAs). The proposal would revise our regulations to require that data submitted for NDAs,

- pmendments, be provided in an electronic format that FDA can process, review, and
ID/ ﬁ U.S. Food and Drug Administration SEARcH
View Rule == Protecting and Promoting Your Health

Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home | Unified Agenda | gl y Review | C Review | FAQs/Resources | ContactUs

Agenda Stage of Rulemaking: Proposed Rule
Unfunded Mandates: Private Sector
|21 CFR 314.94; 21 CFR 314.96 (To search for a specific CFR, visit the Code of Federal

HHS/FDA RIN: 0910-AC52 For Industry & o
Title: Electronic Submission of Data From Studies Evaluating Human Drugs and Biologics © Home © Forlndustry © Data Standards © Study Data Standards o UsC 262
Abstract: The Food and Drug Administration is ing to amend the i ing th Study Data Standards for Regulatory Submissions
required to be submitted for new drug (NDAs), license (BLAS Position Staterment
revise our regulations to require that data submitted for NDAs, BLAs, and ANDAs, and their suppl Study Data Standards
can process, review, and archive. The proposal would also require that FDA periodically issue 0u ) gy ata standards for FDA recognizes the investment made by sponsors over the past decade to develop the expertise and
sets (e.g., the Study Data Tabulation Model (SDTM) developed by the Clinical Data S i 1o utilize Clinical Data Interchange Standards Consortium (CDISC)[1] standards for study fon | Date [ FR Cite |
data review. data. The submission of standardized study data enhances a reviewer's ability to more fully understand and
- Janus Clinical Trials Repository characterize the efficacy and safety of a medical product. | 10/00/2010 I
(CTR) Project
The Prescription Drug User Fee Act (PDUFAV)[2] Performance Goals state that FDAwill develop guidance for
Standard for Exchange of Non- industry on the use of CDISC data standards for the electronic submission of study data in applications. In the
Clinical Data near future, FDA will publish guidance that will require study data in conformance to CDISC standards.[3]

Study Design Standard FDA envisions a semantically interoperable and sustainable submission environment that serves both

Stusy Participation Standard regulated clinical research and health care. To this end, FOA wil continue to research and evaluate, with ts
stakeholders, potential new approaches to current and emerging data standards. FDA does ot foresee the
Subject Data Standard replacement of CDISC standards for study data and will not implement new approaches without public input

on the cost and utilty of those approaches.

Septernber 13, 2013

[1www.cdisc.org
@lhttp: A fda. goviForindustry/UserF iptionDrugl Aucm272170.htm
el

C DCActH}
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China’s SFDA Announcement February 2013

NEWS

China's SFDA Announces Major Reforms to Drug
Regulatory Process

Latest News | Posted: 27 February 2013

By Louize Zornoza, RegLink

o Likes 2 =1l....] £ LSS in L4l +)
Join the discussion on Regulstory Exchange

China’s State Feod and Drug Administration (SFDA) has announced that it is

implementing a series of reforms designed to improve the drug review and approval RELATED LINKS

process, “and to promete the healthy development of China’s pharmaceutical

industry.”

8 SFDA: "Views on deepening the
VWang Lifeng, director of the SFDA’s drug registration department, =aid the plan reform of the drug review and
provides incentives for the research and development of innovative clinical drugs, spproval to further encoursge
adding that the approval process will be shertened for these drugs. innovation”

8 Resd sll Bresking News from

http://www.raps.org/focus-online/news/news-article-view/article/2934/
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EMA « Clinical Data Transparency Initiative »

*  Project Scope
+  Clinical reports & data from all clinical studies in Europe

- Timelines
- Jan 2013 - Apr 2013 : Advisory Groups
- Patient Confidentiality
- Clinical Data Formats
- Rules of engagement .
« Good Analysis Practice T e e
- Legal Aspects
- June 2013 : Draft Agency Policy
- Nov 2013 : Final Agency Policy
- Jan 2014 : Policy comes into force

- — ,k‘

Agency moves towards proactive publication
of clinical-trial data
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EFSA Announcements

"~ afsam

turopean Food Safety Authority
lommitted to ensuring that Europe's food is safe

Y
7 2

Under EU legislation, applicg
and data supporting the saf|

The guidance adopted by th|
Eurcpean Commission’s fors
assessments. New guidang
experience in applying the g

About EFSA Topics A-Z Publications Panels & units Cooperation Applications h|
Home > News & events > News > Food sdditives: EFSA’s new guidsnos for sp...
News oge . , - -
Food additives: EFSA’s new guidance for applicants
Events
EFSA answers back News Story
FAQs 18 July 2012
LENEEIER New guidance for the sul > e
Email alerts the latest risk n es efsa =
- from the European Food European Food Soety Autharity EFSA Journal 2012:10(7):2760
Added to Food (ANS).
High resolution images
Media Retatio tacts In the EU, the safety of food
a ns conia Commission for market auth SCIENTIFIC OPINION

Guidance for submission for food additive evaluations'
EFSA Panel on Food Additives and Nutrient Sources added to Food (AN S)2’3
European Food Safety Authority (EFSA), Parma, Italy

This Scientific Opinion, published on 16 August 2012, replaces the earlier version published on 18
July 2012.*

ABSTRACT

This guidance document refers to the applications for authorisation of a new food additive or to a modification
of an already authorised food additive. combining in a single document the description of the data requirements
and their context. and also a description of the risk assessment paradigm applied. The document is arranged in
four main sections: chemistry and specifications. existing authorisations and evaluations, proposed uses and
exposure assessment. and toxicological studies. Assessment of the exposure to food additives is based on
information on known or anticipated human exposure to the proposed additive or toxicologically relevant

http://www.efsa.europa.eu/en/efsajournal/doc/2760.pdf
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Overview of CDISC Models st 2013

PROTOCOL

PROTOCOL v1.0 (JAN 2010)
PRM TOOLSET v1.0
 (APR2012)

) DEFINE.XML IG VALIDATION

, ') EXTENDED ODM PRM XML
(MAR 2014) i

SCHEMA (MAR 2014)

CDASH

CDASH v1.0 (OCT 2008)

CDASH v1.1 (JAN 2011)

CDASH UG v1.0 (APR 2012)
| CDASH v1.2 (DEC 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)

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

ADaM

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

v1.0 (SEP 2010)

v1.1 (JUL 2011)

BRIDG

BRIDG v1.0 (JUN 2007)

BRIDG v1.1 (OCT 2007)

BRIDG v1.1.1 (FEB 2008)

BRIDG v2.0 (JUN 2008)

BRIDG v2.1 (OCT 2008)
v2.2 (MAY 2009)

G v3.0 (OCT 2009)

1 (FEB 2010)

0.2 (AUG 2010)

v1.2 (JUL 2012)

DG v3.2 (S )
_) BRIDG v4.0 (NOV 2013)
:) BRIDG UG v2.0 (NOV 2013)

") SDTM.XML v1.0 (FEB 2014)

. Content Standards Semantics

. Technical Standards Therapeutic Areas

THERAPEUTIC
AREAS

) ALZHEIMER v1.1 (SEP 2013)

ADaM VALIDATION CHECKS |
ADaM VALIDATION CHECKS

ADaM VALIDATION CHECKS

o (JUL 2014)

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

VIROLOGY (NOV 2012)
DEVICES (DEC 2012)

PKD (FEB 2013)

ASTHMA (AUG 2013)
MULTIPLE SCLEROSIS
(JAN 2014)

DIABETES (FEB 2014)
THERAPEUTIC BRAIN
INJURY (MAR 2014)
SCHIZOPHRENIA (APR 2014)
ONCOLOGY (JUN 2014)
CARDIOVASCULAR
(JUN 2014)
VIROLOGY-HEPATITIS C

SEND

 SEND IG v3.0 (MAY 2011)

. Upcoming
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Cardiovascular

Therapeutic
Brain Injury

U pd ates over time ser 2013 rram | Schizophrenia

Supplements Oncology

. Content Standards Semantics

CDASH E2B Virology-
SAE IG Hepatitis C
ADaM MD Guide Diabetes

BRIDG v4.0 Multiple
Sclerosis

. Technical Standards Therapeutic Areas

Virology BRIDG UG v2

T efinexmiIva0 1o wmmaen

Disease PKD CDASH v2.0
Devices  [YYIIRTE] SDTM

1.5
BRIDG SDTM ¥
v3.2 vi.a SDTM IG

ADaM SDTM IG v3.1.5
Val. Checks v3.1.4 ADaM General
Val. :

o ) Alzheimer vli.2 Occurrence Model

v1.0
v1.0 v1.0 SDTM ADaM
v1l.3

Integration IG
SDTM IG vi.0

berculosic | SEND v3.0.1 |
Asthma
Pain

ADaM
SDTM
vl.2
SDTM IG

SDTM
Associated
Persons IG

v1.0

v3.1.2

BRIDG

v2.1
vl.1l

PRM Toolset LA
v1.0

BRIDG BRIDG v3.0.1
v2.0 v3.0

m SDTM Devices IG v1.1

Protocol .
Concept SDTM Device

Guide Submission Pilot

Protocol
BRIDG BRIDG Model
vi.1i.1 v2.2

(La00cfa003id2004 29

Gose
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The Evolution of SDTM

SDTM V1.1 and SDTM IG V3.1.1
Only for studies initiated prior to 13 Jun 2011

Date Support Ends 28 Jan 2015

SDTM V1.2 and SDTM IG V3.1.2
Published Nov 2008

SDTM V1.2 and SDTM IG V3.1.2 Am. 1
Published Dec 2011

SDTM V1.3 and SDTM IG V3.1.3
Published Jul 2012

SDTM V1.4 and SDTM IG V3.1.4
Expected end 2013

5816 Federal Register/Vol. 78, No. 18 /Monday, January 28, 2013/ Notices
DEPARTMENT OF HEALTH AND dards/Stud, dards/ The Food and Drug
HUMAN SERVICES UCM292505.xls. Administration (FDA) is ing the
To facili o newer ilability of a guid for industry
Food and Drug A ke, FDA is commitind lo entitled “cli::lm'l P! panice:
providi transition 24 Premarket Er tion in Pl
[Docket No. FDA-2042-N-0710] Tontha during which both older and  Clinical Shdies and Recommendations
Electronic Data Submission; newer standards are supported. FDA for Labeling." This guidance is intended
Data Standard End Date ExﬂElnmppnrhngS[ﬂMlGSlZnn ::lmd pharmsceutical industry
- . Oct 30, 2000, over 2 years other investigaiors engaged in new
AGENCY: Food and Drug Administration,  Thig notice establishes that 5:]1 drug developmmr in enh-hngllww
HES. CDER, and (DRH are ending suj for varintions in the human
SDTM 1G 2.1 LFH!clive Jan: 28, specifielly DNA sequence variants,

SUMMARY: The Center for onlug\u
Evaluation and Research (CBER]

Rndm.lngxnl Health (mm)m

announcing the end of support for the

3.1.1. vunmofdmuzl Dutn
St C .

(CDISC) Study Data Tabulation Model
(SDTM) Implementation Guide (SDTM
1G 3.1.1.). SDTM IG 3.1.2, which has

been available since October 2000, is the
newer standard suj byF‘DA
Support for SDTMIG 2.1.1 will end on
Junuary 28, 2015.

OR FURTHER INFORMATION CONTACT:

Evaluation and Research, Food and
Drug Administration, 10903 New
Ave., B]d& 22,Rm. 1161,

ver ing, MD 20003, Phone: 301-
706-1016, EDATA@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: FDA

to submit
mud study data using Apn?-

supparied data standards [-! hay/

bimit = wai A
waiver '"m,...l;.'f.;:'ﬁll be pasted ot

considered and applied in early-phase
clinical studies to address questions
jopment and

DATES: Submit ulh:r electronic or
writien comments an Agency guidances
at any time.
vl copienof this tdaer b the
il of this guidance {o the
D.m%! Information, Center for
Dn‘ Evaluation and Research, Food
and Drug Administration, 10003 New
Hampshire Ave., Bldg. 51, rm. ZM‘I
Silver Spring, MD 21 or the
Oﬁm of Communication, Ouhnch and
(HFM—40;

ﬂ N
uchd9979Jnm fum und h&p //

nentApprovalProcess!
ucm209137.htm for CBER by November
1, 2012. The waiver process will be put

), Center for
iologics Evaluation and Ressarch
((:Bm) Food and Drug Administration,

1401 Rockville Pike, Rockville, MD

20852-1443. The guidance may also be
obtained by mail by calling CBER at 1-
800-835-4709 ar 301-827-1800. Send

www.fda_gov/Forind into place to suppart ? tg:ﬂ;}t&u: :
d,s“‘;.,f,m,f,‘:‘ 1’;"::5""“% SDTM IG 3.1.1 format data in cases one selfaddmased adbesive label o
nCy-su] B - assi in processing your

i atanderd means where SDTM IG 3.1.2 is otherwise not requests. SUPPLEMENT,

kv lndmA‘ h’ feasible and/or when such submission “m;::hnn for eledt:.n:c
infrastructure to support the receipt, has been determined as having no ume-loﬂldeeg‘x:'d‘nnm document.
processing, review, and archiving of negative impact to the review proosss. Submit ic comments on the
study datn using the standard. As data Datod: Jansary 22, 2013. id to http:// lations.gov.
-umi evolve, FDA will rﬂiodimlly Leslic Kux, Suluml writien comments to the
end support for old standards in favor ; for Folicy. vision of Dockels Management (HFPA—
of newer standards that are better suited [V Doc. 2013-01641 Filed 1-23-13; 8:43 am] 305] FoodnndDmgAdmmm
to meet FDA data management and 5630 Fishers Lane, rm. 1061, Rockville,
review needs. FDAn-mhmslr.nhlog FILUNG coce diesa1-e MD 20852,

of lzli*d.u i d data & j;nr FOR FURTHER

study datn submissions at http://www. PARTMENT h-mZmeh CenterfurDrugEnll-lmn
fda.govidownloads/Fortadustry/Data %m S HEALTH AND and Research, Food and Drug
N— onns New
;mﬁmm;&%na Food and Drug Administration mz:;od& 51, m;:llzysmsi%s:ng
Iomavation Act (FOASIA) (Putds L 192364, D00kt No. FDA-2014-D-0062] &3‘“" Rlpll'él Center for Biologics
rocgain wlectronic xebes wsios of drug s=d biologi: forl on Clini Evaluation and Research (HFM-17),
i by EJ it ;::-lllu - nical Food ullld l:rhugAdmuhhon. I‘:IO‘:

ionimmos of & Fmal guidmnos. Rockville Pike, suite 200N, ille,
e e s S e
s-_-..u -dl.pnfvi-k-nquu-‘h Labeling; Availabilit SUPPLEMENTARY INFORMATION:
i= dn- naticn, diougs .,,(:.M. prprivm—cs 1. Background

subm soxicn of sandardized wudy deta, ix not beisg
takes under wection 745A of the FDAC Act and =
not intmdod o tragser the mandsiory xsbmisios
rogpsinemem under that secton.

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

FDA is announcing the availability of
upxidnnu.- entitled "Cliniu‘l
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Data Standards Governance

DATA STANDARDS
LIBRARY

@cpisc SDTM 1.3

‘“" 2

THERAPEUTIC

is“""ﬁ

COMPANY

Sgen®
DEDICATED TEAM g/

DATA STANDARD
GOVERNANCE BOARD

=
-
0

NEW STUDIES DATA GOVERNANCE PROCESS

NEW DATA TYPE
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Technical Plan Project Schedule subiished march 2013

CDISC0213.cdpz : Gantt Chart : CDISC Technical Projects

1er 2012 131 Quarter 2013 20 2013 30 Quarter 2013 4th Quarter 2013 15t Quaner 2014 2nd 2014 34
# Name B ;ﬁ"’— ;ﬁ"’
“%’“J"‘*”’“H_’”!M““”E"ﬂ_"“"‘!—”ﬁ
| 1% Foundational Standards |
_z‘r Protocol Concepts Guide
d? Extended ODM PRM XML Schema .
]
g CDASH E2B SAE IG
_s'r CDASH V2 Update —
| 6% SDTM v1.4
_7?‘ SDTM v1.5 . —
| 8% SDTMIG v3.1.4 q Batch 2 - Batch 3/SDTM D
9% SDTM Associated Persons IG v1.0 R

(10 SDTMIGV3LS :

11 SDTM QS Supplements

(12%  SDTM Devices IG v1.1 (Components)

13%  SDTM Device Submission Pilot L

g Pharmacogenomics v1 R

15 SEND v3.0.1 Errata Update 2 $/15/13

16 % SEND v3.1 IG (SafetyPharm, ReproTox) —_—
A7 ADaM Metadata Guide C—

18 % ADaM IG v1.1 S

19 ADaM General Occurrence Model v1.0 =
&* ADaM Integration IG v1.0

Filg Define-XML 2.0 ® 3/15/13

| oo  —
ﬁ?' Define-XML IG, Validation

g?‘ Chinical Trials Registration Schema v1.0 ?

25 % Semantics N
g?‘ Terminology Qrtly Updates —

ﬁ'r BRIDG v4.0 P 11728113
\2?‘ BRIDG User Guide v2 @ 11728113

29%  SHARE | REP Model ﬂ Implementation !
30 % Healthcare Link New Profiles HC Link Kit 1

http://www.cdisc.org/stuff/contentmgr/files/0/5fbd2b7afd4cc3ae3274d97d44d7a8b0/misc/cdisc0213.pdf
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CDISC Team Charters

- CDASH Team ~ N
ea C CDISC Submission Data Standards (SDS) Team
Team Charter
- SDS Team
Leadership Team Team Mission Stakeholders/Constituency
B Diﬂm?m To develop and maintain a standard model and impl guides that support more consistent : W‘_‘AMS .
Baie co-Lead) : - S
Y D t . - and effective aggreg: and of data from buman clinical tials to
eV I Ce e a I I l g:r“w facilitate FDA reviews and increase the value of collected research data. : Hm““mmm"“smcwmmﬂ
| Wayne Kubick »  Contract Research Organizations & .
Consultants
[ J A D M T I l l SDTM Area Leads Scope Collaborations
a ea Findings NEC Randall Austin | The SDS Team develop dards for the submission of data from human clinical trials. The SDS Team works closely with CDISC
&JmHess | since its inception, the SDS Team has worked to develop data domain models to support the Safery | Tems that utilize or leverage the SDTM
. gm":}% JanetReich & | Domains listed in the 1999 FDA Guidance Documents from CDER & CBER, and continues to ggdmﬂwm&ggg;)
XML Technologies Team | |Fecmm s | oo o o o o iomgs o sy s Timiain il 50730, st | B0 BAEI,
as its drug- and-biologics-focused I jon Guide (SDTMIG). BRIDG. SHARE. and TA Project Teams
Lab Findings Joyce Operating Model & Meetings
H msnsrmmmmmmmsnmcmummmddxm in alignment with »  Full team is divided into sub-teams to
o Ierl | ”nOIOgy teal N Mona Ozkes | the CDISC Strategy, by organizing its consti it sub-teams to deliver deliver one or more components from
Oncology Bamie Nelson | domain models that meet growing data standardization needs of the FDA, as well as of key the 2013 SDS Team - Project Delivery
Questionnaires gur_ Therapeutic-focused Academic & Research Centers (e.z., DCRL C-PATEH, NIH) and collaborative :]n?s!;m o mameain the SDTH
° BRIDG I ea m &mngium organizations such as TransCelerate BioPharma. > Sa o ont heda)
Kopko andmedumsmtompmmgess
Special Purpose Tom Guinter 2013 Product Goals _ through their SDTM Area Lead(s).
. . ; Mike The SDS Team will implement its 2013 SDS Team - Project Delivery Plan, targeting to deliver: ” fggﬁl‘gfn:f“ consistancy
[ J t T . N ) » An te to the S Data Tabulation Model (SDTM v 1.: y 8
Questionnaire Team D T B | e D e oo e GDTMIG Y3 1 e
e »  The SDTM Implementation Guide: Pharmacogenomics/Geomics (SDTMIG-PGx v1.0) »  SDSLT repululy engages with SDTM
| SDTM Experts & X.Team Liaisons | ~ 122 SDTM Associated Persons Implementation Guide (SDTMIG-AP) v1.0) Area Leads to share Updates & Review
¢ rOtO CO ea m Gail Stoner Gary Walker deliverables against agreed 2013 SDS
Lou Ann Kramer  Carolyn Wilson Other Major Project(s’ Team - Project Delivery Plan.
Madhavi Vemuri  Chris Tolk The SDS Team will begin a project to align SDTM with SHARE in 2013, and will also initiate the »  Key meetings on Mondays 11am-
Carey Smoak Helena Svigli creation and implementation of several new domains, enhancements, and/or corrections to previously 1523011191&5?"1‘ SDSLT
published sections, and other incremental content targeted for inclusion on the next release of the » 2% & 4™ Monday — SDSLT.
SDTMIG (v 3.1.5). Domains may be released for review and provisional use prior to 3.1.5. SDTM Area Leads & SDTM.
Experts and Liaisons
These updates may be originated from previously existing plans, or as a direct result of Therapeutic »  Periodic meetings with extended
Area Projectneeds. R dless, a call for volu will be issued to create the appropriate SDTM SDS team including all
Domain Development sub-teams. volunteers.

+ BRIDG Team Charter.
+ Questionnaire Team Charter.

+ Protocol Team Charter.

Click here to download a zipfile for all currently available team charters.

http://www.cdisc.org/team-charters
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CDISC Volunteers

@ cpisC

New Volunteer Form

1 COISC Project Teams and Sub-teams 2 | Contact information
CDIEC dapands on voluntears like you to develop, use and our odsn Thagoalls tocreate a
rasponsive community that can efficiently review and commeant on draft a5 thay

avaliadls as wall 33 1o dulld up Mambarshilp on teams that davalop naw standards. Participating In the public
review Drocess Is 2 nacassary first step to dacoming Involved In CDISC team activitias. Standards opan for pubdlic
raview and naw foruss ars on the COIEC wabdsite: www.cdiscorg.

‘What aoditional activities can you Sxpect to ba Involved In as 2 COISC voluntear? In 2adition to réviewing draft
standards, you may b askad or decida to participats In aay of tha foliowing:

-Activaly participate during sc taam tal 5 and taks action tams
-Evaluats and nalp rasohve Intarnal and sxtarnal raview on draft dotumants
-Participats In the o of new and updated cocurm

-Halp identify naw versions of standards or new comalns and align developmant with other standards teams
-Provide subject matter axpertiss and consultation
-Contriduts to the of team materials

Click hars to 546 the latest COISC Technical Plan which shows major project daliveradles for the year. For mors
Information on Tharapsutic Arsa standards, Click hars.

If you think you'rs Interasted In contriduting & or mors hours 2 month to halp, pleass fill out tha form dalow and
someons will foliow up with you.

Thank you for considaring voluntsaring for COISC!

Italics indicate team is not currently recruiting new volunteers.

Plaase list where you would like to contribute to the
CDISC mission (at least ona saelaction is required):
O ADAM (Analysis Domain Modal)

[0 8RIDG (Biomedical Rasaarch Integratad Domain Group)

[0 CDASH (Clinical Data Acquisition Standards
Harmonization)

Dafine. XML (Dsfine Specifications)
Healthcare Link

) http://cdisc.wufoo.com/forms/m7p6r7/
ODM (Operational Data Mcdel)

ooo
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Published Therapeutic Areas se 2o

1. Oncology Domains - Included in SDTMIG 3.1.3

2.
3.
4.
5.
6.
/.

Alzheimer’s Disease V1 - Final

Pain V1 - Provisional

Parkinson’s Disease V1 - Provisional
Polycystic Kidney Disease V1 - Provisional
Tuberculosis V1 - Provisional

Virology V1 - Provisional

8. Asthma - Open for public review

* A CDISC provisional release is defined as a proposed standard that has completed a
public review within the CDISC user community and is available for initial use; but
subject to modification for some component parts still in process
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CFAST Therapeutic Area Standards

CFAST
Coalition for the Advancement of Standards and Therapies

— Joint initiative of CDISC & C-Path

— Development of therapeutic area standards along with FDA and
TransCelerate Biopharma, Inc.

.
. C D ISC Strength Through Collaboration

STANDARDS & ABOUT CDISC | STANDARDS & INNOVATIONS | RESOURCES | NEWS | EDUCATION & EVENTS | MY
INNOVATIONS ———————

Therapeutic Area Standards

CDISC is actively collaborating with a variety of partners, including the Critical Path Institute, FDA,
National Cancer Institute, other National Institutes of Health and TransCelerate Biopharma Inc. on
the development of Therapeutic Area Data Standards.

Please see below for details on current Therapeutic Area Standards available for comment
or initial use. Click on the image below.

A T T I
St [ s | et | s [ e | e | o

HATHE AL

atus: () v e [ s oot

http://www.cdisc.org/therapeutic
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Therapeutic Area Standards
F AS T Governance Model

- CouMtiny Fov Accelerating Sl and Merdpien

CFAST Steering CFAST Scientific CDISC
Committee - Advisory Comm. Leadership

CFAST Program
Manager(s)

TA Project Core Teams
Project Manager Terminology Lead CDISC
Clinical Lead BRIDG Modeler Foundational
Data Standards Lead Data Analyst
Statistics Consultant Technical Writer Standards

Teams

TransCelerate
BioPharma
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Enhanced Standards Development Process

Public Release

06

\— [£] Final standards package
\— \, CDISC website

g\ Portal

M‘\ Lessons Leamed materials
— *\, Archival checklist + artifacts
&\ Education materials
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CFAST Program Overview july 2013

Therapeutic Area Standards Under Development

Coordinating
Organization(s)
Scoping & Concept Standards Internal Public
Project Manager Input Modeling Development Review Review Publication
. CPATH/CDISC
Aizheimersvil | Ml b Jut Sep Q313
CDISC
Asthma V1 ’ At 1 Facile Jul Sep Q413
Cardiovascular DCRI/CDISC

Endpoints V1 ‘ Amy Palmer Jui Aug Q14

Multiple Sclerosis CPATH/CDISC Concept modeling done prior to
vi ‘ Bess Leroy Aug o Q24 standards development step.
i TCB/CDISC
Diabetes V1 . Bachiaizsie: Jun Aug Q114
arswaiesv: | M) | JCHOORC st sep Q214
Traumatic Brain coisc

Injury V1 T80 Aug Q214

Hepatitis C V1 18D Sep Q314

Shicnuluania V1 :C":VCDISC Oct Q314
o 18D O SAC working ao define scope and

Project Status: @ onwack () atrsk (@) Crivicatissves [ stage ongoing [l Stage completed  holics = Projected
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Enhanced Standards Development Process

CFAST Deliverables:

1.

™

SO U e

Mindmap visualization of
disease area clinical concepts

Essential core data elements of the
disease

Definitions

Data types (simple & ISO 21090)
BRIDG and SDTM mappings
SDTM domains and examples

Minimum value sets (from code lists)
with definitions and C-Codes

User/Implementation Guide with
permissions statement

Standard CDASH CRFs with SDTM
annotations, as appropriate

Source : Cdisc Intrachange July 30 2013

Spirometry testing

for reproducibility, results are reported with an error flag

Proecess Behind a
Spirometry Report Measurements are repeated for at least three efforts, and the highest result from
the repetitions is chosen as the "best" value. If repetitions do not meet criteria

procedure —uses_’ Sprrometer T Type

may have
component P data entry device

resalts n is used to enter
measurement tube for patrent w
devrce to breathe into
has Sub]ect Sex,
age, herght
reports elc,
one or more test NENTS
Spirometry rules for ﬂaggrng
report unacceptable efforts
rs usedb
testfor ,has | dateftime | | and mconsrstentvalues t
each effort
results in X used aIgorrthms
A hasP. B produce for predrcted

has component

includes—y,  result value

for effort o \
messages supplies

may rnclude __________
\ \\".‘_ -----------------------
Y N\ fswedin T P | predicted
¥ \ value
flow-volume loop Y, e ~- | identification of
best result
\\ \
. resultsrn
final (best)
result
. |sused in

caIcuIatron of
percent  (—rests in
predrcted value

percent
predicted
result
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' FDA Submission Landscape

‘ Evolution of CDISC Models

‘ Development of Standards
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What is CDISC SHARE?

CDISC
SHARE

SHARED HEALTH AND CLINICAL RESEARCH ELECTRONIC LIBRARY

http://www.cdisc.org/cdisc-share
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CDISC

SHARE

SHARED HEALTH AND CLINICAL RESEARCH ELECTRONIC LIBRARY

» Single, trusted, authoritative source for
CDISC data standards it

« Concepts, metadata, collections, C
relationships, value sets across the full
spectrum of CDISC content

* Links research to healthcare concepts to
support interoperability

+ Aligned with NCI Semantic System

BRIDG, 1SO21090

@ O
Protocol, CDASH
+» Access to data
eeoo00 o Facilitates BESEhEECS
Data + Source to target
SDTM, ADaM S ELls[8 Mapping & traceability
e® o « Transformation logic
Terminologies R B
'YX XX N a9

€ cDIsC
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CDISC SHARE R1 1 | tati Pl
SHARE SM implementation R1 2013-08-14
All inclusive Report. Report Period: 2013-06-12 - 2014-02-01
D Name Duration Start Finish Complete P Resource Name Notes
1 |SM Solution Familiarization 3.0d 6/13/13 6/17/13 100 % 0o
2 |Assessment 41.0d 6/13/13 8/8/13 100 % 216.0
3 Answer assessment questions 31.0d 6/13/13 7/25/13 100 % 0.0
4 Author assessment document 2.0d 7/25/13 7/26/13 100 % 0.0
5 | Review assessment document s0d 7/29/13 8/7/13 100% | 1920 ::‘;:‘n’"' Governance Team, Content
6 | Finalize and approve assessment document 10d 8/8/13 8/8/13 100 % 240 ::;l\:"ream, Governance Team, Content
7 Assessment Complete o0.0d 8/8/13 8/8/13 0% 00
8 |R1SM Implementation 108.0d 8/14/13 1/10/14 0% 2,848.0
Sprint 1 (metamodel configuration, customer

a queries, and validation scripts) 21.0d 8/14/13 9/11/13 0% 296.0
10 Development / Configuration 15.0d 8/14/13 9/3/13 0% 1200 |SOA Team
11 Training (F2F / WebEx) 2.0d 9/4/13 9/5/13 0% 16.0 |SOATeam
12 informal testing a0d o/6/13 9/11/13 0% 96.0 ::':‘Te“' Governance Team, Content | rtened due to the F2F training
13 Test script development 4.0d 9/6/13 9/11/13 0% 32.0 |A&M Team

. . . Governance Team, A&M Team, Content
4 t I . ! ! !
1 Sprint retrospective & planning 1.0d 9/10/13 9/10/13 0% 320 Team, SOA Team
15 Sprint 1 Complete o.0d 9/11/13 9/11/13 0% 0.0
16 | sSprint 2 {zovernance and customer scripts) 21.0d 9/12/13 10/10/13 0% 352.0
17 Development / Configuration 16.0d 9/12/13 10/3/13 0% 1280 |SOATeam
18 Demo / Walkthrough 1.0d 10/3/13 10/3/13 0% 80 |SOATeam
19 informal testing s.0d 10/3/13 10/10/13 0% 1830 :e&ar‘ream, Governance Team, Content
20 Test script development s5.0d 10/4/13 10/10/13 0% 40.0 |Governance Team

. . . A&M Team, Content Team, Governance
21 S| t ret & pl 1.0d 10/10/13 10/10/13 0% 320 ! ’

print retrospective & planning /10/. /10/ Team, SOA Team

22 Sprint 2 Complete o0.0d 10/10/13 10/10/13 0% 00
23 | sprint3 (User / role management & reports) 21.0d 10/11/13 11/8/13 0% 384.0
24 Development / Configuration 15.0d 10/11/13 10/31/13 0% 1200 |SOA Team
25 Demo / Walkthrough 1.0d 10/31/13 10/31/13 0% 80 |SOATeam

Initial Release of CDISC SHARE is planned early 2014
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What is the Potential Value of SHARE?

- Improves data quality based upon better definitions, change control

- Improves data consistency, encourages data re-use and facilitates
aggregation of data and comparisons across organizations

- Improves data exchange, sharing, workflow and collaboration among
multiple parties with clear, unambiguous standardised definitions

- Supports ability for 2 computers to understand information without direct
human interpretation (interoperability)

- Provides reduction in costs resulting from maintaining individual (and
different) dictionaries within research organizations

- Improves the speed by which we develop new standards among all
stakeholders with consistent, reliable governance

- Maintains version traceability, change control to allow impact analysis

Source : Cdisc Intrachange July 30 2013
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' FDA Submission Landscape

‘ Evolution of CDISC Models
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General Releases ser 2013

« Public Review Period ended
— SDTM IG v3.1.4 Batch 1
— SDTM IG v3.1.4 Batch 2
— SDTM IG v3.1.4 Batch 3
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SDTM IG V3.1.4 Batch 1

- Specifications for representing exposure data,
Immunogenicity and Reproductive data

— EC - Exposure as Collected

— IS - Immunogenicity Assessments
— SR - Skin Response

— RD - Reproductive Details
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SDTM IG V3.1.4 Batch 2

- Specifications for representing morphology, histopathology
and physiology data

— MO - Morphology

— MI - Microscopic Findings

— CV - Cardiovascular Physiology
— PR - Procedures

— TD - Trial Disease Assessments
— DD - Death Details

— SS - Subject Status
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SDTM IG V3.1.4 Batch 3

- Draft SDTM Domain, SDTM Model Document and SDTMIG
for AP

— SDTM 1.4
— SDTMIG for Associated Persons
— HO - Healthcare Resource Utilization
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Link TA - QS - SDTMIG domains

SDTMIG 3.1.3

Oncology
Alzheimer’s Disease
Pain

Parkinson’s Disease
Polycystic Kidney Disease

SDTMIG 3.1.4
Questionnaires
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Questions ?
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Tina Apers

CRO Manager
Mobile +32 476 60 08 79
tina.apers@businessdecision.com

Business & Decision Life Sciences
Tel +32 2 774 11 00

Fax +32 2 774 11 99

Sint-Lambertusstraat 141 Rue Saint-

Lambert
1200 Brussels

Thank you for your
attention




