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FDA Announcements 2004 - 2013

Health & Human Services ) www.hhs.go

U.S. Department of Health and Human Services (HHS) -
[FDA uss. Food and Drug Administration A-Z1Index | Search | |@| Proposed Rule for eSubmission of Study Data

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Blologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products|  The semi-annual Unified Agenda was just published on 11 December
06, and the notice of proposed rule making which would reguire that

News & Events share @ Printthis page S Change Font Size & o ] ) ]

Home = News & Events » Newsroom » Press Announcements clinical study data be submitted electronically was cited. The Regulatory
FDA NEWS RELEASE item 0910-ACS52 (as it has been known) is now cited in the Regulatory
FORIMMEDIATE RELEASE [oYaYaYal Media Inquiries: 301-827-6242 Action Plan as Sequence Number 36. An overview of the FDA priorities is
P0O4-73

July 21, 2004 s bddathnd Drug Administration (FDA) the text of Sequence 36. Note that the next action
FDA Anngunces Standard Farmat That Drig: Sponsox PROPOSED RULE STAGE F. Click here to access to the Federal Register.

The Food and Drug Administration (FDA) today announcy
developed by the Clinical Data Interchange Standards C
submit data to the agency. It is expected that this step|
Drug Applications (NDAs).

36. ELECTRONIC SUBMISSION OF DATA FROM STUDIES EVALUATING
HUMAN DRUGS AND BIOLOGICS

Priority: Other Significant. Major status under 5 USC 801 is undetermined.

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

e

2010

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

and REGULATORY AFFAIRS U.S. General
nd BUDGET Services < i} View Related Documents

Ex EC Administration

Al Title: Electronic Submission of Data From Studies Evaluating Human Drugs and Biologics
Regl nfo'gov Abstract: The Food and Drug Administration is proposing to amend the regulations governing the format in which clinical study
data and biosguivalence data are reguired to be submitted for new drug applications (NDAs), biclogical license applications (BLAs),
and abbreviated ™y o™y (ANDAs). The proposal would revise our regulations to reguire that data submitted for NDAs,
= — Mmimgag endments, be provided in an electronic format that FDA can process, review, and

Home | Unified Agenda | Regulatory Review | Information Collection Review | FAQs/Resources | ContactUs |

View Rule
Agenda Stage of Rulemaking: Proposed Rule
Unfunded Mandates: Frivate 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
Title: Electronic Submission of Data From Studies Evaluating Human Drugs and Biologics y @ Dat arde @ Study Data Standards & UsC 262
Abstract: The Food and Drug Administration is proposing to amend the regulations governing th Study Data Standards for Regulatory
required to be submitted for new drug 15 (MDAS), license (BLAs Postion Satmont
revise our regulations to require that data submitted for NDAs, BLAS, and AMDAs, and their suppl
can process, review, and archive. The proposal would also require that FDA issue gul N by "
sets (e.g,, the Study Data Tabulation Model (SDTM) developed by the Clinical Data Interchange S study n | Date ‘ FR Cite ‘
data review. = dota ¥ rwigwar's abillyta mare
Janus Gl Trsis Rapostory cacy | rooorzo1o | |
{CTR) Prejact
Standseafor Eximange of Non ndsiny o T e
Clinle#] Dale it Bature, Fl Edy dita 1o SEAEE
Study Dnsign Sxndand " . T
Study Paacipaton Standan ragulsted clinical reseanch To this nd, | with its
an gt
0N e €01 31 Al S R AAEORENAE
Septambar 13, 3013
(b cise.ong
ightp: v, 533, etonDnsglseF eelucmaT 2170 b
]
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China’s SFDA Announcement February 2013

NEWS

China's SFDA Announces Major Reforms to Drug
Regulatory Process

Latest Mews | Posted: 27 Februany 2013

By Louize Zornoza, Reglink

o Likes 0 I = - MAB: D>
Join the dizcussion on Regulsiony Exchange

China'z State Food and Drug Adminiztration (SFOA) has anncunced that it is

implementing a =eries of reforms designed to improve the drug review and approval Rﬂ.ﬁTEﬂ LINKS

process, “and to promote the healthy development of China's pharmaceutical

industry *

® SFDA: "Wiews on deepsning the
Wang Lifeng, director of the SFDA's drug registration department, =aid the plan reform of the drug review and
provides incentives for the rezsarch and development of innovative clinical drugs, spproval to further sncoursge
adding that the approval procezz will be =hortened for these drugs. inngvation™

®m  Rezd sl 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
* Legal Aspects
« June 2013 : Draft Agency Policy
 Nov 2013 : Final Agency Policy
Jan 2014 : Policy comes into force

- e L SR

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

About EFSA

IMedia Relations contacts

News & events

"~ efsam

turopean Food Safety Authority
jommitted to ensuring that Europe's food &5 safe

Topics A-Z

Home > MNews & events > News > Food additives: EFSA’s new guidanoce for ap...

Publications

7

Panels & units Cooperation

In the EU, the 2afety of food
Commissien for market auth
Under EU legizlation, applicy
and data supporting the 2af]

The guidance adopted by th|
European Commizzion's for
aszeszmentz. New guidang

EXperience in applying the 4

Hews Food additives: EFSA’s new guidance for applicants
Eventz
EFSA answers back News Story
FAQs 18 July 2012
feins=s New guidance for the sul e
Email alerts the latest risk assessm - Efsa-
= from the European Food, Europeen Food Salety Authority EFSA Journal 2012:10(7):2760
: Added to Food [ANS).
High resclution images

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

This Scientific Opinion. published on 16 August 2012, replaces the earlier version published on 18
Tuly 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
(APR 2012)

N

) ) DEFINE.XML IG VALIDATION
(MAR 2014)

) EXTENDED ODM PRM XML
SCHEMA (MAR 2014)

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)

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
D (NOV 2008)
L SDTM IG v3.1.2 AMENDMENT 1
BRIDG (DEC 2011)
SDTM v1.3 + SDTM IG v3.1.3
(JUL 2012)
IDG v1.0 (JUN 2007)
vi.1 (OCT 2007)
v1.1.1 (FEB 2008)

G v2.0 (JUN 2008)
v2.1 (OCT 2008)

CDASH

CDASH v1.0 (OCT 2008)
CDASH v1.1 (JAN 2011)
CDASH UG v1.0 (APR 2012)
CDASH v1.2 (DEC 2012 ?)

v1.2 (JUL 2012)

.0 (OCT 2009)
0.1 (FEB 2010)
2 (AUG 2010)

' BRIDG v4.0 (NOV 2013)

_) BRIDG UG v2.0 (NOV 2013)

) SDTM.XML v1.0 (FEB 2014)

. Content Standards Semantics

E LINK

. Technical Standards Therapeutic Areas

L &
ADaM VALIDATION CHECKS

THERAPEUTIC
AREAS

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)

) ALZHEIMER v1.1 (SEP 2013)

{ ASTHMA (AUG 2013)
¢ MULTIPLE SCLEROSIS
L (JAN 2014)
) DIABETES (FEB 2014)
~« THERAPEUTIC BRAIN
INJURY (MAR 2014)
) SCHIZOPHRENIA (APR 2014)
~ ONCOLOGY (JUN 2014)
« CARDIOVASCULAR
(JUN 2014)
" VIROLOGY-HEPATITIS C
{ (JUL 2014)

SEND

_ SEND IG v3.0 (MAY 2011)

. Upcoming
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Cardiovascular

Therapeutic
Brain Injury

Updates over time st 2013 somes - PSS

CDASH E2B Virology-
SAE IG Hepatitis

. Content Standards Semantics

.Technical Standards Therapeutic Areas ADaM MD Guide Dialfetes
BRIDG v4.0 Multiple
Sclerosis

Virology BRIDG UG v2

Parkinson’s _ -

Disease PKD CDASH v2.0
Devices CDASH v1.2 SDTM

A\VAIRS)
SDTM 1G
v3.1.5

ADaM General
Occurrence Model
v1.0

ADaM

BRIDG SDTM
v3.2 vl.4

SDTM 1G
v3.1.4

ADaM
Val. Checks
vl1l.2

ADaM

Val.
Checks Alzheimer

v1.0 v1.0 SDTM
v1.3 Integration 1G
e v3.0.2
v1.0

SDTM I1G v1.0
SEND v3.0.1
Tuberculosis
BRIDG Pain

SDTM
vl.2
SDTM IG

SDTM
Associated
Persons IG

v1.0

v3.1.2

Alzheimer
VL PRM Toolset Vi1
BRIDG v1.0 -
BRIDG BRIDG v3.0.1 ADaM I1G SEND v3.1
v2.0 v3.0 CDASH Sl CDASH UG vi.1 :
’ ’ v1.1l v1.0 SDTM Devices I1G v1.1
Protocol : Protocol

SDTM Device
Submission Pilot

BRIDG BRIDG [MYLEE SEND BRIDG Concept
‘XYz vio viia v2.2 v1.0 V3.0 v3.1 s
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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

538316 Federal Register/ Vol 76, No. 18/Monday, January 28, 2013/ Notices
DEPARTMENT OF HEALTH AND Standords/StndyDat T = The andand Drua
HUMAM SERVICES 292! 5. Administration (FIA] i
B Ta facilitate the tmasition o newer nvuh]:ullljo{a |rln.nn=hmdu.|‘h3r
Food end Drug Admi dnreds, FIIA in b b :ﬂl
providing n fransition period of 24 h-muhmuduhm in y-rhu.e
[D""""""" DACBDEACATION Tnonihs during which both older and  Clinical Shudies and Recommendations
i i newer standords e supported. FOA  for Labeling,™ This guidance is intended
mm End Date ﬁmqumppurhngmlﬂfliinu £n naxist the pharmescentical industry
. Ciclober 30, 2000, over 2 years and othar investigniors engaged in new
AGENCY: Food and Drug Administretion,  Tiyta molioe estebltdhes that | IhnlEEElt drug development in evaluating how
HHS. CDER. nnd CIRH are ending suppart for  varintions in the human genome,
SDTM 16 3.1.1. effective Jan zs specifically DMA ssquence variants,

SUMMARY: The Center for Biologios

strongly encouraged b use stm.(m
1.2 instead. The support end dofe is

which study dain using the
dudp:-: nnlbe-uhguﬂnd unless

Stnndards i
(CDI5E) Study Dain Tobulation Model
Isnrwr.m lemenintion Guide [SDTM

20, is the

suppm'ledbymﬂ
Snppnrlﬁ:rm 16 2.1.1 will end on

Evaluntion and Research, Food and
Drug .Hdmin.i.rhzﬁnn. 10003 New
Ave., Bldg. 22, Rm. 1161,
Silwer Spring, MI} 20003, Phone: 01—
TO-101E, EDATAGfda hhs gov.
mmﬁm
o submit
etnndartimed study duts using ng.-n?»
supported dats standards (see
mjdn.pvﬂ’ ustry/Da
nrM!ud'yDa!mShﬂdmd':\”
de_fuu!l_bhm] 1 An Ageni
I:] hed mdﬂm
:-sh ished processes an
infrustraciure b support the recsipt.
processing, review, and archiving of
rtud datn using the standand. As data

stapcards cvelve, FDA will ically
in fvor
e o e e

o mest FDA dalz manngement and
review needs. FDA maintains 2 catnlog

ll:nuld submit s waiver mTlul.
ver mquest procsss will be posted at
;rapffm ﬁmwmmmz
Form,

Hequmenkﬂ'ﬂm Submissions’

e e lgoalood Vg st

oo Binlagic -
enbA, Process/

pprovall

w2091 37 him for CHER by Movember
1, 2012 The waiver process will be put
inio place io suppart the ransition and
allow for subimission of clinical data in
SDTM IG 3.1.1 format data in cases
where SDTM IG 3.1.2 is otherwise nok
feasible and/or when such submission
has been determined ns having no
negative impact bo the review prooess.

Datod: Jansary 22, 2003
Luslie Kux,
Assistant Commissioner fior Policy.
[¥H! Due. 201301641 Filkel 1-23-13; 8248 am]
BILLING DODE #163-34-9

T e i
study dain submissions at hitp:feww.  DEPARTMENT OF HEALTH AND
fda.govidownloads/Fortndusiey/Data  HUMAN SERVICES

'&dunﬂmthanwdh Food and Drug Administration
iR on vt 20

¥

hnnhmﬂn(ﬂ.b\ﬂl\l[l’n'ﬂ-l: Law 1121841 [MMM
e i for Industry on Clinical
a..-.-—é.aﬂsu.a._ Thea final Pharmacogenomics: e
peidanc, o d..:u_m.h-nb- Evaluation in Early-Phase Clinical
Ml\nfd-‘wr\swh d oppor==ity  Studies and B ions for

hm-.-n, -.u.,-:wn.sm.u rguired for

-
..m..n-_d.n.‘.g..ﬂ;.m.mm
submsmion of dandardized study duta, ix nol by
ke under mection 745A of the FORC Art asd =
s = sl
rogsinemes undo thal s,

coald affect = drg's pharmacokinetios
(PK, rodynamics [FD), eficacy,
ar safety. The guidence provides
recommendations on when and kow
genomia principles should be
considered and applied in enrly-phase

clinical studies b address questions
nrising during opment and
Fory review.

DATES: Submit either slectronio or
writien comments an Agency guidances
ot any Hme.
ADDRESSES: Submil written requests for
singhe copies of this guidance io the
Division of Drug Informstion, Center for
Ewlualmnaud Resenrch, Food
inistration, 10603 Mew
Hmpdun Ave., Bldg, 51, rm. 2201,
Silver Spring, MD 20003-0002; or the
Offiee of Commumicstion, Outresch and
Development (HFM—A0), Canter for
Biologics Evaluation and Research
(CHER), and Dinag Administration,
1401 Kockville Pike, Rockville, MDD
Z0852-1445. The guidanoe may also be
obtzined mlg:zﬂmg{md 1-
sm—ms—lm or 301-827-1800. Send
one self-addressed sdhesive label to
thart offios in processing your
requesis, See the SUPFLEMENTARY
INFORMATION section for electronic
nooess to the guidsnce domment.
Subemit he o eormrars o the
guidance ko hitp Hemw.regulations gov.
Sﬂuml w&lﬂh:dzhmmh o the e
um.g.mt A
I!I]S] Food and Dimg Admini
5630 Fishers Lane, rm. 1061, llnchn.ll.e
ML} 20852,
FOR FURTHER INFORMATION CONTACT:
Izsam Zineh, Center for Drg Evalustion
nnd Resesrch, Food and Drug
Administration_ 10003 New Hampshire
Ave,, Bldg. 51, rm. 2178, Silver Spring,
M 200030002, 301-TO6—47T56: or
n Ripley, Center for Biologics
Evaluntion an (HFM-1
Faood and Drug Administration, 1401
Rockville Pike, suite 200N, Rockrille,
MID 20852-1448, 301-827-6Z10.

Labeling; Availability
aceNCY: Food and Drug Administration,
HHS3.

AcTion: Nokice.

TARY INF
1. Background

FDA is announsing the nvailability of
& guidance enfitled “Clinical
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Technical Plan Project Schedule rubiished march 2013

CDISC0213.cdpz : Gantt Chart : CDISC Technical Projects
nar 2042 1 Quarter 2013 Znd Cuearvar 2013 Brdl Quisrtar 2013 Ath Quaster 2013 Lat Queartar 2004 2nd Cuarter 2004 3rd Quar
| Mo mee | Jan  Fsb  Mw  Apr | May  jun | B Awg | Sep  Oet  Wev  Dee Jsn  Feb | Mw Apr | My g | |

L Hame

1% Foundaticnal Standards
2¥ Pratocol Concepts Guide

| 3% Extended ODM PRM XML Schema —
4% CDASHE2RSAEIG E——
| S CDASHV2 Updae -
8 Y SDTM w14
L 7v soMas )
8% soTMIGWaL4 q Batch 2 - Batch 3/50TM 31
| 5% SDTM Associated Persons IG vLO S

.

11 ¥ SDTM 05 Supplements
| 12 e SDTM Devices IG v1.1 {(Components) =
E?‘ SDTM Device Submission Pilat

ﬁ'r Pharmacogenomics vl e —

15 SEMD v3,0.1 Errata Update P 515/13

| 16 T SEMD v3.1 IG (SafetyPharm, ReproTox) ]
iy ADaM Metadata Guide e

A ADaM 1G vi.1 —

18 ADaM General Occurrence Model vi.0 =
E?- ADaM Integration |G v1.0

|21 Deefine-XML 2.0 315713

2 e SDTM-XML 1.0
E td Deefiine-XML |G, Validation
ﬁ?' Clinical Trials Registration Schema v1.0 ?

E?‘ Semantics

26 Y Terminalogy Grthy Updates
v BRIDG w0

Y BRIDG User Guide v2
Y SHARE

20 % Healthcare Link

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

- CDASH Team o .
ea- rergth Throeigh €laboruticn CDISC Submission Data Standards (SDS) Team
Team Charter
« SDS Team
ip Team Team Mission Stakeholders Constimency
. gm_G%dw[ci(*LBdJ To develop and maintain a standard model and implementation guides that support mare ¢ > Hezil 7[:“': s
Y D t m Diane Wald anﬂi_!ﬁecuremmg.rm sggre,gamm, and submission of tabulation dats from buman clinical misls to » &
eVICe ea Fred Wood facilitate FDUA reviews and increase the value of collected research data ¥ Madical Devi SP:W”“.;
Wayne Kubick #  Conotract Bessarch Organizations &
Ci
- ADaM Team T x> T
Findings NEC Randall Austin | The SD5 Team develops standards for the submission of tabulation data from human clinical trials, | 10 SD'S Team warks closely with CDISC
. & Jan Hess Since its inception, the SD5 Team has worked to develop data domain models to support the Safery Tﬂmﬁﬂmwﬂzﬂ@eﬁm
- Interrentioas, TanetReith& | Domains listed im the 1999 FDA Guidance Documents from CDEE. & CBER. and continues to mmﬂm"“"_ ﬁmg&
[} XML TeChnOIOgleS Teal'l vents B“"m develop new or enhanced domain models through the Smdy Data Tabulation Model (SDTM), as well | 10 cie E‘m"“‘: S tar to
¥ a5 ifts drug- and-biologics-focused Implementation Guide (SDTMIG). BRIDG. SHARE. and TA Project Teams
Lab Findings Tayee ing Model & Meeti
- Hemandez & The SD% Team maintains the SDITM and SDTMIG and other related documents, in aliznment with ¥  Full team is diaded into sub-teams to
[ ] Te rl I llnology teal I I Mona Oakes the CDISC Strategy, by organizing it constituent members into relevant sub-teams w deliver daliver ope or mare from
Oncology Barrie Nelson | domain models that meet growing data standardization needs of the FDA, as well as of key the 2013 5DS Team - Project Delivery
Questionnaires Gary Therapeutic-focused Academic & Research Centers (2.2, DCRL C-PATH, NIH) snd collaborative ﬁs';m mamran the SHTA
° BRI DG Team &Cum.llglnm organizations such as TransCelerate BioPharma. [ ]mmn"m . el
Hapko and mechanism to report progress
Special Purpose Tom Guinter 2013 Product Coals _ tuough their SDTM Area Lead(s).
- - & Mike The SDS Team will implement its 2013 SIS Team - Praject Delivery Plan, targeting to deliver: » gﬂ?ﬁ@m{m
. i ! *  Anupdate to the Study Dam Tabulation Model (SDTM v 1. : ections/domains inder
* Questionnaire Team ThD T D beat | 4 Sl B Faeen o pestapn e GDTHI 31 o gt
Fualbeck ¥ The SDTM Implementation Guide: Pharmacogenomics/Genomics (SDTMIG-PGx v1.0) > ggﬁhwmsnm
SDIME % X.Team Liaisons | ~  The SDTM Associated Persons Implementation Guide (SDTMIG-AP) v1.0) Area Leads to share Updates & Review
*  Protocol Team e it e 553
Lou Arp Examer  Carolyn Wilson Other Major Project(s) _ Team-Px
Madhavi Vemmuri  Churis Tolk The SDS Team will begin a project to align SDTM with SHARE in 2013, and will also initiate the #  Eey meeungs on Mondays 1lam-
Carey Smoak Helena Sviglin creation and implementation of several new domains, enhancements, and'or comrections to previously 3:.]‘:3%:“;‘?!” fay SDSLT
publizhed sectons, and other incremental content tarzeted for inclusion on the next releaze of the » P& 4™ Monday - SDSLT,
SDTMIG (v 3.1.5). Domains may be released for review and provisional use prier 1o 3.1.5. SDTM Area Leads & SDTM‘
Expent and Lizisons
These updates may be originated from previously existing plans, or as a direct result of Therapsutic ¥ Periodic mestings with extendad
Area Project needs. Regardless, a call for volmnteers will be issued to create the appropriate SDTM 5D3 team inchuding all

+ 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

T CDISC Project Taams and Sub-taams 2 | Contact Information

CDISC dupands on woluntears liks you o devalop, use and maintaln cur open standards. Tha goal Is to craate 2
rasponshvs commuanity that can sTfickntly review and commsnt on draft standard documeants as thay Deloms
awallable s veall 25 to bulld up mamibershils on teams that devalon new standards. Particloating In tha public
ranvlaw Droless Is 2 nelassary first stap to betomilng Invohved In CDIEC team acthviths. Standands opan for public
raviaw and new standards awallabls for use are awallable on the CDEC wabs e wwawcdiscong.

Wihat aadtknal actheiths can you axpect o be Ireohed In 2s 2 CDEC woluntear? In 20dition to reviswing draft
standards, vou may ba asied or Jethds to partkcinats In any of tha fallowing:

-Acthealy participats durlng schedulked taam taleconfarancas and taks acthon Rams

-Evaluats and halp rasohs Intarnal and soctarnal review comments on draft standards Socumsnts
-Particinats In the davalopmant of e and updated standards dorumantation

-Halp Banty mew varshons of standards or new domizins and alipn developmant with othar standards tsams
-Prowvids subject matter sxpartics and consultation

-Contrivets to the davakxpmesnt of taam tralning matsrials

Tk hars to ses tha latast DDIEC Teohnkcal Plan which shows miador project dallvarablas for tha year. For mons
Informiztion on Tharapsuthc Arsa standards, CIKk hara.

It wou think you'ns Interasted In contrituting £ or mora hours 2 moeth to halp, pleass T cut tha Torm balow and
someons Wil Tollow up with you.

Thizni yom Tor Comsidaring voluntssring for DD

ltalics imdicate teant is nat curremtly recruiting mew valuntesrs.

Plaazae list whare you would like to contributa to tha
CDMSC mizsion (at least ona salaction is reguired):

O ARAM fdmalysis Domain Modall

O sr0s (Biomedical Rasearch Intagrated Dowmain Groug)
[0 CDASH (Clinical Data Acquisition Standards
Harmonization)

Dafma XML (Daftne Specifications}

Haalthcara Link

ODM [Oparational Data Modal}

http://cdisc.wufoo.com/forms/m7p6r7/

ooo
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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.

.
. ‘ D I S‘ Strength Through Collaboration

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

STANDARDS &
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.

(Qﬂs_l’ Program Overview

Are:

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

i

A

ey [y pn———

http://www.cdisc.org/therapeutic
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9 Therapeutic Area Standards
FAST Governance Model

o For Aitelerating Sadael and Memiper

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

€ cDisC
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Enhanced Standards Development Process

06

"— [E] Final standards package
N— ™\, CDISC website
k_'\' Portal

L—'\ Lessons Leamed materials
— "\, Archival checklist + artifacts
L \ Education materials
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CFAST Program Overview july 2013

Therapeutic Area Standards Under Development

Organization(s)
Issues
Scoping & Concept Standards Intemal Fublic
Project Manager Input Modeling Develapment Review Review Publication
) CPATH/CDISC
Aheimersvil | 1on Nevilia Jul Sep Q13
Asthma V1 . at WIEF . Juf Sap Q413
Cardiovascular DCRICDISC
Endpaints V1 .' Amy Palmes Q14
Multiple Sderosis . CPATH/CINEC aiid Concept modeling done prior to
vl Bess Leray standanls development step.
) TCR/CDISC
pibetesvi | M | ol Te ai
QT Studies V1 .' H“' . ﬂ“::nm" sl sep az14
Traumatic Brain COISC
iyt oo Aug az14
Hepatitis C V1 TBD Sep a3lr4
A -
o 80 o SAC working to define scape and
Project Status: . onwack () Aurisk . Critical issues D""""m - Stage completed  falics = Projected
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Enhanced Standards Development Process

CFAST Deliverables:

1.

™

A

Mindmap visualization of
disease area clinical concepts

Essential core data elements of the
disease

Definitions

Data types (simple & 1SO 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

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
for reproducibility, results are reported with an error flag

CUNEEER
Spirometry testing | - _hs— Tvpe
procedure uses_’

—
( \mayhave
hascomponent component P cata entry Gevice
results in is used to enter
measuremen tube for pahent M
dewce to breathe into
has Subject sex,
age, hengh
reports iy
oneormore testname
A rules for ﬂaggmg
reprt unacceptable efforts
testfor has M dateftime | | and mconswstentvalues |s used by
each effort
restlts n de used algon o
to produce
as’ L p for predlcted
includes—y,  result value
for effort A \
messages supplies
may mclude
N N (e | preccted
\ VW \ value
flowvolumeloop | "Ne- - [ dentficaion of
. best result
\
results in
= final (best)
result
i used in

caIcuIatmn of
percent [~ results inp
predlcted value

percent
predicted
result
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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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What is CDISC SHARE?

Watch the video:

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




“sBusiness &Decision

LifeySciences

CDISC

SHARE

SAARLD HEALTH AMD CLINICAL NEBEAREH ELECTRONIC LIDRARY

« Single, trusted, authoritative source for
CDISC data standards P
« Concepts, metadata, collections, S
relationships, value sets across the full
spectrum of CDISC content

« Links research to healthcare conceptsto -
support interoperability

* Aligned with NCI Semantic Systems

BRIDG, 15021090
e

Facilitates
Data

SDTM. ADaM Exchange
o060 0O

Terminologies

Adapted from Source by Sue Dubman, Sanofi-Aventis

¢ cDisC
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CDISC SHARE R1 | | tati Pl
SHARE 5M Implementation R1 2013-08-14
Al Inclusive Report. Report Period: 2013-06-12 - 2014-02-01
- . Man-
4] Name Duration Start Finish complete Resource Name Notes
1 [sm solution Familizrization 3.od 6/13/13 6/17/13 100 % 0.0
2 |Assessment Al.od 61313 EB/Bf13 100 % 216.0
3 ANSWEr assessment questions 31.0d 6/13/13 7/25/13 100 % 0o
4 Author assessment document 2.0d 7/25/13 7/26/13 100 % oo
5 Review assessment document B0d 7/29/13 Bf7/13 100 % 1920 :;n:‘Team, Governance Team, Content
ARMT G T Content
& | Finalize and approve assessment document 1.0d B/B/13 B/8/13 100 % 20 | BEM, SOVEMaNCE Team, En
7 Assessment Complete 0.0d B/Bf13 B/8/13 o% ]
R1 5M Implementation 1080 d Bf14/13 1/10/14 0% 2, B48.0
Sprint 1 {metamodel configuration, customer
9 queries, and validation scripts) 21.0d 8f14f13 9/11/13 0% 206.0
10 Development / Configuration 15.0d B/14/13 9/3/13 0% 12000 |S04 Team
11 Training (F2F / WebEx) 2.0d 5413 9/5/13 0% 16.0 |504 Team
12| informal testing 204 9613 9/11/13 0% 96.0 :'_E&::E““" Governance Team, CONTENt | rened due to the F2F training
13 Test script development 4.0d /613 o/11/13 0% 32.0 |[AERM Team
. . - Governance Team, ARM Team, Content
14 Sprint ret E pl 10d 9/10y13 1013 0% 320 ’ !
pri rospective & planning 1110y B/10/" Team, 504 Team
15 Sprint 1 Complete o.0d 9/11/13 o/11/13 0% 0.0
16 | Sprint2 {gowernance and customer scripts) 21.0d o/12/13 10710413 0% 352.0
17 Development | Configuration 16.0d 9/12/13 10/3/13 0% 1280 |504 Team
18 Demo / Walkthrough 10d 10/3/13 10/3/13 0% 80 |504 Team
19|  informal testing s0d 10313 | 1010713 0% 138.0 :‘_;“;TE““" Governance Team, Content
20 Test script developmeant 5.0d 10/4/13 10/10413 0% 40.0 | Governance Team
. . - AEM Team, Content Team, Governance
21 Sprint ret E pl 10d 1 13 10/10413 0% 320 ! ’
pri rospective & planning 010y 0/10y" Team, 504 Team
22 Sprint 2 Complete o.d 10/10/13 10/10413 0% oo
23 | Sprint3 {User [/ role management & reports) 2Lod 10711713 11/8/13 0% 3a4.0
24 Development | Configuration 15.0d 10411713 10/31/13 0% 1200 |504 Team
25 Dema / Walkthrough 10d 10431713 10/31/13 0% 80 |504 Team

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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SDTMIG 3.1.3

Oncology

Alzheimer’s Disease

Pain

Parkinson’s Disease
Polycystic Kidney Disease
Tuberculosis

Virology SDTMIG 3.1.4

Questionnaires
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‘ Therapeutic Area Overview
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“sBusiness &Decision

LifeySciences

Therapeutic Area

Foundational Standards

Foundational Standards

PLANNING _DATA __DATA STATISTICAL
COLLECTION TABULATIONS ANALYSIS

Protocol cOASH SOTh Al abd

Study Design Lak SEMD

S0kA- kAL Define- XL

Therapeutic A
ERIDC

sHARE

Controlled Terminalogy Healthcare Link

http://www.cdisc.org/standards-and-implementations
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Published Therapeutic Areas stz

1. Oncology Domains — Included in SDTMIG 3.1.3

Alzheimer’s Disease V1 - Final

Pain V1 - Provisional

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

Virology V1 — Provisional

Asthma V1 — Final

© NOo O s WD

* 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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Therapeutic Area Handling

Intended as a supplement to the SDTM and SDTM IG

 The document does not replace or supersede the rules of
the SDTM or SDTMIG

* Published as User Guides

* Includes:
— Assumptions to the current SDTMIG
— Implementation examples
— Additional domains published in SDTMIG 3.1.4
— Questionnaires specific for the Therapeutic Area
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SDTMIG 3.1.3

Oncology

Alzheimer’s Disease

Pain

Parkinson’s Disease

Polycystic Kidney Disease
Tuberculosis

Virology

SDTMIG 3.1.4

Questionnaires
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5. Polycystic Kidney Disease 1

The PKD v1.0 User Guide — Provisional version
was published on 26 FEB 2013

2 STANDARD DOMAINS 4.1 ASSOCIATED PERSONS DOMAINS ..
21 SPECIAL—P!U‘RPOSE DO AN S e 411 Use Cases for Associated PEISO]]S D;t;mPICD
Demographics — DM. - . 412  Assumptions for Associated Persons [mplementanon Gmdc Domzms ____________ )
211  Assumptions for Demographics Domain Model. 413  Examples - PKD Common Data Elements Associated Persons Domain Model ...
212  Examples for Demographcs Domain Model 4131  Associated Persons Demographics Domain - APDM. ...,
2.2 INTERVENTIONS .. 4132  Associated Persons Medical History Domain - APMH ..

Concomitant Medlca.tlons — C’Iv[ . . .
221  Assumptions for Concomitant Medman(ms Domam Model 4133 Asmcj.'amg Persons Sub]teh(:t S ails Doma_m B AP! PTSS
222  Examples for Concomitant Medications Domain Model 4134  Associated Persons Death Details D B D.
o 4.2 INTERVENTIONS ..

Substance Use — SU
Procedures — PR ..

223  Assumptions for Substance Use Domain Model.
224  Example for Substance Use Domain Model 421 Assm:nptmns for P'roccd'ures Domam Model .
422  Examples for PKD common data elements P'roctd'lnes Domam Model ...
Hea.lthcare Encounters HO
431  Assumptions for Hea.lthcare Em:ounm Doma.m Model
432  Examples for PKD common data elements Healthcare Em:ountm’s Doma.m Model
4.4 FINDINGS ..
Death Detalls —DD
441 Assm:nptmns for Death Det:a]ls Doma.mModel
442  Example for PKD Commeon Data Elements Death Detm.ls Domam Model
Morphology -MO _.
443 Assumptmn.s for Morphology Domam Mode
444  Example for PKD common data elements MDIPhOng‘}" Doma.m Model

Disposition Events — DS...
231  Assumptions for DlspDSlthﬂ Events Domam Model
232  Examples for Disposition Events Domain Model

Medical History — MH ..
233 Assmnpt:lons for Medlca.l H1 story Doma.m Model
234  Example for Medical History Domain Model

Clinical Events — CE
235  Assumptions for Clinical Event Domain Model .
236  Examples for Clinical Events Domain Model

Laboratory Test Results — LB
24.1  Assumptions for PKD Lahomu)ry Test Results Doma.m Model. Physiology — Urinary System UR
242  Examples for Laboratory Test Results Domain Model. 445  Assumptions for Urinary System Domain Model......

Questionnaires — QS S e T 446  Example for PKD Common Data Elements Urmary System Domam Model ..
243 Assumptions for Questionnaire Domain Model . Reproductive System Findings —RP ..

Subi i; éhni};ﬂf};?ggemome Domain Model 447  Assumptions for chroductwe System Fmdmgs Domam Mode]. .

1 448  Example for Reproductive System Findings Domain Model ...

245  Assumptions for Subject Charactm‘lstlcs Doma.m M:}del

246 Example forSuh_]ect Characteristics Domain Model ... Pharmacogenomics Findings Domain ..
449  Assumptions for Pharmacogenom.tcs Fmdmgs Doma.m Models

WVital Signs — VS -
247 As jons for Vltal S1gns Do Model 4410 Example for PKD common data elements Pharmacogenomics Findings Domain Madel .

248  Example for Vital Signs Domain Model..
Findings About Events or Interventions .......
249  Assumptions and Controlled Termmology for lhe Findings
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5. Polycystic Kidney Disease 2

The PKD v1.0 User Guide contains:

* Assumptions for existing SDTM standard domains DM, CM, SU,
DS, MH, CE, LB, SC, VS, FA and QS

— All assumptions present in the SDTMIG are applicable
— Additional assumptions added for special implementations

1. The following SDTM demographic vanables are used 11 PKD studies.

a. RFSTDTC and RFENDTC values must correspond to the actual Active or Placebo study medication start and stop dates. First and last date of
exposure to any protocol-specified treatment should be used to populate these fields. Any drug washout or placebo run-in dates should not be
populated in RFSTDTC or RFENDTC. This logic insures that the study reference days derived in the study are based on the initial study drug
exposure start date.

b. DTHFL: Indicates the subject died. The value 1s erther Y or null. It needs to be pepulated even when the death date 1s unknown.

c¢. DTHDTC: Date/time of death for any subject needs to be in ISO 8601 format. This represents the date/time of death that 1s captured in the
clinical-trial database.

+  Examples of implementation in the published domains

mh xpt
ROV | STUDYID | DOMAIN | USUBJID | MHSEQ MHTERM NHCAT | MHDUR MHOCCUR | MHSIDIC
Autosomal dominant

2324 I dor PRIMARY

1 | stupyo MH 1 polycystic kidney Y Y 2010-09-28
PO001 R Dri, | DlAGNOSIS

2 | sTupvot MH §3§3i 2 Hypertension PKD Y Y 2010-08-15
7324 —

3 | stupyol MH aoaa 3 Infertility PKD Y N
234
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5. Polycystic Kidney Disease 3

The PKD v1.0 User Guide contains:

« Assumptions and examples for SDTM provisional domains:
— Device Ildentifiers (DI)

— Device Subject Relationships (DR)
— Device Properties (DO)
— Device in Use (DU)
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5. Polycystic Kidney Disease 4

The PKD v1.0 User Guide contains:

- SDTM draft domains DD, HO, MO, PF, PR, RP, SS, UR and
Associated Persons

— Briefly described with assumptions and examples

— Inconsistencies might occur

4.41 Assumptions for Death Details Domain Model

All assumptions for the DD domain from the draft DD domain documentation apply for this user guide including those referenced in the CDISC Notes.
Additionally, the following assumptions apply to PKD.

1. Temminology
a. Controlled terminology is still under development for the PKD data standards. thus some values in the examples are not CDISC controlled
terms. Verify demonstrated termimology against current standards before adoptmg it.
b. See PKD special interest termunelogy values used for source of death and autopsy information.

442 Example for PKD Common Data Elements Death Details Domain Model

Example 1
This example shows the source of death and two manifestations from autopsy findings for USUBJECTID=2324-P0001

Row 1: Displays the source of death for USUBJID=2324-P001.
Rows 2-3: Display two separate autopsy findings for USUBJID=2324-P001 with the results categorized as ADPD Manifestations.
dd.xpt
[Row|
1 |STUDY01| DD ([2324-PO00Y 1 DTHSRC (Source of Death Information| Medical Records Medical Records [2012-03-27
2 |STUDY01| DD [2324-P0001] 2 |AUTOPFDG|  Autopsy Findings Kidney Cysts Kidney Cysts  |ADPKD Manifestations?012-03.-27]
3 |STUDYO0l| DD (2324-P000Y 3 |AUTOPFDG Autopsy Findings ial Aneur ial AneurysmADPED Manifestations{2012-03-27]
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«  Common Data Elements (CDE) are used to create the PKD
Data Standards

 PKD Labs Terminology Guide has been provided

A B C D E F G H

Labs of interest for |Preferred Units CDISC CDISC LETEST LEBCAT LBsCAT LESPEC [LEDUR
PED Mapping LETESTCD TERMINOLOGY
1 Terminolozv
2 [Urine albumin mg/dL ATB Albumin URINALYSIS [URINE
3 [Unige albumin mg/day AIB Albumin URINALYSIS URINE PT24H
4 |Serum albumin e/dl ALB Albumin CHEMISTRY SERUM
Urine albomi 'mmol ATBCREAT ATbumin/Creatinine | URINALYSIS [URINE
5 |creatinine rati
6 |SenumBi mEgL BICARB Bicatb CHEMISTRY SERUM
7 |Serum bilirubin mg/dL BILI Bilirubin CHEMISTRY SERUM
Blood urea nitrogen. | mg/dL BUN Blood Urea Nitrogen | CHEMISTRY SERUM
s :
9 |Serum Calcivm mg/dL CA Calcium CHEMISTRY SERUM . CDISC
10 [Unige calciom mg/dl CcA Calcium URINALYSIS LRINE
11 [Urine caleinm mg/day cA Calcinm. URINALYSIS [URINE PT24H Pain Intensity
Creatinine clearance |mLmin'l 7372 |CCLCGBSA. Creat Clear Coclmoli- |URINALYSIS  |RIDNEY [URINE (PI)
imated by Cockroft | Gault Est Corr BSA CLEARANCE
Gault comected for [ESTIMATES

Questionnaire Supplement to the Study Data
Tabulation Model Impl tation Guide
for Human Clinical Trials

5
]
“

Prepared by
CDISC and Analgesic Clinical Trial Translations, Innovations, Opportunities, and
Networks (ACTTION)

« Specific Questionnaires created for
— E.g. Pain Intensity —

‘This implemenmtion zuide is intended 1o be used with other CDISC User Guides for specific
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‘ Therapeutic Area Overview
‘ Questionnaires
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Questionnaires

Foundational Standards

Foundational Standards

PLANNING __DATA ~_DATA STATISTICAL
COLLECTION TABULATIONS ANALYSIS

cDASH 50T ADamM

Study Design Lak SEND

Define-xXhL

Therapeutic Areas

Controlled Terminology Healthcare Link

http://www.cdisc.org/standards-and-implementations
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CDISC Questionnaire Supplements

Questionnaire
General Clinical Global Impression

Geriatric Depression Scale (GDS

Geriatric Depression Scale Short Form

[GDS SHORT FORM)

General-Pain Intensity

General-Pain Relief

Hamilton Anxiety Rating Scale (HAM-A]

Hamilton Depression Rating Scale 17-ivemn (HAMD 17
Hamilton Depression Rating Scale 21-itemn (HAMD 21
Karnofsky Performance Scale

MeGill Pain Questionnaire {Short-Form

Michigan Neuropathy Screening Instrument [MNSI
Mini Mental Scale (MMSE)

Movement Disorder Society Version of the Unified
Parkinson's Disease Rating Scale (MD5-UPDRS
Roland-Morris Disability Questionnaire (RD

Screener and Opioid Assessment for Patients with Pain
[SOAPP-R)

Short Form 36 health survey standard, U5 Version 1.0
(SF36 v1.0 Standard)

Unified Parkinson's Disease Rating Scale (UPDRS)
Work Productivity and Activity Im

Questionnaire = Specific Health Problem [WPAI-5H]

Version
V1.0

V1.0
V10

V1.0
V1.0
V1.0
Vi1
V10
V10
V1.0
V1.0
V1.0
V10

V1.0
V10

V1.0

V1.0
V10

Short Name (QSCAT)
GEMERAL CLIMICAL GLOBAL

IMPRESSIONS
GDs
G DS SHORT FORM

PAIN INTENSITY
FAIN RELIEF
HAM-A
HAMD 17
HAMD 21
KPS SCALE
SHORT-FORM MPO-2
hMSI
MMSE
MD5-UPDRS

RDO
SOAPP-R

5F36 v1.0 STANDARD

UPDRS
WPAI-SHP

Permission
Public Domain

Public Domain
Public Domain

Public Domain
Public Domain
Public Domain
Public Domain
Public Domain
Public Domain
Granted
Public Domain
Not Permitted
Granted

Public Domain
Granted

Not Permitted

Granted
Public Domain

Release Date
August 7, 2012

May 22, 2013
May 22, 2013

August 7, 2012
August 7, 2012
May 16, 2013
May 15, 2013
May 29, 2013
August 7, 2012
August 7, 2012
August 7, 2012
August 7, 2012
December 18, 2012

August 7, 2012
August 7, 2012

August 7, 2012

December 18, 2012
August 7, 2012
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Difficulties

* Questionnaires are either in the public domain or have
copyright requirements

— Public Domain - available without further permission
— Copyright - CDISC obtain permission from holders before
Implementing

Copyright only relates to the creation of CDISC QS Data Standard, not the use
of the questionnaire in clinical studies

«  Some Questionnaires did not get permission for publication
(EQ-5D, SF-36, ...) so no standardization can be done
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Alzheimer’s Disease

Pain

Parkinson’s Disease

Polycystic Kidney Disease
Tuberculosis

Virology SDTMIG 3.1.4

Questionnaires
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Pain Intensity Questionnaire

€ cDisC

Pain Intensity
(PT)

Questionnaire Supplement to the Study Data
Tabulation Model Implementation Guide
for Human Clinical Trials

Prepared by
CDISC and Analgesic Clinical Tnal Translations, Innovations, Crpportunities, and
Networks (ACTTION)

Notes to Readers

This implementation guide is infended to be used with other CDISC User Guides for specific

Revision History
Drate Version | Summary of Changes
2013-03403 | 0.1 Pain Intensity (incloded in the W domain for pablic review])
2012-08-07 | L0 Pain Intensity
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Important

- Controlled terminology is still under development thus
some values in the examples are not CDISC controlled
terms

- Verify demonstrated terminology against current standards
before adopting it

— Last version 2013-06-28 present at the NCI EVS website

—  http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc

 QSTEST should be created according to the Questionnaire
Naming Rules
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[PSCAT Codelist Rules Hotes Comments

Submission Vaue: A name that uniquely identifies an indrqidual instrument.
Where poszible, use the most common name that the questionnaire is known
by. Thiz may be an acronym or & complete name of the guestionnaire. Uaper
case text only.
Synomymn: & shat code name forthe gquestionnaire uzed as the bask of the Al questionnaires
QSTESTCD and @=TEST. t should be no more than 6 characters but may zhould have a
need to be shotened depending upon how many items are included in a version numkber
guestionnaire. The verzion number should start with 01, but may be shotened even if there iz
to 1 to accommodate & characters within the QETESTCD value. Upper case only one version.
et andy.
Definkion: The full name of the guestionnaire including the version T avalable,
followed by the guestionnaire scromym in parenthesiz, and the citation (for
public domain instruments) or copyright details (for copyrighted instruments) in
parentheses. Sentence case text format.

Rules for Questionnares Hotes Comments

Q5TESTCD: A code imted 1o 8 characters beginning with the OSCAT
Synonym folleweed immedistely by the tem number. YWhere tem numbers are
included on the original questionnaire, the @QSTESTCD fathfully represents the
guestionnaire with alpha-numeric characters az provided. Inthe abszence of
tem numbers on the original questionnaire, sequential numbering is used
beginning with 01, Usper case text aniy,

Q5TEST: & brief dezcription of each questionnaire tem's intent. Beginning
with the QSCAT Synorym, followsed by a bvphen, with no spaces before of after
the hyphen. tem text may be shatened to maintain the 40 character limit as
needed, but should fathfully retain the guestion intert.  7#e case texd format
aiter the hyahen,

Title Caszel usze
Iowver case text for
the follawing
s

a,an, and, az, at,
b, by, for, in, nor,
of, an, o, per, to,
the

The Tolloving rules are intended primarily To faciitate consEiency’

- Capitalize the first and last words In tilles except a5 part of 2 hame, amd
capltalize aif other maior words (Rolhs, pronodnsg verbs, adiectives, adverhs,
and some copnhclions,

- Lowercase preposibons of 3 characters or less, except when Used gaaverbially
or adiectivally fdown Ih Trn Down, on i The Op Bulton, to in Come To, st
or a5 part of @ Labn expression sed adiectvally ar gdverbially (De Facta, in
IWitro, eb. ).

Definkion: The full questionnaire name and reproduction of each quedionnaire
tem. The full name of the guestionnaire iz follveed by a hyphen with a space
before and after the byphen. The verbatim tem text, including punctusation,
folloves . For clarity, text faithful to the tem intent can be substitbuted where
guestionnaire formatting leaves verbatim tem text ambiguous. Instructions,
information in talics or a lizt of valid responzes are nat included. &Il definitions
end with punctustion; either as it appears in the guestionnaire o defautted with
a petiod. Sentence case text format.
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Controlled Terminology

Codelist Name

-]

CDISC Submission

Value
(-]

CDISC Synonymi{s)

-]

CIDISC Definition

-]

MHCI Preferred Term

[-]

Questionnaire Category

Codelist Name

Pl

CDISC Submission

Value
[~

P01

CDISC Symonymis)

[-]

The Pain Intensity (Pl) questions were created by STANDARDS
(Standardized Analgesic Database for Research, Discovery, and
Submissions) and sponsored by ACTTION (Analgesic Clinical
Trial Translations, Innovations, Opportunities, and MNetworks)

www acttion.org; 2012-08-07 v1.
CDISC Definition

[-]

STANDARDS Pain Intensity
Qestionnaire

NCI Preferred Term

[-]

Pain Intensity Questionnaire Test Mame

PITEST

Pain Intensity
Questionnaire Test
Mame

Pain Intensity test name.

CDISC Questionnaire Pl vl
Test Mame Terminology

Pain Intensity Questionnaire Test Mame

PI01-Pain Intensity

PI01-Pain Intensity

Pain Intensity - Pain intensity for various time periods of
evaluation.

Pl - Pain Intensity For Various
Time Periods of Evaluation

Pain Intensity Questionnaire Test Mame

PI01-Average Pain
Intensity

PI01-Average Pain
Intensity

Pain Intensity - Average pain intensity for various time periods of
evaluation.

Pl - Average Pain Intensity For
Various Time Periods of
Evaluation

Pain Intensity CQuestionnaire Test Mame

PI01-Minimum Pain
Intensity

PIO1-Minimum Pain
Intensity

Pain Intensity - Minimum pain intensity for various time periods of
evaluation.

PI - Minimum Pain Intensity For
Various Time Periods of
Evaluation

Pain Intensity Questionnaire Test Mame

PI01-Maximum Pain
Intensity

PI01-Maximum Pain
Intensity

Pain Intensity - Maximum pain intensity for various time periods of
evaluation.

Pl - Maximum Pain Intensity
ForVarious Time Periods of
Evaluation

Pain Intensity CQuestionnaire Test Mame

PI01-Least Pain
Intensity

PI01-Least Pain
Intensity

Pain Intensity - Least pain intensity for various time periods of
evaluation.

Pl - Least Pain Intensity For
Various Time Periods of
Evaluation

Pain Intensity Questionnaire Test Mame

PI01-Waorst Pain

PI01-Waorst Pain

Pain Intensity - Worst pain intensity for various time periods of

PI-Warst Pain Intensity Far

Intensity Intensity evaluation. Various Time Periods of
Evaluation
Pain Intensity CQluestionnaire Test Code |PITESTCD Pain Intensity Pain Intensity test code. CDISC Questionnaire Pl v
Questionnaire Test Test Code Terminology
Code
Pain Intensity Questionnaire Test Code |PI0101 PI01-Pain Intensity Pain Intensity - Pain intensity for various time periods of Pl - Pain Intensity For Yarious
evaluation. Time Periods of Evaluation
FPain Intensity Questionnaire Test Code |PIO102 Pl01-Average Pain Pain Intensity - Average pain intensity for various time periods of [Pl - Average Pain Intensity For
Intensity evaluation. Various Time Periods of
Evaluation
Pain Intensity Questionnaire Test Code |PI0103 PI01-Minimum Pain Pain Intensity - Minimum pain intensity for various time periods of [Pl - Minimum Pain Intensity For

Intensity

evaluation.

Various Time Periods of
Evaluation
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‘ Therapeutic Area Overview

© soTv 3.1.4 Highlights
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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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SDTMIG 3.1.3

Oncology

Alzheimer’s Disease

Pain

Parkinson’s Disease

Polycystic Kidney Disease

Tub losi
virology. SDTMIG 3.1.4

Questionnaires
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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




“sBusiness &Decision

Life\Sciences

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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Questions ?
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Thank you for your
attention
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CRO Manager
Mobile +32 476 60 08 79
tina.apers@businessdecision.com
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