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Strength through Collaboration
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The Clinical Data Interchange Standards
Consortium

* Global, open, multi-disciplinary, vendor-
neutral, non-profit standards developing
organization (SDO)

* 501(c)(3) charitable non-profit Founded
1997, incorporated 2000

* Member-supported (>300 academia,
biopharma, service providers)

* Associations with ISO TC 215 (Liaison A),
HL7 Joint Initiative Council, IHE, NCI-EVS,
CFAST, IMI, PhUSE, others

¢ Coordinating Committees in Europe, China,
Japan, others

Participants from > 90 countries

¢ Standards freely available.

The CDISC Vision: Informing patient care and safety
through higher quality medical research

@ cpisc

Volunteer for CDISC!

CDISC is the Common‘,anguage for Clinicaf]

e

(CDISC President and CEO talks at the
CDISC Earopean Interchange in
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CDISC Board of Directors

CDISC Executive Committee: - Michael Glickman, Computer

+ Chair: Dr. Pierre-Yves Lastic, Sanofi Network Architects

» Chair-elect: Dr. David Hardison, « Dr. Kiyoteru Takenouchi, Japan
Deloitte - John Speakman, New York

» Past-chair: Paula Brown Stafford, University
Quintiles - Joyce Sensmeier, HIMSS/

+ President & CEO: Dr. Rebecca Integrating the Healthcare
Kush, CDISC Enterprise (IHE)

+ Executive Director: Nicole Harmon, + Dr. Jonathan Zung, UCB
CDISC Biosciences

CDISC Full Board Members * Nevine Zariffa, Astra Zeneca

+ Dr. Dipak Kalra, University College CDISC Advisory Council Leaders:
London + Sue Dubman, University of

+ Dr. Charles Cooper, Becton California, San Francisco
Dickinson Diagnostics - Jonathan Chainey, F. Hoffmann-La

» Stephen Pyke, GlaxoSmithKline Roche

+ Dr. Douglas Peddicord, ACRO

@ cpisc

Board Meeting Topics

+ Committee Reports and Recommendations
= Financial Oversight Committee
= Governance
= Technical Advisory Committee
= Strategy Committee

* Operations Update
* SHARE Business Model Discussions/Decisions
+ CDISC Strategic Goals—>Operational Goals

@ cpisc




CDISC Strategic Goals 2015-2017

#1

Promote and support the continued global
adoption of harmonized data standards
throughout the clinical research lifecycle by
engaging regulatory agencies, research
sponsors, academia and other stakeholders
through education, advocacy and collaboration.

@ cpisc

Adoption Trends for CDISC Standards (2004-2014)
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¢ cDisc

The CDISC Vision is to Inform Patient Care & Safety

Through Higher Quality Medical Research

Strength through Collaboration

CDISC Interchanges in 2015

Europe Interchange
Basel, Switzerland
3-7 May 2015

Japan Interchange
Tokyo, Japan
22-26 June 2015

International Interchange
Chicago, lllinois, USA
9-13 November 2015




Members by Country — 31 March 2015

363 Total Australia, 0.8|3%/_Can-ada, 1.93%
Members _—China, 0.28%
i Australia
W Canada
“ China
i Europe
“India
“lsrael
USA, 53.72% B Japan
(195 Members ) India,
0.83%  South Africa
Japan, 12.12%  Israel, 0.55% South Korea
(44 Members) “ Thailand
\ \?, 4 USA
) \ South Africa, 0.28%
Thailand, 0.28% South Korea, 1.10%
@CDISC v

The Value of Using Standards from the Start

Quantifying the Value of CDISC
Standards Implementation

o (Cycle Time Savings) 2014 BUS| ness CaSE
@ Analysis/Reporting
m Study Conduct
o Study Start-Up
. Current Landscape
g Study Conduct does
i 2014
% Study Complexity
# Datapoints
0
Nm:ﬂwmwbmmbmdmwmmam:m:mu Data Management
and cost metrics will vary.
@coisc Gartner .
Time/Resources
2007 CDISC Business Case
Cost of Research
@ cpisc



Timeline for Establishment of the Framework for
Electronic Study Data Utilization in PMDA

J-FY 2014 J-FY 2015 J-FY 2016

IEHS
9‘10‘11‘12‘1‘2‘3 4‘5‘6‘7‘8‘9‘10‘11‘12‘1‘2‘3 4‘5‘6‘7‘8‘9‘10‘11‘12‘1‘2‘3

5 ‘ 6 ‘ 7 ‘ 8
A A
The Basic Policy

Technical Notification on the e-study data submis

Guidance and Technical conformance guide

related Al_
documents Notification on the consultation for
Release of related information clinical e-data Sme|SS|0n
| e
. L B N EEEm ‘
1%t Pilot E—— Pilot e-study data SubmmisSion
Review 2nd Pilot for NDA
with 3.5 years transitional
period
. N
Consultation Pilot
for e-study New consultation framewor
data
submission System Development

EEEEEEER
Pilot for data submission

System
Development
Source: PMDA

% U.S. Food and Drug Administration
r A_ Protecting and Promoting Public Health

www.fda.gov

Path to Electronic Standardi;éd"’”‘“
Study Data 7
* FDA Clinical / Statistical Sections

Guideline
* SAS Datasets or ASCII

* FDASIA
* PDUFAV

* FDA Support for
SAS XPT

* CDISC-FDA
Collaboration

* FDA Support for * Final 745A(a) Guidance
CDISC Submissions * Final eStudy Data Guidance
* Tech Conformance Guide

Source: FDA
.




2015 Guiding Themes for Standards Development

* Transparency
= Share all, requirements and plans in advance; invite feedback
= Make it easier for global participants to get more involved

* Agility - Scrum for standards development
= Expand use of collaboration tools to improve team interactions
= Smaller teams, scrum sprints, through JIRA
= Get content into SHARE early — as soon as its stable

= Rollout SHARE Collaborative Curation Initiative — to rapidly fill
gaps in content

= Engage a second class of Fellows
* Focus and Execution

= Do what's necessary so industry and regulatory authorities get
what they need when they need it to better realize the benefits
of CDISC standards

@CDISC v

Keeping up with CDISC Standards

NEWSLETTERSIGNUP ~ MAKEAGIFT  CDISCCERTIFICATION ~ CDISCPORTAL  BECOME AMEMBER  HI, WAYNE  LOG OUT
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deliverables for

| are posted ser
technical roadr
formulated, anc

standards.

Semantics:

Because projec « Terminology Package 23, with 210 new terms, will be posted for comment in late June.

availability of

check regularly Therapeutic Areas:

* The provisional CFAST TAUG for Chronic Hepatitis C was released on May 8.

hnical Plan (;
Technical Plan * The provisional CFAST TAUGs for Schizophrenia and Dyslipidemia are being readied for publication in June.

Wh: Technical Updat * Next up is the CFAST TAUGs for tic Brain Injury, to go to public in June.
Now / .
id Monthly Techn '
Guide . * The ADaM v1.3 validation checks were posted on May 16.
New € N T“""f‘a' U+ The ADaM Structure for Occurrence Data (OCCDS), which extends the ADaM ADAE Data Structure to other
A * Technical Uy occurrence data such as ConMeds, should be published in June.
* Technical Uy * Next up from ADaM is the draft ADaM Data Structure for Integration (ADSL), due to be posted for comment
coisc * Technical Uy inJune.
ofcp * Technicalu; * The CDISC PGx team is finalizing the provisional version of the SDTMIG for Pharmacogenomics/Genetics

data for publication in early June.

.CU1~:‘t:'~*.'~ﬁr|'i‘:'i"i.ii N — )




Progress Update — Foundational Standards

Foundational Products Released in 2014-2015:
» Dataset-XML v1 Final
+ SDTMIG 3.3 Batch 1 (7 draft domains)

' » SDTMIG 3.3 Batch 2 (Milestones, 2 Domains) a
« SDTM V15

m * Pharmacogenomics SDTMIG v1

. * SEND v3.1 Draft B .
* SEND DART (Reproductive Toxicology) .
s ¢ ADaM Results Metadata Spec for Define-XML
+ ADaM IG v1.1 Draft )
= ADaM Occurrence Data Structure v1 )
» ADaM v1.3 Validation Checks )
» ADaM Data Structure for Integration (ADSL) )
+ CDISC in RDF (PhUSE)
+ BRIDG R4 )
» Periodic Terminology and QRS Packages )
sem: «  Updated COP and Process Docs
Upcoming Major New Drafts for Comment: '
* CTReg XML Schema '
+ SDTMIG Batch 3 and Conformance Rules '
.CDISC m Define-XML v2.1 and IG B
- ——————

CFAST Therapeutic-Area Data Standards:

DOouE
FOR N
MY

" BRUBECK
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July 2015 Program Overview
Approved Therapeutic Area Standards Projects

@coisc

mespeuicaes | o ein  TAUGS released in 2014-2015: Hotes
Trnn:rrlvjnlr.a:l;cvﬂlrain Amzl;las;f“r ° I\DA.L;.ISS:ESSCIerOSIS 2R: July 21-Sep 21 (60 days)
* Di
Breast Cancer vl coIsc H RC review for PR Aug 10
emowen o Cardiovascular
copDv1 seonaree © INflUENza R July 10-1uly 31
Aﬂ%‘:ﬁé?ﬁf" kamaT=c|BZ|me * QT StUdieS ’R: July 20-Aug 21
I _cran * Chronic Hep-C iy 7100 22
aura Butte . . -
Diobetic idney - * Schizophrenia
isease v achael Zirkle o . Q R start goal: mid-Sept
et Lewe?® _« Dyslipidemia vl
Tuberculosis v2 La:;:z:t[e R start goal: early-Sept
T:::':s[::j Tri;haTScl?npson Up C.Om a g PI‘OV Ll al e “harter approved 7/9
: —— + Virology v2
Gmewn | sweme o Diabetes ADaM Supplement
Possecancenst | ool e Traumatic Brain Inj
john Owen jury
™™ | gy amer . .
: Upcoming Drafts:
General Anxiety CDISC
Disorder Amy Palmer . Breast Cancer
Bi-Polar Disease Amsti,las;f“ o . C O P D

Key | stege completed |

| All months reflect

i, or is projected to be, completed.

luly 22,2015 ** Spacific projected

to be added to the

the conclusion of Stage 3b.

*The Stage 3b concludes at the end of the 30-day review period and Stage 3c conciudes when all tasks have been completed and the standard is publicly available.

Asthma User Guide Example

5 Symptom Assessment

Asthma symptoms can present in various forms. The most common symptoms of asthma are wheezing, congh,
‘breathlessness, chest tightness and might time awakenings. These symptoms are often assessed using validated
instruments as described in the section on Patient Reported Outcomes. They may also be described using sponsor-

defined Likert scales or visual analog scales.

Symptom Closest MedDRA LLT MedDRA Preferred Term
Wheezing Wheezing Wheezing

Cough Cough Cough

Breathl, Breathl Dyspnoea

Chest tightness Chest tigh Chest discomfort
Nighttime awakening Nocturnal awakening Middle Insomma

Data typically collected for asthma symptoms include the focal time period and the subject’s rating of symptom
severity or symptom impact. Occurrence 1s sometimes combined with severity or impact by including a value of
“None” or “Absent” mn the set of seventy or impact responses.

N\
Subject

participates in _

/ o —
/ —#| Nighttime Wheezing
Impact Test

|

|
results in

\

\

v

Nighttime /

moderate impact
Wheezing Impact |—is one of —» fh sxeep“
_w|  Response \

Kind of Event

Medical Condition Result
Term = Wheezing

has focus —

v

/
may result in

triggers
_ collection of
2

NO result YES result




CDISC Technical Roadmap

Foundational Standards

PROTOCOL
SDS/SDTM Products

- 2015

Data Exchange Layer
XML, RDF, ...

Semantic Layer
BRIDG/Terminologies/SHARE Metadata

XML Technologies

Functional Layer
SDTM, SEND, ADaM, CDASH ...

Controlled Terminology

Track 1 Projects

Track 2 Projects

Track 3 Projects

Implementation Layer
Therapeutic Area Guides,
Questionnaire Guides
Healthcare Interoperability

SHARE Infrastructure

The Roadmap depicts evolution from siloed standards to an integrated stack based on BRIDG and SHARE

@ cpisc

CDISC Strategic Goals 2015-2017

#2

Implement clinical research standards that are
complementary to standards in the broader
healthcare ecosystem and thus add value for
clinical researchers, healthcare providers and

patients.

@ cpisc
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Guidance for Industry
R T Electronic Source Data in
Clinical Investigations

09 June 2010

EMAINSIGCPI4542680/2010

GCP Inspectors Working Group (GCP IWG)

Date for coming into effect 01 August 2010

Reflection paper on expectations for electronic source data and

data transcribed to electronic data collection tools in clinical trials
References U Departmest of Heshth and Human Servicer

2 CDISC (Cinical Data Interchange Standards Consortum) Clinical Research Glossary Version 8., a:mﬁ?;ﬁnﬁizfm
DECEMBER 2008 ot Do s Foopet S (LR
it v edise gt ifesl0lbeB508 1iebdB8 it cadladedemiscidise 2009 glossar

Sepirmber 2013
Pracedural

3. CDISC e-source standard requirements-CDISC (Clinical Data Interchange Standards Consortium)
Version 1.0 20 November 2006

eSource = data entered electronically first, i.e.EHRs, eDiaries....

@ cpisc
e —————————————————————————————————————————————————

Synergistic Standards Available

Biomedical Research

Infegrated Domain Gr«
v

Medical Research

Integration
Profiles
(e.g. RFD)

« B

cDISC
SHARE

eArchive at Clinical Site
©coisc

@ cpisc




EHR to Electronic Data Capture (CDASH)

with IHE Retrieve Form for Data

| Brwman  — -
| T

Capture (RFD)
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“We owe it to patients who
participate in research to
use their data wisely.”

video by
Landen Bain
on the CDISC
Website.

inn

Innovative Medicines Initiative

The NEW ENGLAND JOURNAL of MEDICINE

Fostering Responsible Data Sharing through Standards

Rebecca Kush, Ph.D., and Michel Geldman, M.D., Ph.D.

hildren with muscular dys-

trophy and their families
make sacrifices to engage in
clinical research studies, provid-
ing valuable data they expect will
contribute to the discovery of a
cure, although they know it may
not be found in time to help
them. This message was empha-
sized at a recent meeting orga-
nized by the Institute of Medi-

@ cpisc

treatment of Alzheimer's disease
have led several companies to be-
gin collaboratively developing in-
novative study designs requiring
extensive data sharing.
Unfortunately, the diverse
ways in which data are collected
and reported in clinical studies
make it difficult or impossible to
query across data sets, pool and
share data, or integrate data for

metadata, such confusion is in-
evitable. Units and other meta-
data are critical in medical re-
search as well. Standard data
and metadata formats are re-
quired for efficient aggregation
of patientlevel data, trustworthy
statistical analyses, and accurate-
lv informed clinical decisions.
When such standards are not im-
plemented by all parties at the

12



CDISC Strategic Goals 2015-2017

#3

Leverage the Shared Health And Research
Electronic Library (SHARE) and other tools to
further expedite the development and facilitate
the implementation of harmonized standards for
clinical research.

@copisc

“Data are More Meaningful when SHARE’d”

CDISC
SHARE

SHARED HEALTH AND CLINICAL RESEARCH ELECTRONIC LIBRARY

See the SHARE video on the CDISC website — www.cdisc.org.

@CDISC

13


http://www.cdisc.org/

SHARE Through the Eyes of a Child

@CDISC
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Elements, Metadata,
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Terminology
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Research Concepts

Begin with the End in Mind:
How Important is Concept or
Value-Level Metadata?

Event Time D S F

Begin 9/23/99 02:01:00 121,900,000 12,300 | 143.878
End 9/23/99 02:17:23 9,840

Event Time D S F

Start 19990923 05:01:00 | 196,200,000 55 640
Finish 19990923 05:17:23 4.4

Source: Dave Christiansen

.CDISC ———————————————————————————————————————
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In this case
$125,000,000:
Mars Climate
Orbiter

Mars Orbit M/D/Y HH:MM:SS PDT | Distance (miles) Speed Force

Insertion Burn (Earth Receive Time, 10 (miles/hr) | (Pounds)
min. 49 sec. Delay)

Begin 9/23/99 02:01:00 121,900,000 12,300 143.878

End 9/23/99 02:17:23 9,840

Mars Orbit YYYYMMDD EDT Distance (km) Speed Force

Insertion Burn (Earth Receive Time, 10 (km/sec) (Newtons)
min. 49 sec. Delay)

Start 19990923 05:01:00 196,200,000 5.5 640

Finish 19990923 05:17:23 4.4

Source: Dave Christiansen

@ cpisc

Research Concepts

Metadata set Components

) T

STUDYID | DOMAIN  USUBJID VSTESTCO | VSTEST VSPOS VSORRES | VSORRESU| VSSTRESC | VSSTRESN | VSSTRESU
CDISCPIL.. VS 01-701-1015/1 DIABP Diastolic Blood Pressure  |SUPINE 164 ImmHg 164 164 ‘mmHg
CODISCPIL VS 01-701-1015 2 [DIABP Diastolic Blood Pressure  |STANDING |83 [mmHg 83 183 cm
[COISCPIL.. VS 01-701-1015/3 |DIABP |Diastolic Blood Pressure  |STANDING |57 mmHg 157 |7 mmHg
CDISCPIL... [vS 01-701-1015/4 |DIABP |Diastolic Blood Pressure  |SITTING |68 |mmHg 168 168 mmHg
CODISCPIL_ VS 01-701-1015/5 |DIABP |Diastolic Blood Pressure |STANDING |59 |mmHg |59 59 mmHg
CDISCPIL._ VS 01-701-1015] . [HEIGHT Helght ISITTING 580 immHg 14732 147.32 cm
[COISCPIL.. [VS 01-701-1015 .. [PULSE \Pulse Rate ISUPINE |57 BEATSMIN |57 |57 BEATS/MIN
CDISCPIL.. |VS 101-701-1015 . |PULSE |Pulse Rate |STANDINGWARNING: VSPOS 'SITTING' is not valid VSPOS value for Test Coda HEIC
COISCPIL_ VS 017011015 PULSE ___Pulse Rate [STANDING (65 BEATSMIN |65 65 BEATSMIN |
COISCPIL.. VS 01-701-1015] . SYSBP Systolic Blood Pressure SUPINE 131 mmHg 131 131 mmHg
CDISCPIL.._[VS 01-701-1015]... |SYSBP |Systolic Blood Pressure  |STANDING 129 |mmHg 1129 1129 ‘mmHg
CDISCPIL... |V 01-701-1015 .. |SYS8P |Systolic Blood Pressure  |STANDING |147 jem 147 147 mmHg
CDISCPIL.. VS 01-701-1015,... 'SYS8BP |Systolic Blood Pressure  |SUPINE 1138 mmHg 1138 138 mmHg
CDISCPIL.. VS 01-701-1015| .. |SYS8P Diastolic Blood Pressure  |STANDING 137 |mmHg 137 137 mmHg
CDISCPIL_ VS 101-701-1015]_. [TEMP [Temperature [ l96.9 F 136.06 136.08 ic
CDISCPIL__|VS 01-701-1015 .. TEMP Temperature SITTING 97.0 F 36.11 36.11 c
COISCPIL. VS 01-701-1015 . [TEMP [Temperature I lo72 F 13622 13622 c

Source: Jozef Aerts
' (Adapted)
@ cDisc




A Voyage Through Visit Dates

What is the visit | Visit VISIT PlannedActivity.name® | A clinical encounter that | When applicable (e.g. on | This is typically pre-printed/pre-
name? encompasses planned and | paper CRFs), record the populated.
unplanned trial inventions, | visit name. .
‘procedures, and ‘See the BRIDG model for
assessments that may be complete path.
‘performed on a subject.
What is the visit | Visit Number VISITNUM __ |PlannedSubjectActivityG| A number assigned fo a When applicable (e g on | This is typically pre-printed/pre-
number? roup sequenceNumber | clinical encounter. paper CRFs). record the populated.
12y be used to
snological order
What s the visit | Visit Date L] collectedare |
date? = should be
format (DD-MON-YYYY). | collected some way. This may
be done once for the visit using
VISDAT or may be done at the
CRF level using the domain-
\ - \ . . cnarific AT
ITNUM [Visit Numb: - - o - [Exp
T [Visit Name - - - 3 [Perm
. ISITDY.
ITDY Planned Stu Cin [Perm
IQSDTC Date/Time of Finding |Char [ISO 8601 |Timing [Date of s 11 [Exp
| ADT PPN B S A —
AVISIT TSIT). derived visit
ADaM Inte er Wlt FOI'I I |at ey
have to map to
cord. but it does not

@ cpisc

SHARE and End-to-End Standards

b > > >

Each
Visit

VS CRF RS Domain A ADEFF BDS
Questions Records From Baseline

18
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CDISC SHARE --Public Review--

ADaM Integration-IADSL v1 Draft
Comments due 10 July 2015

CDISC eSHARE Downloads Now
Available for Platinum Members!

If your organization is a Platinum

member, please sign in with your
C D | S C organization's email address.
S H A R E Volunteer for CDISC

SHARED HEALTH AND CLINICAL RESEARCH ELECTRONIC LIBRARY SHARE Related
Downloads / Links

What is SHARE? eSHARE Content Catalog
CDISC SHARE, a cornerstone of the CDISC technical roadmap, is a global electronic repository for to SHARE_News
developing, integrating and accessing CDISC metadata standards in electronic format. SHARE is Volunteer for SHARE
envisioned to help users find, understand and use rich metadata and controlled terminologies SHARE on CDISC Wiki
relevant to clinical studies more efficiently and consistently, and to improve integration and CDISC SHARE Video
traceability of clinical data from protocol through analysis. SHARE Requirements (pdf)
2013 International
SHARE Team Still Accepting Volunteers Interchange SHARE
The SHARE Team is accepting new volunteers to our growing list of participants. There are a number Presentation (pdf)

of sub-teams that

What is SHARE?

Strength through Collaboration

.CDISC e —————————————————————————————————————



Shared Health and Research
Electronic Library (SHARE)

SHARE is a global electronic repository.
With SHARE, you can:

» Develop, integrate and access CDISC
standards metadata in electronic format.

« Dramatically improve quality, reusability and
integration across CDISC standards and
controlled terminologies.

* Improve interoperability with healthcare.

SHARE is a prerequisite for standards-based automation, which is key
to ROI from standards implementation

@ cpisc

eSHARE Content TODAY

eSHARE Content eSHARE Formats
» Foundational standards: * ODM 1.3.2
= SDTM-IG 3.1.2,3.1.3, 3.2, 3.3 + Define-XML v1.0
= CDASH 1.1 + Define-XML v2.0
= SEND-IG 3.0, 3.1 . CSV
= ADaM 2.1
* Excel

* Medical Device standards
* Therapeutic Area Standards
« Controlled Terminology

« RDF/OWL
* Bundles

All standards will be loaded into SHARE prior to public review

@ cpisc
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SHARE and Therapeutic Area
Standards Development

TA Standards Available: Future: TA Standards

* Asthma « Specification documents
* Alzheimer's generated from SHARE
* Virology + Metadata
« Cardiovascular = CDASH, SDTM, & ADaM
- Diabetes * Examples
¢ Influenza * Rules
« Multiple Sclerosis » Biomedical Concepts
- QT « Diff files
+ Dyslipidemia + Annotations
* CHCV
@ cpisc

What Can SHARE Do for ME?

.CDISC ettt ————————————————————————

21



eSHARE Downloads Page

CDASH eSHARE Standards Catalog

CDASH 1.1

2014-06- |CDASH 1.1 Metadata ODM v1.3.2 | CSV | Excel
02

2014-06- |CDASH + CT 1.1+2013- |Bundle ODM | Excel

02 12

2014-06- |CDASH 1.1 Document PDF

02

2014-06- |CDASH UG 1.1 Document PDF

02

CDASH Terminology

2015-04- |CDASH 2015-03 Metadata ODM v1.3.1 | RDF | Excel | Define-XML

10 Terminology v2.0 | Diff

2014-10- |CDASH 2014-09 Metadata ODM v1.3.1 | RDF | Excel | Define-XML

17 Terminology v1.0 | Define-XML v2.0

2014-10- |CDASH 2014-03 Metadata ODM v1.3.1 | RDF | Excel | Define-XML

17 Terminology v1.0 | Define-XML v2.0

2014-06- |CDASH 2013-12 Metadata ODM v1.3.1 | RDF | Excel | Define-XML v1.0 |
02 Terminology Define-XML v2.0

CDASH To SDTM Map

2015-02-
02

CDASH To
SDTM Map

@CDISC wu p

1.1 to 3.1.2 |For Review Excel

eSHARE Content: For Review & Experimental

Asthma 1.0

2015-03- Asthma TA 1.0 For Review Asthma TAUG Metadata Bundle
23 (Experimental)

2015-04- Asthma TA 1.0 (Draft)  For Review Asthma TAUG Metadata

28

2015-04- Alzheimer's TA 1.0 (Draft) For Review Alzheimer's TAUG Metadata
28

2015-04- SDTM UC 1.0 (Draft) For Review Virelogy TAUG Metadata

28

2015-05- Cardiovascular 1.0 (Draft) For Review Cardiovascular TAUG Metadata
0s TA

@®coisc ——————————————————————————————————————————
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SHARE Tomorrow

* RDF

* Loaded Define-XML v2.0

* Biomedical Concepts

« Example repository

* Validation rules

» keyCRF / E2C content

« Controlled Terminology subsets

+ SHARE API

+ Standards governance workflow

+ Standards request capture and process

L ——

Early Evidence of Success

@coisc —————————————————————————————————————————
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Baseline Findings before SHARE

» Time component: “To update metadata through the
manual process, it takes an average of an hour per
domain depending on how many variables need to
be added, and how many labels and descriptions
need to be added.”

 Effort of QC: “This time [average of one hour] does
not account for the occurrence of human error, for
further QC to make sure all of the new domains and
variables have been added, or for the time it takes to
update old domains based on changes in the
standard.”

@CDISC ..o ,
———————————————————————————————————————————

Early Examples of Demonstrated Value

+ "Before the variables of the SDTM-IG were published
electronically in eSHARE, it took me all my evenings
during two weeks to copy and paste the information from
a new SDTM-IG into my SDTM-ETL mapping software.
After the variables were published in eSHARE as a
worksheet, it took me just 2 hours.”

* "Once CDISC publishes the variables of the SDTM-IG as
a Define-XML template, it will take me 2 minutes."

.CDISC ——————————————————————————————————————————
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Calling All SHARE Users!

CDISC is currently working to develop the SHARE API
functionality to enable automated access to the CDISC
standards.

CDISC is currently seeking additional metrics around time
and cost savings associated with use of SHARE,
particularly as we begin to offer an increasing number of
value-added products to SHARE.

If you should like to share the value you have found
through use of SHARE, please contact
communications@cdisc.orqg.

@CDISC v -
——————————————————————————————————————

That’s Exciting! Do | Have Access?

.CDISC ettt ————————————————————————
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mailto:communications@cdisc.org

CDISC Membership Benefits
Gold Level

*New* Access to eSHARE
* *New* ALL CDISC Standards
= (Provisional and Final)
» Foundational Standards
+ Terminology
* Therapeutic Area Standards
» Clinical Outcome Assessments and Questionnaires

* ALL Formats, including Excel, XML, RDF, Define-XML, ODM, PDF, CSV
Access to Members Only Area for all employees of member organizations
Monthly Members Only Mini-Training Webinars on industry hot topics
20% Discounts on CDISC Training Courses and Events

Opportunity to be a CDISC Registered Solution Provider; RSPs serve as subject
matter resources to organizations who want to implement CDISC standards

Opportunity for your database to be Operational Data Model (ODM) certified to
improve the quality of metadata and data interchange throughout the clinical
development process

Enroll in the CDISC Licensed Training Program which allows your staff to become
authorized instructors to do in-house training on CDISC standards

Receipt of personalized Gold Member plaque

@ cpisc

Where is eSHARE?

* eSHARE exists as part of the CDISC web site

» Access to eSHARE can be found on CDISC.org under
Members Only
= http://www.cdisc.org
= Select "MEMBERS ONLY"
= Select "eSHARE Downloads"

* Or, by loading eSHARE directly
= http://cdisc.org/eshare-downloads

* The eSHARE catalog is located at:
= http://cdisc.org/cdisc-share

@ cpisc
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How to Access eSHARE?

* Go to the CDISC web site and logon

= Create your account if you haven't already
= Use your corporate email account
= http://cdisc.org

* Go to the eSHARE page using the URL
= http://cdisc.org/eshare-downloads

+ Agree to the EULA — End User License Agreement
= Required the first time you access eSHARE

@ cpisc

©cb 0

eSHARE End-User License Agreement

'CONTACT LIST SIGNUP MAKE A GIFT CDISC CERTIFICATION
N
‘ D I S ‘ Strength Through Collaboration

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES

CDISC PORTAL BECOME A MEMBER HI, JOEBENMANAGER LoG ouT

Search_ Q DO

NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP | MEMBERS ONLY

CDISC eShare Agreement

Follow CDISC Today

9 | You |
CDISC eSHARE Enterprise Subscription n ﬁ tﬂj

Your access and use of CDISC eSHARE is subject to the
terms and conditions of this CDISC eSHARE Enterprise
Subscription License (the “Agreement”). Accordingly, You
automatically accept the terms and conditions of this
Agreement (and are bound hereunder) when You (e.g., via
Your employee, agent or representative) access or use
CDISC eSHARE. If You do not want to accept use of CDISC
eSHARE under the terms and conditions of this Agreement,
then: (a) before using CDISC €SHARE, destroy all
originals and copies of any access keys or codes in Your

1 agree to the Terms & Conditions *

Continue Cancel

@ cpisc
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I’d Like to be Involved!

_

eSHARE Requests for Feedback

* Requests for specific content not currently published on
eSHARE, or feedback on current content

* Feedback on how to change or improve existing content
= Create a JIRA issue

« Jira.cdisc.org
* SHARE project

= Email me: shume@cdisc.org

@ cpisc
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Keep up with eSHARE News

Periodically check the website

= hitp://cdisc.org/cdisc-share

CDISC Newsletter

* Follow our Social Media:

= Twitter: follow @CDISC, @cdiscSHARE, @swhume
= LinkedIn Group: CDISC
= CDISC Facebook Group

SHARE space on the CDISC Wiki

= hitp://wiki.cdisc.org

Sam'’s blog on SHARE topics

= hitp://mungingmetadata.blogspot.com/

@CDISC v

= @ cOISCWii Spaces~ People FPols Calendars Browse ~ Q o- #- O RA-
SHARE # Edt  © Watch [ Share & Toois v
SHARE Home
Addod by Max Kanevsky, last edited by Julie Chason on May 05, 2015 (view change)
SHARED MEALTH AND CLIMCAL RESEAACH ELECTRONIC LIBRARY
Quick Links SHARE Wiki
SHARE R3 Progress Report for Q2 Planning
SHARE page at CDISC website R2 Milestones
©@SHARE Downloads (CDISC Platinum Members) SHARE Release 3
FAQ Wish List

Blog

Volunteer for CDISC

Sub-Team Roster

How To: Log SHARE Review Comments in CDISC JIRA
Metadata Listing (Domain Catalog, SUPPQUAL Listing)

Atiassian

CDISC Standards: Content and Meeting Notes
SDTM
SEND
ADaM
Therapeutic Area User Guides
Research Concepts
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Public Comment Tracker — CDISC Needs You!
P

Help @ Comment Titie
Review Documents
NI isteag
Comments of N
Assigned To Me
By Assigned To
4 4 Request for
By Document Number - Additor
e Exampie
By Current State
8y Comment Author
By Comment Category
By COISC Dispesition
Recycle 8in comments to EX
and EC doc

2 At e Content

.CD'SC | PORTAL Public Comment Tracker » Comments » All Comments -

Comment Document Being Commented On  Document Section ~ Comment Category  Current State
page 9, RD.XPT, Row 2, XXX Comment Period Closed - 6.3.14.2 Select or Blank Closed
RDTESTCD: SOTM IG 003 - RD Reproductive

NUMLIV instead of Oetails v3.1.4 Draft

NUIMLIV

Would It be possible to XXX Comment Period Closed - Suggestion Select or Blank
add an addiona: SDTM IG 001 - EX and EC

example of how to collect ExposureDomains v3.1.4 Draft

data in EX domain for

1. EXMOOD has. X Commant Pariod Cloted - Select or Blank Select or Blank

X
controlled terminology  SOTM 1G 001 - EX
(MOOD). The most ExposureDoma
recent CT does not

s, 50
e sure that
his wil be released In
canjunction with the 3.1.4
reiease’

* Vit oran

2. Is it intentions! that
BRIDG mapping i
missing for EXDIR and
EXPORTOT?

Same question as
Vor EXPORTOT (N)Rmn
(ETHOD (MTHADM),

font size
Inconsistoncies on page
0

5. Page 24, second
paragraph of Example 2,
should say 'ABC123-

0201" instead of ‘ABC123

Al Sites.

Mome Portal  BOD  EIC  Education  CDISCUser Networks CAB  J3C OPS  TeamsProjects C3C CABVP  CDER Classroom Training  FDA Training | Public Comment Tracker | Team Comment Tracker  Therapes

Comment Author Assigned To - Team Ri

Lorenz Dolanski-Aghamanoukian

David Ramage

kris ano

cok(qboroﬂon
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@) CDISC Wi Spaces - People  Calendars -

Dashboard
Welcome to CDISC Wiki All Updates ~ Favourite Spaces  Network
CDISC Wiki coisc activities of Gary Walker
CDISC standards development teams. Please get Invoived and add your voice to the E ) SOTM Rule Discussion ems
COISG G ity toward  COISC standards

‘woridwide. Volnteer Today!
2014 CDISC INTRAChange 25-27 February

Updated 17 minutes aga (view change)

Alana St. Clair
2014 CDISC INTRAChange 25-27 February Home . [E) 301.4-53.04 Torminlogy - CRART PM Meating Hotes

2 Acded by Amy Palmer, tast

et by Wayhe Kubick cn Ao

2014 CDISC Winter IntraChange: Learn, Meet, Interact

Final IntraChange Agenda and Rooms
Spaces | rages | Nemwom

Site Spaces

@ 2014 COISC INTRAChange 25-27 February

@ Astma
@ cossu
@ ceast
@ crasTaPsC

& Define i
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Upeiated about an hour ago (view change)

John Glover
> Re: CFAST TA Program Status Table

02,2014 (view change)

John updated notes sedtion for LLD. 4 dlinical experts 10 3 and DB search date from 17Mar14 1o week of 31Mar14,

Commentad sbout 4 curs g
) CFAST TA Program Status Table
Updsted about 4 hours g0 (view change)

Anthany Chow
(3 Wnstalling SOA Rich Clients.

Updatod Mar 28, 2014 {view change)

Alana St. Clair
2) 2014-03-25 Meeting Notas
Task marked compiste

Updated Mar 23, 2014 {view changs)
(@ Volunteer Coordination Home
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