Summary of SHARE Webinar, 2014-08-14 |m| Boehringer

Ingelheim

Introduction to SHARE, iSHARE, eSHARE provided
Location, content and how to access download area described

Timeline by when access would be possible?
Under consideration

Can we access eSHARE from our metadata repository?
Currently not recommended, plan to create a software accessible
version, still uncertainties

Mapping CDASH to SDTM?
Is available, export of machine readable format under development

Will PDFs go away at some point in time?
No, but way how to organize the information may change.
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What is SHARE?

« SHARE is a standards metadata repository for authoring,
governing, and publishing CDISC standards

+ SHARE combines
= S0A Semantics Manager
= 150 11179 Metadata Mode!
» CDISC Standards Model
« CDISC Foundational and TA Standards
» Controlled Terminology
» Exports to ODM, Define-XML and RDF

« Enables the development of a consistent, end-to-end
standards model



SHARE Software: iSHARE & eSHARE

ISHARE eSHARE

(SHARE ntoractive) (SHARE Exports |

Standards Development Accessing Published Standards
& Govemance in a Machine-Readable Format

Access o eSHARE does not require access to iSHARE



iISHARE Content

* Foundational standards:
« SDTM-IG 3.1.2, 3.1.3, 3.2
= CDASH 1.1
= Controlled Terminology
= BRIDG and 150 21080 data types

= SEND (work in progress) h
= ADaM content piloted (planned)

« TA data standards
+ Medical Device standards

* Plan to publish Value Level Metadata for review



ISHARE Exports

« Machine-readable export formats:
« ODM 1.3.2
* Define-XML v1.0
« Define-XML v2.0
« CSV

= Excel
» RDF/OWL (planned)



What is eSHARE?

«| eSHARE is a web site that provides easy access CDISC
standards metadata

eSHARE provides a simple to use means of accessing
machine-readable metadata .

eSHARE requires no training to use

The intent is to keep eSHARE as simple as possible

Complex tasks are performed in iISHARE



Where is eSHARE?
+ eSHARE exists as part of the new CDISC web site

« Access to eSHARE can be found on CDISC.org under
Members Only
* hitp://www.cdisc.org
« Select "MEMBERS ONLY"
« Select "eSHARE Downloads”
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« Or, by loading eSHARE directly
« hitp://cdisc.org/eshare-downloads



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
* hitp:/icdisc.org

* Go to the eSHARE page using the URL
» hitp://edisc.org/eshare-downloads

| Agree to the EULA — End User License Agreement
* Required the first time you access eSHARE

* Phased deployment



Future eSHARE Content

« New Content:

* SDTM-IG 3.1.3 & 3.2 (coming next week)

» Updated Controlled Terminology
* Medical Device and TA standards
= SEND

= ADaM
* Bundled Content

» Draft and For Review content
= Readme files

 New formats:
= RDFEMOWL

» Machine-readable Diff files
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Keep up with eSHARE News

Penodically check the website
= htip://cdisc.org/cdisc-share

CDISC Newsletter \

share news email list

= <l|ists.cdisc.org=
Twitter

* Follow @CDISC, @cdiscSHARE, @swhume
SHARE space on the CDISC Wiki

* hitp:/iwiki.cdisc.org
| sometimes blog on SHARE topics

= hitp://mungingmetadata.blogspot.com/
CDISC RSS Feed



eSHARE Downloads

CDISC
SHARE

Terminology

CDASH eSHARE Standards Catalog
CDASH 1.1

2014-06-02 CDASH 1.1 Metadata ODM v1.3.2 | CSV | Excel
2014-06-02 CDASH + CT 1.1+2013-12 | Bundle ODM | Excel

2014-06-02 CDASH 1.1 Document PDF

2014-06-02 CDASH UG 1.1 Document PDF

CDASH

Terminology

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

XML v1.0 | Define-XML v2.0




SDTM eSHARE Standards Catalog
SDTM 1.4 {IG
3.2)
2014-08-21 SDTM (IG) 1.4 (3.2) Metadata Define-XML v2.0 | Define-XML v1.0 |
Excel
2014-08-21 SDTM + CT 1.4+2013-12 | Bundle Define-XML v2.0 | Excel
=20
2014-08-21 SDTM ({1G) 1.3(3.1.3) Document PDF
Bundle
SDTM 1.3 (IG
3.1.3)
2014-058-21 SDTM (1G) 1.3 (3.1.3) Metadata Define-XML v2.0 | Define-XML v1.0 |
Excel
2014-058-21 SDTM + CT 1.3+2013-12 | Bundle Define-XML v2.0 | Excel
=20
2014-08-21 SDTM ({IC) 1.3 (3.1.3) Document PDF
Bundle
SDTM1.2 (IG
3.1.2)
2014-06-02 SDTM (1G) 1.2 (3.1.2) Metadata Define-XML v2.0 | Define-XML v1.0 |



