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Welcome and Introductions




@:,;.-:-;53 CDISC - Clinical Data Standards Interchange Consortium
\

Global Non-Profit Standards Development Organization (SDO)
Mission:
To develop and support global, platform-
independent data standards that enable
information system interoperability to

FH ~
o improve medical research and related

S e g areas of healthcare

T8 | Global standards and Free to download and use
IR ® \

é . '9 More than 500 organizational members

-- » Global Non-profit Consensus-based Standards Development Organization

8 20+ Years of Regulatory Clinical Data Standards Development and Implementation
Experienced Leadership Team and Dedicated Staff of 40+ Professionals and SMEs
Volunteer Network of 1000+ Industry Experts

500+ Member Organizations

Widely Adopted and Freely Available Clinical Research Data Standards

Mature and Globally Accepted Standard Governance Processes

Innovative Open-Source Technology for Standards Library and Metadata Management
Involved in a wide range of emerging Industry Initiatives and Projects

Collaborative Ecosystem of Relationships and Partnerships
 Members, Regulators, Patient Foundations, Academia, SDOs and Industry
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CDISC Members = Diverse Global Community

el Consulting
6%

Tech Service
Provider

20% Academic

Institution
et -
' E\\\\ Nonprofit
5%
: : Government
S 2%
. Other

3 - 5%
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Member Benefits oo
cdisc

CLINICAL DATA

. i" + Training credits Ny
...%  Discount on events

* Job postings on the CDISC jobs board

* Access to the members only area

1« Membership recognition from CDISC at events

« Representation on he CDISC Advisory Council (CAC) — Platinum
members only

[ X ]
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... Alllances and Collaborations
e Lol
g CFAST & Therapeutic Area Partnerships Regulatory Collaborations
°
CDISC collaborates with many organizations to develop Therapeutic Area (TA) CDISC works closely with regulators around the world to ensure that CDISC
.. standards for multiple disease areas through the Coalition for Accelerating standards will 1) streamline research from protocol/study design and trial
S wabla Standards and Therapies (CFAST) initiative, as well as other partnerships. registration through analysis and reporting; 2) facilitate the eSubmission review
2 process; 3) ensure that clinical research is high quality; and 4) support the approvals
e - o S R 3
s PY of safe and efficacious medicines for patients.
s /I l\ %novgtnég CRITICAL PATH
R i \ ' l . edicin 7
@ccnnnn ‘e N / initiative INSTITUTE Regulators also contribute to TA standards development
2 8 % cofighovgte - lanovate . aocelergte
L e
. Yeis FOA finda
T SR ~

INSTITUTE

Mt TransCelerate - .

Gmags SIOPHARMA INC. e lndnvuflual Jo.u!t )

Wt collaborations Initiative

Y also part of JIC Council (JIC)

Dt AC RO EUROPEAN MEDICINES AGENCY
:‘_.: SCIENCE MEDICINES HEALTH
e ihtsdo Fsiessam

R

"1 NIH .

. @

. §*DICOM 1

b A e mwﬁu Digieal Imaging end Communicarions (n Medicine

ICH
Prngverg Standards Development Organizations (SDO) Collaborations harmonisation for better health
) ' o CDISC collaborates with other SDOs to develop standards that are synergistic to support a learning health system based upon high quality research.

IR & s @

/’? CDISC and PhUSE partner to further the mission of each organization collectively, with CDISC focusing on the development of global, platform-

c d i OSOC ; phuse independent data standards, and PhUSE focusing on the implementation and use of the CDISC standards. The two organizations work to combine

efforts on key initiatives around end-to-end standards, TA standards, and semantics, strengthening an interdependent process. 29 November 2023 8



Upcoming 2023/2024 CDISC Events & Webinars

e H:&- S

. . - ] "‘V g b : - ey A - = -

= — ° 2024 Japan Interchange

! 2023 Japan Academic 2023 Korea Interchange 2024 CDISC + TMF Europe 12 June 2024 - 13 June 2024

Leeleennd Workshop 11 December 2023 - 14 December 2023 Interchange Registration now open! Register by 19 May to

o 17 November 2023 - 17 November 2023 Join us in Seoul for our first ever Korea 24 April 2024 - 25 April 2024 take advantage of the Early Bird discount!

Join us for our first Japan Academic Workshop Interchange! Save the date! The 2024 Europe Interchange will The call for abstracts is now open! Submit an
since 2021! be held in Berlin, DE on 24-25 April. abstract for consideration by Friday, March 10th

A half-day virtual event. for review by our program committee.

0
L o ¥ e : T
‘@t 2024 China Interchange 2024 Korea Interchange 2024 CDISC US + TMF
# . s 23 August 2024 - 24 August 2024 26 August 2024 - 30 August 2024 InterChange
L JEEERREY ) Shanghai | 23-24 August 2024 Daegu, South Korea | End of August 2024 23 October 2024 - 24 October 2024

Join us on the east coast for the 2023 US

Interchange!

cdisc https://www.cdisc.org/events/webinars/upcoming zssovemer zzs

9


https://www.cdisc.org/events/webinars/upcoming

7 [e95€l Data Standards and Data Science Group
i - =
25 USDM
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CONTROLLED

\_ TERMINOLOGY /

e

YCIH

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL
(CESHARP)

MI1 TEMPLATE

Draft version

Endorsed o0

September 2022

Currently wnder public consuliation

<=~ CDISC In the Clinical Trial Process

The Clinical Trials Toolkit Routemap Mg

. esearch
Ongoing Management

gtelgglrr;% & Monitoring
‘GCP & Serious
Trial Breach —
Master File Reporting Ti;;f«xp
Safety
Within th R&D  Peer EudtaCl Trial is Reporting
thinthe — Consultation Review Number CTA Submission abandoned -
scope of the
CT Regulations ? O, - Progress
Funding Unique Permissions Reporting Clinical Trial
Proposal Trial & Approvals { Trial MHRA End of Jrial Summary
Number Obtained Begins Inspection Declardjion Report Archivin
.- O O
? Sponsorship : 3 Ethi : . u Audit ™ = v - =
= Confirm Final IcS Final Trial Informed = u - Disseminatiol
A ieai . ' Statistical
) Risk Sponsor M Protocol A IRAS I Submission Management Consent 7 Substantial g Data Analysis ~ of Results
Planning § Assessment Documentation s Amendments g
& Design O ’ 0 "“'O'I
i Cl Checklist iti n
Feasibility & . R&D B Addition of
Protocol Investiga¥or Before Seeking  sybmissiol New Sites & g
Developme Selection Approval Investigators

n
ACQUISITION
A £ ----o----:

Urgent Safety :
Measures g

CONTROLLED y, UNIFIED STUDY
TERMINOLOGY / DEFINITIONS MODEL Contracts &

Agreements

Trial Documentation

\ CONTROLLED

\

\  CONTROLLED
\_ TERMINOLOGY /'

TERMINOLOGY /

Trial Pharmacovigilance

Supplies Key to symbols

+ Demonstrates processes that can Legal Requirement (Specific for trials within the CT Regulations scope)
be done in parallel Legal Requirement (Relevant to all trials)
L L] Demonstrates that not all Standard Process (Relevant to all trials)
processes Wwill apply to all trials

0000

Good Practice (Relevant to all trials)

https://www.cbéaellkihaé. bdgsoutemap/



https://www.ct-toolkit.ac.uk/routemap/

What is a CDISC User Group
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Setting up a CDISC User Group

« Governed by CDISC Operating Procedure (COP)
CDISC-COP-011

« Purpose of the COP:

Defines the appropriate roles and expectations
between CDISC as an organization and
stakeholders that represent users, members, and
liaisons throughout the world

The Policy is developed in the spirit of supporting
and encouraging User Groups to be successful
through a mutually beneficial relationship with
CDISC

cdisc

CDISC Operational Procedure CDISC-COP-011

CDISC User Groups

Revision History

Date Revision | Description Author

20 June 2010 0.1 Initial Draft MOU — sent | Sheila Leaman and
to User Network Rebecca Kush
leaders for review

7 Oct 2010 0.2 Draft COP based upon | Sheila Leaman

the MOU, comments
from UN leaders

17 Nov 2010 0.3 Addressed comments Sheila Leaman and
from UN leaders Rebecca Kush
19 Nov 2010 04 Issued for final review

to P-Y Lastic, Sue
Dubman, Frank Newby,
Kiyoteru Takenouchi,
Chris Decker, Shannon
Labout

15 Feb 2011 1.0 Approved Final COP Sheila Leaman and
Rebecca Kush
13 December Nicole Harmon and
2017 Sheila Leaman
CDISC-COP-011 Version 1.0
CDISC User Groups Page 10of 5
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https://www.cdisc.org/system/files/about/cop/CDISC-COP-011_User_Networks_2017.pdf

What is a CDISC User Group

: i~ Autonomous volunteer-led organizations where CDISC users provide
mutual support to help users utilize CDISC standards.

« They are not, and should not represent themselves to be, part of CDISC the 501(c)3
organization (including as a subsidiary, controlled entity, etc).

i« The purpose of user groups is to support the further implementation of
CDISC standards.
-+« Composed of stakeholders who are actively meeting to discuss

"""" Implementation of CDISC standards and can provide a feedback loop to the
CDISC Standards Development Teams

 Fully independent bodies, whose legal and operational structure is at the
discretion of their members.

* The support that CDISC provides to recognized user groups is only meant
to foster awareness and adoption of CDISC standards, and does not imply
any sort of control, legal or otherwise, over these organizations.

[ X ]
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" Benefits

"+« CDISC User Groups are free to set their own goals and agendas.

...z« Common goals of such groups often include, but are not limited to:
T « Share CDISC implementation experiences periodically

gt « Discuss draft standards and provide comments to CDISC

ééﬁ{_-g;;.:é  Discuss mature standards and feedback to CDISC on usefulness
« Discuss new ideas to be channelled into CDISC

* Network among colleagues

« Share recent conference participation and learning
« Support CDISC utilization across languages, across cultures, and across user communities

[ X ]
Cd |SC 29 November 2023 15



" How CDISC Supports User Groups

", * As a nonprofit with limited resources, CDISC seeks to support user groups with

realistic commitments of staff time and other resources

7.7« CDISC support for User Groups is always subject to CDISC leadership judgments
-l on feasibility and resource availability

» With support from c4c CDISC is able to provide dedicated support until the end of the project.

A « Newcastle are able to provide administrative support to the user group.

a0 CDISC may be able to help support the group in the following areas:

A formal letter of authorization, indicating the User Group is an official CDISC User Group and

expressing the geographic, Ianguage or other membership scope of the User Group

 Electronic copy of the of the CDISC logo and a limited license to re-use the CDISC logo and name
(subject to conditions)

« Coordinate with User Groups when CDISC staff are on work-related travel in the area, to arrange for a
‘CDISC Day’ or other presentations for that User Group Offer updated presentation materials on
CDISC activities

» Provide Wiki pages for User Groups

» Advertise User Group meetings and accomplishments in the CDISC Newsletter, website and through
social media

[ X ]
Cd |SC 29 November 2023 16



zi';;;;:-::f% What is the role of the User Group

- Provide feedback on implementation challenges and opportunities to help CDISC in improving
. standards including but not limited to:

°° « feedback on examples, implementation use cases,

o » key lessons learned,

R - presentations for Interchanges,

G - articles,

BT - sample CRFs

o - Disseminate information to User Group participants on joining CDISC Working Groups, 3C,

and other volunteer opportunities available at CDISC

» Disseminate information to User Group participants on joining CDISC via membership from its
members

[ X X
Cdlsc 29 November 2023 17



.....
.........

Limitations of the CDISC User Groups

. "+ + CDISC User Groups Members are prohibited from competing with CDISC
T Educational Courses.
-wm « including distribution of CDISC-branded educational materials.

... * CDISC User Groups Members are prohibited from speaking on behalf of

..+« The CDISC logo may not be modified. The CDISC logo may not be edited
Into a derivative logo specific to the User Group.

 The CDISC name and logo may never be used in a context such that it
would appear to a casual observer that CDISC or the User Group are
endorsing a commercial product, company, or service.

[ X ]
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Questions for the group

Do you use CDISC Standards Y/N

* |If Yes which ones
« SEND - Pre-Clinical
« CDASH - Data Collection
« SDTM - Data Tabulation
+ ADaM - Data Analysis
* Other

Describe what you want to get out of being a member of the CDISC Pediatric User Group

How often do you think the full group should meet

* Monthly
* Bi-monthly
* Quarterly

Do you have a preferred day that is better to meet (select as many as you can)
« MTWTF

List out three topics that you would like to user group to discuss/present
What best describes you organization

What is the role within your organization? e.g., Project Manager for Data Manager, Head of
Standards, Physician etc.

CdISC https://vclock.com/set-timer-for-5-minutes/ 29 November 2023 19
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What do we need to do to get the User Group Active




.....
.........

Getting the User Group Active

 Form a CDISC Pediatric User Group Leadership Team (CPUG-LT)
 Work on a CPUG Charter Document

. . .
......

;.. =+ Determine a meeting cadence
ra - CPUG all-hands Meetings

et « CPUG-LT Meetings

.07 Create a CPUG WIKI Site

 Create a CPUG emall distribution list

« Work with the CDISC comms group to announce the formation of the group
and recruit new members

« Decide on our first few topics to look at

[ X ]
Cd |SC 29 November 2023 21



¢ i+ Development of a CDISC Pediatric education curriculum providing new
CDISC users with an on-line structured course to learn and implement
CDISC standards related to the CDISC Pediatrics User Guide v1.0 and
s Pediatric Clinical Trials.

i+« Funding through c4c.

iw¢ » The education curriculum will provide structure to assist the understanding
of CDISC standards in relation to Pediatric Clinical Trials.

« Benefits
* Increased use base of CDISC standards, in particular in the Academic user base

 Increased Educational offerings from CDISC, in particular in the new area of education
curriculum

i . The CDISC Pediatrics User Group has the potential to provide input into the education
Lo curriculum requirements and test what is developed

[ X X
Cdlsc 29 November 2023 22
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User Group Leadership

. f\re ygu Interested in being part of the CDISC Pediatric User Group Leade. .y
eam”

* The User Group leaders are responsible for:
» Ensure that their User Group information in the CDISC User Group Wiki is accurate and up to date
* Provide a yearly update to the designated contact on User Group activities

* Be the primary point of contact for new users

If using a CDISC User Group Wiki area, ensure it is regularly maintained, including current meeting
schedules, announcements and presentations.

* Provide an open forum for exchange of information and a collegial, welcoming environment
* In the event that a regulator, member of the media, a community stakeholder, or member of the public
contact a User Group, liaise with the CDISC primary contact to provide an appropriate response to the
inquiring party.
» Expected commitment
« Attend CPUG-LT meetings (1 for each CPUG meeting) including some off-line preparation work
« CDISC PM and Newcastle Secretariat resource support available to the end of the c4c project.

« Recommend 3-6 volunteers
» Target: academic and industry, data and clinical
» Complete the presented poll or Email Avril if you are interested

[ X ]
Cd |SC 29 November 2023 23



Questions for the group

« Are you interested in being on the Leadership Team for the CPUG
* Yes
+ No

. . .
......

[ X X
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Group Discussion and questions




;" Group Discussion and questions

:~, * Other User Groups/Networks

i, | « https://wiki.cdisc.org/display/PUB/CDISC+User+Networks

$roeenid « https://wiki.cdisc.org/display/PUB/CDISC+User+Network+Guide

i...i * Topics for next meeting

- Suggestions from the poll

§:re:rrd * Review if there are further areas where we can develop paediatric standards, in particular for safety data
Hel capture and analysis

ol - ADaM in PUG

ST - How to address disease-specific paediatric data standards

+ CDISC to OMOP to FHIR and other conversions

» Data linkage

» Ethical restrictions to data usage

* PPI perspective on improving use of data

 PAEDIATRIC FEATURES in all the clinical trials lifecicles. (profit vs NO profit)
« Training,

* Use of RWD in studies,

* Increasing use for academia

» Safety data standards, with adaptation to size and disease specificities

[ X L
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Next Steps
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Next Steps

o wio

: Volunteer to be part of the CPUG-LT All

Arrange first CPUG-LT meeting to work on CPUG Charter/Topics for next ~ John/Auvril

| meeting

Set-up CPUG WIKI and Email Distribution list John/CDISC
Arrange comms activities to disseminate information to the community on  John/Auvril
7 thecPuG

Set date(s) for next CPUG Meeting John/Auvril

[ X ]
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