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CDISC Pediatric User Network
Minutes

Date: 17 April 2024
Place: Zoom
Time 2:00-3:00 BST / 3:00-4:00 GMT

Attendees

John Owen, John Ezzell, Avril Palmeri, Anando Sen, Thomas Luethy, Giorgio Reggiardo,
Claudia Pansieri, James Webbe, Johan Vande Walle, Gabriele Ahne, Corinna Engel, Kasey
Baker, Melissa Walsh, Rick Watts, Beth Potter, Breanne Stewart, James Wyncoll,
Kimberly Pang, Molly Pursell

Review of outstanding
actions

e Volunteer to be part of the CPUG-LT (All) Ongoing — We need more volunteers
from different backgrounds for the leadership group, especially from industry.
This will be discussed on the next leadership call.

e Arrange the first CPUG-LT meeting to work on CPUG charter/topics for next
meeting (JO/AP) Complete. The first call took place on 23" January. The next call
is scheduled for 8™ May.

e Set up CPUG wiki and email distribution list (JO/CDISC) Complete — The CPUN
Wiki site has been set up. It includes links to meeting materials, a calendar and a
sign-up box to join the mailing list. Members of the CPUN have already been
added to the mailing list.

e Arrange comms activities to disseminate information to the community on the
CPUG (JO/AP) Ongoing — this will be discussed on the May leadership call.

e Set date(s) for next CPUG meeting (JO/AP) — Complete

CDISC pediatric training
modules

e John Ezzell provided information about the CDISC education team, how CDISC
education fits within the CDISC charter, how it operates and the tools that are
used to develop and deliver training.

e The different categories of education are available on the CDISC website. Q& A
and discussion forums are available for trainees. Certificates and badges that can
be included in email signatures are also available. Training is accessed on the
Education page of the CDISC website with a free login.

e Experts (SMEs) work with the CDISC education team to develop training.

e JO asked if it is better to keep the introduction modules for people who are new
to CDISC separate from the pediatric-specific training or whether it should be
rolled into one curriculum. This is a question for this group to discuss and decide.
The group also needs to decide on the right level and amount of detail for the
introduction to CDISC standards. KB commented that the training for the Rare
Disease TAUG is so specific that they did not have an extensive foundational
overview. Having a training module that gives an overview of the CDISC journey
to help those new to CDISC get started and follow the process would be
beneficial. JE confirmed the curriculum can be designed to accommodate
different learning needs. It can be very prescriptive for those new to CDISC and
then become more flexible for advanced users.

e JVW commented that particularly for rare diseases, data needs to be
standardized from the start as there will only be a small number of patients
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worldwide. The sooner researchers start their CDISC journey so they can
standardize their data, the better.

e MP from the KD-CAAP study commented that they are not very familiar with
CDISC, particularly at the data manager and trial manager level. Within the trials
unit, they have a data management team who are trying to incorporate CDISC
standards into their trial design. The user guide and training modules would be
helpful as an introduction to CDISC for this group. Action: Are there any other
groups like this within the c4c network that would be willing to provide
feedback on information that would be useful for them as they are on their
journey with CDISC standards and to provide feedback on the training. Form a
pilot group to take this forward. MW commented that she might be able to find
someone to volunteer for this too, based in the Irish NH for c4c that supports in
the setup of their eCRFs. JE showed an example of post-training surveys that can
be customized.

e It will take approximately 3-5 months to develop the training for the Pediatrics
User Guide. A lot of foundational training already exists but we would need input
on the curriculum from the pilot group that would feedback to this group.

Pediatric user network e JO showed the draft network charter. The charter will be finalized during the
charter May leadership call.
e Action: The group is asked to review the charter on the attached slides and
provide feedback.

e Action: AP will confirm if the c4c funding statement needs to be included.

Next call e The next call is scheduled for 13th June but may need to be rescheduled based
on changes to JO’s availability. The draft agenda is included in the attached
slides.

Action: the group is asked to send ideas for the June agenda and future calls.

This project has received funding from the Innovative Medicines
‘g%go‘vgfr‘]\é% ef a Initiative 2 Joint Undertaking under grant agreement No 777389.
initiative pl The Joint Undertaking receives support from the European Union's

Horizon 2020 research and innovation programme and EFPIA.
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CDISC Pediatric Network Meeting

171 April 2024
John Owen, Head, PMO, CDISC
John Ezzell, Head of Education, CDISC




Agenda

1. Updates and Review Outstanding Actions
2. Presentation: CDISC Pediatric Training Modules
3. Pediatric User Network Charter
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CDISC and c4c
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CDISC Pediatrics User Guide

CDISC Pediatric User Greup/Network

CDISC Pediatric Training Curriculum

15 April 2024 3
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CPUN WIKI Site

Pediatric User Network

Created by Matthew Warren, last madified by John Owen on Mar 13, 2024

@ wWelcome!

Welcome to the CDISC Pediatric Network. To sign-up to the Network please submit your name and email below . . .
Full Name:i ]
Email: [ l

Pediatric User Network

e The network email is pedun@lists.cdisc.org

* You must be a member of the list to send to it. Today < > April 2024 Subscribe Add Event
e To unsubscribe, click the link in the footer of the email received from the list.

Mon Tue Wed Thu Fri Sat Sun
> Pediatric User Network Charter 1 2 3 4 5 6 7
> Pediatric User Network Meetings
> Pediatric User Network Leadership Meetings 8 9 10 1 12 13 14
15 16 19 20 21
i 2:00
PM CPUN
Meeting (UK
Time)
22 23 26 27 28
29 30

i 9:00
AM CPUN

Leadership
Meeting (UK
Time)

cdi'sc https://wiki.cdisc.org/display/PEDUN/Pediatric+User+Network
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CPUN Meetings cdisc

« CPUN Kick off meeting 28" November ZOZBJ
« CPUN Leadership meeting 23 January 2024

. . .
......

..+ CPUN Meeting 17 April 2024 — Training Presentation
... + CPUN Leadership meeting 8" May 2024
1« CPUN Meeting 13t June 2024

 Reschedule?

* Review Outstanding Actions

cdisc :



Introduction to Pediatrics Training Curriculum
John Ezzell, Head of Education CDISC




Agenda

1. Intro to CDISC Ed

Training Development
Pediatrics Community Feedback
Q&A
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Intro to CDISC Ed
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John Ezzell Morgan Dancy Mackenzie Voots

Head of Education i Senior Education Manager Education Manager

« Develops Overall Training Schedule and Strategy in Conjunction with VP of * Oversees Public Training Schedule + Oversees Private Training Schedule
Partnerships and Development + Manages Private Learning Stores + Manages Learning Management System (LMS)

« Oversees Training Development « Coordinates Instructor Authorization « Leads publication of Trainings

» Manages Certifications and Vendors




" CDISC Training Areas of Focus

: ) CDISC Standards & Publications

... « Foundational Standards
. » User Guides
Training by Audiences

Do i@l « Experts and Newcomers
e « Niche groups (e.g., Academics)

Tools

* CDISC Library, COSA tools, etc.
* Demos
 |nstructions
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CDISC LMS

* Videos
* Interactive Activities
« Assessments

: CEUs

The Standard for Lifelong Learning

g
8
g
|

ADMINISTRATION

4 Return 12 my narmal role

rtificates  Tabulate Certification Programs Memb CDISC org Comact

3 Anng:

Welcome

CDISC Educational Materials Intellectual Property Notice

« Sharing copy ga nalm

. slides. quizzes

rthe
ons abg

C for ACADOOT CHOT Script

ACADOD1: CDISC for Academic Researchers

Mark the video as complete:

QO Complete

@ Submit

SEARCH FORUMS

LATEST NEWS

Mo announce:

UPCOMING EVENTS

RECENT ACTIVITY

ctivity report

BI NT UPIOMIng Sents
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=
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«

cz Tuesday, February 27, 2024, 9:31

learn.cdisc.org
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Certificates and Badges

CERTIFICATE OF ACHIEVEMENT

This is to certify that

John Doe

has successfully completed the following training modules.

ADaM Bundle

+ Introduction to ADaM « BDS Concepts

+ ADaM Traceability, Rules & Best Practices + BDS Concepts, Rules & lllustration

» Design Concepts in ADaM » Occurrence Data Structure - OCCDS

= Subject Level Analysis Dataset * ADaM Compliance and Metadata Intreduction
« Introduction to the Basic Data Structure + ADaM Metadata

19 September 2023
401 W 15th St #800 d...
Austin, TX 78701
CaisC

CERTIFIED PRODUCT

OPERATIONAL
DATA MODEL

_ CERTIFICATE OF ACHIEVEMENT
e This is to certify that {admiral} hackathon participant

John Doe

has successfully demonstrated hacking proficiency

Lt'.-"-:'lﬂ'l.‘ )
CERTIFIED

converting SDTM datasets to analysis datasets using

{admiral} - The ADaM in R Asset Library

401 W 15th 5t #800
Austin, TX 78701
cdisc.org
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CDISC Training Development Tools

ADAM MODULE 4: SUBJECT LEVEL [+ Chapter 1 ACtIVItY
ANALYSIS DATASET

.
e Collaboration Tools . ’
. K Required, Conditionally Required and Permissible ADSL Variables
et . . . Instructions: Drag the ADSL variables into the correct category.
« Wiki
» SITEGRy: USUBJID: AGEGRy: REGIONy: SUBJID:
EEEREE pooled group of sites unique subject v SUBJID:
. ) i s for anayais evier | |Pooied 3o 0roup | poocked oroupe of sl | et entie,
« SharePoint S s
o Al Activity i RACE iU e pooled race group  AGE snd ABEU o
. s h - o
REQUIRED OR CONDITIONALLY REQUIRED VARIABLES \ ( PERMISSIBLE VARIABLES

 Authoring Tools

e Adobe Creative Suite o .
HP5 cdisc

Teon Trainings &

In-Parson Trainings
TOKYO,
JAPAN Accass Lasming Browse Our atdog  Cerfiications Programs Membership Bensfits
0T 5004 Record of Leaming Al Cour A i Benefits & Rates

* Delivery Tools
* ISpring
« Totara LMS

BERLIN, GERMANY
22-23 & 26 April 2024

Berlin Tokyo Brussels Arini Bbor

%opgoo®
& ZHt=H SEPTEMBER
[inFerson Tranings B USA
SHANGHAI, IS=F )b VIRTUAL TRAINING WREBAB gﬁﬁue
CHINA FL JARVE EVENT EVENT
28-29 August 2024 e
Shanghai Virtual Event Virtual Event Virtual Event CDISC
9 Newcomers

Virtual
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CDISC Training Development: Roles

Subject Matter Experts

* Focus: Content Development
and Review

cdisc

15



.........
. R

Training Development Strategy

.......

Content:

s » Overview of the Pediatrics UG
» Explanation of

 datasets

« concept maps

* USe cases

Process:

« CDISC Ed collaborates with SMEs on CDISC Overview content
» Pediatric UG SMEs content with support from CDISC Ed

cdisc 5
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Production
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s Introduction to CDISC @ g—p—@-a=—p

"W Foundational Standards Overview
+ < CDASH model

..+ SDTM model

.+ ADaM model

Ell Pcdiatrics UG Content

cdisc 5




CDISC UG Trainings

* Most CDISC UG
trainings offered on-
demand

 Available in CDISC
Learn Store

 Free trainings
available:
learnstore.cdisc.org

Most trainings
focused on drug
development

cdisc

cdisc

Hoss / Catalag § TALGE B Feo Trainings

TAUGs & Free Trainings

Retum to (DEC .o

] Echucation

Click on the button below to access free On-Demand (self-paced) trainings within the CDISC

Leaming Management System. You will be prompted to create a cdisclD if you have not already

done so.

Access Free Modules

Free maodules include the following:

TALIG Mod
TALIG Mod
TALIG Modh
TALIG Modh
TALIG Modh
TALIG Mod
TALIG Mod
TALIG Mod
TALIG Mod
TALIG Module 352 Lun
TALIG Module 37-
TALIG Module 3

TALIG Mod
TALIG Mod
TALIG Modh
TALIG Module 43:
TALIG Mod
TALIG Mod

ule 3= 1 o (|
ule A0: Psoriasis [PSOR)

ule 43: Soreening, S
ule 44 Pancreati

Introduction to the Study Data Tabulation Mods]
Introduction to the TMF Reference Model
ule 1: Orverview of Therapeatic Area User Guides

ule 2: A

e 10k Dial User Guide

e 1 noer Ukser Guids

e 1 - i3

ule 19 onic (hstructive Pulmonary Disease User Guide
ule 21: Prostate Cancer

ule 23 Malaria
ule 29: HIY

Acute Kidney Injury [AKI)
siure {HF)

3 and Monitoring for Pre-Clinical Type 1 Diabetes

19
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Post-Training User Surveys

Home / Courses / SOTM Modu

@ Edit settings

w Locally assigned roles
® Permissions

® Check permissions

m Flers

®m Loos

® Backup

® Analysis

® Show responses

® Feedback archive

» Course administration

Course Evaluation Survey / SDTMOO1 Survey

SDTMO001 Survey

The course materials contributed to
learning the subject matter.”

As a result of taking this course, | have a
g ! 1ding of the subject
matter.”

Course materials were well organized and
easy to follow.*

There was close agreement between the
stated course outcomes and what was
actually covered.”

Tha smiannt af intarartiua sctdivitiae wne

de. Ancnymou

O (1) Strongly Disagree

O (2) Disagree

(O (3) Neither Agree nor Disagree
O (4) Agree

(O (5) Strongly Agree

(O (1) Strongly Disagree

(O (2) Disagree

(O (3) Neither Agree nor Disagree
(O (4) Agree

(O (5) Strongly Agree

(O (1) Strongly Disagree

(O (2) Disagree

(O (3) Neither Agree nor Disagree
(O (4) Agree

(O (5) Strongly Agree

(O (1) Strongly Disagree

(O (2) Disagree

(O (3) Neither Agree nor Disagree
(O (4) Agree

(O (5) Strongly Agree

(O (1) Strongly Disagree

https://learn.cdisc.org/mod/feedback/complete.php?id=1024&courseid

cdisc
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 How much of the CDISC
Standards spectrum
should be included in
the Pediatrics UG
training?

* Who should be invited to
participate in training
evaluation surveys?

« Other questions?

PRE-CLINICAL

ORGANIZE

PLAN

( CDISC Standards in the Clinical Research Process \

COLLECT

CDASH

ORGANIZE ANALYZE SUBMIT
PUBLISH
REPORT

e

=

SDTM ADaM

J

John Ezzell
Head of Education, CDISC
jezzell@cdisc.org

~ [
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Pediatric User Network Charter
John Owen, Head, PMO, CDISC




CPUN Charter

E g Processes
B &
e Procedures
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Collaboration

Communication
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Pediatric User Network

: :*« + Name
; « CDISC Pediatric User Network (CPUN)

4« Mission

« The mission of the CPUN is to develop a global volunteer-led pediatric user network composed
A of stakeholders actively meeting to discuss CDISC Standards and foster awareness of CDISC
e standards in the pediatric community.

« The CPUN will share experiences of implementing CDISC standards and collaborate to identify
missing paediatric data items from the CDISC standards and channel these back into CDISC.

« The CPUN will be a cross functional membership grop, providing a broad representation of roles
across the pediatric research community with an interest in clinical data standards.

« CPUN members are welcome from all areas of research e.g., academia & industry and a range
of roles e.g., Clinicians & Pediatricians, Clinical Data Managers, Biostatisticians, Clinical Data
Standards Experts, CDISC experts (CDASH, SDTM, ADaM) in order to support this community in

the adoption and implementation of CDISC standards.

cdisc "
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 Budget and Resources

« Set-up of this project has received funding from the Innovative Medicines Initiative 2 Joint
Undertaking under grant agreement No 777389. The Joint Undertaking receives support from the
European Union’s Horizon 2020 research and innovation programme and EFPIA.

« The CPUN reflects input from its contributors and neither the IMI nor the European Union,
EFPIA, or any Associated Partners are responsible for any use that may be made of the
information contained therein.

* Involvement in the CPUN in on a volunteer basis and is much appreciated in-order to build a
global pediatric network forwarding CDISC clinical data standards in the area of pediatric
research.
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;.. Processes and Procedures

ik - « The CPUN will be run according to CDISC’s CDISC-COP-011 User Networks Operational Procedure
: which is available here. Thefprocedure IS develo,oed in the spirit of sup_por_tm%and encouraging
User Groups to be successful through a mutually beneficial relationship with CDISC.

» Involvement in the CPUN requires that rules set out in this procedure are followed by all members.

» Aleadership team has been formed to assist in administering the CPUN and providing guidance for
b meeting topics and ideas for the activities of the CPUN

ST b « The CPUN is free to set their own goals and agendas. Common goals are:

« Sharing CDISC implementation experiences periodically

}i._. e « Discussing draft standards and providing comments to CDISC

9 i Discussing mature standards and feeding back to CDISC on usefulness

- Discussing new ideas to be channelled into CDISC

Networking among colleagues

Sharing recent conference participation and learning

Supporting CDISC utilization across languages, across cultures, and across user communities

 The (IZOPUN is a fully independent body, whose legal and operational structure is at the discretion of it's
members.

» The support that CDISC provides to recognized user grouPs is only meant to foster awareness and
adopt[ontpf CDISC standards, and does not imply any sort of control, legal or otherwise, over these
organizations.

cdisc .
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« Communication

The CPUN can take advantage of CDISC’s communication channels to assist in promotion of
CPUN activities (including e-blasts, social media, WIKI sites).

 Collaboration

The CPUN will utilize a public WIKI space open to all.
CPUN meetings will take place every 2 months

CPUN Leadership meetings will take place every 2 months (alternate months to the CPUN
meetings

Agendas, recordings and notes will be made available on the CPUN WIKI
All CPUN meetings will be added to the CPUN WIKI calendar

cdisc o


https://wiki.cdisc.org/display/PEDUN/Pediatric+User+Network
https://wiki.cdisc.org/display/PEDUN/Pediatric+User+Network
https://wiki.cdisc.org/display/PEDUN/Pediatric+User+Network

-------

. . e
FIEEREEEL |
. o
.......

.........

.-« Comments on the
© CPUN Charter

L L L



' Next Meeting CdISC

. Pediatric User Network
¥ =0 .
i CPUN Meeting 13" June 2024
St Send any ideas for meetings topics by 9 May 2024
8 e s
“iad  Sharing CDISC implementation experiences
e » Discussing draft/new standards and providing comments to CDISC
e « Discussing mature standards and feeding back to CDISC
B ey g « Discussing new ideas to be channelled into CDISC
L * Networking ideas
Al e « Sharing recent conference participation and learning
L 2 « Supporting CDISC utilization across languages, across cultures,
R and across user communities

cdisc .
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Thank you for being part of the CPUN
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