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. Disclaimer and Disclosures

s« The views and opinions expressed in this presentation are those of the

author(s) and do not necessarily reflect the official policy or position of
b CDISC.
» | have no real or apparent conflicts of interest to report.

» Spoiler: although there’s no “magic” in my presentation, and no Al involved in my
presentations, | will offer practical insights into the complexities of CRO data
standard governance. Sponsors are also welcome to join to see what life looks like
from the other side of the barricades!
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*:  The Pharma Industry Data Governance “Status Quo”

- What is Clinical Standards Data Governance?

;... Astandard is a group of related assets such as forms, edit checks, datasets, mappings
» i '+ and terminologies. Using CDISC standards as a guide, you can design and refine
organizational standards according to your company’s internal governance

" process. A standards management team is required to create the standards and
ensure compliance with requlatory requirements.

...... Standards management teams lead the development and management of
standardized content. They work with key stakeholders on data standards
governance and support the technical implementation of standards and their ongoing

maintenance.

Ref: “The Complete Guide to CDISC Standards Management”, Certara White Paper, 2024

cdisc



-+ The Pharma Industry Data Governance “Status Quo”

*.:  What is Clinical Standards Data Governance? Key Characteristics
E:';-: - Organizational Structure Dedicated ()
§.'I':;:.... Employee working exclusively on data standards vs employee Federated
i RIS Combination CHTEG—G——E——
R Composition Stat Prog D
¥ o Diverse functional representation, different roles Biostat
Specialist ~ CHEIIEEEEEE————
] DM S
-' What is Standardized? ADaM C
SR Governed Standards TFLs
SDTM D
CDASH G
SAP
Keyltemstosetup
+ Scope » Technology (MDR?)
* Process + “People” Engagement

 Governance Model

cdisc



The Pharma Industry Data Governance “Status Quo”
PHUSE White Paper on Best Practice in Data Standards Governance

K * How organizations are currently governing data
standards? And how they are organized?

» Survey 14Feb2022-15Mar2022

* Informal Discussion at PHUSE CSS 2022 / 2023
* Overview of Survey Results at PHUSE US 2023
» White Paper Published Oct 2024

» 48% centralized standards governance

« Significant variability in governance models
« Sponsor More Governance

« CRO More Automation

» Lack of Resources

 CRO-specific challenges: sponsor demands vs
regulatory compliance

2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact 8



7. The Pharma Industry Data Governance “Status Quo”
5-225?1'5'-- PHUSE White Paper on Best Practice in Data Standards Governance

Main “pain” points
Top 5 Vendor/Partner Pain Points N=385
0% 10% 20% 30% 40% 50%

Misinterpretation of sponsor standards 47%

Vendor uses latest standards and training JE¥AZ

?5:3[ : Unclear expectations/scope of work
Incomplete documentation
) No tool-agnostic standards

Ref: Data Standards Governance and Implementation Across Industry: Key Challenges and Benefits, G. Mahadevan and M. Baldwin — PHUSE US 2023

cdisc
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7. The Pharma Industry Data Governance “Status Quo”
PHUSE White Paper on Best Practice in Data Standards Governance

R Actions That Improved Development / Implementation Time
i
1k N=83
RN
CIRERD o Metrics to oversee implementation time (N 17
: ‘ x Metrics to oversee level of re-use and
S deviati (T 19
8o ° eviations
¥ Upgraded/improved MDR system NSNS 19
;::. e .'.5
et Assigned more resources NN 24
R Initiated MDR system | NS 28
Tasn oF Implemented automation based on data | 33
"""" L |
: ‘ : standards content
NN Governance board to ensure & maximize re- R 39
8 H: I use of standards
. Cross functional engagement | 43
o S Specialized role to develop/implement
Ot I e 47
- standards
. 5t B Programmer M Standards Management M Statistician M Other Total
L . -

Ref: Data Standards Governance and Implementation Across Industry: Key Challenges and Benefits, G. Mahadevan and M. Baldwin — PHUSE US 2023

000
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;. The Pharma Industry Data Governance “Status Quo”
-+ PHUSE White Paper on Best Practice in Data Standards Governance

Standards Metadata Libraries/Repositories
. ; . . = Spreadsheets/documents
o .. . = |In-house developed tool/system

. e = Customised commercial MDR

u Off-the-shelf/commercial MDR

= Not stored centrally

= Other

Primary Standards Metadata N

ey (Spreadsheets/documents 12 18 )
“ 2 ' In-house developed tool/system 10 8
Prnei ol (Customised commercial MDR 1 ) 13
» | Off-the-shelf/commercial MDR 2 9
- Other = 0
: Not stored centrally 0 2
el Unknown/not applicable 16 2

Ref: PHUSE Data Standards White Paper (PHUSE White Paper 2024)

2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact 1




-+ The Pharma Industry Data Governance “Status Quo”

.. Shared Sponsor/CRO Experiences for Improving the Use of and Adherence to Standards

Sponsor 1 - Reference 6 Sponsor 2 - Reference 4/ 5
. « Big Pharma « Growing Biotech
- « Dedicated end-to-end SMEs to projects « The importance of setting expectations
o  Different CRO mapping approaches
: Sponsor 3 — Reference 4 Global CRO — Reference 8
+ Big Pharma  Use of MDR
» Centralized Governance “Body” » Governance Process, approval
* Dedicated SMEs requests, etc.

X
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What Truly Matters in CRO Data Governance

Current Challenges with Standards and Data Submissions
What Might Be Unique at a CRO Like Cytel?




What Truly Matters in CRO Data Governance

Current Challenges with Standards and Data Submissions

« Continuously Evolving Standards
* Interpretation Variability
* Versions Alignment for Future Data Integration

 (Global Harmonization

« Ongoing Regulatory Refinement e.g., FDA
 Individual agency/division Preferences

(X
Cd|$ 2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact
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~*. What Truly Matters in CRO Data Governance

é-'sz?fil Current Challenges with Standards and Data Submissions

Ongoing Reqgulatory Refinement ... and individual agency/division preferences

e For clinical studies, submit two separate domains for lab results. The LB domain should

-, contain SI units in LBSTRESU for the SI results in the LBSTRESC and LBSTRESN

P e tields. An additional custom domain called LC structured identically to LB should

' For subjects with multiple screenings and no subsequent enrollment, include the primary
LR sereening in DM with additional screenings in a custom domain with a structure similar
T to DM.

Only AEs that begin after xxxxx administration should be
reported in AE, otherwise they should be reported in MH

(X
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What Truly Matters in CRO Data Governance
What Might Be Unique at a CRO Like Cytel? (Service Group Only)

» Sponsor-Specific Standards vs. Lack of Direction
* Multiple Standards Versions
* Multiple Therapeutic Areas and Indications
Vaccine

» Sponsor Size: Big Pharma vs. Mid-Size vs. Biotech
« Partial vs Full “Portfolio” Involvement

Rare
Disease

Big
Pharm
a

« Decisions need to be made quickly

» Greater Exposure to Innovative Trial Designs?
« MDR too cumbersome?

« Sponsor Audit-Findings

cdisc
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What Truly Matters in CRO Data Governance e
What Might Be Unique at a CRO Like Cytel? PA

The “Cost” of a CAPA

Impact on Process

" | Minor Major
Fioreh = | < l _
_____ § e i » CAPA Handling
P A= !  Discussion
5 : . Corrections / re-run
B | = « Change in Process
c (.S ..
g. g * Re-training of the
- team (>100)
Cdi$ 2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact 17



The Cytel-PBS Approach to Data Governance

Our Data Governance Journey
Automation / Cytemation Approach
Anything “Magic™?




%, The Cytel-PBS Approach to Data Governance

= Our Data Governance Journey

fi5 5o 2015 - 2019
: cySDTM IG 3.2

E T (9 revisions 2019-2022)
cyADaM Ig 1.x 2024
. (7 revisions) cySDTMIG 3.4
- MDR-like Tool for 2022 (2 revisions)
issues Management Internal Checker Formal Data
+ SDTM Team Internal regular-QA Governance

Cytemation Effort From excel to
cySDTMIG 3.3 Ticketing System
(9 revisions 2021-2025)
cyCDISC Guidance v1.0*
cyCDASH-like Library
(12 domains / 23 forms)
“Failed” MDR Vendor Selection

'Y
Cdl (@ 2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact
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The Cytel-PBS Approach to Data Governance

Automation / Cytemation Approach

. ....oo-..... 02 .‘. ,... 04 ...,

‘- CRFEC[)):\: . Datasets Mock TLFs Documentation
ecKs (SDTM/ADaM) Shells
Automated .
Extracts . . . K
T 03 e o 05
Creation of standard Generate SDTM and Automate the creation Streamlines the TLFs Library of Standard
library CRFs/checks ADaM mapping code of TLF shells faster process by capturing documents with
to streamline EDC using the standard and with consistent metadata embedded metadata.
design and set up Cytel Metadata file. layout. in TLFs shells created
Automation of manual using Lighthouse.

repeating tasks for
data extract.

(X
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The Cytel-PBS Approach to Data Governance

.= Anything “Magic”? Not really....

Lightweight yet structured governance model (no bureaucracy)

Established simple but stable standards

Flexible alignment with sponsor expectations

Foster a win—win partnership between sponsor and CRO

Cross-functional collaboration, DM, BS and PROG

Increased Number of SMEs

Targeted SMEs support involvement

* Support at “start” e.g., SDTM key mapping decision review
* Support at the “end” e.g., full SME CDISC package review for critical projects at final dry-run
* Dedicated HelpDesk

(X
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The Cytel-PBS Approach to Data Governance
Anything “Magic”? Not really....

Internal “Tools” for Gap-analysis

Checklists prior to final package production

Regular review common issues and requests (tool-driven approach)

Provide ongoing re-training

Enhances Sponsor Understanding of Standards

Regular assessment of the impact of new regulatory guidelines,

standards, and requirements

(X
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The Cytel-PBS Approach to Data Governance

Anything “Magic”? Not exactly... Support Commercial Off-the-Shelfs Tools — Insights into Top conformance Issues

is Allv  Last validated 11/08/2024 - 05/07/2025 v  Stateis Editable + Read-only v/

2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact
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The Cytel-PBS Approach to Data Governance
Anything “Magic”? Not really....Ticketing System (HelpDesk)

Ticketing system inspired
by IT support models

Welcome to Cytel.

How can we help you?

submitling progra

@ 7 suron

India Facilities

QA Helpdesk

PBS Helpdesk

%] Macro programs sectio

PBS Helpdesk

Q¢ v oE OPs

PBSHelpdesk -

AllRequests v 7 P == m
2 @ | Newinadent v | Edt | | Delete | | PickUp | | Close | | Merge | | LinkRequests | | Assign v 1-500f =) < > & B 03
o D suea Requester Name Technican Growp  Swwus  Duebydate  Created Date Gregoy  subCategory fem Request Type
e a
O © © B 145 O EPOCH dervation for completion visits T ———— @ Angelo Tina. Resoved - Feb 26,2025 11:09PM  CDISC soT™ Domain Specific - SV/SE  Request For Informat
0O ¢ © B na O meoncolgy — @ Angelo Tina. Resoved - Feb25,202512:24PM  CDISC soT™ acrRe Request For Informati.
(0 ¢ & E 1143 O wewmmwmm—; dates of study drug — ® Angelo Tina. Open Feb25,202512:16 AM  CDISC SDTM Request For Informati.
intake and EPOCH values
0O ¢ © B 142 O Newp21 Enterprise login issue S @ Steven Wong. Open Feb 24,2025 11:52AM  CDISC Pinnacle21 Enterprise Incident
(0 ¢ ® [E 141 Q Crossover study CDISC 3.4 ACTARM exception  AEwm——— @ Angelo Tina. Closed Feb24,202501:55AM  CDISC sDT™ Domain Specific-DM  Request For Informati
question
" ;
D —e— N
Options + - -
d |
N
/'\ / \ ,/ \
= / N\ v / \
3 2N o/ e i A 2\

Centralized knowledge sharing

and documentation

cdis

Dashboards for tracking issues and trends

2025 Europe CDISC+TMF Interchange | #ClearDataClearlmpact
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-+ The Cytel-PBS Approach to Data Governance
L Anything “Magic”? Not really....Ticketing System (HelpDesk)

5: sessal@
Saeuess
e - e
z 2 Total Requests: 568 Pending (43) Completed (525)
e,
. el Requests (568)
@rrorene ° 0
. °-
e Category
CIERE °
: . : CDISC (255)
. [} (] L L} (]
SAS Grid (127) SAS Macro (91 Process (17) Programmin (14) more...(64)
Sub Category
SDTM (76;
(] (] L] 0 o
Pinnacle21 (89 Not Assign (29) define.xml (21) ADAM (18) more...(22)
(] L] [ (] (] (] [
Not Assign (21) Trial Desi (13 Domain Spe (8) Specificat (6) CRF (5) Domain Spe (4) Domain Spe (3) Domain Spe (3) more...(13

(X
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The Cytel-PBS Approach to Data Governance

Anything “Magic”? Not really....Ticketing System (HelpDesk)—- Regular Insight into Requests

define

SDTM Focus on SDTM
Top Ranked SDTM Requests

18% 10% 5% 3% 3%

Trial Design LB SV/SE DM DS

ADaM

re-screening / multiple participation
Scope of “Laboratory Data” Domains e.g., LB vs IS vs MB

TA/Indications mapping e.g., oncology disease characteristics

oo
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The Cytel-PBS Approach to Data Governance

Anything “Magic”? Not really....Ticketing System (HelpDesk) — Regular Insight into Requests

Solution PBS Helpdesk X Solution PBS Helpdesk

SDTM Mapping Specific - Vaccine / COVID

ID : SOL-104 | Last Updated By : Angelo Tinazzi On Nov 27, 2023 05:19 PM
Topic: CDISC Topic: CDISC / SDTM

Cdm SDTM Mapping Specific - Oncology

ID : SOL-98 | Last Updated By : Angelo Tinazzi On Nov 29, 2023 06:41 PM

Some specific mapping for oncology studies Some specific Mapping for Vaccine and COVID related items

-—Cancer Diagnosis-—

=== Virus Identification ---- (MB)

* Date (MHSTDTC) and name of cancer (MHTERM) in MH with specific MHCAT e.g., CANCER HISTORY

* Stage of disease such as TNM or any other in RS as this is considered clinical evaluation (see example in Lung TAUG) METESTCD =“SARSCOV2"/ MBTEST = “Severe Acute Resp Syndrome Coronavirus 2° . Second row s to further identify the variant following the

o Histology Grading, etc. in M (see example if Lung TAUG) intlal detection

o Lesion at baseline in TU/TR (see example in various oncology TAUG such as Breast or Colorectal) s

o Check use of MHEVDTYP and TM/SM from IG 3.3 (example in Lung TAUG) e.g., MHEVDTYP=DIAGNOSIS T 5

© TMand SM can be used from SDTM G 3.3. See also here example from Lung TAUG | 1 | oove ] - ] % ] J | e | ’ [“-“"’ Spommsevnin| cmcron | sama | oema | SOEGDON meeoTuetaaves | 1 |sowmes| IR
| 2 | cove ] - ] e 1 2 ] o I ' l)nxsmw s,-c-?:u::-lnuuuvml amcon lma;;m;z,,l oo | | i e | 1 ]nnl‘nl =y l

--- Antibody Testing---- (IS)
ISTESTCD / ISTEST see here examples

Jp—

R NSCLC yod metstatic NSCLC dinpmes — The vae “DIAGNOSIS* i the assbe MHEVDTYP s e o il s
o e e i ATASTOTC VorreRsi- s ) ™ Also check CDISC COVID and Vaccine TAUG as well as CBER guidance

. . Go to Solutiol Go to Solutit

. - L
H Cdl L . 2025 Europe CDISC+TMF Interchange | #ClearDataClearimpact 27



Conclusions




Conclusions

Anything Special in the
S gt end’)

e SME+SME+SME ...
Flexibility “Develop” SME

Learn (and Share)
from requests .... and
mistakes

Track Requests
(Ticketing System) Al Soon to come....
and Share Solutions

o0
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Thank You!

Angelo Tinazzi Of:10
Sernior Director, Statistical Programming 0 ...égg::'i:: :E§°::§::°:.=..=“.
Cytel Inc., Geneva (CH) ..:°:°::=f.°° "Segelss f:,;g;g?f: $e
angelo.tinazzi@cytel.com °:§f.°E°f;:§::¢.°:f§3:::§:§:°
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Abstract

A recent PHUSE White Paper, reporting the outcome of an Industry survey, highlighted
significant variability in data governance structures among sponsors and CROs, as well as
challenges in governing the implementation of standards. These and other challenges are
particularly pronounced in CROs, where governance must balance regulatory compliance with
sponsor and study-specific requirements, and preferences.

At Cytel, we implemented a light yet effective governance structure supported by cross-
functional teams. A ticketing system, inspired by IT support frameworks, enables efficient issue
resolution, continuous improvement, and knowledge sharing. Subject Matter Experts provide
specialized support, while dashboards track ticket trends, identifying recurring issues and
misconceptions. This enables proactive updates to processes, internal guidance, templates,
and standards.

This presentation will offer practical insights into the complexities of CRO data governance,
showcasing how a structured yet flexible approach—backed by efficient tools and
collaboration—streamlines operations, enhances quality, and ensures compliance with industry
standards.
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