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And the winners are...

EXHIBITION PASSPORT GAME
2025 CDISC+TMF EUROPE INTERCHANGE
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(At Event Registration)

ENTER TO WIN!

Name:

Company:

Email:

Prizes: There will be three prizes, worth $150, $100, & $75, respectively.

Game Rules: Visit each booth listed on this card. Booth representatives
must put a stamp on their company square. Drop completed Bingo Card at

the CDISC Registration Desk by the end of lunch time at 13:30 on Thursday,
15 May. Drawings will be after 16:00 (during the Closing Plenary).

Winners must be present to receive their prizes.
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Karine

Provost

BIOTRIAL

2025 CDISC + TMF Europe Interchange, Geneva, May 14-15

Enhancing Oncology Data Collection and
Submission: The Value of the National Cancer
Institute (NCI) Oncology CodetableMapping File
Karine Provost', Vincent Dufil', Stephanie Le Goaller', Mathieu Grace

() BiotrialBiometrics, Rennes (France)
@ BiotrialNeuroscience, Rennes (France)

d tools

The oncology ciinical research community has of long made use of Guidances for surrogate

thus 9

analysis and reporting, such as RECIST, Lugano, RANO or others are straightforward, as this

depends on the target malignancies and the type of compound being studied. It is however
o the endpoints for a trial are selected, the method for their

collection and identification be clearly defined.

ticabl
Tumor/Cancer Types
RECIST w10 (Response Evaluation Crteria  Sold tumors
in Sold Tumrs)
RECIST 11 (Revised RECIST) Solid tumors
) Solld tumors treated with
immunotherapy
wgano Classification Lymphomas
RANO (Response Assessment in Neuro- lomas
oncology)
P
Assessment in Neuro-Oncology)  with immunotherapy
Rojkumar Criteria Multiple Mysloma
we
Hallek CLL Loukemia

Pediatric Acute

Ponte-di-LegnoCriteria e

RANO Elingson High-Grade Gliomas

Fumor M (emlonMIOTE i ploma

Working Group)

endpoints of evaluation for the development of novel compounds in this field. Table 1. offers @
summary of certain main guidances, although this it s in no way exhaustive. In turn, the NCI and
CDISC communities have developed over time various user guides. These enable users to collect
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Table 1 Summary table of key oncology surogate endpoint guidelines,

including names, application, years of fist publication. These are the

guidelines which can be found in the NCI Codetable Mapping.

Figure 1. Evolution of CDISC tools used to provide guidance on the data formats and terminologies used for the

NCI ONCOLOGY CODETABLE MAPPING FILE
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Figure 2. Example of correspondent

terminology

Coptured by tha st st Usig ths
terminology ssures  standord

and eases the data capture ffort for
sito staff, who may become used to @
universal collection scheme.

The use of the

0 the SDTM, ADaM or oCRF.

e« 3§@

(CONCLUSION

i (saP),

The protocol should be written with the CDISC Controlied Terminology already incorporated. This includes all

elementslinked to the surrogate endpoints, but also the other data colicted. Th protocol then s the basis or the
0 <G, 54 ond Gl imogig. S hse ol oy b ined on o Gt and re o ten coleied o e
son

logy greatly

Figure 3 Summary of the relations between the NCi Oncology Codetable Mapping fle and the tools commonly used for
‘endpoint collection within a clinical tril.

0 the existing oncology

The NCI Oncol Codetable Mapping File available at

(L]
ot standards/terminclogy/control
o led-terminology.
and tools, once generalized, will make the work of site staff, central reviewers and regulators —
simpler and standardized across projects.

requirements for topics specific to oncology. Use of this terminology

Future additional cloments i development include the ADGM Oncology Exampies (an

r0ss trial documents.
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Unlocking Secrets of Seamless eTMF

BeSt PO Ste r Management: Efficient Quality Control

Proactive strategies ensuring inspection - ready documentation - every step of the way

When you need to be sure

SGS Pharma - Clinical Research, Cristina lannaccone, Sofie Webers owe ko

In the complex landscape of clinical trials, maintaining an
inspection-ready eTMF is critical for regulatory compliance and overall
trial success. Yet, document quality control ~ while fundamental -
ften presents challenges that directly impact inspection readiness.

nd data integrity. Effective eTMF quality management requires a
ystematic approach that goes beyond standard practices.

Strategic quality control: Key components

TMF Quality Control Workflow

Christina Lannaccone e B B
#cdisc2025europe loz=. lo===. lo==-
o @ i . s @IS o @

Take Corrective Actions Inform QC Completion
[ I ’ ® (B oo

QC Comments per category

Date format (4%)

B Lovout (10%)
W Missing/ncorrect information (12%)
Naming convention (16%!
Signature (14%)
: W Template (21%)
W Viorkiow (2
Future uewmpmpms Automation & Eﬂmlsncv
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Qualty contrl i ot statio—t evolves alongside reguiatory requiements,techologial advancerents and inovatin. By combining structured AC
processes with and clinical trial teams can ensure long-term compliance and efficiency.

©5GS Société Génerale de Surveillance SA. (2026) 706290
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Al-Powered Discovery of Biomedical Concepts
Amiel Kollek, Lindus Health
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How to Quiet the TMF Noise Using Al
Traci Wendler, Genmab
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THANK YOU to Regulators, Keynote
speakers & all presenters




Nicole Harmon, PhD
COO
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Event
Statistics
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402 Total Registrants!

Most Attendees Found Out About Event Via eBlast (35%) and
Word of Mouth + User Groups (34%) Tell Your Friends - It Works!

Industries: Attendee Types:

3%

A%

31%
43%

1%

65%

24%

B Government B Healthcare B Lab Education T™ME B CDIsC
Other B Academia I Non-Profit
Consultant Technology Ml CrO

B Pharma/Biotech

Attendees From 23 Countries

USA - UK - Switzerland - Spain « Serbia « Romania « Republic of Korea « Poland
Netherlands - Lithuania « Japan - Italy « Ireland « India + Germany - France
Finland « Denmark « Czech Republic «+ Canada - Belgium - Austria
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Please complete the Europe Interchange

Fedine202beiirape Feedback Survey sent by email next week.

In return, we will send you all the
Presentation Slides.

co
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Membership
Discover Your
Data Standards
Community

15% Off Membership Fee

For European Interchange Attendees
New Members Only « By August 2025

Learn More Here:
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Cheese, Cheers, CDISC!




Laughter + Leadership




Support CDISC
Across The World
See You Soon In
Japan, Korea, India,
China, and Nashville, BT »
Tennessee, USA it 0 e

26 June 2025 13 -14 October 3025

24 June 2025 19 July 2025 29 August 2025
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Education Virtual,
On-Demand,
In-Person

Learn from Standards
Experts and Developers.

Enroll in English, Mandarin, or
Japanese Language Trainings.

Use Member Credits and Discounts.

Learn More training@cdisc.org
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Education

GENEVA,
SWITZERLAND

1213 May

NASHVILLE, s
TENNESSEE JAPAN ‘
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2025 Event

India Day
Event Training

Europe

Interchange US Interchange

China Day Newcomers CT Trainings CDASH

SEND Trainings

Trainings

Trainings
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TMF Trainings

BC Trainings

Trainings

cdisc

SDTM Trainings ADaM Trainings

Define-XML

ODM Trainings Trainings

cdisc
@
o

Open Rules
Dataset-JSON rainings

Trainings

USDM Trainings

ARS Trainings

Miscellaneous/

LHEA:
igni TAUGSs & Free
Designing TRUE FREE TIG S &
Research Training Trainings Other



" Realizing the CDISC Mission T

CDISC Strategic Plan & Roadmap

- Expand & Connect Enable & Automate Engage & Adopt
Expand, Connect, and Reduce Variability, Enable Focus on Community
Digitize Our Standards Interoperability, and Needs and Deliver
Increase Automation Business Value

o .
Strategic Expand and Enable standards-driven automation across end-to-end CDISC will expand and realize

Goal: studyinformation lifecycle from study design through results. the original 360 vision.



Pillar 3: Engage & Adopt

To inform our efforts to support the CDISC Global Community
and deliver increased value.

To accept feedback on how our organization can most effectively
adapt and align with current data standards and interoperability
priorities.




° provides the community that you feel is most useful for you and/or your organization in ~10 words?

| “Guidance on submission 1
. requirements” i

e

!:.f:"" “Standardization, Compliance,
! Training, Collaboration”

’ * TMF Reference Model and the support that CDISC provides to “Making standards available even

3 = US during DRAFT stage which helps us to
., -~ . :__:!_._._._._._!!?._._._._._!!_._.'i. RRmmmmaes ..:-.-.-:-.-.-:-.-.-:-.-.-:-.-.-:-.-.-:.....:.....:.....:.....:........ SELETTRPTTRr ]ncorporate ear|y in our standards”
oy Community ! : “Standards that realize end-to-end data flow —————————————————
i« ;i basedstandards™ : from protocol through submission” 1 “A single Source of Standards

“A core set of clinical data standards mandated or : Truth”
accepted by health authorities around the world.”

“Standardization is crucial
| “Transparent data standards” || \yvhen working with multiple

vendors”

“The standards themselves. The connection between
CDISC, Industry, and FDA is crucial to useful
standards development, and CDISC provides that

I “Consistency, rules and structure in an evolving landscape.”

link.”
An-authoritative voiceinimplementingand - “Easy to understand advanced data standards that make data
¢ maintaining standards across the industry . | collaboration better.”

“A central place to discuss, develop, and implement new data standards”

| “Connections and network ! “A standard that can be used across the industry, accepted by

Cd|SPL | building” i regulators.” 25




Next Up: Focus Groups by Stakeholder (We Want To Hear From You)

= Biopharma Technology Consulting

Nonprofit
Government Research
Institutes

* Clinical Standards * Business Development *  TMF Records
* Product Manager » Developer * Document Manager
« Solution Engineer * Program Lead * System Analyst
« Statistical Programming » Clinical Strategy « Data Engineer
« Clinical Operations » Clinical Records Management
* Clinical Data Management * Researcher
« Trial Planning * Informatics
L « Consultant * Medical Safety & Regulatory
* Project Manager * Quality and Compliance

26



One's ability to adapt to those changes
Yalll determi@eﬁyour success 1n life.

- {

Benjamin Franklin

@ ouotefancy
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 Test, pilot, and provide feedback on new models
and tools

« Support the adoption of open digital standards

Together, we are breaking down silos to deliver
faster, smarter, more connected clinical research.

[ X ]
Cd |S}l #ClearDataClearlmpact 28



;:-;;;;-;-f? Join us tomorrow ~ Register @ cdisc.org

« CDISC 360i Working Group
Friday, May 16, 2025

8:30 AM-2:30 PMCET

« This working session, open to both current
participants and those interested in joining
the 360i transformative program, provides
an exceptional opportunity to collaborate
with CDISC leaders and other key
stakeholders.

» The session is designed to foster
meaningful discussion and hands-on
contributions to shape the future of
standards development and
implementation.

#ClearDataClearlmpact 29
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