C h a n g e m a n a g e m e n t a CtiViti es d e I ive ry p I a n Legend: [og launch @ communication milestone/publication consultation workshop @® meeting/webinar
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Q2 2026 1 Q3 2026

Newsletter Newsletter

gﬁ New signal detection capabilities for
authorised products

Q1 2026

Newsletter

%ﬁ Scientific Explorer new release

Q4 2026

Newsletter

59? EMRN data asset catalogue

Communication

‘wﬁ DARWIN EU tender launch

@ Guiding Principles for Good
Al Practice (v)

® RWD quality chapter

[@ Veterinary catalogues of [Vﬁ UPD: new data analytics capability
OV ‘

real-world data sources %@ UPD: data quality enhancements

@ Data standardisation framework

: : Data standardisation framework
gwﬁ Pilot public release of

. ® Clinical study data pilot report
PMS data (via API) :
® NDSG workplan ADR quality chapter ® ADR quality chapter
® 2025AI I
@ DARWIN EU 4t anniversary e  Alresearch priorities ® Product master data quality
report ° NDSG position on use of PMS for chapter and working model arrangement
EHDS border health -
° 25t anniversary of cross border healthcare ® NDSG position on SMS and EU-SRS
EudraVigilance ° Pharmacogenomic information .
) based on the SmPC of CAPs ® NDSG position on PHPID
. RWE experience report ® EMRN data analytics framework
o

NDSG annual report

Multiplicity and platform trial
guidance: 27 Nov
® MWP annual interested parties: TBC
Duchene muscular dystrophy: 25 Se
® NDSG/industry meeting: 14 Jul

EV and Signal Management
Stakeholder Forum: 1 Dec

Veterinary data forum: 10 Nov
AI & data forum: 12/13 Nov

Engagement Clinical study data (Network): 29 Jun

® Product master data info day: 9
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! . !
Interaction with industry stakeholders through groups focused on RWE, clinical study data, Al, and product management service
1 1

Training & expertise Support delivery and maintenance of the data training in collaboration with EI.:J NTC and IncreaseNet programme

. . 1
building™ 9 Roll-out of Al litefacy training, data science and
[oy Pharmacogenomic modules

1

RWE and Digital Academy offerings

1
Support Network knowledge sharing activities, e.g. through ESEC and SIAs

Maintain data protection training modules (v)

T
1

*Big Data Training Signpost - EU NTC course that provides overview of existing Big Data trainings available to regulatory network



https://europeanm.plateau.com/learning/user/deeplink_redirect.jsp?linkId=ITEM_DETAILS&componentID=288040&componentTypeID=MATERIAL&revisionDate=1719658800000&nativelogin=y

	Slide 1: Change management activities delivery plan

