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Working Grou PS (updates received by the SG ahead of the meeting as per next slides) enepp

Communications and outreach

Revision of the ENCePP Guide on Methodological Standards in Pharmacoepidemiology
Independence and transparency

Artificial Intelligence (AI) in Pharmacoepidemiology

Diversity and Health Equity

Real-World-Data (RWD) sources in non-interventional studies

Special Interest Groups

Pragmatism in Clinical Trials

Update of the ENCePP Checklist for Study Protocols

Supplement to the Good Practice Guide for the use of the HMA-EMA Catalogues
Publication of selected chapters of the ENCePP Guide in PDS and Value in Health




WG - Communications and outreach enepp

Milestones/Deliverable(s) Timelines

Status

Kick-off meeting (KoM) with representatives of the Q4 2025
ENCePP Secretariat and Steering Group to align on

objectives, tools, resources, strategies, and related

matters

Preliminary Internal Communication Plan Q4 2025

Final Internal Communication Plan, including Q2 2026
tracking tool and key performance indicators (KPIs)

KoM for WG/SIGs leads to present the details of the Q2 2026
internal communication plan

Report to Steering Group Quarterly

starting Q4
2025

Py

Presentation in Plenary, completed

Merged with deliverable below

Tracker with communication strategy per WG
and SIG groups is under finalization. KPI
discussion is ongoing.

We will present the comms strategy/tracker in
the meeting planned with SC and WG/SIGs.
Continuous communication with WG/SIGs and
the Secretariat will be important

Feb 2026- completed

m;m 3

| ! ’
e

/

/




e

;:-mmmmumnmm - J—
Cussics WP - oraoina 0 5t
[T ea———y TaD

“ T2 dacan with Wik 3ad Secwovive poausiny of

WP whesds ba gaaaral forchln arrsmgy i 3rad dafined whar Hie
communicagion chansals am ageesd uzcn.

Cxamzise farinmmal commenicmion

o comrunie B L BianeE S WG

Tracking of CHbaminaian MaLT: % o TamSac wh e i egeaued Linksi
[ e o poan.
Wabdror ul WG 1]
[T pp————
Linkiacin: imprushona par 300, S33ugamant v, 1 of kel ANTI61 8-thane
=T
L rt it chacimen uadacted for *.oh avinica Seactmmbar M s,
Inmrmal:
4378 Rinsition of fos EMCaPF G a1 . .
[ty el shinf s — B . [Rr—— e —— ;
Gt 31 wakase wrwiy PRSP perei maskan. i Emarst uEbin s ok 1 EACAPR oot iRy
2 | Cmamak Fubhih sew gaics ia et G nchirk baais-tica 3
Fameword 12 b apdaoed by FHOSPP 56 chains 12 sapksin [T —— .
Limngy B8 b it Wi the POGAGH sasa sned w aghight [re=ype— :::;"_‘;::__"“" T AMOSECING [ e guids [Comima group
racam guidasce inlorming camwna o e Gaida [E
3 Swmagy for farhar parooic ravmsan 384 iackalon of e sane . -
Inmrmal:
G-mad v, FRCAPF mansan (Sacretning
[rae . 2 i Lk r y
[ e Eorad s mgcas 1 w2 (e
T A eep— L e ey AR oy SN
e a2 x| Liskuchn poum by mamban Mrvaecing e podcaum |Camm g ook
G-mad v, FRCAPF mansan (Secretning
Fasisizn of EHESPP Coda of Condes jraapanitia: Lin Saaminics of cpdared’ E-rad i HgS8U 1 ST A Lol sauy
I EMCAER Crmat
ER— QO e of Sondar [ e ot b Eras i LT ———
Linkucia poum by reamban snosscing B opansd Dol |Dawom gaag
crac a1 peat
Liskuchn pe &y RIS 7 jor rmpeat)
Irmmreal:
2 nnckun sgitad intha HBAUERLS, Camkgus au ;
3 Mhnuﬂu" ENCSPP oo of Corgurt i SEe | Smmiucis of gee """""a':l"w :::"'““"‘:m ST A FE TELOS S GRIAE CO6
imEporakis Cindsl fungoa Cagang) i working gl

“Toruk anl imanch mapping Wiy o1 Al 5ba |k parARon wikin
EMCaTR O 36

Iemrral:
Sranminien IV gl EMCEEP - 11 ERCSPE marsan (Gecratuing

Buzng SHLKTE b e

o Sarvas 1GDPR-comolan. W within SR aPFL mamtan, o) ol camaas a3 W0 st s G
rrarmal:
Maggang tatvay: Fasian s arc it -HN-r‘hr I EMCAER G-mad v, FRCAPF mansan (Secreining
-~ mamtan.
I-u. sunru wRSANIL Baued by I Ln.u-,u CIGE | Sasemeuccs otwesia (DO o S — i e el nrd a4k
Copanbagan and winifc pusicion re—— Cnamak Puanssan of abinan frcagh Listedin poat by EMDWRR
3| Fasdck ssmoary o EHCAPR Gads suian mamtan
I EMCAER
Additiaan debvarnien 19 be wrsped shar Y] (g, pad FR— ——
Fracics MG, Sus-Cuus CMIGgen, dasanding on 56 prode | o S0 mn;-‘:.tn :m,;‘.'n"m TED: it preasy: e b
[Ty e B - f— ——
1 remshs e SG leedick.
I I I I
Parvbde dufinbiona, of 1) dvanty aad 3] acuity in tha consa of -
[ [ ] Pk,
Frorvida § mupsing of dhntiny s S sguy Samiren o Sty | e L LA
acrzis SU marbar aivaa. oy corchaing Baniyt 583 beEriEe PEpr——— | TR it greag At armnssea i cem
[T —— ES— Sl (St
0 a8 e na e
EHCATP mahos pukds e CLAIRL wilh Lrded sdasce 0 e Inmrmal:
rafincring wopty-miormad manad G-mad v, FRCAPF mansan (Secretning
inwrad [EHCSRP G-l 1 AL 13 ECT it Unicadin pau (Camra)
Diraamingricn of mase gide| mamban | a3
ragme EcwmalSmakbstian |Fubin updusd Co in ERCaPF wabiis (60
2 R a2 x| Liskuchn paum by mamban arezeciag e HEW GUIDE |Conma groag
[e——
Liskucl pa
[T r—r——— [Epr—— Imrad [EHCaE
[ ————————— A —— imaina. o3 30aE i‘m"‘f mamEan, | TR it e
Communication ot &
Fanuiiiny, riagoasion, 188 Fiment-to-Paroas Framawars o Inmrmal:
LT Y Y e g e I — [ ——
e — FR— Imrad LA G-mad v requait 13 imwrct wih Linkada pau |Camra)
[ P —————— T . mamtan. o) Cowmat
CatNEges kasgion 330 COTRRMETIIR) GAd8 237 i Comrmsi Suakbsban: | Fetiasupdusd Sl in FRCaPT sts (05
Germance 543 crbcanting NCBalEe Ui wEh dsasmentzs e R a2 x| Liskuchn piim by mamban arrseciag e A0 [Comna grou coukd te
chacuiu g
Linkacin past &y ERLAT jor sapoa)
Inmrmal:
G-mad v, FRCAPF mansan (Secretning
Imamra SN CaR P E-mad 1 MSaU 10 IBMMICT Wit Linkadn Faut (Camra)
Harmoriratian snd Uss of Common D blden (DO aasee | Ceec of Goifance memban o) Cowmat
T L b J— [ —— EomaiGwakbsbian: | Futias upcusd Cof n FRCSPE wsts (00 chamrgifimaddu gr
challarges, 184 mecoTRsrdaican L a8 x| Linkicln poE by MRS MACSCag [ NI (COnn Qroup could e
Lipciased inaniory of et A asarcan and OO0 i e bpany
Linkichn ps iy ERIAT jor sspaca,
Irmrmal:
G-mad v, FRCAPF mansan (Secretning
el [T CuEF -l AL 1 st it Unisdia pau (Damral
5334 Tiasacse o Goianee parten o) Crmat 5

Appicnian nad Conasioaina of WG Toolr: Cits ssmmssy’
e
Corasicassd WG Gednsca Documant

EcwmsiGuakicoan  Fetimn updaed Col in TvCaPd eecue KK
A B KX Linhacin poad by MHEMEMT MASSD8g I KA PDONITA GROAg COuda T

Wi rarr Aeaniskrs mrd s nsch maatean

e e




encpPrP

WG Co-Chairs

Katica Bori¢ (RTI Health Solutions (RTI-HS)) & Katarina Gvozdanovi¢ (Teaching Institute of Public
Health “Dr. Andrija Stampar)

WG Members

Elena Petelos (European Forum for Primary Care (EPFC), Maastricht University, University of Crete,
European Public Health Association)

Kristina Garuoliené (Pharmacy and Pharmacology center, Faculty of Medicine, Vilnius University
(PharmCenter VU)

Christos Kontogiorgis (Democritus University of Thrace, Greece)

Marco Tuccori (Pharmacology Unit - Veneto Pharmacovigilance Centre (Pharmacol UNIVR), University
Hospital Verona



https://www.stampar.hr/hr
https://www.stampar.hr/hr

WG - Revision of the ENCePP Guide on  enepp
Methodological Standards in
Pharmacoepidemiology

Milestones/Deliverable(s) L GULES
List of (sub)chapters selected for 12" revision September 2025 4
th - : . T
12 ReV|S|qn of the ENCeI_DP GL_nde on Methodological February 2025 ﬂnallzatlon.
Standards in Pharmacoepidemiology peer-review
.. .. : : ongoing:
Strategy for further periodic revisions and inclusion of new March 2026 draft document by chairs,

chapters/annexes : . )
P / first round of discussions




Current status of updates eneppP

 Development of the study protocol: peer review

 Pragmatic trials and large simple trials:

- Digital health technologies for data collection: peer review

- Positive and negative control exposures and outcomes: peer review
« Quantitative Bias Analysis: peer review

- Data analysis: to be included in the major update 2026

« Multi-country database studies: peer review

« Pharmacogenomics: peer review

- Signal detection: peer review

12 e eiy N




WG Diversity and Health Equity (DHE) enepp

WG informed at December 2025 Plenary that activities should have milestones set
for December 2026, the overall WG timelines have been updated

Initially, four main activities planned: Definition, Stakeholder Mapping, ENCePP new
chapter, and co-creation with society

The group met to make deliverables leaner, more optimized, and integrated, to remove silos and meet
the December 2026 milestone

 New activities focus on the ENCePP new chapter, planned to include the following subchapters: general
considerations, DHE definitions within RWE, DHE across RWE data sources, and practical study
examples, supported by relevant references

« The stakeholder mapping aiming at understanding the regulatory perspective with stakeholders from
EMA/ENCePP on relevant DHE topics will be assessed through the bodies feedback on the ENCePP new
chapter

- In addition to the new chapter, the group is engaged in scientific communications and is actively working
on publications for major pharmacoepidemiology conferences (ICPE, ISPOR)

Flavia Soares Peres, Taichi Ochi ﬂ ‘ A
'~ o ‘ . p— ‘




GANTT CHART

Prioritized Deliverable

ENCePP New Chapter

Defining scope of new chapter

Defining Diversity and Equity in PEpi scope*

DHE across RWE data sources

Practical studies examples

Relevant references

Drafting/revising of new chapter

Feedback from EMA/ENCePP *

Publication in the new ENCePP methods guide**

Presentations of findings in relevant Conferences

* Prior stand-alone deliverable, embedded into the Deliverable of the ENCePP new chapter
** Or to be agreed with ENCePP/EMA for the timelines related to the new ENCePP Methods Guide.
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WG members
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Andrew Marley

Anna-Maija Tolppanen
Christos KONTOGIORGIS
Denise Umuhire

Elena Ramirez

Enriqueta

Vallejo-Yagtie

Flavia Soares Peres (co-chair)
Hedvig Nordeng

Helga Gardarsdottir

Kristina Garuoliené
Li Wei
Olga Rogozina

Philippe Botteron (pending

confirmation)
Taichi Ochi (co-chair)

andrew.marley@parexel.com

anna-maija.tolppanen@uef.fi

ckontogi@med.duth.gr

denise.umuhire@ema.europa.eu

elena.ramirez@salud.madrid.org;

elena.ramirezg@uam.es
enrigueta.vallejo@unibe.ch

enrigueta.vallejoyaguee@uzh.ch

flavia.soaresperes@igvia.com

h.m.e.nordeng@farmasi.uio.no

h.gardarsdottir@uu.nl

kristina.garuoliene@mf.vu.lt

l.wei@ucl.ac.uk

olga17021@hotmail.com

philippe.botteron@ubc.com

t.ochi@rug.nl

enePpP

Parexel, US

University of Eastern Finland
Democritus University of Thrace, Greece
EMA

Universidad Autonoma de Madrid , Spain

University of Zurich

IQVIA, Portugal
University of Oslo/ EMA

Division of Pharmacoepidemiology and Clinical Pharmacology,
Faculty of Science, Utrecht University
Vilnius University, Lithuania

University College London
Autonomous University of Madrid, Spain

United BioSource Corporation (UBC)

University of Groningen
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SIG - Pragmatism in Clinical Trials enepp

Co-chairs: Gianmario Candore and Georgios Papazisis

« Highlight the value of pragmatic approaches in CT, and clarify for which context (clinical
and regulatory) and research questions they are most appropriate

« Build consensus on

- Terminology for commonly used concepts (pragmatic CT, trials with RWD, low intervention clinical
trials, large simple trials, decentralised clinical trials, etc)

- Core methodological and design principles (study aims, population and setting, interventions and
comparators, randomisation and blinding, outcome measures)

« Support training and capacity building by offering webinars or workshops to strengthen
expertise among ENCePP partners




Deliverables, sub streams and status update enepPP

Q4 Q1 Q2 Q3 Q4 Q1

2025 2026 2026 2026 2026 2027 S
. . * First draft delivered

ENCePP Guide updates ' On-going | Planned completion by mid-March
White paper terminology ' On-going Revision terminologies in authorities’
and research questions documents and seminal manuscripts
Survey to EU regulators ' Started Plan agreed

How to identify in HMA- ' Started Invest_iga_ted fields available in the
EMA catalogues and CTIS repositories

51:1 sﬂgzgzgd%ﬁg matism ' Started Screening of the literature started

‘'h



Deliverables, sub streams and status update

Identification of
regulatory case studies

ENCePP webinar

Recommendations and
best practice

y 1

2025

2026

HA1
2027

H2
2027

H1
2028

H2
2028

Not
started

Not
started

Not
started

encpPrP

Status




Rationale enepPp

« Growing interest in this topic, driven by the need for more flexible and context-sensitive
approaches to evidence generation

To address this, the SIG will review existing terminologies and methodologies which could

serve to support the MWP’s development of the 2026-27 “Concept Paper on the Use of
Pragmatic Trials in Regulatory Decision Making”

Members

Currently 17 members representing a range of institutions, including academia, CROs,
regulatory network, and industry




SIG - Publication of selected chapters of the ENCePP enepp
Guide in PDS and Value in Health

Introduction: History and evolution of ENCePP

Chair: Helga Gardarsdottir

(Utrecht University) Research question and assessing feasibility (Chapter 2)?

Data quality (Chapter 13.2, 13.4)

Review > Pharmacoepidemiol Drug Saf. 2025 Nov;34(11):e70263. doi: 10.1002/pds.70263.

) o . . Data protection and ethical aspects (Chapter 15 )
Strengthening Pharmacoepidemiology in a Changing

Research Environment: The European Network of Conducting systematic reviews and meta-analyses
Centres for Pharmacoepidemiology and (Chapter 10)
Pharmacovigilance (ENCePP)

AR

o . . \ 6. Target trial emulation + estimand framework (Chapter
Xavier Kurz ', Catherine Cohet “, Susana Perez-Gutthann ©, Shar Rao *,
Helga Gardarsdottir 4 5 € 4 . 2 . 6)

7. Evaluating medicines in pregnancy and breastfeeding
(Annex 2 )

8. Pharmacovigilance impact research (Chapter 16.4)?

9. AI in pharmacoepi (Chapter 16.5)
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