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&B o Joint Vaccine Monitoring Platform
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EMA and ECDC extended mandates require to An Immunisation and Vaccine Monitoring
jointly study vaccine use, effectiveness and safety Board (IVMAB) provides advice to the VMP:
(EU ‘Health Union”) > EMA-ECDC co-leadership

] e e « Strategic identification, prioritisation and

implementation of key research questions
« Main platform where post-authorisation vaccine - “living” research agenda

[ ' in the E : . .
SIS EE EeEIMEERe I s 55 + Leveraging and developing methodologies,

- Identification of evidence gaps requiring infrastructures and networks, including advice on
studies and prioritisation of evidence needs feasibility and study design

+ Independent studies (using EMA in-house data Interpretation and use of results from
sources, DARWIN EU®, and procured to observational/RWE studies
framework. contractors separately or jointly by the > Disseminationlof thelgeneratedlevidence

two Agencies)

« IVMAB meetings: F2F at EMA on 6-7 Dec.
2022; virtual on 1st June 2023; F2F at ECDC on

18 September 2023

* Synergies and exchange of scientific evidence,
and facilitation of evidence dissemination to EU
decision-makers*

*EMA, ECDC, EC, national regulatory agencies and public health authorities, WHO, other supranational bodies and stakeholders 6
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i?é?\ Lessons from the EMA perspective

« Important lessons for future health threats... but still continuous need for coverage, safety and
effectiveness data on COVID-19 vaccines (nhovel/adapted vaccines, long COVID, special populations)

» Preparedness (ACCESS): background rates used by EMA; protocol templates used by MAHs
+ We now have improved knowledge of data sources and their characteristics

+ EHRs from several countries can be used (with limitations...)

« Value of primary data collection to complement routine PV

» Utility of federated networks (DARWIN EU expanding, EHDS, VAC4EU)

- Multistakeholder/international efforts can support response to public health emergencies: e.qg.,
ICMRA technical subgroups and WGs on RWE; EU projects (e.g., Orchestra)

» Cross-fertilisation and transparency (EU PAS register)
+ Enhanced risk communication to the public

* Rolling appraisal of emerging evidence can support regulatory decision-making

16
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| Future directions

- Framework for RWE generation to support continued preparedness:

« Continuous update of background incidence rates of AESIs common to most (all)
vaccines (# pathogens, platforms)

« Adding research questions to ongoing studies if protocol allows for it
« Recent (real-time) infection data are important (not available in all data sources)

- Leverage RWE guidance: ENCEPP Guide, EMA Data Quality Framework, catalogues of
data sources, ICH M14 (using RWD in safety studies), ICH RP

17
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&y Key messages

* New ways of working and generating/evaluating RWE
* Need for timely, high-quality, fit-for-purpose RWE on vaccines (from RWE generation to appraisal)
* Preparedness essential to develop a framework for agile vaccine monitoring

* Need to balance RWE generation feasibility / study design requirements / data quality and
availability / public health urgency

» Pursue collaborative/multistakeholder efforts
+ Expand COVID-19 learnings to also benefit the monitoring of other vaccines

» Future health crisis response will benefit fromm DARWIN EU® (in complement to other pathways)
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Any gquestions?

Further information

Real-World Evidence Workstream (RWE)
Data Analytics and Methods Task Force (TDA)
Mathijs.Goossens@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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