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2019-2022 mandate



Classified as public by the European Medicines Agency 

PCWP HCPWP

The working parties….



Classified as public by the European Medicines Agency 

with the Co-chairs:

Kaisa Immonen, PCWP Co-Chair Ulrich Jäger, HCPWP Co-ChairJuan Garcia Burgos, EMA
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and support from:

Nathalie BereMaria Mavris Nora Lazaro

PCWP secretariat

Ivana Silva

HCPWP secretariat

Zhenya Shtereva
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and Public and Stakeholder Engagement Department:
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A mandate that began like any other…. 
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Collaborations

Activities
Topics

Initiatives
Concepts
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2019

Workshops
General practitioners

RSS 2025 EVIP

Public consultations

Vaccination portal

Survey on antibiotic use 

and resistance 

Family 

physicians
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Strengthening collaboration between EMA and general 
practitioners / family physicians

2019
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European Vaccination Information Portal (EVIP)
WPs involved in user-testing of the public portal

2019
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ECDC survey with healthcare professionals on 
antibiotic use and resistance 

2019
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EMA Regulatory Science to 2025, multi-stakeholder 
workshop

2019

https://www.ema.europa.eu/en/documents/agenda/agenda-multi-stakeholder-workshop-draft-regulatory-science-2025-strategy-stakeholders-human_en.pdf
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2020

Data protection
Prevention of shortages

Clinical trials information 

system
BIG DATA

Pregnancy workshop

DARWIN EU

EMAN strategy

Big Data Steering Group

ETF

CTIS

New Executive Director

COVID-19

ICH



Classified as public by the European Medicines Agency 

HMA EMA Joint Big Data Steering Group

Jelena Malinina (BEUC)

2020

Ioanna Agache (EAACI)
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Topic Group on data protection

2020

Stacey Grealis (EULAR PARE)

Marilena Vrana (EHN)

Kieran Breen (EPDA and CAT member)

Laure Gossec (EULAR)

Tjalling van der Schors (EAHP)
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DARWIN EU Advisory Board

2020

Elizabeth Vroom (UPPMD)

Aldo Maggioni (ESC)
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Clinical Trials Information System (CTIS)
WPs involved in testing of the public portal

2020
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A mandate that began like any other…. 

…..then changed
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European Medicines Agencies Network strategy to 2025
WPs involved in early engagement and public consultation 

2020

https://www.ema.europa.eu/en/news/launch-public-consultation-joint-network-strategy-2025
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Good practice guidance for patients and HCP on the 

prevention of shortages

2020
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Meeting: Discuss concept paper on prevention of 
shortages

2020



Classified as public by the European Medicines Agency 

Emer Cooke: new Executive Director

2020
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EMA recommendations from RSS 2025
Discussion on implications for patients and HCPs

2020

https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf
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EMA's COVID-19 taskforce (ETF)

2020

Kaisa Immonen (EPF)

Leire Solis/

Jose Drabwell (IPOPI)

Anita Simonds (ERS)

Tiago Villanueva (UEMO)

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/emas-governance-during-covid-19-pandemic#covid-19-ema-pandemic-task-force-section
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First COVID-19 public stakeholder meeting 
11 December 2020

2020

https://www.youtube.com/watch?v=awOTCqIynWI


Classified as public by the European Medicines Agency 

ICH guidelines: General considerations for clinical 
trials and GCP
Review by patients and HCP

2020

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e-8-general-considerations-clinical-trials-step-5_en.pdf
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Workshop: GDPR and Secondary Use of Health Data
for Medicines

2020

https://www.ema.europa.eu/en/documents/report/report-workshop-application-general-data-protection-regulation-gdpr-area-health-secondary-use-data_en.pdf
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Workshop: Benefit-risk of medicines used during 
pregnancy and breastfeeding

2020

https://www.ema.europa.eu/en/events/workshop-benefit-risk-medicines-used-during-pregnancy-breastfeeding
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GVP module XVI risk minimisation measures
Early engagement of patients and HCP in revision

2020

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xvi-risk-minimisation-measures-selection-tools_en-3.pdf
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Workshop: 25 years of EMA

2020

https://www.ema.europa.eu/en/events/25-years-ema-building-learning-adapting-new-challenges
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Satisfaction survey to all eligible organisations

2020

94% 93%
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Overall satisfaction with interactions with EMA 

https://www.ema.europa.eu/en/documents/presentation/presentation-satisfaction-survey-what-fo-2020-results-tell-us-mmavris-ema_en.pdf
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2021

CHMP pilot

PCWP-PEC joint meeting

10 years of HCP 

framework

ICH guidance - patient engagement

User testing of COVID materials 

Academia 

action plan

Public COVID meetings

RSRN
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10 years: Framework of interaction with healthcare 
professionals

2021

https://www.ema.europa.eu/en/documents/other/ema-framework-interaction-healthcare-professionals-10-years-implementation_en.pdf
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CHMP pilot: Early dialogue with patient organisations

2021

https://www.ema.europa.eu/en/documents/other/pilot-phase-chmp-early-contact-patient/consumer-organisations_en.pdf
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ICH guidance on patient engagement

2021

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-reflection-paper-proposed-ich-guideline-work-advance-patient-focused-drug-development-pfdd_en.pdf
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User-testing COVID-19 communication materials

2021

Do you think these figures are clear and easy to 

understand? Which of the figures do you prefer?
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EMA public stakeholder meetings on COVID-19

2021

8 January 2021 26 March 2021

Update on COVID-19 vaccines, and 

their expected impact at community 

level.

#EMAPublicMeeting2 #EMAPublicMeeting3

25 November 2021

Update on COVID-19 vaccines 

and an overview of vaccination 

coverage in the EU.

#EMAPublicMeeting4

Basis for the approval and use of 

first COVID-19 vaccines & safety 

monitoring.

https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-safety-monitoring-impact-covid-19-vaccines-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-roll-out-covid-19-vaccines-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-safety-monitoring-impact-covid-19-vaccines-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-covid-19-vaccines-therapeutics-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-roll-out-covid-19-vaccines-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-covid-19-vaccines-therapeutics-eu
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Academia Action Plan 2021-2023

2021

https://www.ema.europa.eu/en/documents/other/academia-collaboration-matrix-action-plan-2021-2023_en.pdf
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Regulatory Science Research Needs

2021

https://www.ema.europa.eu/en/documents/other/regulatory-science-research-needs_en.pdf
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EMA and FDA patient engagement: 
PCWP/PEC joint meeting

2021

https://www.ema.europa.eu/en/events/meeting-cttifda-patient-engagement-collaborative-pec-ema-patients-consumers-working-party-pcwp
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2022

Mandates

Working parties’ 

workplan

Analysis of self 
assessment 

process

Patient framework 

update

EMA’s extended 

mandate
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Update: Framework engagement with patients’ and 
consumers’ organisations

2022

https://www.ema.europa.eu/en/documents/other/engagement-framework-european-medicines-agency-patients-consumers-their-organisations_en.pdf
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Revision of working parties’ work plan

2022

https://www.ema.europa.eu/en/documents/work-programme/2019-2022-work-plan-patients-consumers-working-party-pcwp-healthcare-professionals-working-party_en.pdf
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EMA’s extended mandate

2022
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Analysis: New self-assessment process by eligible 
organisations

2022
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For your continued 
time and effort…

May the next 3 
years be equally 

fruitful!

Thank you!


