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Highlights from the 15th EMA Industry Platform meeting 
on the operation of EU pharmacovigilance legislation – 30 
October 2020 
 

The following records announcements and action points from the 15th Pharmacovigilance Industry 

Platform meeting. 

Welcome and matters arising 

• S. Straus welcomed the participants after two years pause in the operation of the platform due to 

Business Continuity Planning at the Agency further to Brexit and COVID-19.  

 

Monitoring of COVID-19 products (vaccines and therapeutics) 

• The regulators provided a high-level overview of the EU regulatory network COVID-19 safety 

monitoring preparedness activities. In order to ensure a fast and coordinated response to the 

pandemic, EMA has established the COVID-19 EMA pandemic taskforce (COVID-ETF, see enclosed 

link). The presentation provided with an overview of the ETF activities and the COVID-19 medicinal 

products applications under regulatory review.  

• The safety of COVID-19 vaccines will be monitored according to the guidance set out in the good 

pharmacovigilance practices (GVPs), applicable to all medicinal products in the EU, these should be 

fulfilled as a minimum. In view of the extraordinary circumstances, though, EU authorities have  

established several activities that will apply specifically to COVID-19 vaccines. These activities are 

described in the Pharmacovigilance Plan of the EU Regulatory Network for COVID-19 Vaccines (see 

enclosed link), which was presented to industry stakeholders. This document focusses on the 

activities planned specifically for COVID-19 vaccines. The main objectives of the plan include 

amongst others, the reporting obligations for the companies in the context of COVID-19, active 

collection of data on rare potential risk, rapid detection, prioritisation and assessment of emerging 

safety information derived from spontaneous reporting systems, observational studies and other 

data sources. It also includes a description of the studies to monitor safety, effectiveness and to 

collect coverage of COVID-19 vaccines. In addition, the plan includes an overview of the 

transparency measures set up by EMA.  

• The regulators also presented the draft guidance for the preparation of core risk management 

plans (RMPs) for COVID-19 vaccines (see enclosed link) which complement the existing guidelines 

on the RMPs format in the EU. 

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/emas-governance-during-covid-19-pandemic
https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-regulatory-network-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_en.pdf
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• The key message from the regulators was that preparation, timely exchange of information, 

transparency and communication are critical to ensure effective monitoring of COVID -19 vaccines 

safety. 

https://www.ema.europa.eu/en/documents/presentation/presentation-monitoring-covid-19-

products-vaccines-therapeutics-georgy-genov_en.pdf 

• Vaccine Europe (VE) provided an overview of the challenges related to post-marketing monitoring 

of Covid-19 vaccines. They highlighted the importance of evidence generation especially for 

specific groups of vaccinees (e.g. children and the elderly), as well as the uncertainties in the field 

of the priority groups to be vaccinated among countries. Industry stakeholders represented by VE 

and EFPIA welcomed the core RMP initiative for COVID-19 vaccines and called for additional 

engagement in the field of pharmacovigilance. In the area of post-marketing studies, the 

availability of ACESS protocols was welcomed as an example of multi-stakeholder’s platform 

initiative.  Industry also highlighted the importance of the collection of vaccine exposure data for 

conducting vaccine effectiveness studies, put forward the request for a dedicated forum with all 

stakeholders to better coordinate.   

 

GVPs update 

The regulators gave an update on the GVPs from their conception in 2012 through the newly developed 

chapters. The following updates were highlighted:  

• The recent revision of the Addendum to GVP M VIII requirements and recommendations for the 

submission of information on non-interventional PASS (published on 24 June 2020) 

• The ongoing Revision of GVP Module XVI on risk minimisation measures which restarted in October 

2019. The Agency informed Industry stakeholders about the upcoming public consultation (the 

estimated launch Q1 2021) and it was agreed to have an extended timeframe of 12 weeks for 

public consultation. 

• Future topics for GVP guidance development include geriatrics 

https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-

practices-gvp-gvps-updates-including-gvp-xvi-pass-addendum-priya_en.pdf 

• Further to the public consultation of the GVP PIII, the regulators acknowledged feedback from 36 

organisations, which are being processed with the authors’ group. They highlighted the analysis of 

pregnancy registries data feeding into the chapter as well as studies in pre-authorisation including 

PK studies in breastfeeding. Finally, considerations were given to the interlinks between this 

chapter and related information to be provided in the PSURs, signals, in PASS requests or as risk 

minimisation measures.  

https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-

practices-gvp-gvp-piii-update-after-public-consultation-corinne_en.pdf 

Action:  

Industry to continue sharing articles on geriatrics good vigilance practice, while the GVP module 

development is in progress  

 

EudraVigilance (EV) Operational Plan (Milestones 2020 to 2022) 

https://www.ema.europa.eu/en/documents/presentation/presentation-monitoring-covid-19-products-vaccines-therapeutics-georgy-genov_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-monitoring-covid-19-products-vaccines-therapeutics-georgy-genov_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-practices-gvp-gvps-updates-including-gvp-xvi-pass-addendum-priya_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-practices-gvp-gvps-updates-including-gvp-xvi-pass-addendum-priya_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-practices-gvp-gvp-piii-update-after-public-consultation-corinne_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-good-pharmacovigilance-practices-gvp-gvp-piii-update-after-public-consultation-corinne_en.pdf
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• The regulators updated on the EV operational plan for 2020-2022 published on 23 March 2020 (see 

link enclosed). They highlighted the milestones achieved such as the integration with the Agency 

identity and access management and the Human and Veterinary system components including the 

new veterinary subsection to the adreports.eu. In addition, updates related to the Gateway for the 

Electronic Standards for the Transfer of Regulatory Information (ESTRI), the signal management 

activities, the implementation of the ISO IDMP via SPOR data management services, the changes 

triggered by the new Clinical Trials legislation and all the activities performed to enhance the 

quality of the ICSRs were presented. 

• The regulators reminded Industry stakeholders of the mandatory use of the ISO Individual Case 

Safety Report [ ICH-E2B(R3)] and the ISO terminology on pharmaceutical dose forms and routes 

of administration to be implemented by 30 June 2022. They also highlighted technical adaptions in 

the context of EV preparedness to the end of Transition Period for UK’s withdrawal from the EU, 

including compliance with the Ireland and Northern Ireland Protocol. 

• An EV info day scheduled for 2 December 2020 (see link enclosed) was announced. Finally, an 

update on the training materials and courses available through the EV training page was provided. 

https://www.ema.europa.eu/en/documents/presentation/presentation-update-eudravigilance-

operational-plan-milestones-2020-2022-rodrigo-postigo_en.pdf 

 

Preparations for the end of Transition Period for UK’s withdrawal from the 
EU 

• The regulators gave an update on EU Network preparedness activities further to the UK notification 

on 29 March 2017 of its intention to withdraw from the Union pursuant to Article 50 of the Treaty 

on EU. Other the past 3 years EMA continued to monitor all centrally authorised medicinal products 

(CAPs) having specific UK based activities needing legally to be moved within the Union/EEA and or 

Northern Ireland, in line with the EU and UK withdrawal Agreement and its Ireland and Norther 

Ireland Protocol. Without prejudice to any on-going negotiations, the deadline for such compliance 

is 31 December 2020, after which the UK will be considered a 3rd country. The regulators 

welcomed changes made by the majority of concerned MAHs for CAPs and stressed the 

importance, for the remaining few, to implement and finalise their preparedness plan to avoid any 

product disruption or shortages within the Union, especially in view of the current on-going COVID-

19 pandemic situation.  

• Questions from Industry remain around the Ireland and Northern Ireland Protocol detailed 

implementation in relation to Article 57 database updates (MAHs location, QPPVs, PMFs) and ICSR 

reporting. In particular, the deadlines for QPPVs to update, where and as appropriate, the country 

location with the new ISO code (XI) between 15/12/2020 until 31/01/2021 for data related to 

QPPVs location, MAHs location and MA validity in UK/NI, were emphasised. Finally, the regulators 

informed that a webinar focused on Brexit webinar will be organised and will be announced on the 

EMA website shortly.  

https://www.ema.europa.eu/en/documents/presentation/presentation-preparations-end-transition-

period-uks-withdrawal-eu-marie-helene-pinheiro_en.pdf 

Action:  

Industry Trade Associations to coordinate Brexit related affiliated member questions and send 

these in advance of the webinar to EMA Industry Stakeholders Liaison and industry mailbox: 

industry@ema.europa.eu. 

https://www.ema.europa.eu/en/documents/other/eudravigilance-operational-plan-milestones-2020-2022_en.pdf
http://www.adrreports.eu/
https://www.ema.europa.eu/en/documents/agenda/agenda-registration-form-ema-eudravigilance-information-day_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-training-support
https://www.ema.europa.eu/en/documents/presentation/presentation-update-eudravigilance-operational-plan-milestones-2020-2022-rodrigo-postigo_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-update-eudravigilance-operational-plan-milestones-2020-2022-rodrigo-postigo_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-preparations-end-transition-period-uks-withdrawal-eu-marie-helene-pinheiro_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-preparations-end-transition-period-uks-withdrawal-eu-marie-helene-pinheiro_en.pdf
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Post-meeting note: the Brexit Webinar will take place on 30 November 2020. 

 

Paper on the Reference Safety information (RSI) by Medicines for Europe  

• Industry provided a joint presentation (Medicines for Europe, AESGP and EFPIA) regarding the 

reference safety information paper highlighting the need for harmonisation in the area s of 

submitions of safety variations and PRAC signals (stand-alone and those included in the PSURs), 

among others. A proposal for a pilot exercise was made by Industry, highlighting that the 

methodology was yet to be defined. 

• The regulators acknowledged the importance of harmonised safety information per active 

substance and these topics will also be discussed at the CMDh meeting with representatives of 

Interested Parties planned on 11 November 2020. Several aspects require further discussions 

during a dialogue with all industry associations. The existing tools at the EU network disposal that 

could be used to further harmonise safety information were highlighted, including work-sharing 

procedures for safety variations. 

Action: 

Industry to further develop the pilot proposal and methodology.  

 

 

Conclusions and next steps 

Regulators and industry recognised the benefit of the continuation of these platform meetings to foster 

dialogue and discussions on issues related to pharmacovigilance. 

The commitment to continue those in 2021 was confirmed but the frequency would be depending on 

the evolution of COVID-19 pandemic and resources availability and capacity. 

Future topics as proposed by industry associations: 

• Update on the pilot of MAH EudraVigilance Signal detection 

• PSUR GVP adherence and deviations  

• Risk Minimization Measures / additional Risk minimisation Measures e.g. DHPC, PPP 

• Routine pharmacovigilance activities: FU questionnaires  


