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Pharmacovigilance as a close watch on the medicines 
we take 

• Reporting ADRs 
Active monitoring of the medicines 

• Collecting data/views from our members (referrals, public hearings…) 
Source of information 

• Are the risk minimisation measures known? effective? accepted?  
Research partners 

• 2-way communication, awareness campaigns 
Information loop 

• Are the messages understood? Are benefit/risks clearly explained? 
Testers 

2 



Which actions for patients and their organisations? 

• National conferences on pharmacovigilance: NCA, patients’ and consumers’ 
organisations (PCO), other stakeholders  

• Communication:, safety issues alerts, SCOPE Awareness week, Take & Tell… 
• Sharing DHCP letters 
• Specific calls for projects to PCOs on pharmacovigilance 
• Patients as members of the national/European PRAC 
• Consultation on Package leaflet, education materials 
• Design of new websites/apps for spontaneous ADR reporting 
• Verbal and email updates on topical issues, as appropriate 
• Collect information from your member on shortages of medicines 
• Could think of:  

– Award of the most informative patient ADR report of the year 
– Direct-to-patient pharmacovigilance (e.g. Pregabalin study) 
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e.g. contact person to disseminate 
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Mitul Jadeja MHRA/SCOPE EURORDIS PV training 2017 
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Patients’ reporting in the EU: analysis of EudraVigilance data 
Peter Arlett, Marin Banovac, David Haerry, François Houÿez. Drug Safety, 07/2017, Vol. 40, Issue 7, pp 629–645 
 

     

Netherlands, United Kingdom, 
Sweden, Belgium: long-time practice 
Ireland: HPRA works closely with 
patients’ organisations 

https://link.springer.com/journal/40264
https://link.springer.com/journal/40264
https://link.springer.com/journal/40264/40/7/page/1
https://link.springer.com/journal/40264/40/7/page/1
https://link.springer.com/journal/40264/40/7/page/1


2. A contact person for pharmacovigilance in each 
patient organisation 

A proposal: the Vigil 
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The contact person for pharmacovigilance: the “Vigil” 

• NCA would ask patients’ organisations to appoint an official contact person for 
pharmacovigilance 
– The equivalent of the “QPPV”: Qualified Person for PharmacoVigilance in industry 

• Who will be trained on how pharmacovigilance is organised in Europe and in 
Member State of interest 
– Including EudraVigilance and addreports.eu, VigiBase… 

• Who will receive all safety alerts and/or DHCP and decide which ones are of 
interest for their members 

• Who will be informed on national / international initiatives on pharmacovigilance 
• Who will identify all available communication tools to increase awareness (Take 

& Tell, SCOPE awareness week video…) 
• Who will be consulted when information needs to be prepared 
• Who will receive questions from members, analyse the organisation’ social 

media, collect spontaneous ADRs…. 
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Features  
• Larger outreach to patients 

– France: 77 organisations in “France Assos Santé” / 7 in the “interface” committee at ANSM 
– Yet: 2,200 patients’ groups total 
– How is it in your respective countries? 

• A registry of contact persons managed by national authorities, EMA, or an 
international consortium (to be created) 

• Training by national authorities / EMA / Patients’ Training Programmes 
• Idea presented at: 

– DIA QPPV workshop 10/2016 
– DIA Washington 01/2017 
– SCOPE Flagship Event and Help Lines Training 03/2017 
– DIA Euromeeting 03/2017 
– Web-RADR final conference 09/2017 
– EMA Pharmacovigilance Stakeholder Forum 09/2017 

• And very well received! 
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National authorities are preparing themselves 

• Brainstorming and 
recommendations on how to 
engage with patients’ organisations 

• SCOPE Joint Action “Strengthening 
Collaboration for Operating 
Pharmacovigilance in Europe” 

• here 

11 

http://scopejointaction.eu/_assets/files/WP4-DEL5-Collaboration-with-Patient-Organisations.pdf


To come 
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• Graphic visualisation of risks, benefit/risks (post PROTECT), 
electronic package leaflet 

Package leaflet, education 
materials 

• Web-RADR, ADR-Prism, Vigi4Med… Patients’ social media 
analysis 

• At EU level / PRAC (and their national versions?) Public hearings 

• Direct to patient pharmacovigilance (e.g. Pregabalin study, 
PROTECT (pregnancy)) Other research instruments 

• Patients’ preferences elicitations / MCDA Continuous b/r evaluation 

• Input of patients and their organisations Impact of pharmacovogilance 
legislation 



Who’s on board? 

Brian Edwards, GBR, ISoP Board, Principal Consultant in Pharmacovigilance at NDA Regulatory Science François Houÿez, FRA  EURORDIS, PCWP@EMA, SCOPE advisor, Web-RADR Rob Camp, SPA, - EURORDIS, EUPATI, hep C, AIDS/HIV advocate Steve McMahon, IRL - Irish Patients Association and IAPO Gilliosa Spurrier, FRA - EURORDIS Summer School/EUPATI (melanoma) Diana Marinello, ITA - SCOPE training for help lines, Behcet’s syndrome Hervé Le Louet, FRA - Chair of scientific com. of ISOP, PRAC, President of CIOMS (WHO+UNESCO) Carmen Miranda Kleinegris, NLD - Endocrine tumours, SCOPE training help lines Marie Lindquist, SWE - Director of the Uppsala Monitoring Centre (UMC-WHO) June Raine, GBR - PRAC chair, Director of Vigilance and Risk Management of Medicines at MHRA Almath Spooner, IRL - Pharmacovigilance and Risk Management Lead, HPRA and PRAC Vice Chair Lisa Richards-Everton, GBR - Lay person in personal capacity, no affiliation Dolores Montero, SPA - AEMPS, Spanish Agency for Medicines and Medical Devices, PRAC member Albert van der Zeijden, NLD - IAPO, PRAC member Giulio Maria Corbelli, ITA - EUPATI, EATG, ECAB chair, PCWP member Juan Garcia, EU - Head of Public Engagement, EMA Helen Pell, GBR – Patient advocate, NDA 
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Marco Tuccori, Pharm D PhDUnit of Adverse Drug Reactions Monitoring, University Hospital of Pisa 



Next steps 
• 2 E-meetings in November 2017:  

– 6/11 : 9 participants present/ 10 – great contributions, strong support EMA, ISOP, MHRA, 
AEMPS, NDA 

– 24/11: with WHO, HPRA, Univ. Pisa, 3 other patients’ representatives (e.g. PRAC) 
• Creation of a working group to develop the concept further with volunteers to do the work  
• Action plan  

– Informing NCAs, EMA and other patients’ organisations 
– Code of Practices, legal status, job description, prioritisation of roles (Delphi), training 

opportunities 
– Consider flexibility for all types of patients’ networks (registered org, social networks, young 

people groups…) 
– Start small / demonstrate utility / grow fast 

• Exploration of opportunities: a new project? IMI? DG Sante? Industry be involved at second stage 
• Create a sustainable structure to host the initiative. Who? 

– ISOP? CIOMS? WHO-UMC? EMA? EURORDIS? IAPO? Other PO? 
• Face-to-face 2018 meeting funded by? 
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How do you see this new role? Useful? Not so 
useful? 

Do you have examples where your 
organisation played an equivalent role? 

Do you think it is feasible? 

Would you like to endorse the concept? To 
advocate for it and join the initiative?  
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