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A bit of history  
PhV  originated in an attempt to better understand the safety of medicines 
to better protect individuals 

driven by disasters and events and the wish to prevent   
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Analysis of a case report  

2 



3 

Paradigm shift  
From elementary quality requirements to safety and efficacy  

From quality control of finished product to control of quality of 
manufacturing (inspection)  

From "population" treatment to more "personalized" treatment 
From structured to rapidly changing 
From closed door to transparancy  

FROM YES/NO TO LIFECYCLE  
FROM SILO TO INCLUSIVE  

  



Pharmacovigilance Risk Assessment 
Committee Mandate 

All aspects of the risk management of the use 
of medicinal products including the detection, 
assessment, minimisation and communication 
relating to the risk of adverse reactions, having 

due regard to the therapeutic effect of the 
medicinal product, the design and evaluation of 

post-authorisation safety studies and 
pharmacovigilance audit 



Pharmacovigilance Risk Assessment Committee 
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Membership of PRAC 

Appointed by 
each Member 

State:  

Appointed by 
European 

Commission: 

1 member + alternate  

 28 + EEA countries non 
voting members 

6 members  - relevant expertise 
 

1 member/1 alternate representing 
patient organisations 

 
1 member/1 alternate representing 

healthcare professionals 
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How does PRAC involve patients and HCPs  

Representation in PRAC plenary 
 involvement in all discussions  
 
Consulting on DHPCs  
 
Public hearings 
……… 
 



Impact research  
Pharmacovigilance impact research aims to  

i) determine the effects of regulatory interventions on  knowledge, behaviour and 
patient health outcomes and examine how these effects are distributed at 
population level, and  

ii) provide evidence-based recommendations to inform regulatory decision-
making 
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Valproate case study  
• Active substance used in epilepsy, bipolar disorder and migraine  

• Life-saving treatment for epileptic women   

• Teratogenicity with frequent and severe congenital malformations and adverse neurological 
impact long-term for the child 

• Last risk minimisation measures taken in the EU in 2014 showed lack of effectiveness 

• New EU referral procedure initiated in 2017 and concluded in January 2018 with a 
comprehensive pregnancy prevention programme including counseling  

• Involvement of patient and healthcare professional organisations through all available 
mechanisms in 2017, i.e.  
 Written consultation –implementation of risk minimisation measures (RMM) 
 Public hearing  NEW         
 Dedicated meetings ( 3 ) 
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Content analysis 
 
 
 

• Patients’ and healthcare professionals’ agreement on need for access to valproate 

• Patients’ and healthcare professionals’ majority agreement on informed choice of 
the female patient 

• Identification of lack of coordination, resources and processes in healthcare for 
implementation of RMM 

• Many RMM proposals with plausible expectations but little evidence on 
appropriateness/effectiveness = research gap 

• Little convergence on practicalities of implementation, in particular delivery of RMM 
to HPs and patients and its integration with existing healthcare structures, 
processes and resources and related responsibilities 

• Identification of training needs for HP communication skills 
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Conclusions for regulators  
 
 
 

• Engage as input from patients and healthcare professionals is important and 
useful for regulatory decision-making on RMM 

 

• Discuss implementation- and solution-focussed questions  for filling areas 
of relevance to regulatory decision-making for RMM that feasible in healthcare, 
maybe facilitated by the AAA-CIT tool – to be piloted  

 

• Support implementation of RMM as expected by the public 
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Changing landscape  

Future perspective “ P4” medicine  
 
Prevention  
 
Prediction  
 
Personalised  
 
Participation  
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Improved engagement of patients and healthcare professionals  

New forms of participation by patients and healthcare professionals are key to 
delivering the vision for transformation of healthcare in the digitally networked era.  

One of our society’s greatest assets is the increasing determination of healthcare 
consumers to better manage their own health using the internet to gather information 
and their ability to self-organize using social networking tools 

Networked and activated consumers have increasing demands  
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