
 
Pharmacovigilance requirements 
for Member States 



Member States requirements 

• Collecting reports of ADRs 
from health professionals and 
patients   –  & encouraging this 

• Notifying signals to EMA 
• Benefit risk assessment as 

Rapporteur/ lead Member State 
• Communicating safety 

information 
• Monitoring effectiveness of risk 

minimisation 
• Operating quality systems   

 
 

 
 

 



Good Vigilance Practices GVP 

INTRODUCTION  Legal Basis and Structure of Pharmacovigilance Guidance
  
MODULE I Pharmacovigilance Systems and their Quality Systems  
MODULE II Pharmacovigilance System Master File 
MODULE III Pharmacovigilance Inspections 
MODULE IV  Audits 
MODULE V Risk Management Systems 
MODULE VI  Management and Reporting of ADRs 
MODULE VII Periodic Safety Update Reports 
MODULE VIII Post-Authorisation Safety Studies 
MODULE IX Signal Management 
MODULE X Additional Monitoring 
MODULE XV Safety Communications 
MODULE XVI Risk Minimisation Measures 
 
PRODUCT- AND POPULATION-SPECIFIC CONSIDERATIONS 
ANNEXES 
 



Collecting ADRs 



Patients’ contribution to ADR reporting 
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Encouraging ADR reporting 

     

 
    

 



▼Additional monitoring 
 

 

Black triangle ▼ assigned to 
new active substances and 
certain other categories 
 
Printed next to product name in 
professional advertisements and 
drug formularies 
 
Tells health professionals to 
report all reactions                      
- around 70 - 80% UK reports 
are black triangle drugs 

 



UK Strengthening reporting 
in National Health Service 

Integrated reporting route  

Medication Safety Officers 

Local multidisciplinary groups  

National Medication Safety Network 

Oversight by medical or nursing 

directors with support of pharmacists 



Reporting ADRs direct from 
doctor’s clinical systems 
Electronic Yellow Card reporting introduced in clinical systems 
 
 SystmOne GP system - 20% of GP practices 

    In 2013 - 51% GP reports from SystmOne 



Using mobile technology 

 Innovative medicines initiative 
Collaboration between 
regulators, academia & industry  

Development of a mobile app for 
– ADR reporting  
– Provision of information to 

users 
Evaluation of using social media 
data to identify ADRs 

 
 



Use of new IT for ADRs 

11 

Med App checks 
skin lesion, 
transmits image 



Member States decide 
whether to maintain in 
house data management 
systems or solely use 
EudraVigilance 
 
EudraVigilance full 
functionality by 2016 

Adverse drug reaction 
data management 



Eudravigilance – 3419 substances 

420 CAPs on URD 
(signals monitored by 

EMA) 

~3000 on existing 
signals monitoring 

list e-RMR 

~ 1750 to be 
allocated to a 
lead member 

state for 
signals 

Signal detection by MS 
for EV substances 

• Member 
States take 
lead role for 
monitoring 
substances 
on EV 
 

• List kept 
under review 
 



Methodologies for signals  - 
example HPV vaccine 

Maximised sequential probability ratio testing 
for observed vs expected signals 

Donegan et al 2013, Vaccine 31, 43, 4961-7 

 



Maximised SPRT for ME/Chronic Fatigue Syndrome for girls aged 12/13 years (2008-2009)
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• Risk Management Plans 

for all medicines 
 

• Moving towards single 
assessments for periodic 
safety update reports 
 

• Increased activities with 
PASS & in future PAES 
 

• Using all available data 
sources including patient 
registries, and 
pharmacoepidemiological 
approaches 

Assessment responsibilities 



 
Taking lead role in Referral 
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Rapporteurship and Co-Rap referral procedures initiated at PRAC in 2013 

Rapp

Co-Rapp



Assessment of PSURs 
 EURD list facilitates harmonisation of data 

lock points & submission frequency for 
PSURs for medicines containing same 
active substances or combinations 
subject to different MAs authorised in >1 MS 
 
Allows single assessment of related 
PSURs to strengthen benefit-risk  
 
Single assessments of PSURs started 
with centrally authorised medicines in 2013, 
expanded to active substances contained in 
in both centrally and nationally 
authorised medicines in April 2013 



Monitoring impact of action in MS 

Impact of new 
warnings and 
reduced pack 
sizes for 
paracetamol in UK 



Operating Quality Systems 

• Requirement for Quality Management Systems 
• Independent audits must be conducted 

 
• Audit reports need to be submitted to the EC 

• Assessment of systems 
• Resources 
• SOPs 
• Etc etc. 
 

• System runs alongside                     
benchmarking initiative 



Strengthening Member States 
pharmacovigilance capability 

• EU Commission 
Joint Action  

• Project  started 
November 2013 
 

 



Conclusion 

• EU pharmacovigilance system depends on strong 
national surveillance systems embedded in MS 

• National diversity is good for the EU network eg 
some member states have regional monitoring 
centres, some are strong in pharmacoepidemiology  

• Pharmacovigilance continues to evolve in 
methodologies and technological capability 

• Not in question – the central role of vigilant 
healthcare  professionals & patient engagement 
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