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Achieving EMA’s mission 
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Evidenced-based decisions 

Feasible and proportionate decisions 

Foster  

scientific 

excellence  

in the 

evaluation  

and 

supervision of 

medicines,  

for the benefit  

of public 

health in the  

European 

Union 

Regulatory decision-making is based on assessment of: 

• Valid scientific evidence generated by marketing 

authorisation applicants/holders 

• Data and information available from alternative 

sources  

 academic studies, public authority studies (including by regulators);   

use of data-sources on real-life use of medicines; clinical 

guidelines; reports in EudraVigilance and in the scientific literature  

• Incorporate clinical expertise and practical experience 

• Address patient needs in real life (including values and 

preferences) 

• Consider implementation in local healthcare contexts 

 



Achieving EMA’s mission 
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Foster scientific excellence 

in the evaluation and 

supervision of medicines, 

for the benefit of public 

health in the European 

Union 

 

Thousands of experts serve in 

the Agency's scientific 

committees, working parties and 

scientific assessment teams 

Interaction with various 

stakeholders including 

healthcare professionals’, 

patients’ and consumers’ 

organisations, academia and 

industry associations 

Methods to collect patients’ and 

healthcare professionals’ input 

through direct consultation 



Interaction with healthcare professionals 

Bring on board different fields of clinical 

expertise and practitioners in Europe, 

active within the broad spectrum of 

health care, including primary care 
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Clinical 
investigators 

Prescribers 
Handlers        

(i.e. dispensing, 
administrating) 

Safety-
guardians 

Communicators 

Different roles of healthcare 

professionals all along the 

medicine’s life-cycle, in the 

context of the patient’s journey 



Broad and complex role of GPs  

• Individual patient care and health of the community  

• Treat disease and maintain good health 

• First contact and long-term follow up  

• Broad spectrum and combination of health problems (acute and 

chronic), regardless of person characteristics 

• Illness presenting in undifferentiated way at early stage of 

development 

• Coordinate care with other primary care professionals 

• Manage interface with other specialities 
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Source: The European definition of general practice/family medicine, WONCA EUROPE 2011 Edition  



Illustration by Andrew DeGraff / www.andrewdegraff.com 

Real-world evidence generation  

 
• Care problems detected at Primary care level 

• Contact with vast majority of the population 

 early indicators of health population changes; identification of new (unmet) medical needs; risk factors 

• Care problems resolved at Primary care level 

• Responsibility for largest percentage of all medicines prescribed  

 drug utilisation; patterns of use over time  

• Prevalent multi-morbidity and poli-pharmacy  

 interactions and adverse drug reactions 

• Care problems sign posted to other specialties                                                          

and followed up at Primary care level  

• Use of innovative medicines with complex                                                               

risk management plans  

 effectiveness of risk minimisation measures 
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Experience to-date 

 
In August 2010, the EMA conducted a retrospective cohort study to estimate 

adherence to the restriction in the label of rosiglitazone based on data from the THIN 

database. The analysis suggested that about 8% of patients were prescribed 

rosiglitazone despite cardiac contraindications being present. Subsequently, a 

suspension of rosiglitazone-containing products from the market was recommended by 

the CHMP on 22 September 2010.   

 

Blake KV, Smeraldi C, Kurz X, Arlett P, Blackburn S, Fitt H. The European Network of Centres for Pharmacoepidemiology and 

Pharmacovigilance: application to diabetes and vascular disease. Br J of Diabetes & Vascular Disease 2011; 11: 304-307.  

http://dvd.sagepub.com/content/11/6/304.refs 
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Experience to-date 

 
In the context of a signal at PRAC, the EMA in collaboration with the PRAC Rapporteur 

conducted a self-controlled case series study in THIN to investigate the association 

between fluoroquinolones and retinal detachment.  

http://www.encepp.eu/encepp/viewResource.htm?id=6709  

 

In the context of a safety referral, the EMA conducted a drug utilisation study using 

IMS Health and THIN electronic health records and Nordic registries, aimed at further 

determining the utilisation of codeine in real-life practice in the EU to treat cough and 

colds in children and adolescents.  

http://www.encepp.eu/encepp/openAttachment/fullProtocol/8637   
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Experience to-date 

 The EMA commissioned a drug utilisation study using Danish health and administrative 

registries and the UK Clinical Practice Research Datalink (CPRD). The aim was to 

assess the use and safety of metformin in patients with and without renal insufficiency 

in current clinical practice in at least two EU Member States, to add evidence to help 

reassess and unify the guidelines for use of metformin in patients with renal 

insufficiency. 

http://www.encepp.eu/encepp/openAttachment/fullProtocol/5252  

 

National Competent Authorities have also conducted research in national EHR 

databases to support regulatory decision-making e.g. ES BIFAP data on the safety 

signal with trazodone and the UK CPRD study to investigate high dose simvastatin use 

and the risk of rhabdomyolysis. 
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Why do 
we need 
to talk to 
each 
other 
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When 
and 
How 

To make sure that  

the decisions we take  

are meaningful  

for your practice            

and have a                                                

positive impact                                                        

on your patients 



Involvement in core activities  
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15 cases of 

interaction 

with GPs 

*WP – working parties 

* 



Opportunities to bring on board input from 

general practitioners in evaluation activities 
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Evidenced-based decisions 

• Collection of data generated in clinical practice (eHealth 
records; registries; etc.) 

• Adverse drug reactions (ADRs) reporting 

• Provide input on the studies aimed to measure the impact of risk minimisation 
measures when targeted to GPs 



Opportunities to bring on board input from 

general practitioners in evaluation activities 
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Feasible and proportionate decisions 

• Input in Scientific Advisory Groups (SAGs) and Ad-hoc expert group meetings 

• Review of labelling aspects and additional risk minimisation measures 
including implementation 

• Review of safety communications and DHPCs (including prevention of 
medication errors) 

• Scientific Committees/Working Parties consultations (standard of care; risk 
minimisation measures; product information) 

• Participation in EMA workshops 

• Participation in user tests and technical groups supporting implementation of 
new legal requirements 

 



Thank you for your attention 

HCPsecretariat@ema.europa.eu  

 

European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 

mailto:HCPsecretariat@ema.europa.eu
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