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Framework for interaction between the EMA 

and healthcare professionals 

Support the Agency in order     

to access the best possible 

independent expertise        

and obtain information on the 

current use of medicines in     

real clinical practice 

Contribute to a more efficient 

and targeted communication  

to healthcare professionals,      

to support their role in the safe 

and rational use of medicines 

Enhance healthcare professional 

organisations’ understanding  

of the role of the EU medicines 

Regulatory Network  
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Network of European healthcare professional organisations 

4 March 2015 
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• Maintenance and expansion of the 

Network of European healthcare 

professional organisations (HCPOs)  

 29 eligible organisations by Dec 2014    

(3 new: UEMO; EAACI, HCWH) 

 Re-evaluations for 25 eligible 

organisations completed 

 

• EMA Healthcare Professionals Working 

Party (HCPWP) in full operation 

 

 
4 March 2015 

Expanded network and HCPWP fully 

operational  

http://www.uroweb.org/
http://www.cpme.eu/
http://www.eahp.eu/
http://www.efim.org/
http://www.ese-hormones.org/
http://www.esmo.org/home.html
http://www.esno.org/index.php
http://www.eso-stroke.org/
http://www.esno.org/index.php
http://www.eacpt.org/
http://www.myesr.org/cms/website.php?id=/en/index.htm
http://www.european-renal-best-practice.org/
https://noharm.org/
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Increased transparency 

• Publication of the first 

report on EMA interaction 

with HCPs 

• Revised eligibility criteria 

• Policy statement on the 

evaluation of financial 

information   
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Sustained involvement in core activities (I) 

• Volume of interaction similar to 

previous year 

• Input and participation continued to 

be spread-out by various core 

activities 

• Cases of interaction with slightly 

different distribution compared to 

2013 (related to Agency activities’ 

offer/demand)     
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Sustained involvement in core activities (II) 

 

Input in SAG/Ad-hoc expert group meetings from a wide range of clinicians: 

• Experts in erythropoietic protoporphyria; paediatricians; psychiatrists; diabetologists; 

cardiologists; ophthalmologists; radiologists; oncologists; nephrologists; neurologists; 

pharmacists (particular expertise in methadone formulations and in medication errors) 

4 March 2015 

Review of safety communications and DHPCs  

•6 DHPCs with feedback/comments 

•28 safety communications with feedback/comments 

•23 reviewers (including 2 GPs; 5 pharmacists) 



SCs/WPs consultations 

• CAT - Design and conduct of clinical trials concerning autologous chondrocyte 

implantation: information on the current European standard of care  

• CHMP - Adrenaline auto-injectors: input on route of administration  

• PRAC - Valproate and related substances: input on how information on risks associated 

with the use of valproate is provided to women with child bearing potential and 

pregnant women; and input on education materials  

• CHMP/CVMP QWP - Survey regarding in-use shelf-life of reconstituted/ compounded 

parenteral products 

• EMA/QRD Medication errors-related consultations - focus on high strength insulins; 

instructions for dilution for an anticancer medicine (including input from doctors; nurses 

and pharmacists) 
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Sustained involvement in core activities (III) 
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One concrete example – valproate 

• Review of new information on risk of long-term developmental problems in children whose mothers took 

Valproate – referral started in Oct 2013 

• PRAC Meeting with patients - need to consult with HCPs was much emphasised by patients – April 2014 

• PRAC consultation with HCPOs – where input on how information on risks associated with the use of 

valproate is provided to women with child bearing potential and pregnant women is requested - July 

• PRAC written consultation on education materials for Valproate – September 

• Ad hoc expert group meeting – October 

• Review of draft public health communication – November 

• Discussion with learned society on impact of recommendations in clinical practice – December 

4 March 2015 
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Sustained involvement in core activities (IV) 

Participation in EMA workshops 

• Workshop on B/R (PCWP/HCPWP)  

• Targeted TC - input to EMA policy on proactive publication of and access to clinical-trial data 

• 8th Stakeholder Forum PhV leg  

• Workshop on Risk Communication (PCWP/HCPWP) 

• WEBRADR IMI project – Webinar 

• Workshop on Alzheimer's Disease  

• Workshop on Guideline on pharmaceutical development of medicines for paediatric use 

• WEB RADR (IMI project) - Workshop 

 4 March 2015 
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Continued support to EMA groups and 

networks 

• EU CT Information System Expert Group and Stakeholders  

• Enpr-EMA 

• Cross Committee Task Force on Registries  

• Ad-hoc core group of patients, consumers and healthcare professionals’ organisations 

for pandemic preparedness activities 

4 March 2015 
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Involvement in new initiatives/projects 

• IMI/WEB-RADR project                                                                                  

Recognising adverse drug reactions – improve pharmacovigilance through new technology   

4 March 2015 
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Continued to raise awareness (I) 

• Participation in conferences organised by HCPOs  
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• Dissemination of information and reference to EMA  

 

Continued to raise awareness (II) 
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The challenges 

• Optimising the use of limited 

resources in the organisations  

• Responding within short 

timelines  

• Finding suitable and available 

experts  

• Handling conflicts of interest  
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Focus for next years 

 
• Assess current practices and 

identify room for improvement 

• Continue to increase 

transparency on the 

involvement of HCPOs in the 

Agency’s activities  

• Explore ways to further 

recognise individual experts 

involved in EMA activities  

 

 

Work in progress 

 
 Satisfaction survey and 

proposal for working methods 

for 2015 

 Annual reports;              

product assessment reports   

 

 Possible topic group  
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• Expanded network and HCPWP fully operational  

• Increased transparency 

• Sustained involvement in core activities  

• Continued support to established EMA groups and networks 

• Involvement in new initiatives/projects 

• Continued to raise awareness 
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Achievements in 2014 
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