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Safety communications 1 

Information addressed to the public that conveys an important, 

emerging message on the use of a medicine already authorised.  

Examples:  

– withdrawal or suspension from the market for safety reasons;  

– restriction of use, new contraindications or warnings; 

– product defects leading to safety concerns. 

What are safety communications? 
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Key objectives of safety communications 

Good information 

• Provides timely evidence-based information on the safe and 

effective use of medicines; 

• Facilitates changes to healthcare practices (including self-

medication practices) where necessary;  

• Changes attitudes, decisions and behaviours in relation to the 

use of medicines; 

• Supports risk minimisation behaviour; 

• Facilitates informed decisions on the rational use of medicines. 
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When do we communicate? 

Majority of safety communications will relate to a ‘referral’ 

procedure:  

A referral is a procedure used to resolve issues such as 

concerns over the safety or benefit-risk balance of a medicine 

or a class of medicines. 

In a referral, the European Medicines Agency is requested to 

conduct a scientific assessment of a particular medicine or class 

of medicines on behalf of the European Union.  

 



Communication about safety referrals  

  

Start of safety 
referral 

PRAC 
recommendation 

CHMP/CMD(h) 

4 

PRAC: Pharmacovigilance Risk Assessment Committee, responsible for the 

evaluation of safety issues for human medicines  

CHMP: Committee for Medicinal Products for Human Use, responsible for all 

questions concerning medicines for human use 

CMD(h): Co-ordination Group for Mutual Recognition and Decentralised 

Procedures – Human, a medicines regulatory body representing the EU 

Member States 



Communication about safety referrals 

 

 

 

 

 

‘EMA announcement of start of referral’: 

• Brief, lay-language document to explain why the review was started 

• Published together with other documents (notification, list of 

questions, timetable) 
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Communication about safety referrals 

 

 

 

 

‘Summary of PRAC recommendation’  

• Should ensure that the public understands the process and what 

‘PRAC recommendation’ means (not the final EMA opinion) and what 

happens next. 

• As procedure is still ongoing, it does not contain detailed 

recommendation for patients and healthcare professionals 
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Communication about safety referrals 

 

 

 

 

‘EMA public health communication’ 

• Composed of three sections: 

– Summary of the issue (for press and general public) 

– Information to patients 

– Information to healthcare professionals 
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How do we prepare safety communications? 

• The basis is the CHMP/PRAC assessment report 

• Several stages of drafting and review 

• Input from several internal and external experts including 

patients and consumers, and healthcare professionals 
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Aim of review by patients and consumers 

Ensure the message is clear and comprehensible and fulfils its 

needs in terms of information content 

Areas to focus on: 

• Clarity of rationale behind recommendations 

• Relevance/clarity of advice to patients 

 

Review of sensitive and confidential information. Documents sent 

for review are working documents that  may change before 

publication 
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Example of comment received  
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Timelines 

CHMP/PRAC/CMDh 

M Tu W Th F M Tu W Th F 

1:   - Internal meeting with product team to determine key message 

      - Prepare first draft on possible outcomes  

      - Identify and contact experts from patients and consumers 
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2:   - First discussion at Committee 

    - Update document in line with Committee’s discussions 

2 

3:  - Review by product team, Rapporteurs, and patients and HCPs 
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4.   - Present documents to Committee 

      - Then send to company for information 
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5.    - Final version sent to Heads of Medicines Agencies under embargo 
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6.    - Publication  (noon on Friday) 
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Publishing and sharing information 

• All documents published on Agency website  

• They are actively sent out to press mailing lists at time of 

publication 

• They are sent to relevant patients’ organisations for 

dissemination to their members 
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Summary 

• Safety communications are challenging: 

- short timeframe 

- limited predictability 

- views of many stakeholders to consider 

• EMA communication tailored to different stakeholders (press, 

patients and healthcare professionals) 

• Patients and consumers’ views are crucial to meet 

communication objectives 
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Communication on medicines’ shortages 

In November 2013, the EMA started publishing a shortages 
catalogue: 

- for medicine shortages that affect more than one EU country;  

- where the EMA has provided recommendations to patients and 
healthcare professionals across the EU. 

 

The catalogues does not give a complete overview of all medicine 
shortages occurring in the EU 

 

The catalogue can be found here. 

 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000376.jsp&mid=WC0b01ac058074f178
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Communication on medicines’ shortages 
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Communication on medicines’ shortages 



 

 

Thank you for your attention. 
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