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Introduction 

Review of EMA communication on shortages was part of the EMA 

initiative on medicine shortages 
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Current situation 

• Agency communicates on shortages using existing high-profile 
communication tools (PRs and Q&As) 

 

• Communication is decided on a case by case basis and not 
always consistent 
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Q&As/PRs are not optimal tools 

• Situation does not always justify a Q&A/PR 

• No systematic follow-up and communication for resolution of 
shortages 
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Proposal for optimising communication on 

shortages 

• Public catalogue on dedicated webpage with links to/from 

EPAR page  

• For centrally authorised medicines and medicines involved in 

referrals 

• Information will be up-dated when shortage is resolved 
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Criteria for communication 

In cases where all of the following conditions are met:  

• Shortage affects  centrally authorised medicines or nationally 

authorised medicines in a referral procedure 

• Shortage affects more than one EU Member State 

• Assessment by PRAC and CHMP/CMDh with recommendations 

via DHPC  

 

NOT all shortages will be listed in the table  
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Information to be included: 

 

• Brand name 

• Indication 

• Reason for shortage (raw materials, supply chain issues, 

business decisions) 

• Likely extent (which presentations are affected, in several 

Member States/ all Member States; ) 

• Information to HCPs (based on DHPC)  

• Information to patients (based on DHPC) 

• Status of shortage (ongoing or resolved) 
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Example 
Simponi (golimumab)  

prefilled pen and syringe 50 mg 
Indication Treatment of adults with: 

 active rheumatoid arthritis,  
 active and progressive psoriatic arthritis  
 severe active ankylosing spondylitis  

Reason for shortage  February 2011: Reduced manufacturing capacity due to 
manufacturing defect of the device affecting some batches of pre-
filled pens which led to a partial recall of a batch in Germany. 

Presentations and Member States affected* 
* This information is accurate at time of last update and may change. For accurate information about 

the status of a medicine shortage in a particular member state the national competent authority should 
be contacted. 

Shortage of cartridges and prefilled pens affected all EU countries 
where Simponi is marketed. 

Information to HCPs  

. 

 In countries affected by a shortage, HCPs to receive a letter 
from MAH. 

 During shortage, no new patients should be started on the 
prefilled pens and patients currently on pre-filled pens may 
need to be switched to the pre-filled syringe or alternative 
treatments. 

 Additional advice may be available from your national 
competent authority. 

Information to patients  

  

 There are no safety or quality concerns for products remaining 
on the market 

 Patients will be informed by their HCP if their treatment is 
affected by shortage. 

 In these cases doctors will prescribe alternative treatments. 
 Additional advice may be available from your national 

competent authority. 

Status  Resolved  

Date of last update  May 2012 
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
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• Information published once nationally tailored DHPCs have 

been sent out in one or more Member States 

• Information disseminated to relevant PCOs and HCP 

organisations using newsletter 

 

Publication and dissemination of information 



Conclusion  

• Catalogue will replace the need for PR and Q&A in most cases  

• Catalogue will ensure a more consistent approach and 

information provided will be: 

 Concise 

 Relevant 

 Up-to-date 

 Easy to find when needed 
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