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Legal basis 

• There are certain aspects of the implementation of the new 
pharmacovigilance (PhV) legislation, which have an impact on the 
product information: 

  

1) Additional monitoring of medicines: a black symbol and a 
standardised explanatory sentence to be included in the summary of the 
product characteristics (SmPC) and in the package leaflet (PL) for 
medicinal products subject to additional monitoring. (Art. 11 and 59 of Directive 

2001/83/EC and Art. 23(5) of Regulation (EC) No 726/2004).  

 

• The package leaflet will tell you if the medicine you are taking is 
under additional monitoring 
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Legal basis 

2) Encouragement of side effects reporting: standardised text to encourage 

adverse reactions reporting to be included in the summary of the product 

characteristics (SmPC) and in the package leaflet (PL) for all medicines. (Article 

107a(1) (Art. 11 of Directive 2001/83/EC and Art. 59 of Directive 2001/83/EC). 

 

• You will now have the possibility to directly report side effects to the 

national authorities (via the internet and alternatives ways defined at 

national level (e.g. phone, mails..) and the leaflet will tell you how!! 

 

3 



Implementation of the new legislation 
Development of the draft proposals 
The European Medicines Agency (EMA), through the Quality Review of 
Documents (QRD) group, worked on the draft proposals to be 
implemented in the product information. 

 

• 1st step:  analysis and discussion on the data provided by the Member 
States (use national experience, if any, already in place) 

 

• 2nd step: several rounds of consultation (internal and public 
consultations) 
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Implementation of the new legislation 
Who did we consult? 

 

ALL the different stakeholders!! 

 

– Members of the Patients’ and Consumers’ Working Party (PCWP). 

– Members of the Healthcare Professionals’ Working Group (HCP WG). 

– National Competent Authorities (NCAs). 

– Pharmaceutical industry associations.  

– CROs specialised in user testing/communication experts 

– academia 
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Why a black inverted triangle to identify products under 
additional monitoring? 
 
 
   

 
– Abstract symbol not linked to a meaning/connotation, which is less likely to 

cause confusion/wrong interpretation or alarm to patients 
 

– Does not clash with other symbols already established for pharmaceuticals. 

 

– Solid representation and easy to reproduce in a consistent manner. 

 

– Symbol already in use in two MSs for similar pharmacovigilance activities, 
therefore (BE and UK). 

 

– The black inverted triangle (▼) was the preferred option of patients, 
consumers and healthcare professionals. 
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Location and wording of the statements 
Additional monitoring 
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• Summary of product characteristics (SmPC): above section 1. 

 

 

 

• Package leaflet: below main heading. 

 



• Summary of product characteristics - SmPC: end of section 4.8.  

 

 

 

 

• Package leaflet: end of section 4. 
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Location and wording of the statements 
Encouragement ADR reporting 



Next steps 

• Final endorsement of the statements by CHMP(Dec 12). 

• Statements will then be translated in all EEA languages 

• Publication of the new template in March/April 2013 (TBC) 

–  Once the black symbol is selected by the EC. 

• Communication is key in the success of the implementation and 
recognition of the black triangle by patients and healthcare 
professionals across Europe.  

• You can help us launch an awareness campaign and convey the 
information to your members.  
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THANKS 
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