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EGA Proposal to Implement Safety Features  
 

 

SUBJECT: EGA PROPOSAL TO IMPLEMENT SAFETY FEATURES  

DATE:  DECEMBER 2015 

 

To handle the implementation of safety features the EGA proposes that: 

 The implementation process be carried out without variations or a formal notification 

process in accordance with Art 61.3 of Directive 2001/83/EC.  

 The industry will implement the unique identifier on the outer packaging and anti-

tampering features in line with legal timelines  

 The MAH shall respect the following principles in the implementation of the 2D barcode/ 

unique identifier on the outer packaging without variations/ formal Notification in 

accordance with Art 61.3:  

- 2D barcode/the unique identifier shall not interfere with the legibility of the 

mandatory information defined for the outer packaging  

- the unique identifier on the outer packaging shall be implemented in a way that does 

not negatively affect the readability of the text on the box,  

o (e.g. font-sizes, difference between strengths, colour scheme) 

- The general rules of the Guideline on the readability of the labelling and Package 

leaflet” are respected http://ec.europa.eu/health/files/eudralex/vol-

2/c/2009_01_12_readability_guideline_final_en.pdf 

- No regulatory action should be needed to include the anti-tampering device (ATD) as 

long as it is part of the secondary packaging. 

 

Where the above mentioned conditions have not been fulfilled, the MAH will proactively 

approach the competent authorities to agree on a new layout by: 

- using the next regulatory action concerning product information (including renewals) 

or  

- using the notification process as the regulatory path if there is no regulatory action 

concerning the product information  

 

If absolutely necessary from the Authorities’ point of view, the MAH can provide the competent 
authorities with feedback on compliance in the consolidated form and on a yearly basis (e.g. 
provide the list of the medicinal products with the implemented safety features in a “Yearly 
Compliance Report”). The notification to the Art 57 database (new field: “safety features 
implemented”) could be also considered as a simple, central way of compliance notification).  
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