
Quick Response (QR) code

Checklist for the assessment of Quick Response (QR) codes requests via the centralised procedure.
Any request for the inclusion of QR codes should be submitted by using the ‘Request/Declaration form for the provision of information via Quick Response (QR) codes in the centralised procedure
’ accompanied by the following documents:

- Proposed mock-ups of the packaging and/or package leaflet showing the location of the intended QR code.

- Updated product information annexes to reflect the QR code.
· Has the applicant provided a completed and signed QR code request/declaration form1?        









                       FORMCHECKBOX 
 yes       FORMCHECKBOX 
 no

· Has the applicant provided mock-ups of the packaging and/or package leaflet and product information annexes reflecting the intended QR code? 







           FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no
· Has the applicant provided the additional information proposed for assessment (e.g. video, etc)
                                    






           FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no
If any of the above has not been provided, request to applicant.
The proposal for inclusion of QR code is....................... . FORMCHECKBOX 
 Acceptable……….. FORMCHECKBOX 
 Not acceptable
This outcome is provided on the basis of the declaration form signed on …./…../……..
The overall acceptability of requests for inclusion of QR codes should be based on the acceptability of the platform hosting the information and the actual information provided. When information other than statutory is proposed, feedback from QRD group and EC should be considered, as appropriate.
If acceptable, complete the following:
· The proposed QR code is agreed to be included in:         FORMCHECKBOX 
 Labelling      FORMCHECKBOX 
 Package leaflet 

· The following elements declared by the applicant are agreed to be provided to patients/users via QR code:

 FORMCHECKBOX 
 Partial package leaflet (certain sections)



Please specify: 

 FORMCHECKBOX 
 Partial information of the Summary of product characteristics (certain sections) 


Please specify:

 FORMCHECKBOX 
 Package leaflet

 FORMCHECKBOX 
 Summary of product characteristics (SmPC)

 FORMCHECKBOX 
 Educational material for patients as outlined in the Risk Management Plan
 FORMCHECKBOX 
 Additional information in accordance to Article 62 of Directive 2001/83/EC *
* If additional information is proposed, please specify which information is agreed and purpose:

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
If not acceptable, explain why:

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
� � HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2015/07/WC500190406.doc" ��Request/declaration form for the provision of information via quick response (QR) codes in the centralised procedure (EMA/493921/2015)�






