Change in administrative procedure for the approval of variations, notifications and renewals

The Medicines Authority has decided to change the approval process of variation, notification and renewal applications by streamlining the final administrative step in the process. This streamlined process will apply to national applications (PMA-MA) and their line extensions, European procedures and authorisations in line with Article 126(a) of Directive 2001/83/EC as amended. Parallel import licences are excluded from this process.
A variation to a Marketing Authorisation is required to introduce changes following updates in technical and scientific knowledge, introduce additional safeguards, or reflect evolving therapeutic indications. For this reason, it is common practice for new products to be varied many times, particularly in their first couple of years on the market.

Previously if any of the details on the Marketing Authorisation (MA) document or Article 126a license change following the approval of a variation or renewal, the license was re-issued. The details that could change include the address and /or name of the Marketing Authorisation Holder (MAH); the medicinal product name; strength; pharmaceutical dosage form; legal status and sites of batch release. 

In the streamlined process the license will not be re-issued but only an approval letter which is sent to the MAH or designated contact. Product information that has changed as a result of a variation will still be uploaded on the website. The approval letter will become part of the MA or Article 126(a) license package and must be retained with the formal documents relating to this license.
A new license will still be issued in the case of transfers of the marketing authorisation holder and some renewals. 
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