Circular 11/2003 (Published in Norwegian 2003-09-19)

Mandatory updating on medicines with national marketing authorisation in Norway 

The Norwegian Medicines Agency (NOMA) is aware of examples of information on medicines with national marketing authorisation (MA) which has not been adequately updated. 

Parts of the summary of product characteristics (SPC) covering indications, adverse events and overdose have been found to be inconsistent with current recommendations, medical practice or recent research. 

According to Norwegian regulations (Forskrift av 22. desember 1999 om legemidler § 9-5 and Lov om legemidler av 4. desember 1992), marketing authorisation holders (MAHs) are obliged to update the marketing authorisation/documentation and inform NOMA on all aspects of quality, safety and efficacy.  

It is particularly important that SPCs and package insertion leaflets are current and updated.  These documents are essential in assuring the correct use of medicines. It is mandatory that the SPCs correctly reflect the benefit/risk ratio of medicines. Otherwise, patients may experience unsatisfactory treatment effects or risk adverse events which compare unfavourably with the treatment effects.

NOMA would like to remind MAHs that updating is also mandatory during the renewal period. 

When applying for renewal of MAs, NOMA requests that companies enclose current core SPCs, current SPCs from one English speaking country (preferably UK or Ireland) and one Scandinavian speaking country (preferably Sweden) if available. 

In order to address the needs of patients and health care professionals, MAHs must ensure that information on medicines with national MA in Norway is updated.

