Norgine Pharmaceuticals – Supplementary written evidence 


Norgine Pharmaceuticals is a European specialist pharmaceutical company that has been bringing transformative medicines to patients. Norgine has a large manufacturing site in Wales and is a major supplier and distributor of medicines from the UK to NI, and therefore has a close perspective on the potential disruption to medicines supply. 

As an organisation we have tried to identify solutions ensuring supply of our medicines to Northern Ireland post December 2021. Preparations have been made to implement solutions, however, given ongoing uncertainty regarding the outcome of discussions between the British Government and the EU it is not possible to commit to a course of action until we have certainty regarding arrangements in place for Northern Ireland. This uncertainty places huge pressure on industry as UK manufacturers try to ensure they are ready to maintain supplied to NI. Ultimately, patient’s access to medicines and associated health benefits are at risk.

Norgine considers a UK wide Mutual Recognition Agreement (MRA) to be the best long-term solution, together with the possibility to continue to have UK-wide Marketing Authorisations. This would incorporate batch testing,  GMP inspection, batch certification and aspects of licencing (eg flexibility on the location of MAH), mitigating some of the additional procedures required under the Protocol. Moving forward without such an agreement would likely result in Northern Ireland being forced to turn to medicines supplied from elsewhere in the EU, involving changing their entire supply chain to be based in Northern Ireland or the EU. 

These views are current following the publication of the EU Non-paper: While Norgine appreciates the EU’s initiative to try and come up with a sustainable solution for the future, we are concerned about the timelines and some of the conditions proposed in the non-paper (in particular about “specific authorisation code for Northern Ireland should be stamped on each pack”) . In the shorter term until such an MRA is put in place, both the British Government and the EU need to formally agree on a standstill period under which in particular the derogations put in place by Commission Notice 2021/C 27/08 are maintained.
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