The German Society for Nuclear Medicine (Deutsche Gesellschaft für Nuklearmedizin, DGN) together with the Professional Association of German Nuclear Medicine Practitioners (Berufsverband Deutscher Nuklearmediziner, BDN) and the European Association for Nuclear Medicine (EANM) welcomes the European Commission`s initiative for a revision of the pharmaceutical legislation package for the European Union.
Nuclear Medicine is a powerful tool for diagnosis and treatment of a variety of diseases and has seen a tremendous development, especially in the last two decades. Radiopharmaceuticals are a special class of medicinal products that, due to their unique characteristics, deserve special attention.
DGN, BDN and EANM are pleased to see that a number of suggestions for a better framework for regulating this type of medicinal products have already been included in the rapporteur’s list of amendments as detailed in the rapporteur’s 1st report, ENVI-PR-753470_EN.pdf.
However, in order to establish a future-proof legislative framework that supports innovation and secures the availability and safety of radiopharmaceuticals for patients in need, further amendments are needed. Especially radiopharmaceuticals that have to be prepared in-house for immediate use in healthcare establishments, need a regulatory framework that adequately supports the preparation process by providing a clear distinction from (otherwise applicable) industrial standards.
We, therefore, have prepared two documents that we would like to share with the Commission: 
1) a detailed description of the issues that in-house production of radiopharmaceuticals currently faces and 
2) a document that tabulates detailed proposals for further amendments based on the Commissions draft of a new directive, taking already into account the suggested amendments by European Parliaments rapporteur for the directive.
In addition, we would like to share 
3) a recently published Editorial on this topic that summarizes the current situation and offers solutions to the identified issues (https://link.springer.com/article/10.1007/s00259-023-06472-1)

[bookmark: _GoBack]DGN, BDN and EANM encourage the Commission to take these suggestions into account in order to meet the ultimate goal of making the European pharmaceutical system more patient-centred, future-proof and crisis-resistant by creating a suitable legal environment for innovation, secure supply, address shortages and contribute to the overall aims of Europe’s Beating Cancer Plan while maintaining high quality and safety standards!
