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Brussels, 4 November 2016
Dear Sir/Madam,


CONCEPT OF ‘SIMILAR MEDICINAL PRODUCT’ IN THE CONTEXT OF THE ORPHAN LEGISLATION: ADAPTATION TO TECHNICAL PROGRESS
The European Association of Hospital Pharmacists (EAHP) supports the intention of the Commission to clarify understanding of the meaning of “similar medicinal product” in respect to orphan medicinal product legislation, and to put this matter to public consultation.
[FOR REVIEW)] On the whole, EAHP considers the proposals mostly reasonable. The need for consideration of the matters raised in the consultation is highlighted by instances of more than one company achieving orphan drug designation for the same active substance, or highly similar biological product.
However, we wish to take the opportunity of the consultation to convey the following remarks for consideration:
· In respect to lines 67-68 (Biological Medicinal Products) and line 109-110-111 (Advanced Therapy Medicinal Products), it is unclear if clinical studies will be required in order to evaluate the difference in “similar” substances if the manufacturing processes are different. This can be important considering safety and efficacy for complex structure.
· In respect to lines 82-83, two independently developed monoclonal antibodies targeting the same epitope should not be expected to be similar. In other words the CDRs will most likely be different. Two CDRs binding the same epitope should be considered non-similar unless the contrary is proven. Therefore the sentence “Monoclonal antibodies binding to the same target epitope would normally be considered similar” should be replaced by “Monoclonal antibodies binding to the same target epitope should be considered non-similar unless it is demonstrated that differences in the CDR sequences are minimal and have no impact on the binding properties.” [FOR DISCUSSION – SEE JP COMMENTS]
Furthermore, we would like to take the opportunity to repeat remarks made in response to the European Commission’s February 2016 consultation on a new Notice on the application of Articles 3, 5 and 7 of Regulation (EC) NO 141/2000 on Orphan Medicinal Products. 16 years after its passage, the time appears ripe for a wider review and reflection on the operation of orphan medicine regulation, taking into account technical progress as well as wider opportunities for improvement. 

Amongst the suggestions for consideration within such a review are:
· The potential case for ‘orphan devices’ or ‘humanitarian use devices’, that similarly meets unmet need for very defined patient group for whom commercial incentive for development is otherwise problematic. This could be especially beneficial for instance in respect of paediatric cardiovascular diseases, where devices for adults are otherwise used off-label.
· Mechanisms to meet the difficulties reported of high priced orphan products. For example, there may be scope for greater matching of the regulatory regime to emerging health technology assessment processes and Commission facilitation in joint procurement.
· Improved surveillance and monitoring of the outcomes of treatment by medicines that have been given orphan drug authorization authorisation with unsettled benefit-risk profiles at the time of approval e.g. conditional approval. This might be achieved, for example, by improvements to systems of patient registry.
· Potential for improvements to the statutory remit and composition of the EMA orphan medicine committee, and transparency requirements within the original regulation of 2000.
· Account to be taken of developments in the wider health technology sector, including ATMP, personalized medicine, medical device, and antibiotic developments 
· [bookmark: _GoBack]Investigation of certain discrepancies that have emerged such as the growing gap between the number of orphan drug applications and designations, set against the flat-lining number of authorisations.

EAHP, and its membership network across 35 countries, remains at the Commission’s disposal for any further information or clarity in respect to any of the above, or other areas of orphan drug regulation under consideration, for which hospital pharmacist practice perspective and experience may be of assistance to regulatory deliberations.

Yours sincerely,
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