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efp’fa Art 46 Paediatric workshares

 Different procedures for submission of data
under Art.46 based on whether Centralised
or DCP/MRP

— Divergent processes create unnecessary issues
for companies' internal compliance systems

— EFPIA strongly recommends one consistent
regulatory process, regardless of registration
route

« EFPIA shortly starting survey of members to
gather quantitative data on experiences with
Paediatric Regulation, including Art.45 and
46 procedures. Results to be available
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