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STATUTORY INSTRUMENTS

2023 No. 314

The Medicines (Products for Human Use)
(Fees) (Amendment) Regulations 2023

New regulation 19EA

17. After regulation 19E, insert—

“Fee for assessment of clinical trial annual safety reports

19EA. The fee payable by a sponsor who submits an annual safety report to the licensing
authority under regulation 35(1)(b) of the Clinical Trials Regulations is £248.”.


