FOI 23/656
Dear

Thank you for your request of 05 September 2023, under the Freedom of Information
Act. You requested:

“My question is: for 2022-2023, and moving forward, what is the target the
MHRA hopes to achieve with regards to assessing marketing applications
(NAS)? At what rate, on average, did the MHRA assess new marketing
applications (NAS) over the past year?

Lastly, from the 2021-2022 report, when it says that's 92% of marketing
applications (NAS) were assessed within 80 days, what EXACTLY does
"assessed" mean? Does that mean a decision has been made on the
approval or rejection of the application? Or does that only refer to Phase 1 of
the assessment pathway?”

We confirm that we hold the information you have requested.

For your first question, the performance metrics for applications assessed up to
December 2022 are available on the MHRA website, via the link below:

https://www.gov.uk/government/statistics/medicines-licensing-time-based-
performance-measures

On page 33 of our Annual Report and Accounts, PM2a provides a target for new
active substances (NAS) assessed via the national route of 97% within 210 days
(excluding time waiting for applicant responses).

[see table below]



PM2 - Licensing of medicinal products
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: country which is needed in the UK, provided the product has no
N UL R L therapeutic difference from a licensed product in the UK, subject
to certain other conditions we can allow it to be imported
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Unlicensed Medicines — Establishing ]
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33 < Back to contents

On your second question, it means Phase 1 of the assessment.
We hope you find this information helpful.

If you are dissatisfied with the handling of your request, you have the right to ask for
an internal review. Internal review requests should be submitted within two months of
the date you receive this response and addressed to: info@mbhra.gov.uk




Please remember to quote the reference number above in any future
communications.

If you were to remain dissatisfied with the outcome of the internal review, you would
have the right to apply directly to the Information Commissioner for a decision.
Please bear in mind that the Information Commissioner will not normally review our
handling of your request unless you have first contacted us to conduct an internal
review. The Information Commissioner can be contacted at:

Information Commissioner’s Office

Woycliffe House

Water Lane

Wilmslow

Cheshire

SK9 5AF

Yours sincerely

MHRA Customer Experience Centre
Communications and engagement team

Medicines and Healthcare products Regulatory Agency
10 South Colonnade, Canary Wharf, London E14 4PU



