FOI 24/137 - Freedom of Information request

MHRA Customer Services <MHRACustomerServices@mhra.gov.uk>
Wed 06/03/2024 09:14

-

FOI 24/137

Regarding your Freedom of Information (FOI) request of 09 February 2024, please see
below our responses to each of your questions:

1. Between 1 January 2014 and 31 December 2023, how many licensing
applications were submitted to MHRA for: * All medicines * Medicines for rare
diseases? * MHRA timeframes

Between 1 January 2014 and 31 December 2023, 14877 marketing authorisation
applications were received by MHRA.

Unfortunately, we do not collect the numbers of applications received for medicines
for rare diseases by year and our applications are not categorised in such a way that
we can obtain that number easily from our databases. In order to calculate this
number, we would need to open every application received between 1 January 2014
and 31 December 2023, and determine whether each application was for a medicine
for a rare disease. This would exceed the appropriate limit under Section12 Freedom
of Information (FOI) Act 2000, which is set at 24 working hours per request. Public
authorities are not obliged to work past the appropriate limit under Section 12(1) of
the FOI Act 2000 and we are, therefore, refusing your request.

To assist, we can advise that lists of granted medicinal products, by month and year,
are available on the MHRA website, which you can look through to determine how
many medicines for a rare disease were authorised. A link to these is provided below:
https://lwww.gov.uk/government/collections/marketing-authorisations-lists-of-granted-
licences

We do not understand what is meant by “Between 1 January 2014 and 31 December
2023, how many licensing applications were submitted to MHRA for MHRA
timeframes.” Perhaps you can provide clarification on what this part of your request
means and we can log this as a new request.

2. What was the mean average waiting time for completed licensing decisions for a) all
medicines and b) medicines for rare diseases, broken down by the following years:

. 1 January 2014 to 31 December 2014
. 1 January 2015 to 31 December 2015
. 1 January 2016 to 31 December 2016
. 1 January 2017 to 31 December 2017
. 1 January 2018 to 31 December 2018
. 1 January 2019 to 31 December 2019

. 1 January 2020 to 31 December 2020


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fcollections%2Fmarketing-authorisations-lists-of-granted-licences&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887363948%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=bYQqakErVKZ2ZtAThjImGUndEsXgCXG%2F3cE5hPYL6r8%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fcollections%2Fmarketing-authorisations-lists-of-granted-licences&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887363948%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=bYQqakErVKZ2ZtAThjImGUndEsXgCXG%2F3cE5hPYL6r8%3D&reserved=0

. 1 January 2021 to 31 December 2021
. 1 January 2022 to 31 December 2022
. 1 January 2023 to 31 December 20237

Information on MHRA targets and our performance against these targets for all
medicines is provided in our annual reports. Links to these for each business year
from 2014 are provided below:
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2013-to-2014
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2014-to-2015
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2015-t0-2016
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2016-to-2017
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2017-to-2018
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2018-to-2019
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2019-to-2020
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2020-to-2021
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2021-to-2022
https://www.gov.uk/government/publications/medicines-and-healthcare-products-
regulatory-agency-annual-report-and-accounts-2022-t0-2023

Unfortunately, we do not collect the mean average waiting time for completed
licensing decisions for medicines for rare diseases by year and our applications are
not categorised in such a way that we can obtain that number easily from our
databases. In order to calculate this number, we would need to open every application
received between 1 January 2014 and 31 December 2023, and determine whether each
application was for a medicine for a rare disease then calculate the time taken to
complete that application. This would exceed the appropriate limit under Section12
Freedom of Information (FOI) Act 2000, which is set at 24 working hours per request.
Public authorities are not obliged to work past the appropriate limit under Section
12(1) of the FOI Act 2000 and we are, therefore, refusing your request.

MHRA early access schemes

3. Between 7 April 2014 and 31 December 2023, how many applications did MHRA
receive for the Early Access to Medicines Scheme for:

. All medicines

. Medicines for rare diseases?

We publish information on Early Access to Medicines Scheme (EAMs) applications
received for all medicines, Promising Innovative Medicine (PIM) designations and
positive Scientific Opinions (POs). A link to further information on our EAMs,
including metrics, is provided below:
https://lwww.gov.uk/guidance/apply-for-the-early-access-to-medicines-scheme-eams



https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2013-to-2014&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887374907%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=DH78a6UZFLSIDTcVvcVc%2FzpTnsHl%2FvTV5triaVRGy68%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2013-to-2014&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887374907%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=DH78a6UZFLSIDTcVvcVc%2FzpTnsHl%2FvTV5triaVRGy68%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2014-to-2015&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887382274%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=ZuMnUxBS7ICdn18XTZNjma1vI21QGMWKGOsdHBgnjio%3D&reserved=0
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https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2015-to-2016&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887388053%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=gZ9GlaTkG4MLkdSQ%2F7xh4fMLc3RWUw7IvhOc1hhTE34%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2015-to-2016&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887388053%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=gZ9GlaTkG4MLkdSQ%2F7xh4fMLc3RWUw7IvhOc1hhTE34%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2016-to-2017&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887393647%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=vuSlBq6WwX2VxNQTCw06f86JBAsaY9Bm0ihOobesJ5o%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2016-to-2017&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887393647%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=vuSlBq6WwX2VxNQTCw06f86JBAsaY9Bm0ihOobesJ5o%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2017-to-2018&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887399147%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Brzj49yan9vZAcFeTM%2BY%2Fs4uwA41KpVGmMtCQsLdfH8%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2017-to-2018&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887399147%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Brzj49yan9vZAcFeTM%2BY%2Fs4uwA41KpVGmMtCQsLdfH8%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2018-to-2019&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887404923%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QPTdBdkUZ6zTtSA8SW1QvhSJc5K1rOdFT4lchr6%2BnSQ%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2018-to-2019&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887404923%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QPTdBdkUZ6zTtSA8SW1QvhSJc5K1rOdFT4lchr6%2BnSQ%3D&reserved=0
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https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Fmedicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2022-to-2023&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887430369%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Hv5HAYc7VOL%2BOQycM4P7X3dJzSJ6C7MxFCd341J6t6A%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fapply-for-the-early-access-to-medicines-scheme-eams&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887436188%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=9NgR9sDoo49ZMF35GeKzSDGPi89KjJeLKaEKOtFfu2I%3D&reserved=0

Unfortunately, we do not collect information on EAMs applications specific for
medicines for rare diseases and our applications are not categorised in such a way
that we can obtain that number easily from our databases. In order to calculate this
number, we would need to open every EAMs application received between 1 January
2014 and 31 December 2023, and determine whether each application was for a
medicine for a rare disease. This would exceed the appropriate limit under Section12
Freedom of Information (FOI) Act 2000, which is set at 24 working hours per request.
Public authorities are not obliged to work past the appropriate limit under Section
12(1) of the FOI Act 2000 and we are, therefore, refusing your request.

4. Between 7 April 2014 and 31 December 2023, how many Early Access to Medicines
Scheme applications for a) all medicines, and b) medicines for rare diseases were:

. Approved for a Promising Innovative Medicine (PIM) designation

. Not approved for a PIM designation

. Withdrawn before PIM designation decision?

Please see our response to Q3 above.

5. Between 7 April 2014 and 31 December 2023, how many Early Access to Medicines
Scheme applications for a) all medicines, and b) medicines for rare diseases:

. Received a positive Scientific Opinion
. Did not receive a positive Scientific Opinion
. Were withdrawn before a Scientific Opinion?

Please see our response to Q3 above.

6. Between 7 April 2014 and 31 December 2023, how many completed Early Access to
Medicines Scheme applications that received a PIM and positive Scientific Opinion for a) all
medicines, and b) medicines for rare diseases were:

. Commissioned by NHS England
. Not commissioned by NHS England
. Withdrawn before commissioning by NHS England?

We do not hold any information on subsequent commissioning of medicines that
received a PIM designation and SO by NHS England.

7. Between 1 January 2021 and 31 December 2023, how many Innovative Licensing
and Access Pathway applications, broken down by a) all medicines, and b) medicines for
rare diseases:

. Were received in total

. Were awarded an Innovation Passport

. Were not awarded an Innovation Passport
. Are still in process

. Were withdrawn?



We publish information on the Innovative Licensing and Access Pathway (ILAP)
applications received for all medicines, including metrics. A link to this is provided
below:

https://lwww.gov.uk/guidance/innovative-licensing-and-access-pathway

Unfortunately, we do not collect information on ILAP applications specific for
medicines for rare diseases and our applications are not categorised in such a way
that we can obtain that number easily from our databases. In order to calculate this
number, we would need to open every ILAP application received and determine
whether each application was for a medicine for a rare disease. This would exceed the
appropriate limit under Section12 Freedom of Information (FOI) Act 2000, which is set
at 24 working hours per request. Public authorities are not obliged to work past the
appropriate limit under Section 12(1) of the FOI Act 2000 and we are, therefore,
refusing your request.

We now consider this request closed. If you do submit a refined request, this will be a new
request and the 20 working days statutory time limit will begin from the date your refined
request is received.

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@mhra.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

Or online via: https://ico.org.uk/make-a-complaint/foi-and-eir-complaints/foi-and-eir-
complaints/

Yours sincerely,

MHRA Customer Experience Centre

Communications and engagement team

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

From

Sent: Thursday, February 8, 2024 7:04 PM

To: MHRA Customer Services <MHRACustomerServices@mhra.gov.uk>
Subject: FOI 24/137 Freedom of Information request



https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Finnovative-licensing-and-access-pathway&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887441755%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=CUFzHqehdk%2FIQubfL2TeokNxMZEbMr0Y4R%2BeHlSCuZQ%3D&reserved=0
mailto:info@mhra.gov.uk
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fico.org.uk%2Fmake-a-complaint%2Ffoi-and-eir-complaints%2Ffoi-and-eir-complaints%2F&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7C1d09fba99b78457ceb4408dc3d590de3%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638452699887447176%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=fCkIuoN49JzO4RK1xjZUutdCOidofd38LxKdP%2FrIPLc%3D&reserved=0
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