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Overview

Explanation of the metrics provided



Overview

We have provided metrics for clinical trials assessment performance, as follows.

» Average timelines for assessment of initial clinical trial authorisation (CTA) applications (by month), and substantial amendments for
applications submitted from 1 September 2023 onwards. (Since December 2021, applicants have had the flexibility to request
additional time to respond to grounds for non-acceptance (GNA); therefore, the average assessment timeline for CTA applications has
been divided into first review’ (from receipt of valid application to first opinion letter) and ‘second review’ (from receipt of GNA
response to final opinion letter). Before December 2021, applicants were required to respond to all GNA within 14 days.)

* The number of CTA applications received and assessed by month.
* The number of substantial amendment applications received and assessed by month.

* The number of Clinical Investigations for medical devices completed by month.




Summary of changes

Changes compared with the previous
month



Summary of changes

Review times for clinical trials applications
Statutory timeframes are being met for all applications submitted after 1 September 2023.

Number of applications

The number of initial clinical trial authorisation (CTA) applications received in October 2023 decreased compared with September 2023 (from
77 to 63 applications), and the number of substantial amendments received decreased (from 490 to 479 amendments). For initial CTAs, the
number of applications assessed in October 2023 increased compared with September 2023 (131 compared with 93 initial applications),
while the number of substantial amendments assessed decreased (352 compared with 593 amendments).

Review times for clinical investigations
We are now publishing data on clinical investigations for medical devices from November 2022.



Application timeframes

Clinical Trial Authorisation Applications



Figure 1. Average timeline (calendar days) for assessment of clinical trial applications received from
1 September 2023 onwards: initial clinical trial authorisation (CTA) application first review (from receipt of valid
application to first opinion issued (statutory timeframe for first review is day 30)).

CTA Initials - Average Time of 1st Review Time Key features

Figure 1 shows the average time taken
for MHRA assessment of initial clinical
trial applications. The average represents
clinical trials which were received from 1
September 2023 onwards and the first
review; from receipt of valid application to
first opinion issued (statutory timeframe
for first review is day 30) for initials.
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Figure 2. Average timeline (calendar days) for assessment of clinical trial applications received from
1 September 2023 onwards: initial clinical trial authorisation (CTA) application second review (from receipt of
applicant’s response to Grounds for Non-Acceptance to outcome issued).

CTA Initials - Average Time of 2nd Review Key features

Figure 2 shows the average time taken
for MHRA assessment of initial clinical
trial applications. The average represents
clinical trials which were received from 1
September 2023 onwards and the second
review; from receipt of applicant’s
response to Ground for Non-Acceptance
to outcome issued for initials.
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Figure 3. Average timeline (calendar days) for assessment of clinical trial applications received from
1 September 2023 onwards: amendment clinical trial authorisation (CTA) application review (from receipt of
valid application to outcome issued (statutory timeframe for review day 35)).

CTA Amendments - Average Time of Review Key features

Figure 3 shows the average time taken
for MHRA assessment of amendment
clinical trial applications. This represents
clinical trials which were received from 1
September 2023 and the outcome; from
receipt of valid application of substantial
amendment to outcome issued (statutory
timeframe for first review day 35) for
amendments.
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Application timeframes

Clinical Investigation Applications
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Figure 4. Average timeline (calendar days) for assessment of clinical investigation applications received from
1 November 2022 onwards for clinical studies carried out in GB: application review (from receipt of valid
application to outcome issued (statutory timeframe for review day 60)).

Cl Initials (GB) - Average Review Key features

Figure 4 shows the average time taken
for MHRA assessment of initial clinical
investigation applications. The average
represents clinical investigations
assessed for studies in GB (Great
Britain); from receipt of valid application
of clinical investigation to outcome issued
(statutory timeframe for review day 60).

Average

Statutory Timeframe for Review

10 20 30 40 50 60 70

o

Statutory Timeframe for Review Average
| Cl Initials (GB) - Average Review 60 52

Calendar Days




Figure 5. Average timeline (calendar days) for assessment of clinical investigation amendment applications
received from 1 November 2022 for clinical studies carried out in GB: application review (from receipt of valid
application to outcome issued (target for review day 21)).

Cl Amendments (GB) - Average Review Key features

Figure 5 shows the average time taken
for MHRA assessment of clinical
investigation amendment applications.
The average represents clinical
investigation amendment applications
assessed for studies in GB (Great
Britain); from receipt of valid application
of clinical investigation amendment to
outcome issued (target timeframe for
review day 21).
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Figure 6. Average timeline (calendar days) for assessment of clinical investigation initial applications without
expert assessors received from 1 November 2022 onwards for clinical studies carried out in NI: application
review (from receipt of valid application to outcome issued (statutory timeframe for review day 45)).

Cl Initials without Expert Assessors (NI) - Average Review Key features

Figure 6 shows the average time taken
for MHRA assessment of clinical
investigation initial applications for
studies in NI (Northern Ireland). The
average represents clinical investigation
initial applications assessed for studies in
NI from receipt of valid application of
clinical investigation initial to outcome
issued (statutory timeframe for review day
45).
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Figure 7. Average timeline (calendar days) for assessment of clinical investigation initial applications with
expert assessors received from 1 November 2022 onwards for clinical studies carried out in NI: application
review (from receipt of valid application to outcome issued (statutory timeframe for review day 65)).

Cl Initials with Expert Assessors (NI) - Average Review Key features

Figure 6 shows the average time taken
for MHRA assessment of clinical
investigation initial applications for
studies in NI (Northern Ireland). The
average represents clinical investigation
initial applications assessed for studies in
NI from receipt of valid application of
clinical investigation initial to outcome
issued (statutory timeframe for review
with expert assessor day 65).
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Figure 8. Average timeline (calendar days) for assessment of clinical investigation amendment applications
received from 1 November 2022 for clinical studies carried out in NI: application review (from receipt of valid
application to outcome issued (statutory timeframe for review day 38)).

Cl Amendments (NI) - Average Review Key features

Figure 7 shows the average time taken
for MHRA assessment of clinical
investigation amendment applications for
studies in NI (Northern Ireland). The
average represents clinical investigation
amendment applications assessed for
studies in NI from receipt of valid
application of clinical investigation
amendment to outcome issued (statutory
timeframe for review day 38).
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Figure 9. Number of clinical investigation enquiries received per month
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Key features

Figure 8 shows the number of clinical
investigation enquiries received per
month for the year to date.
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Produced by the Medicines and Healthcare products Regulatory Agency.

You may re-use this information (excluding logos) free of charge in any format or medium,
under the terms of the Open Government Licence. To view this licence, visit
http://www.nationalarchives.gov.uk/doc/open-government-licence or email:
psi@nationalarchives.gsi.qov.uk.

Where we have identified any third-party copyright material you will need to obtain
permission from the copyright holders concerned.

The names, images and logos identifying the Medicines and Healthcare products
Regulatory Agency are proprietary marks. All the Agency’s logos are registered trademarks
and cannot be used without the Agency’s explicit permission.
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