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» Key milestones in UK ethics and clinical trial regulation

 Single national ethics service
» Single UK-wide, multi agency application system
« Combined review by the ethics and medicines regulators

* Prime Minister’s challenge to improve study set-up
* New clinical trial regulations
* New single approvals digital service
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UK Context

* 4 countries - population 69.6m

» Public healthcare — The NHS
« Dominant provider (82% of healthcare spend) - £258bn
» Universal access — free at the point of use
» 600 million patient contacts per year

» Health Research Funding

Public ~ £5bn

Charity ~ £1.7bn

Commercial ~£7.4bn with £1.2bn of direct revenue to NHS




Clinical Trials

Mumber of applications assessed

1200

1000

a00

400

200

I

120

2019 Phase |
(healthy
volunteer-only
studies only)

Number of clinical trial authorisation applications assessed by the MHRA, by phase, by sponsor type (2019-2021)

129

789 789

709

38
| ]

2020 Phase |
(healthy
volunteer-only
studies only)

128
R 9 49
[ ]

- — —
2021 Phaze | 2019 Phasze AN 2020 Phase 1M 2021 Phase 11111 2019 Phase IV 2020 Phase IV

(healthy (including phase | (including phase | (including phase |
voluntesr-only patient studies) patient studies) patient studies)
studies only)

B Commercial [ Non-commercial

2021 Phasze IV

967 955

2019 Total 2020 Total 2021 Total




CIinic:a:I:triaI recruitment hmm Commenrcial
\I\nllhInlumn\IIIIII"IIIIII\NVM\HM A ....\I\ t ﬂum ligil Ih hlﬂnmn..

Non-Commercial

9999999
9999999

9999999

666666

99999

it \ﬂﬁlﬂ i







Key milestones

Single UK-wide National research
ethics opinion ethics service
established
Clinical Trial
regulations 2004 Single digital
application system
launched

Health I'\’Iesearch
Authority (HRA)

HRA Approval

Single UK i/vide policy
framework fclor health and
care re:search

HRA-MHRA
combined review

New Clinical trial
legislation






Single UK-wide research ethics service
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Single UK-wide, multi agency application system
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Combined Review — Ethics and Medicines regulators

30 days (maximum) 14 days (maximum) 16 days (maximum)
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Improve study set-up

“Clinical trials will also be fast-tracked to
accelerate the development of the
medicines and therapies of the future,
with the current time it takes to get a
clinical trial set up cut to 150 days by
March 2026 - where latest data collected
in 2022 was over 250 days. ”

New Clinical Trials regulations

Home > Health and socialcare > Medicines, medical devices > Clinicaltrials and investigations

Press release
Clinical Trials regulations signed into
law

12-month roll-out begins today for the biggest regulatory
shake up of clinical trials in 20 years

New single digital research approvals system

Hd u mﬂf Building better

research systems

Better process Better research//Better outcomes//
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