FOI 23/269 — reviews of Al use since January 2020

REQUEST
08 April 2023

Have you since 01/01/2020 conducted any reviews into the use of Al? If so can you
publish the findings along with methodology used?

MHRA RESPONSE
11 May 2023

Thank you for your recent FOI request relating to the use of Artificial Intelligence (Al),
specifically whether we have conducted any reviews since 01/01/2020 and whether
we can publish the findings of the methodology used. We interpret this request to be
in relation to the use of Al in the processing of suspected Adverse Drug Reaction
(ADRs) reports to COVID-19 vaccines.

To begin with it may be useful to give you some background to the work we have
done in relation to Al. The MHRA awarded the Al contract in September 2020 with
the aim to support processing of suspected ADR reports to COVID-19 vaccines.

The Al tool has helped us by reducing the amount of manual coding for each report,

thereby saving resource in processing cases and ensuring they are rapidly available
for scientific analysis. The tool is not used for assessment of data, but to help ensure
that all the information provided in narrative text from the reporter is well captured to

support analysis. Reports that have been processed by the Al are subject to routine

review and robust quality assessment and reports will be reclassified, if required.

We have not published details on the methodology used for the implementation of Al
however throughout the pandemic, the MHRA published details of all suspected
reactions reported in association with available COVID-19 vaccines, along with our
assessment of the data, in our summary of Yellow Card reporting. This includes
those processed with support from the Al software. In the future we hope to publish a
paper on the implementation of the Al tool.

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 of this response; and can be addressed to this email address.

Yours sincerely,

FOI Team,

Safety and Surveillance

The MHRA information supplied in response to your request is subject to Crown
copyright. The FOIA only entitles you to access to MHRA information.



For information on the reproduction or re-use of MHRA information, please

visit https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F % 2Fwww.gov.
uk%2Fgovernment%2F publications%2F reproduce-or-re-use-mhra-
information%2Freproduce-or-re-use-mhra-
information&data=05%7C01%7CMHRACustomerServices%40mhra.gov.uk%7C3f5¢c
984e33744a6b2¢c1608db52050f98%7Ce527ea5c62584cd2a27f8bd237ec4¢c26%7C0
%7C0%7C638193953909670140%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4w
LIAWMDAILCJQIjoiV2IuMzIiLCJBTIl61k1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7
C%7C&sdata=Dh47aE1BNjMx3Z1waUSVAKGIEG3KwecvioZZm1TXYVv81%3D&reserv
ed=0

If you have a query about this email, please contact us. If you are unhappy with our
decision, you may ask for it to be reviewed. That review will be undertaken by a
senior member of the Agency who has not previously been involved in your request.
If you wish to pursue that option please write to the Communications Directorate, 4-
T, Medicines and Healthcare products Regulatory Agency, (via this email address).
After that, if you remain dissatisfied, you may ask the Information Commissioner at:

The Information Commissioner’s Office
Woycliffe House

Water Lane

Wilmslow

Cheshire

SK9 5AF

Copyright notice

The information supplied in response to your request is the copyright of MHRA
and/or a third party or parties, and has been supplied for your personal use only. You
may not sell, resell or otherwise use any information provided without prior
agreement from the copyright holder.



