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19 December 2023

Dear I

Re: FOI 23/839

Many thanks for your request for information, dated 02 November 2023, where you
requested the following:

For the product name ‘Keytruda’
Clinical Study Report for NCT02362594 (Keynote-054)
Clinical Study Report for NCT03553836 (Keynote-716)

Please find enclosed the latest version of the above clinical study reports that we hold for
KEYTRUDA 25 mg/mL concentrate for solution for infusion (PLGB 53095/0040).

Please note that confidential information has been redacted in the Clinical Study Reports,
according to Section 40 (personal information) of the Freedom of Information Act. Section 40
Is an absolute exemption and no consideration of the public interest is required.

We now consider this FOI request closed. If you require any further information,
please respond to the FOI Licensing Team at FOILicensing@mbhra.gov.uk.

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 email:
info@mbhra.gov.uk

After that, if you remain dissatisfied, you may write to the Information Commissioner
at:

The Information Commissioner’s Office

Wycliffe House

Water Lane


mailto:FOILicensing@mhra.gov.uk
mailto:info@mhra.gov.uk

Wilmslow
Cheshire
SK9 5AF

They will make a decision on whether or not we have interpreted the FOIA correctly in
handling your request.

Yours sincerely,
FOI Team

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.
For full details on our copyright policy please visit:
https://www.gov.uk/government/publications/reproduce-or-re-use-mhrainformation/
reproduce-or-re-use-mhra-information or e-mail the MHRA Information Centre.






