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Acknowledgement Letter to Regulation 28 Report
Dear Sarah Bourke,

Coroners and Justice Act 2009 — Regulation 28 Report following the Inquest into the death
of Clive Hyman.

Thank you for your letter dated 22 January 2026, received on 23 January, enclosing your
Report under Regulation 28 following the Inquest into the death of Clive Hyman. We would
like to offer our sincere condolences to his family.

Your report raised concerns with regard to the adequacy of warnings in the patient
information leaflet in the event a patient suffers a head trauma while taking anticoagulant
therapy.

To date we have completed a preliminary assessment of the issue, which was also
discussed at an internal multidisciplinary Review Meeting. We can confirm that a full review,
across all Direct Oral Anticoagulants (DOACSs; including apixaban) and warfarin, is now
underway. Once finalised we will seek expert advice regarding any potential updates to
product information.

As a result the assessment and any updates to the Product Information, including the Patient
Information Leaflet will require some time to complete.

This interim letter informs you of our course of action and we will update you of any actions
following the completion of the review. Please do not hesitate to contact us if you have any
further questions.

Yours sincerely,


http://www.gov.uk/mhra

Chief Safety Officer
Medicines and Healthcare products Regulatory Agency





