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Dear Colleague

MHRA DRUG SAFETY UPDATE - KAFTRIOVY (IVACAFTOR, TEZACAFTOR,
ELEXACAFTOR): RISK OF PSYCHOLOGICAL SIDE EFFECTS

The Medicines and Healthcare products Regulatory Agency (MHRA) has issued the
below Drug Safety Update.

Healthcare Professionals are asked to note and action the advice for healthcare
professionals, advice for healthcare professionals to provide to patients, and
recommendations contained within the Drug Safety Update.

Please find the link to the complete MHRA Drug Safety Update included below:
Kaftrio ¥ (Ivacaftor, tezacaftor, elexacaftor): risk of psychological side effects
Psychological side effects such as anxiety, low mood, sleep disturbance, poor
concentration, and forgetfulness have been infrequently reported in people with
cystic fibrosis treated with Kaftrio.

Healthcare professionals should advise patients and their caregivers that, while the
risk is small, they should be alert to changes in mood and behaviour and, if they
occur, to seek medical advice as soon as possible.

Working for a Healthier People


mailto:cmooffice@health-ni.gov.uk
https://eu-west-1.protection.sophos.com/?d=govdelivery.com&u=aHR0cHM6Ly9saW5rcy0xLmdvdmRlbGl2ZXJ5LmNvbS9DTDAvaHR0cHM6JTJGJTJGd3d3Lmdvdi51ayUyRmRydWctc2FmZXR5LXVwZGF0ZSUyRmthZnRyaW92LWl2YWNhZnRvci10ZXphY2FmdG9yLWVsZXhhY2FmdG9yLXJpc2stb2YtcHN5Y2hvbG9naWNhbC1zaWRlLWVmZmVjdHMvMS8wMTAwMDE5NmFiMDZmNDk1LTM1NzUxYjgxLWIyNjktNDI3Yi05NGZmLTFhNWQ3ZGExMzVkZS0wMDAwMDAvTWVtZ1JEVTAyZGJrSXVfaG93bEI4b0hZUWlhNU5rZF8wa3pUNms1ejRkVT00MDQ=&i=NjU1NTQ1ZDA2MjBmMmMyMzA0ZGU4NTM1&t=ekthbllPNVVRbUFnWG1tY3lDSVB0aysyNFpwWW00RGQ3OFVWcnpBM3dRZz0=&h=ff1b487a10b64366abc8afe26f98bf24&s=AVNPUEhUT0NFTkNSWVBUSVao37Q5SZnOaVqvMpAHyskUYt33zCMFohwOV1LjqDVwz0TA8lEegmTY-h2z7EcWvjBVR8xjQ76ZIXvEt8XiBqo24_EAvUJrE8Rno7qbnuF-3ecJQGk_RKuUwqDVV1tgrxk

Report suspected reactions

Healthcare professionals, patients, and caregivers are asked to submit reports using
the Yellow Card scheme electronically using:

o the Yellow Card website.

« the Yellow Card app; download from the Apple App Store or Google Play
Store

e some clinical IT systems for healthcare professionals

When reporting suspected adverse drug reactions, please provide as much
information as possible, including information about medical history, any concomitant
medication, onset timing, and treatment dates.

For queries or more information, please contact info@mhra.gov.uk.

You can subscribe to the MHRA new monthly Safety Roundup bulletin here. This will
be published in the last week of each month and includes a summary of all safety
alerts (including Drug Safety Updates) published during the month. The bulletin also
includes a new ‘News Roundup’ section which will include updates to product
information as well as key safety-related information. The latest MHRA monthly Safety
Roundup is available at the following link: MHRA Safety Roundup.

Yours sincerely
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PROFESSOR SIR MICHAEL MCBRIDE PROFESSOR CATHY HARRISON
Chief Medical Officer Chief Pharmaceutical Officer
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This letter is available on the Department of Health website at
https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-
advice/hssmd-letters-and-urgent-communications
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