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1. Finasteride: reminder of the risk of psychiatric side effects and of sexual
side effects (which may persist after discontinuation of treatment)
2. Montelukast: reminder of the risk of neuropsychiatric reactions

The Medicines and Healthcare products Regulatory Agency (MHRA) have issued the

below Drug Safety Updates.

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

Please find links to the complete MHRA Drug Safety Updates included below:

1. Finasteride: reminder of the risk of psychiatric side effects and of sexual

side effects (which may persist after discontinuation of treatment)

Introduction of patient cards for men taking finasteride and raising
awareness of the risk of psychiatric side effects and sexual dysfunction.

2. Montelukast: reminder of the risk of neuropsychiatric reactions

Reminder to healthcare professionals to be alert of the risk of neuropsychiatric
reactions in patients when prescribing montelukast and advice for patients to
seek medical advice immediately if neuropsychiatric reactions occur.
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Report suspected reactions on a Yellow Card

Please continue to report suspected adverse drug reactions to the Yellow Card
scheme. The report will help the MHRA safeguard public health. Healthcare
professionals, patients, and caregivers are asked to submit reports using the Yellow
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, please provide as much information as possible, including
information about medical history, product brand name, batch numbers, any
concomitant medication, onset timing, treatment dates and particularly if a side effect
continued or started after treatment was stopped.

Yours sincerely

A . N A .
. CL{‘“’ZA'CL ‘*’G)%A"\ CZ’AL(/"@& (’f---- -_'T-L.'-'L_L . 1'I._'J'n\4:4 Yt

Professor Sir Michael McBride Professor Cathy Harrison
Chief Medical Officer Chief Pharmaceutical Officer

Circulation List

Director of Public Health/Medical Director, Public Health Agency (for onward

distribution to all relevant health protection staff)

Assistant Director Public Health (Health Protection), Public Health Agency

Director of Nursing, Public Health Agency

Assistant Director of Pharmacy and Medicines Management, SPPG (for onward

distribution to Community Pharmacies)

Directors of Pharmacy HSC Trusts

Director of Social Care and Children, SPPG

Family Practitioner Service Leads, SPPG (for cascade to GP Out of Hours services)

Medical Directors, HSC Trusts (for onward distribution to all Consultants,

Occupational Health Physicians and School Medical Leads)
Nursing Directors, HSC Trusts (for onward distribution to all Community Nurses, and
Midwives)

Directors of Children’s Services, HSC Trusts

RQIA (for onward transmission to all independent providers including independent

hospitals)

Joe Brogan, Assistant Director, Head of Pharmacy and Medicines Management,
Strategic Planning and Performance Group (SPPG) (for onward distribution to
SPPG Pharmacy and Medicines Management Team and community pharmacists)

Regional Medicines Information Service, Belfast HSC Trust

Regional Pharmaceutical Procurement Service, Northern HSC Trust

Professor Donna Fitzsimons, Head of School of Nursing and Midwifery QUB

Professor Neal Cook, Head of School of Nursing, University of Ulster

Working for a Healthier People


https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/
https://itunes.apple.com/us/app/apple-store/id990237487?pt=117756671&ct=EYC&mt=8
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob

Heather Finlay, CEC

Donna Gallagher, Open University

Professor Paul McCarron, Head of School of Pharmacy and Pharmaceutical
Sciences, UU

Professor Colin McCoy, Head of School, School of Pharmacy, QUB

Postgraduate Pharmacy Dean, NI Centre for Pharmacy

Learning and Development, QUB

Michael Donaldson, Head of Dental Services, SPPG (for distribution to all General

Dental Practitioners)

Raymond Curran, Head of Ophthalmic Services, SPPG (for distribution to
Community Optometrists)

Trade Union Side

Clinical Advisory Team

Louise McMahon, Director of Integrated Care, SPPG

° This letter is available on the Department of Health website at

° https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-
L] advice/hssmd-letters-and-urgent-communications

°
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