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Dear Colleague 
 
 
MHRA DRUG SAFETY UPDATE - KAFTRIO▼ (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. 
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Report suspected reactions 
 
Healthcare professionals, patients, and caregivers are asked to submit reports using 
the Yellow Card scheme electronically using: 

 
• the Yellow Card website. 
• the Yellow Card app; download from the Apple App Store or Google Play 

Store 
• 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 
 

   
 

 
 
  

PROFESSOR SIR MICHAEL MCBRIDE 
Chief Medical Officer 

PROFESSOR CATHY HARRISON 
Chief Pharmaceutical Officer 
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https://www.gov.uk/drug-device-alerts?alert_type%5B%5D=mhra-safety-round-up


 

    

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 SPPG Pharmacy and Medicines Management Team and 
 community pharmacists) 
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)  
Regional Medicines Information Service, Belfast HSC Trust  
Regional Pharmaceutical Procurement Service, Northern HSC Trust  
Professor Kenda Crozier, Head of School of Nursing and Midwifery QUB  
Andrea Shepherd, Head of School of Nursing, Ulster University  
Heather Finlay, CEC  
Maurice Devine, Open University  
Professor Paul McCarron, Head of School of Pharmacy and Pharmaceutical 
 Sciences, Ulster University 
Professor Gavin Andrews, 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 
Dr Camille Harron, NIMDTA 
Prof Pascal McKeown, QUB 
Prof Alan Smyth, QUB 
Prof Louise Dubras, Ulster University  
Dr Kathy Cullen, Director of the Centre for Medical Education at QUB 
 
 
 
 
 
 
 
 

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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