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Dear Colleague 
 
MHRA DRUG SAFETY UPDATE: Finasteride and Dutasteride – updated safety 
warnings for psychiatric side effects and sexual dysfunction 
 
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: 
 
Finasteride and Dutasteride – updated safety warnings for psychiatric side 
effects and sexual dysfunction  
 
The MHRA has reviewed the evidence for finasteride and dutasteride and the risk of 
suicidal thoughts and behaviours and has recommended further measures to 
minimise this risk. 
 
Reporting advice  
 
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 
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https://eu-west-1.protection.sophos.com/?d=govdelivery.com&u=aHR0cHM6Ly9saW5rcy0xLmdvdmRlbGl2ZXJ5LmNvbS9DTDAvaHR0cHM6JTJGJTJGd3d3Lmdvdi51ayUyRmRydWctc2FmZXR5LXVwZGF0ZSUyRmZpbmFzdGVyaWRlLWFuZC1kdXRhc3RlcmlkZS11cGRhdGVkLXNhZmV0eS13YXJuaW5ncy1mb3ItcHN5Y2hpYXRyaWMtc2lkZS1lZmZlY3RzLWFuZC1zZXh1YWwtZHlzZnVuY3Rpb24vMS8wMTAwMDE5ZTE3NWE2ZGZmLTZjMzgzMGYwLTgwNTQtNGUyMy04ZTEyLTkxMjBmZTgwZmJjMy0wMDAwMDAvUU5jbzJmb2VQMm5KUkZyZUU4ZHBCVmJidldIUXRfZ0hzdFNzRXktTWppZz00NTI=&i=Njc2MGE0MzVhY2M3NzUxNjAyMjAxNTll&t=N0lCTlJxcXFWdlFtMXh3NlpoNHorWDVjQmVpU05UbFZHZlBKaVo1Mi9PTT0=&h=09e50b6b35b1428ea9e2773595f2791c&s=AVNPUEhUT0NFTkNSWVBUSVZsQfWTrJYg_ljg-uaBBDJ6UKsXQm3xdcLjbxo9UZBD6jReb_Fx6-K6Vh62-InvwVbY0WniUHv_UTYvJqR0v47iTjjWml5qwlzvbsf8d-oVLr3t4oJwc3Mk_vxYD9hSlm4
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• 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 Safety Roundup bulletin here. The latest 
MHRA Safety Roundup is available at the following link: MHRA Safety Roundup. 
 
 
Yours sincerely 

                 
Prof Sir Michael McBride 
Chief Medical Officer 

Prof Cathy Harrison 
Chief Pharmaceutical Officer 
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