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TO THE NATIONAL HEALTH SURVEILLANCE AGENCY: ANVISA
Pharmacovigilance Management: GFARM
May 08, 2019
Letter to Health Professionals
Safety information related to the use of the drug finasteride
To healthcare professionals:
Aimed at the safety of everyone involved in finasteride treatment, Merck S.A. communicates the
recent updates below, on the safety profile of the drug, which it markets in the form of 5 mg
tablets.
Since its release, the occurrence of adverse reactions related to psychiatric symptoms and
disorders, and to sexual dysfunction during and after administration of finasteride, have been
reported. In order to support you in counseling your patients individually, and in evaluating the
risk-benefit before making a treatment decision, we would like to draw your attention to the
following safety issues:
• Patients should be informed about the occurrence of mood changes (including depressed
mood, depression and suicidal ideation) in patients treated with finasteride.
• Patients using finasteride should be monitored for psychiatric symptoms and, if they occur,
treatment with finasteride should be discontinued.
• Several foreign health authorities requested the inclusion of mood swings, suicidal ideation
and depression in the leaflets of products containing finasteride. In Brazil, these events are
listed in the “Warnings and Precautions” section of our package insert for finasteride 5mg.
• Following guidance from international bodies and recommendations from ANVISA, the event
“anxiety” was included in the package insert of finasteride 5 mg as an expected adverse
reaction for this drug.
• Patients should also be aware of the risk of sexual dysfunction (including erectile dysfunction,
ejaculation disorder and decreased libido) during treatment with finasteride. Patients should also
be informed that, based on individual patient case reports, sexual dysfunction may also persist
for more than 10 years after discontinuation of treatment.
• More information about this can be found in the product leaflet.
Graciously,
Merck S.A.

