Communication to industry
new safety information on the use of SSRIS in children under the age of 18 years
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NEW SAFETY INFORMATION ON THE USE OF SSRI’S IN CHILDREN UNDER THE AGE OF 18 YEARS.

The Medicines Control Council has resolved that:

1. The package inserts for products containing paroxetine, venlafaxine, cilatopram, and sertraline be amended to include

(i) under CONTRAINDICATIONS : “Children under the age of 18 years. (See WARNINGS and SIDE EFFECTS AND SPECIAL PRECAUTIONS.)”

(ii) under WARNINGS : “Safety and efficacy in children under 18 years of age have not been established. (See CONTRAINDICATIONS and SIDE EFFECTS AND SPECIAL PRECAUTIONS.)”

(iii) under SIDE EFFECTS AND SPECIAL PRECAUTIONS, subheading ‘Side Effects’ : “In children reports of hostility, suicidal ideation and self-harm.”

(iv) under SIDE EFFECTS AND SPECIAL PRECAUTIONS, subheading ‘Special Precautions’ : “Safety and efficacy in children under 18 years of age have not been established. In clinical trials in Major Depressive Disorder, there were increased reports of hostility and suicide-related adverse events such as suicidal ideation and self-harm. (See CONTRAINDICATIONS).”
(v) under DOSAGE AND DIRECTIONS FOR USE : information on the tapering of the dose on discontinuation of the product must be provided and cross-referenced to symptoms of withdrawal under SIDE EFFECTS AND SPECIAL PRECAUTIONS.

(vi) under SIDE EFFECTS AND SPECIAL PRECAUTIONS, that abrupt discontinuation of the product can lead to discontinuation effects, and list clearly the associated adverse events.

2. All package inserts of SSRIS including generic products be amended according to point 1(i) – (vi) 
The applicant should respond within 3 months of the receipt of this information and if they do not agree, then they must motivate.

Please submit responses to:
The Registrar: Medicines Control Council

CLINICAL EVALUATIONS UNIT

PO Box 828

PRETORIA

0001

Fax: 012-312-3105

Yours faithfully

REGISTRAR OF MEDICINES
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