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WARNING ON HYPERGLYCAEMIA AND DIABETES MELLITUS WITH ATYPICAL ANTIPSYCHOTIC AGENTS
The Medicines Control Council has resolved:

1. the package inserts of atypical antipsychotic agents be amended to include a standard safety warning relating to hyperglycaemia as reflected below:

“WARNINGS

Hyperglycaemia and Diabetes Mellitus

Hyperglycaemia, in some cases extreme and associated with ketoacidosis or hyperosmolar coma or death, has been reported in patients treated with [TRADE NAME].

Patients with an established diagnosis of diabetes mellitus who are started on [TRADE NAME] should be monitored regularly for worsening of glucose control. Patients with risk factors for diabetes mellitus (e.g. obesity, family history of diabetes) who are starting treatment with [TRADE NAME] should be monitored for symptoms of hyperglycaemia including polydipsia, polyuria, polyphagia, and weakness. Patients who develop symptoms of hyperglycaemia during treatment with [TRADE NAME] should undergo fasting blood glucose testing. In some cases, hyperglycaemia has resolved when [TRADE NAME] was discontinued; however, some patients required continuation of anti-diabetic treatment despite discontinuation of the suspect drug.”

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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