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Dear Healthcare Professionals, 

DEPARTMENT OF HEALTH 
DRUG OFFICE 

DRUG INFORMATION AND 
PHARMACOVIGILANCE DIVISION 
Suites 2002-05, 20/F, AlA Kowloon Tower 

Landmark East, 100 How Ming Street 
Kwun Tong, Kowloon , Hong Kong 

11 July 2022 

Medicines containing nomegestrol or chlormadinone: 

PRAC recommends new measures to minimise risk of meningioma 

Your attention is drawn to the European Medicines Ager1cY's (EMA) announcement that its 
Pharmacovigilance Risk Assessment Committee (PRAC) has recommended new measures to 
minimise the risk of meningioma with medicines containing nomegestrol or chlormadinone, which 
are used for gynaecological and menstrual disorders, hormone replacement therapy and, at lower 
doses, as hormonal contraceptives (birth control). Meningioma is a tumour of the membranes 
covering the brain and spinal cord. It is usually benign and is not considered to be a cancer, but due 
to their location in and around the brain and spinal cord, meningiomas can in rare cases cause serious 
problems. 

The PRAC has recommended that medicines containing high-dose chlormadinone (5- 10 mg) 

or high-dose nomegestrol (3.75 - 5 mg) should be used at the lowest effective dose and for the 

shortest duration possible, and only when other interventions are not appropriate. In addition, low­

and high-dose nomegestrol or chlormadinone medicines must not be used by patients who have, or 

have had, meningioma. 

As well as restricting the use of the high-dose medicines, the PRAC has recommended that 

patients should be monitored for symptoms of meningioma, which can include change in vision, 

hearing loss or ringing in the ears, loss of smell, headaches, memory loss, seizures and weakness in 

arms or legs. If a patient is diagnosed with meningioma, treatment with these medicines must be 

permanently stopped. 

The product information for the high-dose medicines will also be updated to include 

meningioma as a rare side effect. 
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