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Overview

PRAC recommends measures to minimise the risk of
serious side effects with medicines containing
pseudoephedrine

EMA’s safety committee, PRAC, has recommended new measures for medicines

containing pseudoephedrine to minimise the risks of posterior reversible

encephalopathy syndrome (PRES) and reversible cerebral vasoconstriction

syndrome (RCVS).

PRES and RCVS are rare conditions that can involve reduced blood supply to the
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brain, potentially causing serious, life-threatening complications. With prompt

diagnosis and treatment, symptoms of PRES and RCVS usually resolve.

PRAC has recommended that medicines containing pseudoephedrine are not to be

used in patients with high blood pressure that is severe or uncontrolled (not being

treated or resistant to treatment), or with severe acute (sudden) or chronic (long-

term) kidney disease or failure.

The PRAC also recommended that healthcare professionals should advise patients

to stop using these medicines immediately and seek treatment if they develop

symptoms of PRES or RCVS, such as severe headache with a sudden onset, feeling

sick, vomiting, confusion, seizures and visual disturbances.

The recommendations follow a review of all available evidence, including post-

marketing safety data, which concluded that pseudoephedrine is associated with

risks of PRES and RCVS. During the review, PRAC sought advice from an expert

group of general practitioners, otorhinolaryngologists (specialists in diseases of the

ear, nose, throat, head and neck), allergologists (specialists in the treatment of

allergies) and a patient representative. PRAC also considered information

submitted by a third party representing healthcare professionals.

The product information for all pseudoephedrine-containing medicines will be

updated to include the risks concerning PRES and RCVS and the new measures to

be taken. Restrictions and warnings are already included in the product

information of these medicines to reduce cardiovascular and cerebrovascular

ischaemic (involving reduced blood supply to the heart and brain) risks.

The PRAC recommendations will now be sent to EMA’s human medicines

committee (CHMP), which will adopt the Agency’s final opinion.
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Overview - lay-language summary of the stage of the procedure

Notification – a letter from a Member State, the European Commission or the

marketing authorisation holder requesting the initiation of the procedure

Scientific background – further background information from the triggering

Member State on the issues leading to the initiation of the procedure (if

applicable)

List of questions – questions agreed by the Committee requesting further

information from the marketing authorisation holder(s) / applicant(s) to

evaluate the issues identified

Timetable for the procedure – agreed timeframe to respond to the list of

questions, to assess the issues and to adopt a conclusion

List of medicines concerned by the procedure – medicine(s) / active

substance(s) concerned, and marketing authorisation holder(s) / applicant(s)

List of questions to be addressed by the stakeholders – call for data to be

submitted by stakeholders (e.g. healthcare professionals, patient

organisations, individual patients) (if applicable)

Stakeholder submission form – form to be used by stakeholders to submit data

(if applicable)

Scientific conclusions – scientific conclusions of the PRAC and/or CHMP and/or

CMDh

Assessment report – PRAC or CHMP assessment and conclusions on the issues

investigated, including divergent positions (if applicable)

Divergent positions – divergent positions of the CHMP or CMDh members for

pharmacovigilance procedures (if applicable)

Changes to the summary of product characteristics, labelling and package

leaflet (amended sections or fully revised version) (if applicable)

Condition(s) to the marketing authorisation(s) – condition(s) for the safe and

effective use of the medicine(s) (if applicable)

Condition for lifting the suspension – condition to be fulfilled for the

suspension of the marketing authorisation(s) to be lifted (if applicable)

Timetable for implementation of CMDh position – agreed timeframe to submit

and finalise the variation(s) implementing the outcome of the procedure (if

applicable)

Note that older documents may have different titles.
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