Rimonabant: suspension of marketing authorisation as risks outweigh benefits
Dear Healthcare Professional,

We are writing to inform you that the European Medicines Agency has completed a
review of rimonabant (Acomplia) after concerns about its psychiatric safety. The
review has found that the benefits of rimonabant do not outweigh the risks of
psychiatric reactions in clinical use. The marketing authorisation for this medicine will
be suspended across the European Union.

Advice for healthcare professionals and patients

e Prescribers should not issue any prescriptions for rimonabant, and should
review the treatment of those who are currently taking this medicine

e Patients who are currently taking rimonabant should consult their doctor or
pharmacist at a convenient time to discuss their treatment. If patients wish to
stop taking rimonabant, it is safe to do so at any time

e Patients who are currently enrolled in clinical trials of rimonabant may wish to
contact the trial investigator (the doctor who is treating them), who will be able
to give more information. Trial investigators are being notified of this
suspension of the marketing authorisation

Background

Rimonabant is an adjunct to diet and exercise for the treatment of obese adults (BMI
>30 kg/m?) or overweight (>27 kg/m?) adults who have associated risk factors (eg,
type 2 diabetes, dyslipidaemia).

At the time of rimonabant’s approval in June 2006, psychiatric side-effects
(particularly depression) were identified as the most important safety issue. Since
approval, continued monitoring of the safety of rimonabant has led to updates to the
product information and further advice for healthcare professionals to minimise the
risk of this type of reaction (see Drug Safety Update May 2008, p 2-5;
www.mhra.gov.uk/mhra/drugsafetyupdate).

Further assessment shows risks outweigh benefits

Further European assessment of rimonabant has concluded that the risks of
treatment outweigh the benefits in clinical use. Therefore, the European Committee
for Medicinal Products for Human Use has recommended that the marketing
authorisation for this medicine should be suspended across the European Union.

This assessment looked at the available data for the benefits and risks associated
with rimonabant, including studies that have been completed since its approval. The
analyses showed that there was approximately a doubling of the risk of psychiatric
disorders in patients taking rimonabant compared with patients taking placebo.

New data from ongoing studies and from spontaneous reports of adverse effects
from rimonabant suggest that serious psychiatric disorders (including depression,
sleep disturbances, anxiety, and aggression) might be more common in clinical use
than in clinical trials completed before licensing.


http://www.mhra.gov.uk/mhra/drugsafetyupdate

Evidence for a clinically important benefit with rimonabant is limited because in
practice the duration of treatment is considerably shorter than it has been in clinical
studies, and because patients may not maintain weight loss after stopping treatment.
There is no evidence that rimonabant reduces the morbidity or mortality associated
with obesity.

The measures and clinical advice implemented to date to try to reduce the frequency
of psychiatric reactions (particularly depression) with rimonabant have not adequately
controlled this risk. The European review highlighted concern that some patients who
were taking antidepressants were continuing to be prescribed rimonabant, despite
the introduction of a contraindication in 2007.

Patients who may be at highest risk of psychiatric reactions cannot be identified

reliably. Therefore, further restrictions on the use of this medicine would be unlikely
to reduce the risk to an acceptable level.

Further information is available at www.mhra.gov.uk and www.emea.europa.eu.



http://www.mhra.gov.uk/
http://www.emea.europa.eu/

