Antipsychotics: use in elderly people with dementia
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Use of antipsychotics in dementia Only one antipsychotic, risperidone (Risperdal V), is
licensed for treatment of dementia-related behavioural disturbances: and then only
specifically for short term (up to 6 weeks’) treatment of persistent aggression in Alzheimer’s
dementia unresponsive to non-pharmacological approaches and where there is a risk of
harm to the patient or others. Elderly people with dementia are at risk from specific serious
and life-threatening side-effects when treated with antipsychotics.

Risk of stroke

In 2004 the Committee on Safety of Medicines (the predecessor to the Commission on
Human Medicines) advised of a clear increase in the risk of stroke with the use of the
atypical antipsychotics risperidone V¥ or olanzapine in elderly people with dementia
(approximately three-times increased risk compared with placebo), and that the magnitude
of risk outweighed any likely benefit of treating dementia-related behavioural problems
with these drugs. A year later a Europe wide review concluded that this risk could not be
excluded for other antipsychotics (atypical or typical), and the product information for all
antipsychotics was updated to include a class warning.

Increased mortality

In 2005 an analysis of 17 placebo-controlled trials found that atypical antipsychotics are
associated with increased mortality when used in elderly people with dementia (about 1-2%
increased risk compared with no treatment). 1 For risperidone, there is an additional
increase in the risk when coprescribed with furosemide. Subsequently in November 2008, a
European assessment of published observational data concluded that a similar increased
risk of death could not be excluded for the typical (conventional) antipsychotics.

About risperidone V¥

In the case of persistent aggression in moderate to severe Alzheimer’s disease, where the
patient puts themselves or others at risk of harm, short-term treatment with risperidone ¥
may be indicated if the behaviour has not responded to non pharmacological means. A new
analysis of three randomised control trials4—6 conducted in behavioural problems in the
elderly showed a clear benefit for the short-term use of risperidone ¥ when aggression
only was considered. The balance of risks and benefits for risperidone ¥ use to treat
behavioural disturbances in dementia is only considered to be positive within its narrow



licensed indication: ie, short-term use for persistent aggression in Alzheimer’s-type
dementia.

Advice for healthcare professionals:

e There is a clear increased risk of stroke and a small increased risk of death when
antipsychotics (typical or atypical) are used in elderly people with dementia ¢ The balance of
risks and benefits associated with risperidone V¥ treatment should be carefully assessed for
every patient, taking into consideration the known increased mortality rate associated with
antipsychotic treatment in the elderly. Prescribers should carefully consider the risk of
cerebrovascular events before treating with risperidone V¥ any patient who has a previous
history of stroke or transient ischaemic attack. Consideration should also be given to other
risk factors for cerebrovascular disease including hypertension, diabetes, smoking, and atrial
fibrillation.

Risperidone: new Black Triangle ( ¥ ) status

The Black Triangle Scheme identifies medicines whose safety profiles are monitored intensively by
MHRA and CHM. Risperidone ¥ has been added to the list of black triangle medicines after the
granting of the new narrow indication in Alzheimer’s dementia as outlined above. Healthcare
professionals are asked to please report via the Yellow Card Scheme all suspected side-effects to
risperidone V¥ that occur when it is used to treat elderly people with dementia. You do not have to
be certain of causality—if in doubt, please report.



