
ATYPICAL ANTIPSYCHOTICS 
 
QUESTION AND ANSWER DOCUMENT  
 
 
1. What are atypical antipsychotic medicines? 
 
Atypical antipsychotics are medicinal products, which act on chemical substances in 
the brain and influence the way that messages are transmitted between the various 
nerves in the brain. They are known as “atypical” because they are less likely than 
standard antipsychotic drugs to cause movement disorders as a side-effect (these may 
resemble Parkinson’s disease). 
 
At present, there are three atypical antipsychotics authorised for use in Ireland as 
follows 
 

1. Olanzapine (Zyprexa), manufactured by Eli Lilly & Company 
 

2. Quetiapine (Seroquel), manufactured by AstraZeneca Ltd. 
 

3. Risperidone (Risperdal), manufactured by Janssen-Cilag Ltd. 
 
 
2. How long have these medicines been available on the Irish market? 
 

• Olanzapine was first authorised for use in 1996. 
 
• Quetiapine was first authorised for use in Ireland in 2000 

 
• Risperidone was first authorised for use in 1994 

 
3. What are these medicines used for? 
 
These medicines are mainly used for the treatment of schizophrenia, but are also 
authorised for the treatment of manic disorders, bipolar disorder, severe agitation and 
disturbed behaviours in patients with schizophrenia. 
 
4. Are these medicines authorised for the treatment of patients with 

dementia? 
 
Neither olanzapine or quetiapine are authorised for the treatment of patients with 
dementia or associated behavioural disturbances and are not recommended for use in 
this particular group of patients. 
 
Low doses of risperidone are authorised for use in the treatment of behavioural 
disturbances in patients with dementia in whom symptoms such as aggressiveness 
(verbal outbursts, physical violence), activity disturbances (agitation, wandering) or 
psychotic symptoms are prominent. 
 
 



5. What is dementia? 
 

Dementia is a name for a group of degenerative brain diseases which cause profound 
memory loss, particularly in the elderly. Alzheimer’s disease is the commonest form 
of dementia. Another form, known as vascular dementia, is caused by multiple small 
strokes. 
 
Dementia or Alzheimer’s disease affects a person’s mentality and is associated with 
memory loss, emotional apathy, disorientation and changes in personality and 
behaviour.  Patients have difficulty in remembering, learning and communication.  
Dementia is not a normal process of ageing.  For the person suffering from dementia, 
their daily activities can be seriously affected. 
 
A sudden change in surroundings or frustrating situations, such as not being able to 
perform a common task, may trigger aggression, shouting and hyperactivity in 
patients with dementia.  Many patients with dementia develop agitation in the later 
stages of the disease.  Some patients also develop psychosis manifested by paranoia, 
delusions, or hallucinations.  These psychotic reactions may be very hard for 
families/carers to deal with and may lead to a need for institutional care.   
 
6. What is the treatment of dementia? 
 
The treatment of dementia is aimed at controlling the symptoms.  Any underlying 
disease contributing to behavioural disturbance should be ruled out.  Patients may 
need to be hospitalised.  Diseases that can contribute to confusion, e.g. heart failure, 
decreased oxygen (hypoxia), thyroid problems, anaemia, nutritional disorders, 
infections and psychiatric conditions, such as depression, should be treated.  
Sometimes however, medicines may be needed to control behavioural disturbances, 
aggression, shouting and hyperactivity.   
 
Antipsychotic medicines are an example of those used to treat psychotic and 
disturbing behavioural symptoms, such as agitation, in dementia.  All antipsychotic 
medicines have the potential to cause side-effects and their individual risks need to be 
balanced against an individual patient’s need for treatment, taking account of their 
medical history. 
 
Older patients are in general more sensitive to the side-effects of medicines and may 
often take several medicines simultaneously, which may lead to an increase in the 
number of side effects they may experience.   
 
7. What is the new safety information with atypical antipsychotics? 
 
New information has been made available regarding the findings from placebo 
controlled clinical trials in elderly patients (aged over 65 years) with dementia which 
showed an approximately three-fold increase in cerebrovascular adverse events 
(CVAEs), including stroke or transient ischaemic attacks (sometimes known as mini 
strokes) for olanzapine and risperidone, compared with placebo. An approximately 
two-fold increase in mortality was also detected in the olanzapine clinical trials. 
 
 



 
8. Does this new information apply to all atypical antipsychotics? 
 
It is possible that this is a class effect of atypical antipsychotics, but we do not have 
good evidence of this at present and this issue will continue to be investigated.  The 
mechanism by which these drugs are associated with CVAEs is not known, at present. 
 
9.  What is a stroke? 
 
A stroke (also known as a cerebrovascular accident) results from a disturbance of 
circulation of blood to part of the brain. It usually occurs suddenly and produces 
variable degrees of paralysis affecting one side of the body (depending on which side 
of the brain is damaged). Speech may also be affected. Some strokes may resolve 
quite rapidly but others are life-threatening or cause long-term disability. Stroke is not 
usually an adverse effect of a medicine but the result of arteriosclerosis. 
 
10.  What are the main risk factors for stroke? 
 
Old age, high blood pressure, diabetes, smoking and heart rhythm disorders all 
increase the risk of stroke. 
 
11.  How do atypical antipsychotics cause stroke?  
 
This is not yet known. In particular, the relationship between dementia, stroke and 
these treatments requires investigation. 
 
12. If myself, or my relative is taking an atypical antipsychotic medicine what 

should I do? 
 
If you are being treated for schizophrenia or manic episodes, you do not have to worry 
about these findings. However, if you have any concerns you should discuss these 
with your doctor at your next visit. 
 
If you, or your relative, is being treated for dementia-related psychosis and/or 
disturbed behaviour, treatment options should be discussed with your doctor within 
the next few weeks. Treatment should only be stopped on the advice on a doctor. 
 
13. If myself, or my relative had a stroke in the past do I/they need to stop 

treatment with atypical antipsychotics? 
 
You should talk to your doctor in order to discuss options for further treatment of 
your current disease.  Your doctor is best placed to give the most appropriate 
treatment for you. You should not stop taking any of these medicines without 
discussing it with your doctor. 
 
 
 
 
 
14.  Do other antipsychotic drugs cause stroke? 



 
At present there is no positive evidence for this, but it is a possibility that needs to be 
investigated. 
 
 
15. Are there other alternative treatments for patients with dementia? 
 
As mentioned above (see Q6), treatment of dementia is aimed at controlling 
symptoms and patients need to be assessed in the context of their underlying disease, 
severity of symptoms etc. in order to determine the most appropriate treatment on an 
individual basis. 
 
 
There are insufficient data at present to confirm any difference in the risk of mortality 
or stroke among the atypical antipsychotics as a class, or between atypical and 
conventional antipsychotics. 
 
Physicians should be aware that the risks identified cannot be excluded either for 
atypical or conventional antipsychotics. 
 
 
16. What action has the IMB taken in relation to this issue? 
 
Olanzapine is authorised through a centralised European assessment procedure. An 
urgent safety restriction (USR) has therefore been implemented across all EU 
Member States for olanzapine, with the product information updated and Healthcare 
Professionals informed accordingly. 
 
In relation to risperidone which is nationally approved in EU Member States and 
which already includes a warning about the risk of CVAEs, the IMB has met with the 
company and is continuing to review this issue in the context of data on the efficacy 
(i.e. effectiveness) of this medicine for treating patients with dementia and the specific 
risks for this particular product, to consider any need for further regulatory action. 
 
With regard to quetiapine, which is also authorised through a European assessment 
procedure, the IMB is working with the Reference Member State and other European 
counterparts to assess the data available for quetiapine and consider any regulatory 
action warranted for this product.  
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