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Abstract 
Objective: Psychiatric illness and the use of psycho­

tropic medication are recognised as factors that may 
impair driving ability. Clinicians in the UK have a legal 
duty to advise patients on the effects of illness and 
prescribed medication on driving ability. Although clini­
cians in Ireland have no equivalent legal obligations, 
good medical practice suggests that doctors should be 
aware of whether patients are active drivers, and issue 
appropriate advice, supported by adequate documenta­
tion in clinical notes. 

Method: The initial phase of the study analysed 44 
outpatient records and 48 discharge records to ascertain 
the level of documentation regarding driving status, and 
advice given to patients regarding the effect of illness or 
medication on driving ability. The second phase involved 
distribution of an anonymous questionnaire to 18 psychi­
atrists employed in the acute psychiatric unit setting. 

Results: Although there was minimal documentation 
regarding the potential effect of illness on driving abil­
ity, more than 50% of case notes revealed documented 
advice to patients regarding side-effects of medication 
and driving ability. Over 50% of case notes contained 
advice about medication compliance, but none contained 
cautionary advice about operating machinery. All psychi­
atrists admitted not being aware of the driving status 
of every patient they reviewed. Over 50% admitted to 
advising patients of the effect of illness or medication 
on driving ability, but fewer reported documenting this 
advice on every occasion. All psychiatrists reported that 
they would benefit from training in this area. 

Conclusion: This study suggests that there is under-
documentation of advice given to patients regarding the 
effect of their symptoms or medication on driving ability. 
Clinicians need to improve their awareness of patients' 
driving status, in addition to receiving training on what 
their responsibilities are in this regard. 

Key words: Automobile driving; Mental disorders; 
Psychiatry. 

Introduction 
The ability to drive safely requires each motorist to be 

adept at information processing, in addition to possessing 
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satisfactory attention, concentration, memory, visuospatial 
functioning, impulse control, hazard perception and problem-
solving abilities.' Deficits in these abilities are not restricted to 
those individuals with a formally diagnosed psychiatric illness, 
and importantly may occur in members of the population with 
no psychiatric diagnosis at all. Furthermore, different indi­
viduals with the same psychiatric diagnosis may experience 
different symptom profiles and thus constitute different levels 
of risk as regards their driving ability. 

Nonetheless, there is some evidence to state that some 
psychiatric disorders convey a greater risk than others, 
namely dementia, hypomania and mania, with dangerous-
ness particularly increased during the acute phases of the 
latter.23 The presence of psychiatric disorder has also been 
implicated as a risk factor for driver suicide, although the true 
incidence of driver suicide remains difficult to clarify.4 

Statistics recently published by the Road Safety Authority 
(RSA) revealed that there were 336 fatalities on Irish Roads 
in 2007, with drivers representing the largest category of 
fatalities (41 %).5 This report described the RSA's priorities 
for 2008, including a focus on the area of 'drug-driving' as 
a cause of road fatalities. The issue of drug-driving is perti­
nent for psychiatrists, given that we prescribe psychotropic 
substances which may put our patients into the category of 
'drug-drivers'. The most recent edition of the Irish Rules of 
the Road makes no distinction between prescription and 
non-prescription drugs, and states that it is 'illegal to drive 
while under the influence of certain drugs', although the term 
'certain drugs' is not further defined.6 It is well established 
that the use of certain psychotropic drugs adversely affects 
driving performance, particularly with the usage of hypnotics, 
anti-histamines and tricyclic antidepressants,7 thus patients 
who are prescribed these medications should be cautioned 
in this regard. 

The Driver and Vehicle Licensing Agency (DVLA) in the 
UK stipulates that licence-holders have a legal responsibil­
ity to inform the DVLA if they have a medical condition that 
may affect safe driving, with failure to do so constituting an 
offence.8 These guidelines state that for acute psychotic disor­
ders of any kind, car or motorcycle driving must cease during 
the acute illness and re-licensing may only be considered 
subject to several conditions, including satisfactory medica­
tion compliance, a three month period of stability, absence of 
side-effects that may impair driving ability, and a favourable 
specialist report. Similar conditions are stipulated for patients 
experiencing acute mania or hypomania and chronic schizo­
phrenia. In the case of dementia, the DVLA acknowledges 
that the variation in progression and symptom profiles need to 
be taken into account, and recommends that in early cases, 
a licence may be issued on an annual basis.8 The DVLA addi­
tionally stipulates that doctors must advise their patients 
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on the effects that their illness and prescribed medication 
may have on their fitness to drive, with the General Medical 
Council in the UK stating that doctors have an absolute duty 
to inform the DVLA if a patient either lacks the capacity to 
understand advice regarding their lack of fitness to drive, or 
drives contrary to that advice.9 The Royal College of Psychia­
trists has provided some guidelines to its members, but these 
are predominantly focused on UK legislation.10 

In the Irish context, the guidelines and responsibilities 
of licence-holders and members of the medical profession 
are not as clearly defined. Appendix 1 of the Irish Rules of 
the Road6 provides a list of diseases and disabilities where 
a medical report is required when applying for a driving 
licence, but no clarification is provided for individuals who 
already hold a licence and subsequently develop a disease 
or disability within the 10-year duration of the driving licence. 
From a psychiatric perspective, the list includes alcoholism, 
any illness which requires the regular use of psychotropic 
substances, severe mental retardation, psychosis, psychone-
urosis and personality disorders, however the Irish Rules of 
the Road do not specify the temporary revocation of licences 
for individuals during acute phases of illness, unlike the DVLA 
guidelines. Furthermore, the Irish Rules of the Road do not 
provide detailed guidelines relating to the responsibilities 
of clinicians in this matter, thus relying on members of the 
medical community to exercise principles of good medical 
practice, which include thorough assessment, issuing appro­
priate advice to patients and documenting this advice clearly 
in the clinical notes. 

In light of the lack of clarity surrounding the issue of 
psychiatric illness and driving in Ireland, this study aimed to 
investigate the amount of documentation relating to 'fitness 
to drive' in two sets of case-notes (outpatient attendees and 
patients being discharged from inpatient care) in the Depart­
ment of Psychiatry, University College Hospital Galway, and 
to anonymously survey psychiatrists of all grades in the acute 
hospital setting regarding their awareness of the Irish Rules 
of the Road, driving status of their patients, and documenta­
tion practices. 

Method 
The first stage of the study involved the examination of two 

groups of case notes. The first group consisted of all the 
patients who had attended the outpatient clinics of all consult­
ants over the course of one week. The week was randomly 
chosen and the corresponding outpatient appointment list 
provided by the medical records department generated 63 
charts, of which 44 were available for review. The second 
group consisted of all the patients who had been discharged 
from the acute inpatient unit over the course of a month. 
The month was randomly chosen and the corresponding 
discharge list provided by the medical records department 
generated 64 charts, of which 48 were available for review. 
All charts were examined in order to ascertain age, gender, 
ICD-10 diagnosis, and list of prescribed medication at the 
time of review. 

The charts relating to outpatient appointments were 
analysed to ascertain whether there was any reference to 
driving status within the last one year, in light of the fact 
that clinicians may not document this at every consulta­
tion with the patient. These charts were examined further 

to determine whether, at any time in the last year, there was 
any documented advice about the effect of illness on driv­
ing ability, advice about the importance of compliance with 
medication, documentation regarding side-effects of medica­
tion that may affect driving ability, and cautionary advice for 
psychotropically-medicated patients when driving or operat­
ing machinery. 

The charts relating to discharged patients were examined 
with particular focus on the documentation contained in 
the discharge note, given that patients in this group may be 
experiencing more symptoms than those seen at outpatients, 
and may require different advice regarding driving. This note 
was examined to ascertain whether there was any reference 
to driving status, any documented advice about the effect 
of illness on driving ability, advice about the importance of 
compliance with medication, documentation regarding side-
effects of medication that may affect driving ability, and 
cautionary advice for psychotropically-medicated patients 
when driving or operating machinery. 

The second stage of the study involved the distribution of 
an anonymous postal questionnaire to 18 psychiatrists of all 
grades employed in the acute inpatient unit and day hospital 
setting, in order to ascertain the level of awareness that clini­
cians had about the driving status of every patient under their 
care, their awareness of the new Irish Rules of the Road, 
whether they ever referred to the DVLA guidelines, their 
practices surrounding giving patients advice about psychiat­
ric illness, psychotropic medication and driving safety, and 
subsequent documentation of this in case notes. Psychia­
trists were also asked whether they felt they would benefit 
from further training in this area. 

Results 
Review of outpatient case notes 

The mean age of the 44 patients in the outpatient sample 
was 44.1 years (sd 14.1), and 25 of the sample were female. 
The most common ICD-10 diagnosis in this sample was 
recurrent depressive disorder (34% of the sample), followed 
by schizophrenia (18%), bipolar disorder (14%) and schizoaf­
fective disorder (9%). The remaining 25% of the sample 
consisted of patients with borderline personality disorder, 
alcohol dependence syndrome, generalised anxiety disor­
der, anorexia nervosa and obsessive-compulsive disorder. At 
the time of chart review, the numbers of patients on different 
classes of psychotropic medications are as outlined in 7ab/e 
1. 

There was no evidence in the charts of any documented 
discussion regarding the potential effect of a patient's illness 
on their driving ability although 25 charts (57% of sample) 
contained documented advice regarding the importance of 
compliance with prescribed medication. Whilst some charts 
did contain a documented discussion pertaining to the pres­
ence of side-effects that may affect patients' driving ability (15 
charts, 34% of sample), there was no evidence in any of the 
outpatient charts of documented cautionary advice regarding 
medication usage and operation of machinery or driving. 

Review of discharge notes 
The mean age of the 48 patients at the time of discharge 

was 36.6 years (sd 11.6) and 25 of the sample were male. 
The most common ICD-10 diagnosis at the time of discharge 
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was recurrent depressive disorder ( 5 4 % of the sample), 

fol lowed by schizophrenia (17%), bipolar mania (13%), 

borderline personality disorder (13%) and schizoaffective 

disorder (3%). At the time of discharge, the numbers of 

patients on different classes of psychotropic medications are 

as outlined in Table 2. 

There was documented evidence of a discussion regard­

ing the potential effect of a patient's illness on their driving 

ability in one chart (2% of sample) at the time of discharge, 

although 26 charts ( 5 4 % of sample) conta ined docu­

mented advice regarding the importance of compliance with 

prescribed medication on discharge. Whilst some charts did 

contain a documented discussion pertaining to the presence 

of side-effects that may affect patients' driving ability (21 

charts, 4 4 % of sample), there was no evidence in any of the 

discharge notes of documented cautionary advice regarding 

medication usage and operation of machinery or driving. 

Survey of psychiatrists 
Questionnaires were posted to 18 psychiatrists in the 

acute psychiatric unit, of whom 11 returned completed ques­

tionnaires, a response rate of 6 1 % . Of the responders, three 

were consultants, one senior registrar and the remainder 

were non-consultant hospital doctors. All doctors surveyed 

reported that they were not aware of the driving status of 

every patient they reviewed. However, seven doctors in the 

sample (64% of sample) were aware of the medical condi­

tions referred to in the Irish Rules of the Road, with two 

doctors reporting that they referred to the UK DVLA guide­

lines for further information in this area. Seven doctors (64% 

of sample) reported advising their patients on the potential 

impact of their psychiatric condition on driving ability but only 

three doctors (27% of sample) reported to documenting this 

advice on every occasion. Regarding the topic of advising 

patients about the potential effect of their medication on driv­

ing ability, 10 doctors (91 % of sample) described giving such 

advice, but only three doctors (27% of sample) described 

documenting this advice on every occasion. Finally, all doctors 

in the sample stated that they feel they would benefit from 

more training in the area of psychiatric illness, psychotropic 

medication use and driving safety. 

Discussion 
The first stage of this study examined documentation prac­

tices in the case notes of outpatient attendees and recently 

discharged patients, in order to address several questions. 

Firstly, documented evidence of a discussion with patients 

regarding the effect of illness on driving ability was minimal, 

occurring in 0 % of outpatient notes and 2 % of discharge 

notes. However, there was a greater degree of documented 

evidence of a discussion with patients regarding the side-

effects of medication and driving ability, occurring in 3 4 % 

of outpatient notes and 4 4 % of discharge notes. Whilst 

a substantial proport ion of cl inicians documented their 

discussions with patients regarding proper compliance with 

medication (57% of outpatient notes and 5 4 % of discharge 

notes), there was a significant absence of documented 

cautionary advice to patients regarding their operation of 

machinery or driving (0% in both groups of case notes). 

It would appear from these findings that clinicians place 

a greater emphasis on the medication-related aspects of 

T Table 1: Numbers of patients on different classes of psychotropics in ^ 
outpatient sample 

Class of psychotropic 

Antipsychotic 

Antidepressant 

Antiepileptic 

Benzodiazepine/hypnotic 

Lithium 

Anticholinergic 

I 
Number of patients (% of sample) 

26 (59) 

26 (59) 

5(11) 

7(16) 

8(18) 

1(2) 

r T a b l e 2: Numbers of patients on different classes of psychotropics at ^ 
| time of discharge 

Class of psychotropic 

Antipsychotic 

Antidepressant 

Antiepileptic 

Benzodiazepine/hypnotic 

Lithium 

Anticholinergic 

I 
Number of patients (% of sample) 

33 (69) 

28 (59) 

2(4) 

4(8) 

6(13) 

2(4) 

patients' driving abilities (side-effects and importance of 

adequate compliance) with a lesser emphasis on the effect 

of the illness itself on driving ability or on the provision of 

cautionary advice to patients on operation of machinery. 

Although these findings are suggested by the documentation 

studied, it is important to note that the degree of discus­

sion actually occurring during the consultation may not be 

reflected adequately and comprehensively in the case notes, 

often due to time constraints or interruptions during the docu­

mentation process. 

Furthermore, this study did not analyse whether diagnosis 

or type of medication being prescribed influenced the discus­

sion of driving ability. This would be a useful association to 

examine given that some medications have more sedative 

effects and therefore require further discussion with patients 

in the context of driving safety. Additionally, these findings are 

based upon a relatively small sample size of charts, although 

a period of one year was used to ascertain the level of docu­

mentation in the outpatient sample. 

The second phase of the study involved ascertaining the 

level of awareness amongst clinicians regarding the driving 

status of their patients and documentation practices relat­

ing to this. Of the 11 psychiatrists of varying grades who 

returned completed questionnaires, all admitted that they 

were unaware of the driving status of every patient they 

reviewed. 

Although this finding pertains to a very small sample, a 

much larger scale Canadian postal questionnaire reported 

that only 18% of psychiatrists were always aware of whether 

their patients were active dr ivers," thus suggesting that 

ascertainment of patients' driving status does not represent a 

priority when assessing patients. 

Although seven of the clinicians reported being aware of 

the medical conditions outlined in the Irish Rules of the Road, 
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two clinicians admitted to referring to the DVLA guidelines 
for further information, despite the latter guidelines having no 
legislative significance in Ireland, suggesting that doctors are 
seeking further information which is not currently available in 
the Irish road safety literature. Whilst seven clinicians reported 
their practice of advising patients on the potential impact of 
their psychiatric illness on driving ability, three doctors admit­
ted to documenting this advice on every occasion. A larger 
proportion of clinicians reported advising patients about 
the effect of their medication on driving ability, but a much 
smaller proportion admitted to documenting this advice on 
every occasion. 

A similar analysis of case notes in the UK found that the 
level of documented advice given to patients concerning driv­
ing was quite small, with analysis of 45 charts yielding such 
advice in only four cases.'2 Giving advice to patients and 
documenting the advice accurately in the notes is of para­
mount importance, as it would appear that legal precedent in 
the UK will establish medical negligence when doctors fail to 
provide such advice or have documentary evidence as proof 
of advice given.'3 

All of the clinicians surveyed reported that they would 
benefit from receiving more training in this area, which is not 
surprising, given the relatively small amount of information 
contained in the Rules of the Road. 

Conclusion 
The findings of this study suggest that there is under-

documentation of advice given to patients regarding the 
effect of their symptoms or medication on driving ability, and 

that clinicians need to improve their awareness of the driving 
status of their patients. Clinicians would benefit from training 
on what their responsibilities are in this regard. In compari­
son with the DVLA guidelines, the Irish Rules of the Road 
offer clinicians little support in giving specific advice to their 
patients, a situation which must be remedied if the best inter­
ests of patients and good standards of medical practice are 
to be maintained. 

Declaration of interest: None. 
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FACE THE FEAR 

THE EARLIER YOU RECOGNISE 
ALZHEIMER'S DISEASE, 

THE SOONER YOU CAN DO 
SOMETHING ABOUT IT. 
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Early and continuous Aricept treatment can: 

Improve cognition, function and behaviour in patients with 
Alzheimer's Disease,1'5* reduce carer time burden4' and distress. 

And importantly, Aricept is a simple and well-tolerated treatment 

Abbreviated Prescribing Information for ARICEPT™ (donepezil) - Republic of Ireland 
ARICEPT Film-coated Tablets (donepezil hydrochloride) 
Please refer to the SmPC before prescribing ARICEPT 5 mg or ARICEPT 10 mg. Indication: Symptomatic treatment of mild to 
moderately severe Alzheimer's dementia. Dose and administration: Adults/elderly; 5 mg daily which may be increased to 10 mg 
once daily after at least one month. Initiation and supervision by a physician with experience of Alzheimer's dementia. A caregiver 
should be available to monitor compliance. Regular monitoring to ensure continued therapeutic benefit, consider discontinuation 
when evidence of a therapeutic effect ceases. No dose adjustment necessary for patients with renal impairment. Dose escalation, 
according to tolerabilily, should be performed in patients with mild to moderate hepatic impairment. Children; Not recommended. 
Contra-lndications: Hypersensitivity to donepezil, piperidine derivatives or any excipients used in ARICEPT. Lactation: Excretion into 
breast milk unknown. Women on donepezil should not breast feed- Warnings and Precautions: Exaggeration of succinylcholine-
type muscle relaxation. Avoid concurrent use of anticholinesterases, cholinergic agonists, cholinergic antagonists. Possibility of 
vagotonic effect on the heart which may be particularly important with "sick sinus syndrome", and supraventricular conduction 
conditions. There have been reports of syncope and seizures - in such patients the possibility of heart block or long sinusal pauses 
should be considered. Careful monitoring of patients at risk of ulcer disease including those receiving NSAIDs. Cholinomimetics 
may cause bladder outflow obstruction. Seizures occur in Alzheimer's disease and cholinomimetics have the potential to cause 
seizures and they may also have the potential to exacerbate or induce extrapyramidal symptoms. Care in patients suffering asthma 
and obstructive pulmonary disease. As with all Alzheimer's patients, routine evaluation of ability to drive/operate machinery. No 
data available for patients with severe hepatic impairment. This medicinal product contains lactose. Patients with rare hereditary 
problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should not take this medicine. 
Drug Interactions: Experience of use with concomitant medications is limited, consider possibility of as yet unknown interactions. 
Interaction possible with inhibitors or inducers of Cytochrome P450; use such combinations with care. Possible synergistic activity 
with succinylcholine-type muscle relaxants, beta-blockers, cholinergic or anticholinergic agents. Side effects: Most commonly 
diarrhoea, muscle cramps, fatigue, nausea, vomiting, and insomnia. Very common effects (>1/10): diarrhoea, nausea, headache. 
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including hepatitis. Very rare (< 1/10000) and not known (cannot be estimated from available data). Presentation: Blister packed in 
strips of 14. ARICEPT 5 mg; white, film coated tablets marked 5 and Aricept, packs of 28. ARICEPT 10 mg; yellow, film coated tablets 
marked 10 and Aricept, packs of 28. Marketing authorisation numbers: ARICEPT 5 mg; PA 822/2/1. ARICEPT 10 mg; PA 822/2/2. 
Marketing authorisation holder: Pfizer Healthcare Ireland. 9 Riverwalk, National Digital Park, Citywest Business Campus, Dublin 
24. Ireland. Date of preparation: April 2007. 

A Aricept 
j . :i i l u . L l . J J - . ^ B donepezil hydrochloride 

FIGHTING ALZHEIMER'S DISEASE 
RIGHT FROM THE START 

References 
"Compared with placebo 1. Winblad B, Wimo A, Engedal K, et al. 3-year study of donepezil therapy in Alzheimer's disease: effects 
of early and continuous therapy. Dement Geriatr Cogn Disord. 2006;21:353-63. 2. Seltzer B, Zolnouni P, Nunez M, et al. Efficacy of 
donepezil in early-stage Alzheimer disease: a randomized placebo-controlled trial. Arch Neurol 2004; 61:1852-6. 3. Johannsen P, 
Salmon E, Hampel H, et al. Assessing therapeutic efficacy in a progressive disease: a study of donepezil in Alzheimer's disease. CNS 
Drugs 2006;20:311 -25.4. Mohs RC, Doody RS, Morris JC, et al. A1 -year, placebo-controlled preservation of function survival study 
of donepezil in AD patients. Neurology 2001 ;57: 481 -8. 5. Geldmacher DS, Provenzano G, McRae T, et al. Donepezil is associated 
with delayed nursing home placement in patients with Alzheimer's disease. J Am Geriatr Soc 2003;5:937-44.6. Wimo A, Winblad 
B, Shah SN, et al. Impact of donepezil treatment for Alzheimer's disease on caregiver time. Curr Med Res Opin. 2004; 20:1221 -5. 
7. Holmes C, Wilkinson D, Dean C, et al. The efficacy of donepezil in the treatment of neuropsychiatry symptoms in Alzheimer 
disease. Neurology 2004; 63:214-9. 8. Aricept SmPC, 2007. 9. Wilkinson DG, Passmore AP, Bullock R, et al. A multinational, 
randomised, 12-week, comparative study of donepezil and rivastigmine in patients with mild to moderate Alzheimer's disease, lot 
J Clin Pract 2002;56:441 -6.10. Jones RW, Soininen H, Hager K, et al. A multinational, randomised, 12-week study comparing the 
effects of donepezil and galantamine in patients with mild to moderate Alzheimer's disease. IntJ Geriatr Psychiatry 2004;19:58-67. 

Preparation date: February 2009. ( J ^ ^ 

ARI/2008/024 

https://doi.org/10.1017/S0790966700000069 Published online by Cambridge University Press

https://doi.org/10.1017/S0790966700000069


Prescribe early, because what he loses, he could losefm 

Risperdal8 Consta™ PRESCRIBING INFORMATION 25 mg, 
37.5 mg and 50 mg prolonged-release powder for suspension 
for injection, for intramuscular use. Active Ingredient(s): 
Risperidone. Please refer to Summary of Product Characteristics 
(SmPC) before prescribing. Indication(s): Treatment of acute and 
chronic schizophrenic psychoses, other psychotic conditions. 
Alleviates affective symptoms (such as depression, guilt feelings, 
anxiety) associated with schizophrenia, maintains clinical 
improvement in patients who have shown an initial treatment 
response. Dosage & Administration: I.M. USE ONLY. Ensure 
prior tolerability with oral risperidone and supplement with oral 
risperidone or other antipsychotic for first 3 weeks or as necessary. 
Adults: 25 mg every 2 weeks (alternate buttocks); consider 37.5 mg 
if stabilised on more than 4 mg/day oral, and 12.5 mg increase 
after 4 weeks. Maximum 50 mg every 2 weeks. Children <18 
years: not studied. Elderly: 25 mg every 2 weeks. Renal 
impairment: Caution. 25 mg every 2 weeks if minimum 2 mg oral 
tolerated. Hepatic impairment: as for renal impairment. 
Contraindications: Hypersensitivity. Special Warnings & 
Precautions: Avoid inadvertent intravascular injection. Orthostatic 
hypotension. Cardiovascular disease, titrate dose if necessary. 
Family history of QT prolongation. Reduce dose if hypotension. 
If tardive dyskinesia, consider stopping all antipsychotic drugs. 
Assess risk/benefit in Parkinson's disease, Lewy Body Dementia. 
Diabetes. Consider risk of CVAEs in patients with previous history 
of CVA/TIA or vascular co-morbidities, and closely monitor. 
Epilepsy, if Neuroleptic Malignant Syndrome, stop all antipsychotics. 

*. Advise of potential for weight gain. 
^S JANSSEN-CILAG u Advise not to drive or operate 

machinery if alertness affected. Acute withdrawal symptoms, 
recurrence of psychoses. Recommend gradual withdrawal. 
Elderly patients with dementia: Consider increased risk of 
CVAEs. Assess risk/benefit of concomitant use of furosemide. 
Dehydration to be avoided. Side Effects: Fatigue, impaired 
concentration, abnormal vision, symptoms of hyperprolactinaemia, 
e.g. non puerperal lactation, amenorrhoea, abnormal sexual 
function, decreased libido, erectile/ejaculatory dysfunction. Rash, 
pruritus, angioedema, extrapyramidal symptoms, hypotension, 
increased hepatic enzymes, benign pituitary adenomas. 
Peripheral oedema, tardive dyskinesia, Neuroleptic Malignant 
Syndrome and seizures. Increased or decreased white blood cell 
count. Weight gain or loss, depression, nervousness, sleep 
disorder, apathy, syncope, injection site reaction. QT prolongation 
(other class-related cardiac effects reported with antipsychotics 
which prolong QT interval include ventricular arrhythmia, ventricular 
fibrillation, ventricular tachycardia, sudden death, cardiac arrest 
and Torsades de Pointes). Very rare cases of retinal artery 
occlusion after injection, where abnormal arteriovenous 
anastomosis present. Refer to SmPC for other side effects. 
Pregnancy: If benefits outweigh risks. Lactation: Avoid 
Interactions: Caution when prescribing with medications known 
to prolong QT interval e.g. class la and class III antiarrhythmic 
drugs, tricyclic and tetracyclic antidepressants, some 
antihistaminics, other antipsychotics, some antimalarials, drugs 
causing electrolyte imbalance (not an exhaustive list). Centrally 
acting drugs, including alcohoi, dopamine agonists, hepatic 
enzyme-inducing drugs, re-evaiuate dose. Phenothiazines, 
tricyclic antidepressants and some beta-blockers may increase 

the plasma concentration of Risperdal but not that of the active 
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inhibitors, may increase the plasma concentration of risperidone 
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fluoxetine or paroxetine initiated or discontinued: re-evaluate dose. 
Possible interaction with haloperidol. PK not altered by 
psychostimulants, amitriptyline, erythromycin, galantamine or 
donezepil. Cimetidine and ranitidine increase risperidone 
bioavailability but only marginally that of the active antipsychotic 
fraction. Presentations, Pack Sizes, PA Numbers 25 mg 
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intramuscular use (PA 748/3/10) 1 dose; 37.5 mg prolonged-
release powder for suspension for injection, for intramuscular use 
(PA 748/3/11) 1 dose; 50 mg prolonged-release powder for 
suspension for injection, for intramuscular use (PA 748/3/12) 
1 dose. Further Information is available from the Marketing 
Authorisation Holder: Janssen-Cilag Ltd., Saunderton, High 
Wycombe, Buckinghamshire HP14 4HJ, UK. © Janssen-Cilag 
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