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I

n the past 10 years, off-label prescribing of
antipsychotic medications to Canadian children and youth has risen dramatically despite
a lack of strong evidence for efficacy and serious
adverse effects.1–5 According to Canadian pharmacoepidemiologic data, antipsychotic medications
have been prescribed for the treatment of attentiondeficit/hyperactivity disorder (17%), mood and
conduct disorders (14%–16%) and psychosis
(13%) in young people.4 Currently, aripiprazole, a
second-generation antipsychotic drug, is approved
in Canada for the treatment of bipolar I disorder
(manic or mixed episodes) in youth 13–17 years
old and for schizophrenia in those 15–17 years old.
In the United States, the Food and Drug Administration has approved a number of secondgeneration antipsychotic medications for the treatment of bipolar disorder, schizophrenia, and
irritability (in the context of autism) in youth.6
Prescriptions of antipsychotic medications for
nonpsychotic conditions, such as attentiondeficit/hyperactivity disorder, disruptive behaviour
and nonspecific mood problems, however, are
considered off-label and are not approved by
Health Canada for these indications. The evidence
for the efficacy of these off-label indications is
limited for children and youth.5 Moreover, the
upswing in off-label prescriptions is paralleled by
safety concerns related to adverse events, such as
weight gain, diabetes, hyperprolactinemia and
abnormal movements (e.g., tardive dyskinesia).6,7
In September 2013, the American Psychiatric
Association sought to address health and safety
concerns regarding the off-label use of antipsychotic medications in the US by publishing a list
of best practices for prescribing antipsychotic
drugs as part of an initiative called Choosing
Wisely.8 The American Psychiatric Association’s
list of best practices applies to both adults and
children. It emphasizes the importance of the initial evaluation and ongoing monitoring, limiting
concurrent prescriptions of antipsychotic medications, careful selection of first-line interventions
and adherence to evidence-based practices. These
recommendations complement the guidelines of
the Canadian Alliance for Monitoring Effectiveness and Safety of Antipsychotics in Children9 and

the position statement released by the Canadian
Paediatric Society.10 Nevertheless, we believe that
efforts to heed these recommendations, including
those put forward by the American Psychiatric
Association, face daunting challenges.
The increase in the number of prescriptions
for antipsychotic medications to children and
youth reflects complex societal, economic, political and cultural issues. Not the least of these is
widespread enthusiasm for the future promises
of the neurosciences and for molecular medicine, imagined in terms of targeted drug interventions to ameliorate behavioural and emotional problems.
How do we remedy the problem of off-label
prescribing of antipsychotic medications? As a
start, we need to have a broader conversation about
the affordability and accessibility of effective nonpharmacologic health services such as parenttraining programs, cognitive behavioural therapy
and social-skills training that support youth and
their families with lived experiences of mental illness. Health care professionals need to be committed to working with all stakeholders in the community, including teachers, youth, parents and other
health providers. By engaging communities in
actions that are known to foster well-being, stakeholders will be empowered and existing strengths
promoted. Such coordinated cross-sectoral
approaches have been initiated in Canada, including community-based partnerships to identify alternate effective treatments, to delineate procedures
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Key points
•

Off-label prescribing of antipsychotic medications to treat mood and
behavioural disorders in Canadian children and youth has increased
dramatically despite concerns regarding a lack of strong evidence for
efficacy and serious adverse events.

•

The rise in off-label prescriptions in this population reflects complex
societal, economic, political and cultural issues.

•

Several health and education programs have been initiated in Canada
to try to address safety concerns and promote community engagement
for better mental health care.

•

To reduce off-label prescribing of antipsychotic medications, Canadian
physicians need to advocate for affordable access to effective solutions
from a range of health services that support the mental health of youth
and their families.
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and evidence for guidance on the use of secondgeneration antipsychotic drugs and to address
safety concerns.
British Columbia, for example, has funded
the dedicated Provincial Mental Health Metabolic Program at BC Children’s Hospital to help
monitor and mitigate the adverse effects associated with antipsychotic medications in children
and youth. This program has developed many
resources, including Healthy Living, Healthy
Minds: a Toolkit for Health Professionals and
the Healthy Living Toolkit for Families
(www.keltymentalhealth.ca). To help doctors
identify and manage adverse effects, the Canadian Alliance for Monitoring Effectiveness and
Safety of Antipsychotics in Children developed
guidelines (http://camesaguideline.org/) with
input from a variety of stakeholders, including
health professionals and patients. Educational curricula are also being created for medical residents
across Canada to teach them about the appropriate
assessment and management of aggression in
children and youth with disruptive behaviour disorders, with the goal of decreasing antipsychotic
medication use in this population. In addition,
Therapeutic Products for Infants, Children, and
Youth is an assessment (www.scienceadvice.ca
/en/assessments/in-progress/therapeutic-products
.aspx) by the Council of Canadian Academies at
the request of Health Canada that is reviewing
therapeutic products for children in Canada for the
ethical development of safe and effective pharmaceuticals and the labelling of therapies. In Nova
Scotia, a project called More than Meds (www
.morethanmeds.com) is capitalizing on the knowledge and skills of community pharmacists in partnership with people with lived experiences of
mental illness in their communities to provide
support for navigating the health system, better
care to individuals and families, and educational
outreach to communities.
We are mindful that the use of antipsychotic
drugs in children and youth reflects knowledge
gaps that may be reduced through innovations in
clinical and neuroscience research in the long term.
Although it is important to be optimistic about the
future of pharmacologic interventions, clinicians
need to bridge the gap between the limits of scientific evidence and the immediate needs of patients,
particularly in the area of antipsychotic prescribing
to children and youth. Canadian physicians and
other health professionals must continue to advocate strongly for access to cross-modal interventions, including nonpharmacologic ones, and not
look too narrowly to molecules for solutions.
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