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Purpose

The Royal Australian and New Zealand College of Psychiatrists (RANZCP) has developed
this clinical memorandum to provide information for psychiatrists about the medicinal use of
cannabis products.

Key messages

e Regulatory changes to improve access to medicinal cannabis (MC) products in Australia
and New Zealand have been based on a perception of low risk or harm rather than
evidence of efficacy. RANZCP is concerned that potential harms, particularly the over
prescribing of high potency THC-containing MC products, have been overlooked.

e There is insufficient evidence to support MC as a treatment for any mental health
condition, and no substantial evidence to support its use outside of properly approved
clinical trials for these disorders. Despite this, over 35% of MC prescriptions in Australia to
date have been for the treatment of mental health conditions [1]. Equivalent data for NZ
are not available.

e Of particular concern is that >43% of mental health prescriptions in Australia have been
for Category 5 (>98% THC:CBD) products - the highest potency MC. The majority of MC
clinical trials have been conducted using products with less than ~12% THC, whereas
products containing up to 30% THC are routinely prescribed. High concentrations of THC
cause significant harms and have no proven clinical benefits.

¢ As with all controlled substances, the prescription of MC outside a clinical trial requires
careful evaluation of use, should only occur in rare circumstances after other treatments
have been tried without benefit, and with all safety and efficacy outcomes recorded.
Guidance is available from the TGA [2], Ministry of Health (NZ) [3] and AHPRA [4], and
should be reviewed before prescribing.

e Prescription of MC for any condition should take into consideration the risks of use
including potential for misuse, worsening of underlying conditions, increased risk of certain
cancers, respiratory issues, development of dependence, side effects, and polypharmacy
[5]. Formulations intended for smoking or vaping should not be prescribed.

e There is a clear need for the current TGA Authorised Prescriber and Special Access
Scheme pathways to be revised to prevent commercial exploitation of unapproved
medication access, especially via vertically integrated providers.

e The use of high potency MC products carries significant risk of psychosis, and may be
associated with higher rates of violent behaviour, especially domestic violence [6].
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Definitions and Scope

Cannabis is the term given to products derived from elements of the cannabis plant used for
medical or recreational purpose. Cannabis is known by a range of alternative terms (e.g.
marijuana) but most medical producers and legislation use ‘cannabis’ as the preferred term.
Medical cannabinoids include a variety of chemical compounds, some synthetic and some
extracted from the cannabis plant, which have been developed for medical use.

The cannabis plant contains many cannabinoids; the best known of which are delta-9
tetrahydrocannabinol (THC) and cannabidiol (CBD). [7] THC is the psychoactive part of cannabis
that produces a ‘high’. CBD has no psychoactive properties.

The terms medicinal cannabis and cannabinoids are used interchangeably when referring to the
products derived from the cannabis plant for a medical purpose. This document predominantly
uses the term ‘medicinal cannabis’, as that is the term used by both the Therapeutic Goods
Administration (TGA) in Australia and the Ministry of Health in New Zealand. Due to the limited
number of medicinal cannabis products registered on the ARTG & MedSafe, the term ‘medicinal
cannabis’ (MC) in this document should normally be interpreted as ‘prescribed cannabis’ (i.e.,
internationally commercially available cannabis products that have been prescribed by Australian
and New Zealand clinicians), rather than pharmaceutical products whose efficacy and safety
have undergone comprehensive evaluation.

This memorandum does not relate to the decriminalisation of cannabis for general cultivation or
recreational use.

Background

There is a global trend towards increasing use of cannabis-based products for therapeutic or
medical reasons. [8] Governments at both Commonwealth and state and territory levels in
Australia, and in New Zealand, have implemented legislative and policy change to allow the
cultivation, manufacture, prescribing and dispensing of MC products in Australia [7] and New
Zealand [9] for the management of certain medical conditions.

Given the public interest in MC, psychiatrists and other medical doctors are increasingly being
asked to prescribe these products. Prescribing and use of MC requires careful consideration of
relevant issues. Since MC was down-scheduled by Australian and New Zealand regulators, online
telehealth businesses have emerged, often employing their own clinicians to prescribe their
products and advertising to patients directly via social media. There have also been reports of
Australian Veterans (whose MC is funded by the RPBS) being financially incentivised for referring
other Veterans for MC prescriptions.

Evidence

e In April 2026, the largest ever systematic review and meta-analysis of MC use in mental
health was published and concluded that there was some, generally low-quality evidence that
cannabinoids can reduce symptoms of insomnia, autism spectrum disorder, and tics or
Tourette's syndrome. Meta-analysis found no benefit of cannabinoids for opioid use disorder,
tobacco use disorder, cocaine use disorder, bipolar disorder, anxiety, ADHD, psychotic
disorders, PTSD, OCD, or anorexia nervosa. There are no creditable RCTs assessing MC in
depression. Cannabinoids were associated with a greater risk of any adverse events but not
of serious adverse events. The authors concluded that ‘Given the scarcity of evidence, the
routine use of cannabinoids for the treatment of mental disorders and SUDs is currently rarely
justified.” [10].

e There is currently only good evidence for use of MC in certain forms of childhood epilepsy.[11]
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e Despite growing community and scientific interest, a recent systematic review identified limited
and generally poor-quality evidence for the efficacy of cannabinoid-based products in
neuropsychiatric and neurodevelopmental disorders in children and adolescents including
anxiety disorders, autism spectrum disorder, foetal alcohol spectrum disorder, intellectual
disability, mood disorders, post-traumatic stress disorder, and Tourette syndrome.[12] A
systematic review looking at cannabis use in autism spectrum disorder highlighted potential
promising effects but identified the need for RCTs to clarify findings.[13] Large rigorous RCTs
are required to inform clinical care. [12]

e The somnolent properties of MC may have some medical use, potentially sparing use of
benzodiazepines and z-drugs, and should be thoroughly examined in clinical trials. [14]

e High-quality RCTs are required to establish the efficacy & safety of MC in the treatment of
insomnia disorder.[15] ANZCA Faculty of Pain Medicine advises the scientific evidence for the
efficacy of cannabinoids in the management of people with chronic non-cancer pain remains
insufficient to justify endorsement of their clinical use. [16]

¢ Inthe absence of clinical evidence demonstrated by high-quality RCTs, clinicians must
balance patient expectations with the potential for harm when using MC products without
regulatory approval outside the evidence base.

Regulation and Access to MC

¢ Regulatory legislation in Australia and New Zealand allows for the supply of MC products that
are non-smokeable, medicinal-grade products, with Australia limiting supply to pharmaceutical
grade products. Currently Sativex (nabiximols) is approved for supply in Australia by the TGA
and by Medsafe in New Zealand, as a treatment for multiple sclerosis. Also, in Australia, low
dose cannabidiol products included on the Australian Register of Therapeutic Goods (ARTG)
can be made available over the counter with pharmacist approval. Given the developing
evidence and political priorities in this area, regulations are subject to change.

¢ In Australia, access to MC is through a clinical trial, or prescription can be made via special
TGA pathways for unapproved medicines, either the Special Access Scheme (SAS) or the
Authorised Prescriber (AP) pathway. Unapproved MC products are placed into Categories 1 —
5 depending on their active ingredient concentrations. Each state and territory also have
different laws governing access, with state-based authorities required in some states.

¢ In New Zealand a Medicinal Cannabis Scheme is administered by the Medicinal Cannabis
Agency. Any medical doctor in New Zealand can prescribe unapproved MC products that meet
the quality standard with no restrictions on the medical condition to be treated in line with
prescription guidelines. [17]

Usage Trends in Australia and New Zealand

e Australian data on MC prescribing demonstrates a considerable increase in the uptake of MC
prescribed for mental health conditions. TGA data (2018-July 2025) [18] shows the following
concerning data regarding the use of MC in mental health conditions:

o ~50% of patients prescribed products intended for smoking or inhalation despite the
established dangers of smoking. Vaping has been found to cause similar effects as
smoking on lung function and cardiovascular function [19], and linked to oral and lung
cancers [20].

o >43% of patients were prescribed >98% THC:CBD products (Category 5), the strongest
available formulations.

o MC prescriptions for mental health are increasing significantly year on year, despite the
absence of safety and efficacy data.

o Of the 5772 prescriptions for MC given to paediatric patients in Australia to July 2026,
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4395 (84%) have been for mental health conditions.

e The regulatory framework appears to have attracted consumers with little or no prior
illicit cannabis use (for medical or non-medical reasons), as well as transitioning a
group of patients from illicit to prescribed MC products. [8]

¢ In New Zealand, there has been a fourteen-fold increase in the number of MC product packs
supplied under the MC Scheme (MCS) since Q2 2020, with THC-dominant products
surpassing CBD containing products in early 2023. By Q2 2024, over 70,000 packs were
being supplied to NZ patients every three months. Most of the products under the MCS (27
out of 47 in 2024) are now in flower form (to be smoked or infused as a tea), a shift away
from the early oral liquid formulations [21].

Risks and Side Effects
Medical risks

e There is very limited clinical evidence to support the safe and therapeutic use of MC products
that contain THC. It should also be noted that CBD is the desired product that the SAS and AP
schemes set out to provide as MC [22]. The majority of clinical trials using MC have been
conducted using products with less than approximately 12% THC, and the highest recorded in
observational studies was 22.6% THC [23], meaning that products with higher THC levels are
experimental with no evidence of benefit. Formulations containing over 30% THC are available
for prescription in ANZ. There is ample evidence that higher concentrations of THC can cause
significant harms to patients, and as such there is no reason to go outside the already limited
evidence base [24]. Use of products with >15% THC have been shown to increase the risk of
psychosis by up to five times in daily users [25,26], whereas there is no increase in the risk of
psychosis for users of traditional hashish, which contains approximately 5% THC. High THC
products have no proven clinical benefits [27], and many proven harms [28]. If THC is to be
prescribed for indications such as excessive vomiting, a ceiling on the concentration of THC
(12%) should be implemented.

e Cannabis use by pregnant women has been shown to cause birth defects [29] and other harms
including but not limited to, more than doubling the risk of stillbirth [30], decreasing birth weight,
increasing the need for neonatal intensive care treatment [31], impairment of foetal brain
development [32], and cause paediatric acute lymphoblastic leukaemia [33]. Use of MC in
pregnancy and breastfeeding is to be avoided and should not occur without regular MDT review
and individual HREC approval.

¢ The TGA advises that MC is not appropriate for people with a previous history of psychosis, or
concurrent active mood or anxiety disorder. Despite this, ~37% of MC prescriptions have been for
mental health disorders, of which 80% were for anxiety [1].

e A Population Attributable Fraction study across 11 countries showed that if high THC products
were unavailable (defined as >10% THC - relatively low by ANZ standards), between 12-50% of
first-episode psychosis cases could be prevented [26].

¢ In alongitudinal study of over 7 million patients between 2006-2016, the average THC content of
cannabis consumed increased from ~13% to nearly 30%. The proportion of cases of
schizophrenia attributable to cannabis use disorder increased four-fold compared to control
during this time, indicating a probable causal link [34].

¢ Adolescent cannabis use is associated with increased risk of psychosis [35]. MC use in young
people, particularly given the potential causal association between teenage use and later
schizophrenia, is of concern [28,36]. There is also evidence of potential negative impact — if
used at sustained higher doses on certain aspects of neurocognitive functioning. [37].

¢ Given the impact of cannabis on the developing brain, MC cannot be safely recommended for
the treatment of paediatric ADHD or autism spectrum disorder [38]. Children under the age of
18 should only be prescribed MC in Oral Liquid, Oil, Solution or Capsule formulations as a
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treatment of last resort under the supervision of a Specialist with MDT support and with
individual HREC approval.

¢ Given the challenges with quantifying illicit cannabis use vs MC, data are lacking for rates and
correlates of MC-associated psychotic symptoms warranting clinical attention, such as events
requiring emergency medical treatment [39-41]. In 2022-23 Australia recorded a higher rate of
cannabinoid-related hospitalisations (25 per 100,000 people) than opioid-related
hospitalisations (20 per 100,000 people), predominantly with a principal diagnosis of mental and
behavioural disorder (92%), and 40% having a principal diagnosis of psychotic disorder. [42]

¢ Widespread smoking and/or vaping of prescribed medical cannabis products brings inherent
health risks to oral, lung and general health [19, 20, 43].

Professional practice and societal risks

¢ THC can impact on concentration and fine motor control, and have negative effects on driving

ability or the use of machinery [36]. Side effects from MC products generally depend on the
amount of THC in the product. Whilst THC blood levels associated with MC are often much
lower than those associated with recreational cannabis use, the blood level associated with
significant impairment is yet to be determined, and there is no ‘safe’ threshold. Drivers detected
with THC in their blood stream are likely to be prosecuted for driving under the influence of drugs,
irrespective of their level of perceived or actual impairment, and these issues must be discussed
with patients prior to prescribing MC.

¢ MC products are increasingly being prescribed for anxiety and other mental disorders when
there are primary evidence-based treatments, such as cognitive behavioural therapy (CBT),
which are not completed before a MC prescription. This puts patients at risk as they are not
receiving standard of care, and puts prescribers at medicolegal risk for bypassing proven
treatments in favour of experimental products.

e Polypharmacy and MC drug-drug interactions carry risk, especially when patients may be
concurrently managed by psychiatrists and other healthcare providers.

¢ The high level of prescribing from online and telehealth clinics presents a particular challenge,
and requires diligent use of real time prescription monitoring systems. Such systems need to be
designed to place shared responsibility on prescribers to better identify potential harm, and
processes to communicate between healthcare providers. The rapid growth of ‘vertically
integrated services’ where MC manufacturers or wholesalers employ prescribers and
pharmacists, and market their services directly to patients via social media is of significant
concern.

¢ Manufacturer and supplier direct to practice ‘education’ should be treated with caution. As MC
manufacturers are not promoting ARTG-registered products, they operate outside the strict legal
requirements for the promotion of medications governed by the Medicines Australia Code of
Conduct and the Medicines New Zealand Code of Practice [44,45]. The promotion of
unapproved medicinal products is illegal, and should be reported to the TGA or Medsafe. Unlike
prescription medications, advertising MC products directly to consumers is now illegal in New
Zealand [46], however vertically integrated telehealth providers routinely advertise on social
media in both countries [47].

¢ MC products are expensive as they are not subsidised by governments. The cost is prohibitive
for many individuals, resulting in them, or their carer, turning to illicit sources of cannabis. [36]

Recommendations

¢ RANZCP does not support the use of MC for any mental health condition. Should this be
unavoidable, a cautious, safety-first approach should be taken once, noting the absence of
clinical evidence, the potential for harm and the need for informed consent.

¢ MC should not be accessed unless at least two TGA/Medsafe approved medications for an
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indication have been unsuccessfully trialled, with doses trialled and outcomes recorded in the
patient’s Medical Record.

MC should not be prescribed for anxiety unless the patient had at least one course of
Cognitive Behavioural Therapy (CBT) and other treatment options have been exhausted.

Clinical evidence for any product containing >12% THC is lacking, and access to higher
potency products should be restricted to long-term tolerant users as part of a dose-tapering
plan.

Use of MC in paediatric patients should only occur under the direct supervision of a medical
practitioner with appropriate training and expertise, such as a Paediatrician or Child &
Adolescent Psychiatrist with documented individual HREC approval.

RANZCP therefore recommends that psychiatrists consider the following:

The clinical use of MC, particularly for psychiatric disorders, should only occur in a clinical trial
setting designed to test the efficacy and safety of the long-term use of MC products. Clinical
trials must conform to the Declaration of Helsinki [48], and as such include oversight by
institutional research or clinical ethics committees with careful monitoring, compliant data
handling and transparent reporting of outcomes.

Psychiatrists who are considering the clinical use of MC outside of a research trial should:

o Confirm MC is appropriate only after other treatments have failed.

o Ensure the patient can give informed consent.

o Clearly explain & document MC’s unapproved status, lack of clinical evidence and
risks.

o Consult with peers, ideally including a Specialist with MC experience.

Assess medico-legal risks and follow local laws for medicine access.

o Recognise co-morbidity complexities, risk of drug/drug interactions and unknown
contraindications due to limited clinical research into MC.

o Base decisions on evidence, clinical indicators, and ensure prescribed products are
manufactured to the highest medicinal standards.

o Regularly review treatment progress and monitor for misuse using real-time
monitoring tools where possible.

o Avoid formulations for inhalation.

o Seek institutional or advisory committee review when possible and ethics committees
where appropriate.

o Contribute outcomes data to registries and publish findings to address evidence gaps.

O

Where MC products are being prescribed ‘off-label’, see RANZCP’s guidance on off-label
prescribing for further information [49].

Research and Education

Legislation to enable the use of MC should be backed up by an ongoing commitment to fund
high quality research. In Australia, research is largely being funded through philanthropy and
the growing number of private companies with an interest in producing MC products for
commercial profit [36]. In New Zealand, whilst the Medicinal Cannabis Scheme intends to
monitor prescriptions and any adverse effects experienced will be monitored, there is no
coordinated approach to research.

A priority is to ensure that only high-quality MC products are made available, and to evaluate
them thoroughly in large, appropriately powered RCTs. There is a need for comprehensive
real-time monitoring systems and tracking of individual and service-level outcomes
associated with MC. The increasing acceptance of cannabis as a medical treatment,
facilitated by the availability of medical cannabis (MC), may have societal implications. This
is particularly relevant for young individuals, whose developing brains may be susceptible to
adverse effects from MC, including impacts on cognition, mood, and an increased risk of
psychosis [28,36].
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e Impartial education for medical practitioners should be made available. Training must ensure
potential prescribers are aware of the absence of clinical evidence for use in mental
disorders, and to understand that MC should only be a treatment of last resort for specific
conditions in rare circumstances after stringent criteria are satisfied. [50]

e Public education further needs to reinforce the distinction between MC products and illicit
forms of cannabis, as well as between the different types of MC products available for use. It
is important that any public education clearly articulates the absence of clinical data for MC,
especially in mental health conditions, and the clear risk of significant harm.

Summary

o There is currently insufficient evidence to support the use of MC in the treatment of any mental
disorders. Further research is required to ascertain the potential risks and benefits of the
targeted use of MC. High-quality studies directly examining the effect of MC on treating mental
disorders are needed. There is a role for psychiatrists in contributing to this research, as well
as supporting other medical colleagues in providing advice on potential risks in using MC for
other medical conditions. RANZCP supports legislation that facilitates the research and
appropriate regulation of MC products. These products should follow the same approval
process as other new pharmaceuticals to ensure these standards are met before they are
accessible.

¢ As the evidence for the use of MC continues to evolve, this memorandum will be reviewed and
revised.
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