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Introduction
The regulation of medical cannabis in Australia has presented unique challenges for public
health and medicines regulation. Cannabis is generally illegal to possess in Australia unless
prescribed for therapeutic use by a medical practitioner. Unsanctioned use continues to be
responsible for significant harms in our community, yet there are many scientifically
unsupported claims that cannabis, or derivatives, are effective and safe for many medical
conditions (1, 2).
The aim of this Fellowship was to investigate the regulation of medical cannabis in the USA,
Canada, Germany, Netherlands, Austria and Israel with a view to learn how and if
approaches significantly differed from the Australian approach. These jurisdictions
represent a broad mixture of societal features and established medical cannabis
frameworks. The purpose was to seek to better understand why these approaches were
established, how they work in ‘real life’ and whether these approaches, if adopted, could
enhance the Australian approach.
In each destination there was a set of localised influences that contributed to the regulatory
approach. Most change had occurred due to political process rather than the availability of
proven medicines or high-quality scientifically validated evidence for patient benefit and
safety. Influences on these political decisions included cultural, historical, economic, social
and public health factors. Based on the observations during the Fellowship, Australia has
adopted a very sound regulatory approach to unproven medical cannabis products.
Globally, there is a clear need for further high-quality clinical research investigating the
effect of specific cannabinoid products in certain medical conditions to determine if medical
cannabis products are safe and effective.
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Report Overview
Samuel Halliday, Churchill Fellow 2018
A Churchill Fellowship to investigate variances of international approaches to the regulation
of medical cannabis - USA, Canada, Germany, Netherlands, Austria, Israel

Introduction
The use of cannabis for medical purposes has been a topical issue in Australia for the past
five years (3). Experience has demonstrated that medicines regulation is necessary to
protect the public from known and, often, yet to be known harms (4). This is particularly
true for narcotic substances or plants that are responsible for significant harms (5, 6).
Cannabis is one such plant (7).
There is currently insufficient high-quality clinical evidence available to support the routine
use of cannabis products for medical purposes. Evidence-based medicine is a fundamental
principle of safe and effective therapeutics (8-10). Despite this, medical cannabis has
dissected the interface between evidence-based medicine and socio-political interest
subsequently challenging the model of medicines regulation in Australia. Cultivators,
manufacturers, researchers, health professionals and patients have all been implicated.

Aims
The aim of the Fellowship was to study medical cannabis regulatory models in Israel,
Germany, Netherlands, Canada and the USA. These countries all have medical cannabis
regulatory frameworks that have been in operation for longer periods than Australia. By
gaining personal experience of these models and meeting with fellow regulators there may
be opportunity to inform the regulatory approach to unproven medical cannabis products
for the benefit of all Australians. A consideration of this was learning about social, political
and cultural factors that led some of these jurisdictions to move from medicalised models to
legalise cultivation, manufacture, transport, retailing and consumption of cannabis for
recreational purposes.
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A broader aim was to consider medical cannabis as an exemplar of how international
regulators approach the regulation of novel and unproven medicines so that an appropriate
balance is struck between public health, access, research and safety.

Audience
This report is likely to be of interest to a diverse range of stakeholders including cultivators,
manufacturers, researchers, health professionals, patients, public health professionals and
medicines regulators. The primary target audience is medicines regulators and health policy
workers in Australia. Whilst there is also international debate regarding the legal status of
cannabis use and possession for recreational purposes in our society, this Fellowship was
targeted specifically at the regulation of medical cannabis, not recreational cannabis use or
decriminalisation.

Highlights
The most valuable learning and observation of the Fellowship was the confirmation that
medical cannabis has presented challenges for medicines regulation globally. There is a
patchwork of regulatory approaches, and no two are the same. Whilst there are some
structurally similar features in centres where compliance with international treaty
obligations is important, there was subtle nuances to each. This is primarily due to the
dearth of clinical evidence to support safe and efficacious medical use in an evidence-based
framework; and the complexity of outstanding issues regarding cannabis. These issues
include but are not limited to: the international treaty scheduling of cannabis as a narcotic
substance under the Single Convention on Narcotic Drugs 1961 (Single Convention); the lack
of thorough scientific (botanical, pre-clinical, clinical and epidemiological/surveillance)
understanding of the plant and its effects; the collective understanding of the effect of
cannabinoids on the endocannabinoid system of the human body; social perceptions of
cannabis use; law enforcement challenges; public health approaches; and medicines
registration processes. The use of cannabis as a medicine is a dynamic and evolving
landscape.

Conclusions and Recommendations
The primary conclusions from the Fellowship were that: more evidence is needed to
describe the potential role of cannabis and cannabinoids as medicines; and, that Australia
12

has developed a relatively robust and necessarily responsible approach to the regulation of
medical cannabis products. Australia has ensured the cultivation and manufacturing
framework is consistent with its obligations under the Single Convention and that access to
these unregistered products has been occurring with a necessary level of regulatory
oversight. This is directly related to Australia’s long and proven track record of effectively
regulating the cultivation and manufacture of other narcotic plants (opium poppies) and our
world-class medicines registration scheme, administered by the Therapeutic Goods
Administration.
Although access to cannabis for medical purposes has been an option for patients in other
countries longer than in Australia, there was a consensus from regulators in all destinations
that the global understanding of cannabis for medical purposes requires significantly more
robust research to inform safe therapeutic outcomes and routine use in clinical practice. As
a result of this, the recommendations of this Fellowship aim at addressing the gaps in
knowledge about the potential role of cannabis in treating medical conditions and
subsequently inform the current regulatory and policy landscape to enable safe and timely
supply.
Recommendations from the Fellowship include the need for:
o Increased agronomic/botanical research to inform our fundamental scientific
understanding of the cannabis plant and its constituents
o Increased research to inform the fundamental pharmacological, pharmacodynamic and
pharmacokinetic properties of the different cannabinoids and their effect on the human
body
o Significantly increased high-quality human clinical trial research to inform the
development of profession-led, high-quality evidence-based clinical practice guidelines
to ensure safe and effective use of medical cannabis products
o Ensuring routine regulatory data is collected and appropriately published where medical
cannabis has been prescribed in Australia to contribute and enhance our understanding
of its potential clinical applications
o Medicines regulators to remain open to emerging high-quality evidence on the use of
medical cannabis products in different medical conditions and settings to guide the
ongoing refinement and development of public health policy
13

o Public health education programs to continue to educate the public on the harms of
extra-medical and risky cannabis-use.
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Approved Itinerary
Activity

Contact

Israel – Jerusalem and Tel Aviv (28 April – 2 May)
Meeting and presentation to discuss the
Mr Yuval Landschaft, Director, Israeli
regulation of medical cannabis in Israel and Medicinal Cannabis Agency &
Australia
Mr Tal Lavy, The Competent Authority for
Drugs and Import
State of Israel Ministry of Health
Jerusalem
Meeting to discuss legislation and policy
matters regarding access to medical
cannabis in Israel and Australia

Hila Tene-Gilad, Director &
Dafna Dror-Shpoliansky
Human Rights and Relations with
International Organizations
Office of the Deputy Attorney General
(International Law)
State of Israel Ministry of Justice
Tel Aviv

Meeting with Australian Ambassador to
Chris Cannan, Ambassador &
Israel to discuss issues relating to drug use Patrick Mayoh, Second Secretary
in both Israel and Australia, with a focus on Australian Embassy, Tel Aviv
cannabis
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Austria – Vienna (2 May – 9 May)
Meetings with representatives of the
International Narcotic Control Board (INCB)
Secretariat at the Vienna International
Centre of the United Nations to discuss the
relationship the International Drug
Conventions and their relationship to
Australian medicines regulation (including
cannabis for medical purposes)

Stefano Berterame, Chief, Narcotics Control
and Estimates Section;
Hanifa Rebbani, Chief,
Martin Dessart, Associate Drug Control
Officer; Psychotropics Control Section;
Paul Rabbat, Chief, Convention Evaluation
Section;
Rossen Popov, Chief; Precursors Control
Section and Deputy Secretary;
International Narcotic Control Board
Secretariat, United Nations

Meeting to discuss the International Drug
Conventions and Australian drug use
patterns, with a focus on cannabis for
medical use and opioids

Professor Richard P Mattick

Meeting with Australian Ambassador to
Austria to discuss the International Drug
Conventions with a focus on cannabis for
medical use

Dr Brendon Hammer

World Health Organisation nominated
member of the 13-member International
Narcotic Control Board from 2015 to 2022

Ambassador to Austria, Bosnia-Herzegovina,
Hungary, Kosovo, the Slovak Republic, and
Slovenia; Australia’s Permanent
Representative to the United Nations in
Vienna

Germany – Bonn (9 May – 14 May)
Meeting and presentation to discuss the
Prof Dr Werner Knöss, Head of Department –
regulation of medical cannabis in Germany Complementary Medicines and Traditional
and Australia
Medicines & Head of Unit 44 - Cannabis
Agency
Klaus Reh, Deputy to Prof Knöss
Silvia Peters, Assistant to Prof Knöss
Dr Hendrik Greve, Head of Unit 83 - Control
of Legal Trade in Narcotics and Psychotropic
Substances II, Federal Opium Agency
Dr Stephanie Kruger, Assessor at Unit 82 Control of Legal Trade in Narcotics and
Psychotropic Substances I and Safety
Measures, Federal Opium Agency
Carla Heldt, Christina Diensberg & Jacqueline;
Unit 44 – Cannabis Agency
Federal Institute for Drugs and Medical
Devices (BfArM); Germany

Netherlands – Den Haag (14 May – 20 May)
Meeting and presentation to discuss the
regulation of medical cannabis in The
Netherlands and Australia

Mrs Catherine Sandvos, Senior Coordinating
Adviser
Dr Marco Van Der Velde, Manager
Office of Medical Cannabis
Ministry for Health, Welfare and Sport
The Netherlands

Meeting with Australian Ambassador to
The Netherlands to discuss issues relating
to drug use in both The Netherlands and
Australia, with a focus on cannabis for
medical purposes

Mr Matthew E K Neuhaus, Ambassador & Mr
Luke Davies, Counselor
Australian Embassy, Den Haag

Canada – Ottawa (20 May – 24 May)
Meetings and presentations to discuss the
regulation of medical cannabis in Canada
including the interface with the recent
(2018) transition to both a recreational and
medical regulation framework

Primary Host:

Cannabis legalisation and regulation in
Canada

John Clare, Acting Director General of
Strategic Policy

Alexandre Harvey, Policy Analyst
Controlled Substances and Cannabis Branch;
Health Canada

Controlled Substances and Cannabis Branch;
Health Canada
Cannabis public education campaigns at
large

Adrienne Mertin, Communications Executive

Cannabis for medical purposes

Mike McGuire, Director

Strategic Communications and Public Affairs
Branch, Health Canada

Office of Medical Access and Specialised
Authorisations;
Controlled Substances and Cannabis Branch;
Health Canada
Science, surveillance and monitoring

Hanan Abramovici, Senior Science Advisor
Controlled Substances and Cannabis Branch;
Health Canada
Kate Moussouni, Senior Partnership Lead,
Stakeholder Engagement &
Sara Harbord, Senior Partnership Lead,
International Relations
Canadian Institutes of Health Research

Meeting with Australian High Commission Diana Hooton, First Secretary
to Canada to discuss issues relating to drug
Australian High Commission, Ottawa
use in Canada and Australia

USA – Boston, MA (24 May – 30 May)
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Meeting and presentation to discuss the
regulation of medical cannabis and the
interface with recreational cannabis in
Boston

Ms Jennifer Flanagan, Commissioner; & Mrs
Kay Doyle Esq, Commissioner

Meeting to discuss models of regulation
with reference to the risk-regulator

Professor Malcolm Sparrow

Cannabis Control Commission;
Commonwealth of Massachusetts

Kennedy School of Government; Harvard
University

USA – New York City, NY (30 May – 6 June)
Meeting with Australian diplomat to
Mr Rowan Ashby, First Secretary (Political)
discuss United Nations functions,
Australian Permanent Mission to the United
particularly in relation to the General
Nations
Assembly and Economic and Social Council.
These organs of the UN have oversight of
the INCB.
Meeting to discuss medical cannabis
related policy within a hospital
environment

Scott Freeswick, Vice President / Chief
Pharmacy Officer

Meeting to discuss Tasmania’s clinicalregulatory approach to high-risk, low-value
pharmaceutical interventions for medical
conditions; real time prescription
monitoring in the United States, medical
cannabis, the Opioid Epidemic and BigPharma

Dr Andrew Kolodny, Senior Scientist at the
Institute for Behavioral Health & Co-Director
of the Opioid Policy Research Collaborative
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Memorial Sloan Kettering Cancer Center

The Heller School for Social Policy and
Management; Brandeis University

USA – Denver, CO (6 June – 10 June)
Meeting and presentation to discuss the
regulation of medical cannabis and the
interface with recreational cannabis in
Colorado

Dr Elyse Contreras, Program Manager,
Marijuana Health Monitoring and Research
Program; &
Jessica Neuwirth, Retail Marijuana Education
and Youth Prevention Coordinator;
Prevention Services Division; Violence and
Injury Prevention - Mental Health Promotion
Branch
Colorado Department of Public Health and
Environment

USA – San Francisco, CA (10 June – 17 June)
Meeting and presentation to discuss the
Dr Eugene Hillsman; Deputy Director
history and regulation of medical cannabis;
San Francisco Office of Cannabis; City and
and the interface with recreational
County of San Francisco
cannabis in San Francisco
Dr Israel Nieves-Rivera, Policy Director
Population Health Division; San Francisco
Department of Public Health; City and County
of San Francisco

USA – San Diego, CA (17 June – 21 June)
Meeting to discuss Dr Shi’s research on
economics, policy, epidemiological,
behavioural, and spatial studies of drug
abuse and related consequences, including
but not limited to cannabis

Dr Yuyan Shi; Associate Professor of Health
Policy and Health Economics
Department of Family Medicine and Public
Health; University of California, San Diego

The Fellowship
Introduction
Cannabis is classified as a Schedule IV narcotic in the Single Convention on Narcotic Drugs
1961 (Single Convention) limiting its use in member countries to medical and scientific use
only(11). Australia is a signatory to the Single Convention. The Single Convention is one of
three United Nations international drug control conventions which form the foundation of
the international drug control framework. These conventions are governed by the
International Narcotic Control Board (INCB) and enacted by the INCB Secretariat. The INCB
Secretariat is part of the United Nations Office on Drugs and Crime (UNODC) which, in turn,
is a part of the United Nations Sustainable Development Group, one of the three pillars of
the UN System Chief Executives Board reporting to the Secretary General of the United
Nations. The INCB is based in Vienna and has a mandate to limit the cultivation, production,
manufacture and use of drugs included in the Single Convention to an adequate amount
required for medical and scientific purposes; ensure their availability for such purposes; and
prevent illicit cultivation, production and manufacture of, and illicit trafficking in and use of,
these drugs.

Figure 1 The INCB Headquarters at the Vienna International Centre, Vienna, Austria
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Consistent with Australia’s international treaty obligations to ensure adherence to the
international drug control framework there are necessarily rigorous federal and state
medicines regulation measures in place to protect the public from narcotic and psychotropic
drug related harms. This regulatory approach in Australia is consistent with our international
obligations, the current evidence base and our rigorous medicines registration process. The
Narcotic Drugs Act 1967 details the legal framework for the cultivation and manufacture of
narcotic substances in Australia. The Therapeutic Goods Act 1989 provides for the
establishment and maintenance of a national system of controls relating to the quality,
safety, timely availability and, where necessary, efficacy, of therapeutic goods. This includes
the Australian Register of Therapeutic Goods (ARTG) which lists therapeutic goods which
have been evaluated as safe, efficacious and of a quality for routine use in Australia. There is
only one cannabis derived product on the ARTG. State and territory medicines legislation is
also in force to provide relevant local controls for the cultivation, manufacture, possession,
supply and administration of these substances.
There are historical accounts of cannabis use through the centuries (12). Like opium and
other drugs that are now strictly regulated to protect the public from harms, history
provides many accounts of its use for both recreational and medical purposes. It was not
until the early 1900’s that prohibition of possession and controls on cultivation and
manufacture became more common. The first international drug control treaty, called the
International Opium Convention, was signed in 1912 due to increased evidence of harms
from the burgeoning opium trade. It was incorporated in the Treaty of Versailles in 1919
with the primary objective to restrict exports of opium, coca and cannabis. This convention
was revised and later registered with the League of Nations Treaty Series in 1938. It was
then superseded by the Single Convention in 1961.
Medical cannabis is a broad term which can include a variety of products for therapeutic use
depending upon the audience. This term can encompass different formulations, different
preparations, different routes of administration and different regulatory classifications. The
central regulatory difference between products can be whether the product has been
formally registered for sale and use as a medicine. In Australia, there is only one TGA
registered cannabis-derived product available, nabiximols. Across the globe there are a
handful of proprietary products which have been registered in different countries.
22

Dronabinol, nabilone and cannabidiol are examples of such products. If a product has been
registered by a medicines regulatory authority, it has usually been evaluated as safe, of
quality (e.g. standardised dosage and free of contaminants) and efficacious. To carry out this
evaluation a drug is subject to significant clinical scrutiny in the form of well-designed
experimental clinical trials. For the purpose of this report, these products will be called
cannabinoid medicines as they have standardised dose ranges, known side effect profiles,
expected therapeutic effects and are produced in Good Manufacturing Practice (GMP)
facilities. These medicines are prescribed by a prescriber and are labelled and packaged
according to strict regulatory requirements. They are not raw botanical products (e.g.
flowers, leaves or resin).
The remaining products are referred to as medical cannabis products in this report. These
include raw cannabis (e.g. pressed oils, extracts, edibles, hash, resin and flowering tops),
pharmacist compounded products (e.g. cannabis oil with excipients) and standardised
cannabis preparations usually produced under GMP conditions (e.g. packaged cannabis
flowers or extracts).
The potential use of medical cannabis products and cannabinoids for medical purposes has
garnered significant interest in Australia over several years (3). This interest has come from
all areas of the community including cultivators, manufacturers, researchers, health
professionals, health policy experts and patients. Internationally there are varying
approaches to cannabis possession and use, ranging from full prohibition through to
recreational use.
In Australia, there have been anecdotal reports of cannabis providing benefit for many
different medical conditions. These anecdotal reports have largely been through
mainstream media rather than peer-reviewed scientific journals and often do not provide a
balanced account of the effects of cannabis use, the evidence base and the broader
implications on society. Particular attention has focussed on children suffering from rare
and debilitating forms of epilepsy, chronic pain sufferers and cancer patients. These
conditions are often complex and do not always respond to medicines. Media coverage has
provided insight into patients self-treating with home-made illegal cannabis products in
desperate attempts to find relief. The use of home-made illegal cannabis products raises
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some significant legal, ethical and health safety concerns due to the unknown composition
of the plant used, toxic contaminants and the preparation technique (13).
Change began in the Australian medicines regulation sphere when cannabidiol (CBD) was
classified by the TGA as a Prescription Only medicine in June 2015. CBD is one of the many
compounds found in the cannabis plant. It is a naturally occurring cannabinoid (as opposed
to synthetic) and highly prevalent in the plant. Unlike other components of the cannabis
plant such as tetrahydrocannabinol (THC), CBD does not exhibit side effects consistent with
abuse or dependence (14).
In October 2015, the Victorian Government announced they would legalise access to locally
manufactured medical cannabis products for use in exceptional circumstances from 2017.
Following this announcement there were amendments to the Commonwealth’s Narcotic
Drugs Act 1967 in February 2016. These amendments introduced a national licensing
scheme to oversee the controlled cultivation, production and manufacture of cannabis for
medical and scientific purposes. To complement this, the Therapeutic Goods
Administration’s (TGA) Poisons Standard was amended to change the classification of
cannabis and THC from Prohibited Substances in Schedule 9, to Controlled Drugs in Schedule
8 for human therapeutic use when either imported in accordance with the Therapeutic
Goods Act 1989 or manufactured under licence from the Narcotic Drugs Act 1967.
In February 2017 the Australian Government announced policy changes to allow the bulk
importation of medical cannabis products manufactured overseas. This move enabled the
distribution of imported medical cannabis products in a more timely manner.
High-quality evidence from robust and well-designed clinical trials forms the foundation for
modern therapeutic interventions. This is known as evidence-based medicine. When
considering the scientific basis for the use of medical cannabis or cannabinoids for any
medical condition it is important to consider there have only been a small number of welldesigned clinical studies in a limited number of medical conditions. As a global community,
relatively little is understood about the safe and effective use of the plant or any of its
derivatives in most medical conditions (8-10).
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Due to this dearth of scientific research supporting medical cannabis and cannabinoids,
decisions to prescribe cannot currently be based on a strong body of supporting evidence or
robust clinical practice guidelines. Many healthcare professionals know little about medical
cannabis because there has been not been high-quality research on therapeutic uses and
negligible training provided in health practitioner undergraduate courses aside from the
well-known adverse effects of cannabis use (2, 7).

Experiences and Findings
The United Nations System, New York, USA
The United Nations system is large and complex with many inter-related bodies. Due to its
unique position as an international organisation and powers within the founding Charter, it
provides for the progress and
prosperity of humanity. Mr Rowan
Ashby, a Diplomat within
Australia’s Permanent Mission to
the UN (pictured below in the
United Nations Security Council on
3 June 2019) provided a personal
tour of the United Nations (UN)
Headquarters in New York City.

Figure 2 Churchill Fellow next the Knotted Gun by Carl Fredrik
Reutersward at the United Nations Headquarters, New York
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Figure 3 Churchill Fellow with Mr Rowan Ashby in the United Nations Security Council Chamber at the United Nations
Headquarters, New York

During this tour the UN’s General Assembly was in session and Australia’s Ambassador to
the UN addressed the Assembly on global health-related matters, including reference to the
World Health Organisation’s medicines access objectives. This visit was a good grounding
experience as the UN and World Health Organisation (WHO) play such important roles in
promoting and supporting global peace, prosperity and health. It provided a broad
perspective with respect to global issues and how the regulation of narcotic drugs, including
cannabis, fits into this framework.
International Narcotic Control Board, Vienna, Austria
The purpose of visiting Vienna was to gain a deeper understanding of the global regulation
framework for narcotic and psychotropic drugs by spending time with the Secretariat of the
INCB. The Secretariat assists the Board in administering its treaty related work. The
Secretariat reports directly to the Board and is an entity of the United Nations Office on
Drugs and Crime.
The INCB is responsible for monitoring the implementation of the three international drug
control conventions:
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•

The Single Convention on Narcotic Drugs 1961

•

The Single Convention on Psychotropic Drugs of 1971; and

•

The United Nations Convention against Illicit Traffic in Narcotic Drugs and
Psychotropic Drugs of 1988

The Secretariat primarily includes four administrative sections – one for each convention
and a fourth for convention evaluation. Quality time was spent with the Chief of each of
these sections providing an opportunity for constructive exchange of global versus local
narcotic regulation operations. This discussion included the INCB’s leadership regarding
medical cannabis and recreational cannabis models.

Figure 4 Churchill Fellow with Dr Stefano Berterame, Chief of the Narcotic Control and Estimates Section of the INCB
Secretariat beneath the Australian flag at the Vienna International Centre

The model of international drug regulation is based on a three-pillar system, with each
convention requiring member states to ensure estimates/assessments are submitted
(dependent upon the treaty), import/export controls are strictly maintained, and mandatory
reporting measures.
Due to the topic of this Fellowship, much discussion focussed on cannabis for medical
purposes and the issues arisen from Canada’s legalisation of recreational use of cannabis in
2018. The latter provided an opportunity to explore the effect such a decision by the
Canadian Government may have in compromising the international drug control framework
27

due to its non-compliance with the Single Convention. We also explored the published
rationale for Canada’s decision and the possible public health impact of making cannabis
available outside of a medical paradigm. There are potential repercussions for Canada which
include sanctions on the permitted import and export quantities of narcotic drugs in the
future. It is interesting to reflect that Uruguay was the first country to legalise recreational
cannabis use in 2013 and has not endured any repercussions for their actions under the
Single Convention.
Non-compliance with the international
drug control framework is perhaps of
greater significance for countries who
have a narcotic drug cultivation and
manufacturing industry. Australia is one
such country and produces over half of
global raw narcotic material used to
make pharmaceutical grade opioid
medicines such as morphine.
The interface between medical cannabis
and recreational use is interesting to
study, particularly considering the
different forces impacting upon it.
Figure 5 CBD Shop in Vienna, Austria

Primarily these forces are political and
social rather than evidence-based

medicine. Despite the significant public health harms experienced worldwide due to
unsanctioned cannabis use, there is a school of thought that decriminalising and legalising
possession and use will lessen the impact on judicial systems and dampen the illegal
cannabis black-market. There has been increasing debate in most developed countries for
drug law reform however these large-scale reforms make it difficult to assess the harms
versus benefits.
Jerusalem, Israel
The Israeli Medical Cannabis Agency (IMCA) within the Ministry of Health is the Competent
Authority responsible for ensuring Israel’s compliance with the provisions of the Single
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Convention with respect to medical cannabis. Medical cannabis has been legally available in
Israel since the early 1990s for cancer patients, however a formal regulatory framework first
became a reality in 2001. The relevant legislation in Israel is the Dangerous Drugs Ordinance
[New Version], 5733-1973. Mr Yuval Landschaft is the Director of the IMCA (left) and Mr Tal
Lavy is the Competent Authority for Drugs and Import generously shared their experience of
medical cannabis regulation in Israel.

Figure 6 Mr Yuval Landschaft, Churchill Fellow and Mr Tal Lavy (L-R) from the Israeli Medical Cannabis Agency

During the exchange, the Israeli regulators noted Israel is a leading nation in the responsible
medicalisation of cannabis with the goal of making treatment with medical cannabis
accessible, while ensuring safety and quality of these products. There has been a
progressive move to a more comprehensive and rigorous regulatory approach in Israel in
recent years. IMCA have recently published guidance on standards across the medical
cannabis chain of supply in order to improve practices in Israel. This includes five Israeli
Medical Cannabis (IMC) good practice guidelines which have been coined as the Israeli
Pharmacopeia for medical grade cannabis, namely:
•

IMC – GAP (Good Agricultural Practice for medical grade cannabis
growers/cultivators/producers)
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•

IMC – GMP (Good Manufacturing Practice for manufacturers)

•

IMC – GDP (Good Distribution Practice for wholesalers and pharmacies)

•

IMC – GSP (Good Security Practice for all parts of the supply chain); and

•

IMC – GCP (Good Clinical Practice – this is also known as the ‘Medical Grade
Cannabis – A Clinical Guide’ or colloquially as ‘The Green Book’).

As an example of this increased focus on a quality approach, one of the country’s largest
licenced medical cannabis producers was issued with a temporary stop work notice in 2018
in response to failing to maintain product quality standards.
Despite this comprehensive approach, the Israeli regulators freely acknowledge there is still
great paucity of evidence-based medicine to guide the use of medical cannabis. They are
confident; however, that the Israeli approach will facilitate the growth of an expert
community that will contribute to the research base. This in turn will allow their clinical
guide to be updated as needed.

Figure 7 The Old City of Jaffa, Tel Aviv, Israel

The approach in Israel is interesting for several reasons. Regulators advised that, like
Australia, there are no ‘registered’ medical cannabis products in Israel, except for nabiximols
which is approved for the treatment of spasticity and neuropathic pain due to multiple
sclerosis (MS). Despite this, clinical practice guidelines (‘Green Book’) have been developed
to assist clinicians when considering medical cannabis use. The Israeli Green Book includes
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discussion about many medical conditions and recommends specific cannabinoid ratios to
alleviate symptoms of different medical conditions. These claims are unfortunately
unreferenced throughout, therefore reducing the applicability and reliability of the
recommendations due to unknown quality, safety and efficacy considerations. By
comparison, due to the lack of quality evidence, the TGA commissioned the development
guidance documents published in December 2017, but only in the medical conditions where
there has been some research and interest e.g. multiple sclerosis (MS), epilepsy, palliative
care, nausea and vomiting, chronic non-cancer pain. The TGA guidance documents are not
clinical practice guidelines. Please see the Appendix for further detail on features of the
Israeli approach.
Bonn, Germany
The Federal Institute for Drugs and Medical Devices (BfArM) is the independent authority
responsible for risk monitoring of medicines in Germany. It is part of the German Health
Minister’s portfolio and, like the TGA in Australia, includes several divisions. These include
the Federal Opium Agency, the Cannabis Agency, marketing authorisation and registration
of medicines, pharmacovigilance, epidemiology (the Robert Koch Institute), Medical
Devices, Scientific Services, and liaison with the European Pharmacopeia and European
Medicines Agency. There are 16 states within the federal republic of Germany and these
states are responsible for narcotic and psychotropic medicines supply, compliance
inspections for sites holding medicines, and interestingly managing import and export of
medicines. There are 20 000 pharmacies in Germany, and these are regulated at a state
level.
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Figure 8 Churchill Fellow with Prof Werner Knöss of the Cannabis Agency, German Federal Institute for Drugs and Medical
Devices

The synthetic cannabinoid dronabinol has been available in Germany since 1998 for medical
purposes. From 2005 through 2016, medical cannabis products were available to be
prescribed where an ‘exceptional licence’ had been granted and the demand is illustrated in
Figure 9. The first of these supplies came about due to legal challenges regarding the rights
of an individual to the use of cannabis as a medicine versus the legal provisions of the day.
Of these exceptional licences granted, almost 60% were for pain conditions, with the next
most common indication being attention deficit hyperactivity disorder.
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Figure 9 Sum of exceptional licences granted for the purchase of medical cannabis in Germany between 2005 and 2016 (15)

For comparison, the trend of Australia’s exceptional licence approvals via the TGA’s Special
Access Scheme (SAS) for medicinal cannabis products, albeit over a shorter period and in
greater numbers, is shown in Figure 10 below. The TGA has approved over 11 000 SAS
Category B applications for unregistered medical cannabis products since 1992. Most
approvals have occurred since 2016 when the Scheduling of these products changed. The
comparison is interesting as Germany has over three times the population (83.5 million
people), yet significantly lower numbers of exceptional licences over a much longer time
period (11 years versus three years). Reasons for this could be wide ranging. A contributing
factor may potentially be due to the cultural differences in medical practice, societal
acceptance of cannabis use and medicines access pathways.
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Figure 10 Number of Special Access Scheme Category B approvals per month for medical cannabis products in Australia
between August 2018 and July 2019 (16)

In March 2017 new legal provisions (‘Cannabis Law’) came into force which has enabled
several progressive activities regarding medical cannabis in Germany. These changes came
about through political process rather than increased scientific evidence for medical use.
The primary change was that responsibility for the prescription of medical cannabis
products has been given to doctors rather than an exceptional licence being required. The
prescription of medical cannabis in Germany should only occur where severe disease exists,
and other conventional treatment options have failed.
Interestingly, the source of medical cannabis products in Germany has initially been via
importation primarily from the Netherlands and Canada. Part of the legislative changes has
included a tender process for domestically grown cannabis which is owned by BfArM. At the
time of my visit to Germany, a second tender process was underway, and nine out of 13
licences had been granted to contracted cultivators. This step allows BfArM to effectively
own, regulate and monitor the pharmaceutical quality of these products. BfArM is
considered a ‘pharmaceutical company’ and to ensure transparency and fairness, is
regulated as such by the state medicines regulator. The new legal framework also ensures
that data is collected and made available for research purposes. Further to this, the
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Government-owned cultivation and manufacture process for medical cannabis ensures that
costs are kept to a minimum so quality products are accessible, and inequality is minimised.
Costs for medical cannabis products are reimbursed by the public health insurance system
in Germany.
Some other important features of the new system include that medical doctors must report
to BfArM after one year of treatment (on several de-identified treatment measures) and the
total amount of cannabis to be cultivated in the current tender process is 10.4 tonnes.
Smoking of product is not endorsed, however cookies (edibles) and vaporising is allowed.
The products that are most commonly prescribed in Germany include off-label nabiximols,
nabilone, cannabis flowers and extracts, and dronabinol (most prescribed).
The Cannabis Agency at BfArM is responsible for growing, harvesting, processing, quality
analysis, storage, packaging and wholesaling. This supply chain system shares similarities
with the Dutch approach described below and the German regulators noted that much
dialogue had occurred between the two countries regarding optimal regulatory approaches.
Please see the Appendix for further detail on features of the German approach.
There are some obvious differences when compared with the Australian approach. There is
only one state-based cannabis scheme in Australia that currently subsidises the cost of
these unregistered products. Patients in the other jurisdictions are required to pay the full
commercial market cost of these products (approximately $10 per day for many products
although this can be much higher). Additionally, the cultivation, manufacture and supply of
these products are all activities carried out by licensed commercial entities under Narcotic
Drugs Act 1967, rather than state-owned producers.
The originally conceived approach for the Victorian medical cannabis scheme was like the
German system – for the state to own the supply chain and be able to provide medical
cannabis for Victorians. However, as the policy and federal legal approaches to accessing
medical cannabis have evolved (such as the Commonwealth Health Minister’s decision to
allow for bulk importation by wholesalers of unregistered medical cannabis products), the
original Victorian approach has proved somewhat superfluous to the national framework.
The German regulators echoed the sentiments of the Israeli medical cannabis agency
regarding the dearth of high-quality evidence available to support robust clinical guidelines
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in medical practice. Part of their focus will be on the pharmacovigilance of medical cannabis
treatment reports from medical practitioners over time and publishing data on the
epidemiology of medical cannabis use in Germany.
The Hague, Netherlands
The Dutch Office of Medicinal Cannabis (OMC) is responsible for administering the medical
cannabis program in the Netherlands. Mrs Catherine Sandvos and Dr Marco Van Der Velde
manage the OMC program on behalf of the Dutch Ministry for Health, Welfare and Sport.
The Dutch experience provides different natural regulation history to learn from.

Figure 11 Churchill Fellow with Mrs Catherine Sandvos of the Dutch Office of Medicinal Cannabis, The Hague, Netherlands

Recreational cannabis has been allowed in ‘Coffee Shops’ in the Netherlands since 1976 and
are considered part of the governance and responsibility of addiction care services within
the Department of Health; however, licensing of coffee shops to legally sell cannabis for
recreational use occurs at a local government level.
In the coffee shop setting, a person is allowed to possess a maximum of five grams and
growing is illegal. The ‘back door’ wholesale supply chain is not effectively or actively
regulated and consequently there are many illegal growers and the predictable issues
regarding quality control. This system had been in place 25 years prior to the Dutch medical
cannabis program and continues to this day.
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The genesis of the Dutch medical cannabis program was driven by both patient and political
lobbying. Medical cannabis products were first available in pharmacies from September
2003. The OMC described the evolution of the program through to current day operations.
The Dutch program has been based on creating a quality controlled medical paradigm to
ensure safe product was available within the Netherlands for medical use.
A tender process was adopted and originally there were two suppliers; however, currently
there is only one. Moves are afoot to open another tender process to provide for equity in
the market for domestic demand. The same tender process was adopted by Germany in
later years as described above. The tender process requires there to be a contracted
grower, appropriate laboratory and a pharmaceutical packager. The current supplier
provides the Dutch with five strains of cannabis in varying THC:CBD ratios, two of which are
granulated products.
No import of medical cannabis products is allowed in the Netherlands. Unlike Australia,
doctors do not need to obtain exceptional licences or approval from the OMC to prescribe
as product supply is assured and recorded via the established supply chain. When initially
developed, patients needed to pay the full cost of medical cannabis. Between 2003 and
2017 more insurers included cannabis as a covered product. Costs of medical cannabis
products in the Netherlands are controlled under the tender process and subsequently all
varieties have a fixed price. Currently, the OMC is looking at the established tender process
with a view to improve its operations in the Netherlands.
CBD is considered a
medicine in the
Netherlands, like Germany,
and included in the Opium
Law or Opiumwet. The
OMC is aware of illegal
CBD-containing food
supplements being sold.
The Dutch OMC concurred
with the experience of
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Figure 12 Canal in The Hague, Netherlands

other medical cannabis regulators that it is very important to monitor and learn from
patient outcomes with these substances. Please see the Appendix for further detail on
features of the Dutch regulatory approach to medical cannabis.
Shortly after meeting with both BfArM in Germany and the OMC in the Netherlands, an
article was jointly authored by the two regulators in a peer-reviewed journal specifically
considering key elements of legal frameworks on medical cannabis (17). The elements
identified by Knöss et al included:
•

Implementation of the Single Convention

•

Regulations for unproven medical cannabis products

•

Regulations for narcotic drugs

•

Provisions defining borderlines between narcotic drugs, unproven medical cannabis
products and foods

•

Rules for prescribing

•

Responsibility for clinical practice

•

Routes of administration

•

Quality Standards

•

Cultivation and supply

•

Monitoring programs

•

Public communication and information

•

Reimbursement or subsidisation of medicines costs; and

•

Incentives to generate scientific data

The authors note that within each of these elements there is a set of further factors which
would need to be considered in the local context. The article succinctly highlights the
complexity of high-level issues regarding medical cannabis regulation approaches.
Ottawa, Canada
Access to medical cannabis in Canada was first legalised in 2001 when the Marihuana
Medical Access Regulations (MMAR) came into force. This program was established in the
wake of court decisions determining that Canadians have a constitutional right to
‘reasonable access’ to cannabis for medical use.
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Under the MMAR, Canadians were able to grow cannabis for their personal medical use at
home. Since the MMAR was created there have been further iterations as the medical
cannabis and litigation landscape evolved in Canada. In 2013 the MMAR was abandoned
under the Marihuana for Medical Purposes Regulations which then mandatorily required all
medical cannabis products to only be manufactured and sold by commercially licensed
producers. This effectively prevented any person from growing their own supply at home.
In 2016 a further iteration was introduced with the Access to Cannabis for Medical Purposes
Regulations again following further litigation regarding a Canadian individuals Constitutional
right to ’reasonable access’. The implementation of this decision of medical use allowed for
both federally licensed commercial operators to operate and for patients to be legally
allowed to grow at home (or be supplied by a designated producer) for medical purposes
only. In 2018 when legalisation for recreational cannabis use was sanctioned, the medical
program was retained in the Cannabis Act and Cannabis Regulations.

Figure 13 The Canadian Parliament House on Parliament Hill from Alexandra Bridge, Ontario/Quebec border, Canada

Under the current medical program, patients with an authorisation from a health care
practitioner can access cannabis for medical purposes through three pathways:
•

Buy directly from a federally (Health Canada) licensed seller;

•

Register with Health Canada to produce a limited amount of cannabis for their own
medical purposes; or

•

Obtain from a person designated to produce it under licence specifically for that
patient.
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It was evident from the time with Health Canada regulators and representatives that the
Canadian history of cannabis medicalisation, decriminalisation and legalisation has been
littered with many litigation challenges. Every version of a federal medical cannabis
regulatory scheme had been challenged in court, primarily focussing on Section 7 (a legal
right to life, liberty and security of person) of the Canadian Charter of Rights and Freedoms
which forms part of the Canadian Constitution Act 1982. Health Canada regulators advised
the current medical program continues to be subject to high levels of litigation, despite
recent legalisation of recreational use.
As has been discussed
earlier in this report,
cannabis became
available for
recreational use in
Canada in October
2018. Subsequently,
there now exists two
distinct cannabis access
Figure 14 The Supreme Court of Canada, Ottawa, Canada

schemes administered

by Health Canada – medical and recreational. The logic for maintaining the medical program
is to ensure patients who require cannabis for medical purposes can legally access highquality-controlled pharmaceutical products. The medical scheme will be reviewed five years
after legalisation came into force in Canada to assess relevance as the recreational market
becomes established.
Under the current medical paradigm, there are public possession limits for authorised
patients. These are either the lesser of 150 grams or a 30-day supply of dried cannabis (or
equivalent of non-dried form) in addition to the 30 grams that a person may hold in Canada
for recreational purposes. Therefore, a patient who is legally authorised to possess cannabis
for medical purposes in Canada is also allowed to possess cannabis for recreational use. This
allowance appears incongruous with good patient care and clinical outcomes. By allowing
for concurrent medical and recreational possession and use, it would be near impossible for
a health care practitioner to be able to accurately assess response to therapy and treat a
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patient accordingly. This risk-benefit assessment would also need to be considered in the
context of insufficient high-quality clinical evidence being available to support the use of
cannabis products in medical conditions, potentially placing a patient at greater risk of
cannabis-related harms.
As of June 2019, there were over 363 000 patients registered with Health Canada licensed
sellers of medical cannabis
products. There were almost 29
000 patients registered with
Health Canada for personal or
designated production for
medical purposes at 30 June
2019. Of these 29 000
registrations, approximately
95% were for personal
production. The remaining 5%
were producers on behalf of

Figure 15 Health Canada building location in Ottawa, Ontario, Canada

patients. The provinces of
Ontario and British Columbia make up 56% of all medical cannabis registrations in Canada.
There were 92 federally licensed sellers of medical cannabis products as of April 2019.
Please see the Appendix for further detail on features of the Canadian medical cannabis
approach.
In order to better understand the patterns of both medical and recreational cannabis use
within the country, Health Canada conducts the annual Canadian Cannabis Survey (CCS)
(circa 2017) and Statistics Canada conducts the quarterly National Cannabis Survey
(collecting data every three months since February 2018). These surveys represent a
significant investment to gain more detailed information of both recreational and medical
cannabis use patterns to inform regulatory and public health education programs into the
future. These two cannabis specific surveys are complemented by general population and
student drug use surveys, akin to the Australian Household Drug Survey conducted by the
Australian Institute of Health and Wellbeing.
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There is potential for a national cannabis specific survey examining cannabis use patterns to
be emulated within Australia to better inform our understanding of the variable factors at
play regarding medical and illicit cannabis use. As demonstrated in the graph below from
the United Nations Office on Drugs and Crime (UNODC), the use of cannabis in Australia is
not far behind Canada and the USA.

Figure 16 Graph displaying an international comparison of past-year cannabis use between the ages of 15-64 in the general
population (18)

With respect to the legalisation of recreational use, Health Canada has promoted a public
health approach which is specifically aimed at shifting focus from criminalisation to harm
minimisation. This approach has four central components being education, prevention of
problematic use, protection through appropriate regulation and monitoring use &
compliance. The Cannabis Act created a control framework designed to protect the public
whilst also allowing access (see Figure 17).
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Figure 17 Graphic of the public health regulatory control framework applied under the Canadian Cannabis Act (19)

The public health approach to recreational use was interesting to observe and learn about
first hand. It was obvious that significant time and investment had been dedicated to
creating this framework. The world watches with anticipation to see and learn from the
public health approach Canada has implemented to legalise cannabis for recreational use.
Careful consideration and evaluation of public health harms will be required before many
conclusions can be drawn.
United States of America
The United States of America (USA) has a varied regulatory landscape and profile of activity
with respect to cannabis possession and use – both for medical and recreational purposes.
Approximately 36 states have provided a mechanism for patients to access cannabis for
medical purposes while 12 have recreational cannabis schemes. More states are considering
allowing for recreational models. A timeline of progress has been provided from the
National Conference of State Legislatures in Figure 18 below.

43

Figure 18 Timeline of USA state-based cannabis policies, both medical (yellow) and recreational (white) (20)

At the federal level, cannabis is considered a ‘Schedule 1 Controlled Substance’ under the
US Controlled Substances Act 1970. This means the use of cannabis for any purpose, medical
or otherwise, is not permitted due to its high potential for abuse, the current lack of
accepted medical use, and the lack of accepted safety for use under medical supervision.
This was the same issue in Australia until cannabis was included in Schedule 8 of the Poisons
Standard in November 2016 to allow for further medical research and to enable appropriate
timely access to medical cannabis products for human therapeutic use.
Despite the current classification of the cannabis plant in the USA, there are cannabinoidbased products approved by the US Food and Drug Administration (FDA) for medical use (via
prescription from a prescriber) including dronabinol in 1985 for nausea from cancer
chemotherapy, nabilone in 1985 for treatment refractory nausea and, more recently,
cannabidiol for rare types of treatment refractory paediatric epilepsy. Unlike Australia,
nabiximols are currently not approved for use as a medicine in the USA.
There has been much commentary and interest from many different professional areas and
industries on cannabis regulation in the USA. The three different broad approaches to
regulating drugs are medicalisation, decriminalisation and legalisation (recreational use). In
practice, decriminalisation means that possessing small amounts of cannabis without a legal
authority no longer results in the person recording a criminal conviction or a jail sentence.

44

In examining the different models of medical cannabis regulation in the USA it is useful to
describe the current differences across the country with respect to the three broad
approaches to the regulation for cannabis. The map provided in Figure 19 from the National
Conference of State Legislatures identifies the current schemes in place for each state in the
USA.

Figure 19 Legal provisions regarding the use of cannabis across the United States of America (20)

There are significant differences also within states. Many counties or cities within states
where cannabis has been deregulated maintain prohibition on cannabis possession, medical
use and/or recreational use. An example has been provided below in the discussion on the
approach in Colorado.
Another area of interest which has an interface with medical cannabis regulation is the
classification of CBD derived from Industrial Hemp in the USA and other countries. Industrial
hemp is cannabis that has been cultivated from very low concentration THC (typically less
than 1%) seed for industrial purposes only e.g. clothing, food products, paper, biofuel and
building materials. Typically, industrial hemp has a high CBD content and due to interest in
the potential but unproven therapeutic effects of CBD, has been promoted heavily in the
USA in food products making unsupported claims of therapeutic benefit. The FDA has
consistently warned the public regarding false claims of therapeutic benefit from CBD
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containing food products. The FDA has also noted that studies on many of these products
contain variable, if any, CBD. During my time with state and county regulators there was
consistent feedback regarding the lack of action by the FDA regulating CBD. The majority
expressed an opinion that action should have been taken some years ago to prevent CBD
being manufactured in food products for human consumption due to the unknown effects
of this substance in the body.

Figure 20 Photographs of a cannabidiol (CBD) containing beverage available from local supermarkets in the USA

A further important feature of the American medical cannabis experience lies in
understanding how laws are made in each state by direct democracy. This differs to the
Westminster system in Australia and the republican representative model of democracy at
the federal level in the USA. Direct democracy is a system where the majority vote of a
populace can result in a legislative change, so long as a Governor does not veto the
proposition. These are called ballot initiatives which are a petition signed by a minimum
number of registered voters which compels the Government of a legislature to either enact
the law or hold a referendum. Most changes in cannabis laws at a state level in the USA
have occurred via this mechanism. It is an example of ‘people power’ but also carries the
limitation of not necessarily representing the balanced view of the entire population or
specialist expertise on the topic being considered.
The challenge of contrast between federal and state law has created a myriad of issues for
medical and recreational cannabis access in the USA. An example is the use of the term
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‘prescription’ which is not able to be utilised in the states due to the interpretation of the
term at a federal level. Most states have adopted an alternative term e.g. ‘authorisation’ or
‘certification’ for medical cannabis orders.
Boston, Commonwealth of Massachusetts
Cannabis for medical purposes has been legal in Massachusetts since November 2012. The
authority responsible for administering this program was the Department of Public Health
up until December 2018 when it was transferred to the Cannabis Control Commission (CCC)
as shown in the image below.

Figure 21 Timeline of medical cannabis regulation and relevant events in Massachusetts, USA (21)

The CCC was set up as an independent body in response to a November 2016 approval by
voters to allow for recreational cannabis use in Massachusetts. The CCC includes five
commissioners with each having independent expertise in one of the following areas: public
health, finance, regulation, social justice and public safety. Commissioners Kay Doyle and
Jen Flanagan were generous with their time a free exchange of experiences in regulating
medical cannabis occurred. There was the shared understanding during this exchange of the
challenges and complexity of issues regarding cannabis regulation. The tendency for
litigation against the commission was significant in comparison the litigation environment in
Australia. This was a common feature of meetings regarding cannabis regulation in the USA.
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Figure 22 Comparison of features of both the medical and recreational cannabis access programs in Massachusetts, USA
(21)

The approach in Massachusetts is relatively comprehensive with a full suite of licences
covering all relevant activities as shown below which applied to both medical and
recreational regulation. Very similar processes to Australia are in place for assessing the
suitability of a licence applicant, such as a fit and proper person test.
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Figure 23 The different licence types in Massachusetts to regulate cannabis, both medical and recreational (21)

One aspect of the Massachusetts framework of note was the requirement for licensees to
maintain policies and procedures that ensure energy efficiency and meet defined
conservation measures. Energy efficiency considerations have not yet received great
attention in Australia.
There was consensus during our exchange that the public health outcomes of permitting
recreational cannabis use were very important to monitor and report on. The
commissioners noted that there was a suite of specified prohibited practices regarding the
advertising, marketing, labelling of products, training of staff members (called ‘marijuana
establishment agents’). At the time of my visit there were 49 operating medical cannabis
dispensaries in Massachusetts, with another 106 having received provisional registration.
Please see the Appendix for further detail on features of the Massachusetts medical
cannabis approach.

Figure 24 Map of Massachusetts colour coded by county to identify the spread of registered medical cannabis dispensaries
as of 7 February 2019 (21)
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New York City, New York
The New York State (NYS) Medical Marijuana Program (MMP) is administered by the New
York State Department of Health and has been in force since July 2014 under the
Compassionate Care Act. NYS is the only state visited in the USA during the Fellowship which
had not allowed for recreational cannabis use. Medical practitioners must complete a staterun education program and register before being able to prescribe medical cannabis for
patients.
Like the Australian approach, the NYS MMP regulates the cultivation, manufacture and
supply of medical cannabis products to people with certain serious medical conditions. That
is where the similarities end. The NYS MMP includes a list of qualifying medical conditions.
Products available include oils, capsules, oral powders, tablets, oral sprays and vaping
cartridges. The use of vaping cartridges is controversial for the delivery of any substances
due to safety concerns with delivery devices and the toxic excipients formulated within the
vaping liquid. Smoking and edible products are not permitted in the NYS program.
The most common conditions registered for patient use are: chronic pain (~53%),
neuropathies (~15%) and cancer (~12%). Also, 5% of registered patients are known to be
terminally ill at the time of visit, and over 40% of registered patients are over the age of 50.
Approximately 2 500 practitioners were registered along with approximately 105 000
certified patients. There are ten different registered organisations who are licenced to
manufacture and dispense from approved locations (approximately 40 locations)
throughout NYS.
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Figure 25 Infographic of the New York State Medical Marijuana Program (22)

The list of qualifying conditions included in the NYS MMP do not have high-quality evidence
for benefit and safety for a specific medical cannabis product at a specific dosage. The only
clinical guidance that is available to practitioners from the NYS MMP was for post-traumatic
stress disorder and opioid use disorder. Again, this provision of guidance was despite a
dearth of quality evidence supporting the use of cannabis to treat these conditions. Neither
of the clinical guidance documents provide reference to peer-reviewed published literature
to support the advice. This is in stark contrast to the clinical guidance documents
commissioned and published by the TGA in Australia, which have been prepared with a
focus an evidence-based approach and consideration of safety, efficacy and quality. Please
see the Appendix for further detail on features of the NYS medical cannabis approach.
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Denver, Colorado
Medical cannabis has been available in
Colorado since 2000 when Amendment 20
was passed by voters which amended the
Colorado constitution. This allowed
patients to grow medical cannabis for
their personal use. In 2010 House Bill 101284 was passed by the Colorado General
Assembly which created a legal
framework for commercial medical
cannabis centres where patients were
able to buy medical cannabis. Senate Bill

Figure 26 Seal of the State of Colorado at the Department of
Public Health and Environment, Denver, Colorado

10-109 was also passed in 2010 which
established a regulatory framework for doctors to be able to authorise treatment.
Ballot initiative Amendment 64 passed in 2012 which established legalisation of recreational
cannabis use for people over the age of 21 in Colorado. This also allowed for home growers.
Between 2012 and 2018 there were significant legislative milestones which were put in
place to establish the recreational market in Colorado. These included creation of a Task
Force A64 to identify legal, policy and procedural issues; establishment of a taxation scheme
for the recreational market; establishment of a research program specifically targeted at
investigating the health effects of medical cannabis use; and development of a broader suite
of licences to allow for research and development.
Medical cannabis in Colorado is overseen by the Board of Health Rule and the Colorado
Department of Public Health and Environment (CDPHE) whilst recreational cannabis is
administered by the Department of Revenue. The CDPHE also had a significant role in
providing expertise and advice on the implementation of recreational cannabis in Colorado.
The CDPHE maintain a medical cannabis registry, conduct cannabis related health
monitoring and research, provide recreational cannabis education and youth prevention,
laboratory work (including cannabis lab inspections and maintaining a cannabis reference
lab) and conduct public consultation on emerging regulatory approaches e.g. edible
cannabis safety and proper disposal of cannabis waste. Other agencies involved in the
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broader cannabis regulation landscape in Colorado include the Departments of Education,
Human Services, Labour and Employment, Transportation, Health Care Policy and Financing,
and Public Safety. This was the most interconnected Governmental regulatory approach
witnessed during the Fellowship.

Figure 27 Churchill Fellow with Dr Elyse Contreras and Ms Jessica Neuwirth of the Colorado Department of Public Health
and Environment, Denver, Colorado, USA

Despite the relatively dynamic state of cannabis regulation in Colorado, more than half of all
counties prohibit the use of cannabis for medical purposes as displayed below.
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Figure 28 Map indicating the regulatory status of medical cannabis across the counties within Colorado published by
Colorado Counties Incorporated (23)

Taxation of the recreational cannabis industry has created opportunity for health research
into the effects of cannabis use to be relatively well resourced and subsequently researchers
within Colorado have been able to investigate a mixture of different hypotheses. Since 2014
over $1 billion USD from taxation, licences and fee revenue has been raised in Colorado and
utilised for public health initiatives to promote health safety efforts.
Doctors are not able to issue prescriptions in Colorado for medical cannabis due to federal
law. Instead patients and doctors are registered with the CDPHE and patients are issued
with a registry card which ‘certifies’ them to present at ‘dispensaries’ for supply of products
or to grow their own cannabis at home for medical use. These ‘certifications’ are valid for
one year and a patient must revisit their doctor at least annually for renewal. Severe pain is
consistently the most common condition which medical cannabis is prescribed/used to
treat. There are no minimum requirements for a doctor to become registered to treat a
patient with medical cannabis in Colorado. A caregiver can also be registered to grow on
behalf of a patient. Please see the Appendix for further detail on features of the Colorado
medical cannabis approach.
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San Francisco, California
Cannabis for medical purposes has been legally available in California since 1996 when
Proposition 215 (the Compassionate Use Act of 1996) was approved. There had been many
years of medical cannabis bills being vetoed by the Governor prior to this proposition. This
Proposition legalised the use, possession and cultivation of cannabis by patients with a
doctor’s recommendation for treatment of cancer, AIDS, anorexia, chronic pain, spasticity,
glaucoma, arthritis, migraine or any other illness for which the plant may provide relief. This
was a significant regulatory change for the medical use of cannabis in America with many
more states to follow suit in the years to come, despite the lack of high-quality clinical
evidence to support its use for medical conditions and federal government prohibiting any
use of cannabis.

Figure 29 City Hall of San Francisco, USA

The genesis of this movement came from the City and County of San Francisco in the early
1990s. Proposition P was passed by San Francisco voters in 1991 and corresponding
resolution passed by City Hall in August 1992 to make the arrest and prosecution of those in
possession of, and cultivating for personal use, cannabis for medical use the lowest priority.
Furthermore, this resolution also called for a letter from a doctor to be used as evidence
that cannabis could be used in alleviating ‘the pain and suffering of that patient’s medical
condition.’ This allowed the sale of medical cannabis to AIDS patients through buyer’s clubs.
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San Francisco regulators noted that this early compassionate care paradigm did not have
any rules, permit requirement or legal framework – these formally came into effect years
later in 2015.
This historical perspective was the rationale for visiting San Francisco, to learn from the
experience in regulating medical cannabis and subsequent legalisation of recreational
possession, use and cultivation in 2016 through the Californian Adult Use of Marijuana Act
(Proposition 64). This was operationalised in San Francisco from 1 January 2018 by the San
Francisco Office of Cannabis (SFOC).

Figure 30 Churchill Fellow with Mr Jeremy Schwartz and Mr Eugene Hillsman of the San Francisco Office of Cannabis, San
Francisco, USA

The Bureau of Cannabis Control California is the state-wide lead agency responsible for the
regulation of commercial licences for medical and recreational cannabis use. The Bureau
licences retailers, distributors, testing laboratories, microbusinesses and temporary
cannabis events throughout California. In 2015 the state legislature established a regulatory
framework for the licensing and enforcement of cultivation, manufacturing, retail sale,
transportation, storage, delivery and testing of medical cannabis, which collectively is
known as the Medical Cannabis Regulation and Safety Act. Once Proposition 64 was passed,
these two concepts were integrated in June 2017 to create a single regulatory system to
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govern the entire industry in California called the Medicinal and Adult-Use Cannabis
regulation and Safety Act.
The SFOC was established to develop and deliver cannabis policy and enforcement of
California’s Proposition 64 in the City and County of San Francisco. The SFOC is not
responsible for the administration of the medical cannabis program in San Francisco which
is administered by the San Francisco Department of Public Health. This program involves the
issuance of a medical cannabis card from the Department of Public Health which allows a
patient to purchase cannabis from a registered dispensary in accordance with the directions
of a doctor. An exchange of experiences occurred with regulators from both agencies to
learn from their experience.
A number of common issues between medical and recreational models were raised during
this discussion including quality control and pesticide management, the economics of supply
and demand in the domestic intra-state market, implementing similar but disparate
regulatory programs, challenges navigating the complex bureaucracy of government in the
USA, federal cannabis prohibition impact on the industry, and maintaining a balance
between education and enforcement in real time whilst the industry develops and matures
in a legitimate and regulated environment.
The overall observation during these exchanges was that the advent of recreational
cannabis use had disintegrated the perceived value and interest in the use of cannabis for
medical purposes. There were still patients accessing cannabis via the medical program in
California and its counties, but research activity in pharmaceutical drug development and
use in clinical practice is no longer high on the public policy agenda. The populist desire for
access to recreational cannabis use was significant in California and ahead of all other
jurisdictions around the globe since the signing of the Single Convention. The law-making
process in California had enacted the will of the people. As highlighted earlier in this report,
this law making framework has the potential to omit important considerations of the public
health impact of widespread cannabis access and use in California. There was very little
evidence of a focus on collection of data to understand the patterns of use, effects of use
and population level trends. These are significant considerations of access models observed
in other countries, and to an extent other states within the USA, to help evolve the
collective understanding of the different forms of medical cannabis products to improve
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outcomes. Reflections from other regulators within the USA noted similar lessons that had
been learned from the Californian experience of medical cannabis use over the past 25
years.

58

Conclusions and Recommendations
The Fellowship was a once in a lifetime opportunity. It was personally challenging and
professionally stimulating. Through this journey there is now another member of a global
network of medicines and cannabis regulators with whom information and experiences can
be shared.

Figure 31 The Golden Gate Bridge, San Francisco, California, USA

Interestingly, and perhaps unsurprisingly in retrospect, the major conclusions of the
Fellowship do not directly align with original expectations. The original hypothesis for the
Fellowship was to see and learn about older, more established medical cannabis regulatory
schemes in other countries in the belief that improvements could potentially applied to the
approach in Australia. What the Fellowship found was a patchwork of disparate regulatory
approaches, some with similarities to Australia, all attempting to balance medicines safety
considerations and patient access expectations to these essentially unproven substances.
Upon reflection during travel and arriving back in Australia, the original aims of the
Fellowship did not meet expectations, however with time and deeper rumination of the
myriad of issues in each location, the global regulatory landscape and Australia’s regulatory
approach, it has become apparent that there is a significant, albeit obvious, missing piece of
this complex puzzle. The scientific community do not yet know with definitive expertise
enough about what certain cannabis products or cannabinoids do to the human body at
specific doses to be able to safely make it routinely available in our normal medicines access
paradigm.

Without exception, every regulator, public health professional, policy maker and medicines
expert I was fortunate enough to spend time with shared the opinion that there is much
more for the greater scientific community to research, learn, understand and publish about
medical cannabis in clinical practice. This learning needs to occur throughout the
therapeutics research chain from botanical, pre-clinical, clinical and epidemiological
surveillance research.
As a result of these considerations, the recommendations of this Fellowship aim to address
the gaps in knowledge about the potential role of cannabinoids in treating medical
conditions, and subsequently inform the current regulatory and policy landscape to enable
safe and timely supply.
These recommendations are addressed primarily to the scientific and medicines regulation
community from agricultural and botanical research scientists through to health care
providers. As with any other quest for knowledge, any person who is involved or impacted
by medical cannabis regulation, can contribute to or advocate for further scientific research
to support the development of a high-quality knowledge base to inform safe and effective
clinical practice.
Recommendations of the Fellowship include the need for:
o Increased agronomic and botanical research to inform our fundamental scientific
understanding of the cannabis plant and its constituents;
o Increased pre-clinical research to inform the fundamental pharmacological,
pharmacodynamic and pharmacokinetic properties of the different cannabinoids and
their effect on the human body;
o Significantly increased high-quality human clinical trial research to inform the
development of profession-led, high-quality evidence-based clinical practice guidelines
to ensure safe and effective use of medical cannabis products;
o Increased epidemiological and surveillance research to better inform our understanding
of the use patterns, harms and benefits of cannabis use in Australian society;
o Ensuring routine data collected under the current medical cannabis regulatory programs
are analysed and published to contribute to and enhance our understanding of its
potential clinical applications;
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o Medicines regulators to remain open to emerging high-quality evidence on the use of
medical cannabis products in different medical conditions and settings to guide the
ongoing refinement, development and ratification of dynamic public health policy and
regulatory decisions; and
o Public health education programs to continue educating the public on the known harms
of extra-medical cannabis use particularly in at-risk populations and health conditions.
It is unlikely that these findings will be significantly controversial, as the scientific and
medical communities have acknowledged for some time that significantly more high-quality
evidence for the medical use of cannabis products in many medical conditions is needed
(24).
The recommendations will likely provide a challenge for some parts of the industry as
funding for high-quality research is not readily and easily available. Conflicts of interest with
pharmaceutical company funding of specific trials and research agendas needs to be
avoided in order to allow researchers to ply their craft in a completely transparent and
independent manner to protect the impartiality of their findings. Balancing the need for
funding and the potential value of medical cannabis as a medical intervention in certain
conditions will be difficult.
If the opportunity to repeat the Fellowship was available, there are some potential
improvements that could be made. Firstly, the number of destinations visited would be
reduced and more dedicated time spent in each. This would have allowed a much deeper
dive than was possible in the relatively short time in each of the ten cities visited. Serious
consideration would be given to visiting the FDA in Washington, DC. This would have
provided a contrasting expert opinion on the administration of the Single Convention in the
USA and the divergence with what has evolved in many states. Additionally, consideration
would have to be given to visiting the WHO in Geneva, Switzerland. The WHO plays an
integral global leadership role in considering the risks and benefits of cannabinoids for
global health.
A source of great pride during the Fellowship was being able to share information about
Australia’s world-class medicines registration scheme and the universal healthcare system in
our country, including our Medical and Pharmaceutical Benefits Schemes. Society does not
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often reflect on these systems and how lucky Australians are in comparison to other nations
without publicly funded programs. These form a fundamental pillar of a prosperous and
vibrant society.
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Dissemination
The dissemination of information contained within this report will occur primarily through
the provision of the written report and, more frequently, oral presentations. I have already
carried out initial dissemination of the Fellowship’s findings with my professional networks
and colleagues.
The findings of this report will be shared with:
•

The Winston Churchill Memorial Trust

•

The Tasmanian Government Department of Health

•

The Tasmanian Government Minister for Health

•

The Tasmanian Government Minister for Mental Health and Wellbeing

•

The Tasmanian Government Department of State Growth

•

The Tasmanian Government Department of Primary Industries, Parks, Water and
Environment
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•

The Commonwealth Department of Health

•

Other Australian jurisdictional cannabis and medicines regulators

•

Peers and colleagues through formal and informal presentations and interactions
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Appendix – Comparison of features of medical cannabis regulatory
programs
Location

Medical
cannabis
program &
year
introduced

Cultivation &
manufacture

Personal
cultivation
allowed

Mandatory
prescriber
education or
further
specialisation
required

Patient access

Specific
products
available

Clinical guidance
documents

Recreational
Program &
year
introduced

Comments

Australia

Yes – 2016

Domestic
supply and
export.
Cannabis (e.g.
flowers,
leaves) or
cannabis resin
cannot be
exported
unless listed
on the ARTG.

No

At a minimum,
all states and
territories
require a
relevant
specialist
medical
practitioner to
support
prescribing

Any cannabis
product
(includes CBD)
requires a
prescription
from a
prescriber

Imported
unregistered
products,
domestic
supply chain
still developing

TGA endorsed
evidence Guidance
Documents on a
small number of
conditions

No

Not
subsidised
or funded in
any
jurisdiction
except
Tasmania

Israel

Yes – 2001

Domestic
supply and
international
export

No

‘Cannabinoid
course’
administered
by the Ministry
of Health must
be completed
by pharmacists
and prescribers

Any cannabis
product
(includes CBD)
requires a
prescription
from a
prescriber

Cannabis, THC
and CBD
products can be
purchased from
pharmacies
with a
prescription
from a
prescriber

The Green Book –
non-referenced
book providing
clinical advice on
the use of cannabis
for many medical
conditions

No

Topical CBD
products
available
over the
counter

Location

Medical
cannabis
program &
year
introduced

Cultivation &
manufacture

Personal
cultivation
allowed

Mandatory
prescriber
education or
further
specialisation
required

Patient access

Specific
products
available

Clinical guidance
documents

Recreational
Program &
year
introduced

Comments

Germany

Yes – 2017

Domestic and
export –
Government
owned
process –
tendered to
multiple
contracted
commercial
entities
(includes
growing,
packaging
and
distribution)

No

No, however
mandatory data
submission
requirements
exist to inform
epidemiology
of prescribing

Any cannabis
product
(includes CBD)
requires a
prescription
from a
prescriber

At this stage, no
domestic
product is
available,
replying on
importation of
products from
other countries
(Primarily
Canada and
Netherlands)

No

No

Domestic
supply not
yet
available,
products are
funded
under
national
insurance
scheme

Netherlands

Yes – 2003

Domestic and
export –
Government
owned
process –
tendered to a
contracted
commercial
entity

No

No

Any cannabis
product
(includes CBD)
requires a
prescription
from a
prescriber.
Dispensed
from

5 specific
products
produced on
behalf of
Government: all
are dried
cannabis
flowers with
varying

A document is
available called
‘Summary of
Product
Characteristics’
which provides
unreferenced
details regarding
the five products

1976 Coffee
Shops can sell
cannabis for
recreational
possession
and use
within the
premises

CBD is
considered
as part of
the cannabis
plant and
therefore a
medicine.
Illegally sold
in foods.
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Location

Medical
cannabis
program &
year
introduced

Cultivation &
manufacture

Personal
cultivation
allowed

Mandatory
prescriber
education or
further
specialisation
required

(includes
growing,
packaging
and
distribution)

Patient access

Specific
products
available

Clinical guidance
documents

community
pharmacies

standardised
concentrations
of THC and CBD

available on a
prescription in the
Netherlands

Recreational
Program &
year
introduced

Comments

Canada

Yes – 2001

Domestic
supply and
export of
proprietary
products
(export
excludes
plant leaves,
flower or
resin)

Yes

No, prescribers
must be
registered but
no specific
training is
mandated

Patients who
have an
authorisation
from a
prescriber can
purchase
from a
licensed
seller,
produce their
own supply or
designate a
producer

Not product
specific

Health Canada
have produced an
Information for
Health Care
Professionals –
Cannabis
(marihuana,
marijuana) and the
cannabinoids
document which
provides an
evidence brief, but
is not explicitly
clinical guidance

Yes – 2018

Patients are
permitted to
also possess
and use
cannabis for
recreational
purposes

Massachusetts

Yes – 2013

State only
(federally
prohibited)

Yes –
enough to
allow a 60day supply
as certified

Yes –
prescribers
must have
completed the
Massachusetts

Written
certification
by prescriber
for a
‘debilitating

A patient can
grow their own
supply or
obtain the
particular

No – the CPD
course a prescriber
undertakes must
explain the proper
use of marijuana,

Yes – 2018

CBD is sold
in many
food
products
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Location

New York
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Medical
cannabis
program &
year
introduced

Yes – 2014

Cultivation &
manufacture

State only
(federally
prohibited)

Personal
cultivation
allowed

Mandatory
prescriber
education or
further
specialisation
required

Patient access

Specific
products
available

Clinical guidance
documents

by
prescriber

Controlled
Substances
Registration
and have
completed an
approved
continuing
professional
development
(CPD) course on
cannabis

medical
condition’
which may
allow for any
amount
certified by
prescriber and
is dispensed
from cannabis
dispensaries
or grown at
home

product
certified from a
cannabis
dispensary

including side
effects, dosage,
and
contraindications,
including with
psychotropic
drugs, as well as
on substance
abuse recognition,
diagnosis, and
treatment related
to marijuana

No

Mandatory
education
required and
practitioner
must be
registered with
the NYS
Medical
Marijuana
Program

Certification
required from
practitioner,
then a
Medical
Marijuana
Registration
Card is issued

Any form of
cannabis can be
approved.
Patients
purchase from
a registered
organisation’s
dispensary.
Products
cannot be
smoking or
edibles.

No, however the
Department
approves the
training packages
which must be 2-4
hours in length and
cover specific
aspects of medical
cannabis use. The
MMP also
mandates the
‘qualifying’

Recreational
Program &
year
introduced

Comments

throughout
the USA

No

CBD is sold
in many
food
products
throughout
the USA

Location

Colorado
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Medical
cannabis
program &
year
introduced

Yes – 2000

Cultivation &
manufacture

State only
(federally
prohibited)

Personal
cultivation
allowed

Yes – up to
6 plants
(only 3
mature) or
as
medically
necessary

Mandatory
prescriber
education or
further
specialisation
required

Nil

Patient access

Patients are
included on
the Colorado
Medical
Marijuana
Registry and
receive a
Registration
Card. Written
certification
by prescriber
for a
‘debilitating
medical
condition’
which may
allow for any
amount
certified by

Specific
products
available

Clinical guidance
documents

FDA approved
products
(prescription)
from a
pharmacist

medical conditions
for which medical
cannabis may be
used

FDA approved
products
(prescription)
from a
pharmacist and
cultivated
cannabis
products as per
the registry

The Colorado
Department of
Public Health and
Environment has
published a 2-page
Medical marijuana
information for
physicians on the
effectiveness, side
effects, drug
interactions and
risks of cannabis
use

Recreational
Program &
year
introduced

Comments

Yes – 2014

CBD is sold
in many
food
products
throughout
the USA

Location

Medical
cannabis
program &
year
introduced

Cultivation &
manufacture

Personal
cultivation
allowed

Mandatory
prescriber
education or
further
specialisation
required

Patient access

Specific
products
available

Clinical guidance
documents

Recreational
Program &
year
introduced

Comments

FDA approved
products
(prescription)
from a
pharmacist and
cultivated
cannabis plants

Qualifying
conditions are
published and
include ‘Any
debilitating illness
where the medical
use of marijuana
has been "deemed
appropriate and
has been
recommended by a
physician’

Yes – 2016

CBD is sold
in many
food
products
throughout
the USA

prescriber and
is dispensed
from cannabis
dispensaries
or grown at
home
San Francisco,
California
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Yes – 1996

State only
(federally
prohibited)

Yes – no
limits –
dependent
upon
patient
needs

No

Cannabis
dispensaries.
Program is
voluntary for
registration
by patients

