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Cannabis for therapeutic purposes (medical marijuana) is a complex reality in many parts of the world. Laws and regulations
surrounding cannabis for therapeutic purposes around the world are evolving. The Marihuana for Medical Purposes Regulations
(MMPR) define roles and responsibilities pertaining to cannabis for therapeutic purposes in Canada. These regulations are lengthy

and technical but include information important to health professionals. This article presents a synopsis of elements within the

regulations that are important for health professionals. The purpose of this paper is to assist health professionals to understand the
structure and impact of these regulations. With a greater understanding of how cannabis for therapeutic purposes is regulated,
health professionals will be capable of engaging in more informed discussions with patients and colleagues, and will be better

equipped to navigate the new landscape of legal access.
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1. INTRODUCTION

The Marihuana for Medical Purposes Regulations (MMPR)
were published in the Canada Gazette Part II as a detailed and
carefully constructed 164 page document.[!! These regula-
tions contain information of relevance to health professionals;
however, due to the length and scope, the MMPR are diffi-
cult to read quickly and to interpret readily. For consistency
with the MMPR document marihuana will be used to refer
to marijuana (cannabis).

The MMPR were first published by Health Canada in June
2013 to replace the Marihuana Medical Access Program
(MMAP).I' There was a transition period before they came
into full effect on April 1, 2014. Since their publication there
has been considerable reaction from the medical commu-

nity expressing concern that the MMPR places Canadian
physicians and nurse practitioners in a gatekeeper role to a
controlled substance.!

The MMPR led to the emergence of licensed producers (LPs)
of cannabis for therapeutic purposes and the creation of a
medical cannabis industry that is reaching out to health pro-
fessionals for commercial purposes. Health professionals
with a deeper understanding of the regulatory environment
surrounding cannabis for therapeutic purposes will be better
equipped to engage in discussions with representatives of
LPs. Health administrators and members of the allied health
care team may also benefit from having a concise synopsis
of these regulations to assist with discussions and shared
decision making.

*Correspondence: Mark A. Ware; Email: mark.ware@mcgill.ca; Address: A5-140.1 Montreal General Hospital, 1650 Cedar Avenue, Montreal,

Quebec, H3G 1A4, Canada.
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This article presents a synopsis of the MMPR, specifically
focusing on elements relevant for health professionals. The
purpose of this paper is not to describe the risks and bene-
fits of cannabis for therapeutic purposes but to assist health
professionals to understand the structure and impact of the
MMPR. An excellent review of cannabis for therapeutic pur-
poses risks and benefits was recently published in JAMA.1*!
This paper does not address or compare the MMPR with reg-
ulatory approaches in US states (e.g. Colorado, Washington)
or other countries (Israel, Holland).

2. SYNOPSIS OF THE MMPR

2.1 Structure

The regulations are divided into seven parts; the majority
(parts 1, 2, 5 and 6) focus on the production and distribution
of dried cannabis and are of limited relevance to health pro-
fessionals. Given that herbal cannabis is not approved by the
Therapeutic Products Directorate of Health Canada, it is im-
portant for health professionals to be aware that the MMPR
contains extensive requirements for standards of production
facilities, quality controls, necessary security measures and

Table 1. Key points from the MMPR for HCPs

record keeping. For consistency with the MMPR document,
the term health care professional (HCP) will be used in this
synopsis to include licensed physicians and nurse practition-
ers. Key points are summarized in Table 1, and definitions
of terms used are provided in Table 2.

2.2 LPs (part 1)

The standards for production, import, export and distribu-
tion of cannabis are outlined in this section of the MMPR.
Note that “cannabis” in the MMPR refers to the dried herbal
form; in response to a Supreme Court ruling concerning the
provision of cannabis derivatives (R vs. Smith), on July 8
2015 Health Canada issued a section 56 exemption under
the Controlled Drugs and Substances Act to allow LPs to
produce and sell cannabis oil and fresh leaves.!*>! LPs may
provide cannabis to a client, or an individual responsible
for a client, or a hospital employee for the purposes of their
employment. LPs may ship cannabis to a HCP only if the
applicant has indicated, by means of a document signed and
dated by the HCP, that they will receive the cannabis on the
applicant’s behalf.

dried cannabis for the patient (in grams).

required.

this and reviewing the full regulations is recommended).

issued to allow LPs to prepare and provide oils and fresh leaves.

1. HCPs (licensed physicians and nurse practitioners) have the authority to provide a medical document for a patient to legally access dried cannabis.
2. Patients accessing cannabis for therapeutic purposes under these regulations are referred to as “clients”.

3. Patients require a medical document from a HCP as part of their registration with a LP to become a client.

4. The medical document requires both the HCP and client’s names and contact information, the location of the consultation and the daily quantity of

5. Only an original medical document can be accepted by an LP, and if a client changes to a different LP, then a new medical document will be
6. HCPs should be aware that LPs are obliged to keep information on their registered clients, including their medical document, and to provide
information to health Canada for auditing or upon legal request for an investigation.

7. HCPs should also be aware that information on serious adverse events must be recorded by the LP and kept for 25 years.
8. Cannabis will be shipped directly to the client, unless specified that a HCP will receive it on their behalf (extra conditions apply in situations like

9. The regulations clearly state that cannabis must not be sold or provided with any additives or in any dosage forms, but a recent exemption has been

10. HCPs should be aware that a client may not possess more than 30 times the daily quantity of cannabis up to a maximum of 150 g.

Requirements to be an LP include production facility secu-
rity, satisfactory employee security checks (criminal record
checks and law enforcement agency files), record keeping,
and notifications to local government, police, and fire offi-
cials. Product labeling, packaging, quality assurance, testing,
and recall procedures must be in place. Licenses to produce
may last up to three years and can be renewed. Licenses
may be suspended or revoked for failure to comply with the
regulations.

2.2.1 Adverse reactions

Any serious adverse reaction (defined in Table 2) must be
reported in the form of a case report by the LP to Health
Canada within 15 days of the LP becoming aware of the
reaction. LPs must also provide an annual report containing
80

concise and critical analysis of all serious adverse reactions
to Health Canada for review. This has obvious implications
for HCPs as it is likely that they will be the “first respon-
ders” to such adverse reactions and will need to notify the
LP who provided the cannabis. There is no indication from
the MMPR about specifically how the LPs will be trained to
identify and report adverse events.

2.2.2 Packaging requirements

Packaging is to be secure, emit no odour, and designed to
prevent identification of contents without being opened. Ship-
ments are to be tracked and addressed only to the client or the
person responsible for the client, in a quantity not exceeding
150 g.

ISSN 1927-6990 E-ISSN 1927-7008



www.sciedu.ca/jha Journal of Hospital Administration 2015, Vol. 4, No. 5

Table 2. Definitions

1. Health care practitioner (HCP) - a medical practitioner (registered and entitled under the laws of a province to practice medicine in that province) or
nurse practitioner (permitted to prescribe dried cannabis in the province in which they practice)

2. Client - person registered with a licensed producer

3. Cannabis / marihuana - Cannabis, its preparations, derivatives and similar synthetic preparations, including: Cannabis resin; Cannabis (marihuana);
Cannabidiol; Cannabinol; Nabilone; Pyrahexyl; Tetrahydrocannabinol; but not including: Non-viable Cannabis seed, with the exception of its
derivatives; Mature Cannabis stalks that do not include leaves, flowers, seeds or branches; and fiber derived from such stalks®®

4. Adverse reaction - a noxious and unintended response to dried cannabis

5. Serious adverse reaction — a noxious and unintended response that require in-patient hospitalization or prolongation of existing hospitalization; that

cause congenital malformation; that result in persistent or significant disability or incapacity; that are life-threatening or that result in death.
6. Case report - a detailed record of all relevant data associated with the use of dried cannabis by a person

Cannabis will be shipped with inner packaging that describes
the contents as “Dried marihuana / marihuana sechée” with
the percentages of delta-9-tetrahydrocannabinol (THC) and
cannabidiol (CBD). The label must also state or contain the
weight in grams, a scheduling symbol “N” for narcotic,!%!
a statement to “Keep out of reach of children”, other stan-
dard medication labelling details (e.g. LP name and address,
brand name, lot number, storage conditions, packaging date,
expiry date or equivalent explanation),/’! and the note “Im-
portant: Please read the Health Canada document provided

with this package before using dried marihuana”.

Cannabis will be shipped with additional personalized pack-
aging and an accompanying document. The accompanying
document will include: the client name and surname; the
name, surname and profession of the HCP who provided
the medical document; the daily quantity (grams) as indi-
cated on the medical document; the expiry date of the client’s
registration; and the shipping date.

2.2.3 Licensed producer obligations for information shar-
ing

LPs are obliged to provide to Canadian police, upon request
relating to an investigation, the name of the client or individ-
ual responsible for the client, and the daily quantity specified
on the medical document. LPs are also obliged to provide
information about an HCP, upon request by the licensing
authority responsible for the registration or authorization of
the HCP’s profession, for the purpose of assisting an official
investigation.

2.3 Client registration and ordering (part 2)

The regulations do not specify who is eligible for cannabis
for therapeutic purposes, including inclusion/exclusion crite-
ria. They are also silent on mechanisms to ensure compliance
including the use of urinary drug testing and contracts. These
issues are raised in other clinical guidance documents.-*!
Clients must ordinarily reside in Canada. Clients must sub-
mit an application to the licensed producer including: Name,
surname, date of birth, gender, address, telephone number,
fax, and email. Clients with no dwelling place must indicate

Published by Sciedu Press

the address and other information if possible of a shelter,
hostel or similar institution in Canada that provides food,
lodging or other social services to the applicant. Clients must
indicate a mailing address, if different from their dwelling
place. Clients must submit the original of their medical doc-
ument to the LP. The same medical document may not be
used to seek or obtain dried marihuana from more than one
LP at any one time.

LPs must refuse to register an applicant as a client, or cancel
a registration, if the medical document is no longer valid, if
there is incorrect or suspected false application information,
or if the HCP who provided the medical document notifies
the licensed producer in writing that the use of cannabis by
the applicant is no longer supported for clinical reasons. LPs
may cancel client registrations for business reasons. If regis-
tration is refused, the medical document must be returned. If
cancelled, the medical document does not get returned.

Ordering (written or verbal) must include: the date the order
is made, name, surname, birthdate of client, name, surname
of individual making order, shipping address, client identifier,
quantity and brand name of dried cannabis being ordered. Or-
ders must be shipped to the client, or individual responsible
for the client. Part 5 of this article provides information about
orders shipped to individuals responsible for the client. Pro-
ducers must not sell or provide more than a 30-day quantity,
to a maximum of 150 g at any one time.

2.4 Clients and other authorized users (part 3)

Proof of authorization to possess dried cannabis must be
shown to police upon request. Either the label on the pack-
aging or a separate document accompanying the shipment
of dried cannabis provided by the LP can serve as the proof
of legal possession. Since clients can only register with LPs
with their original medical document, clients cannot obtain
dried cannabis from more than one source at a time. However,
a patient may access different strains offered by different LPs
by obtaining two separate authorizations from his/her HCP
(two separate originals).
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2.5 Health care practitioners (part 4)
HCPs may, in regard to a person who is under their profes-
sional treatment:
(1) Transfer or administer dried cannabis;
(2) Provide a medical document;
(3) Transfer dried cannabis to an individual responsible
for the person under their professional care.

There is presently no specific training required for HCPs to
be able to authorize cannabis for therapeutic purposes.

Medical document
A medical document provided by a HCP to a person who is
under their professional treatment must indicate:

(1) HCP name, surname, profession, business address and
telephone number, fax and email address, if applicable;
and province where authorized to practice and number
assigned by the province to that authorization;

(2) Patient name, surname, date of birth;

(3) Address of the location at which the person consulted
with the practitioner;

(4) Daily quantity of dried cannabis to be used by the
person, expressed in grams;

(5) Period of use in days, weeks or months, up to one year,
beginning the day the medical document is signed by
the HCP. The medical document is valid for the period
of use specified in it;

(6) The HCP must sign and date and attest that the infor-
mation is correct and complete.

A sample document is available on the Health Canada web-
site.['% Patients may only register with one LP with a given
original medical document, but they may theoretically re-
ceive more than one original medical document from an HCP
and register with a different LP with each original document.
There is no mechanism presently for LPs to verify whether
a patient has registered with another LP. Potential medico-
legal issues associated with authorizing patients have been
identified and addressed by the Canadian Medical Protective
Association (CMPA).[!

Recent amendments to the MMPR!!!! provide authorization
to the Minister of Health to provide a HCP’s name and ad-
dress to the HCP’s provincial licensing body upon request.
LPs must also provide this information on request. LPs
may be asked provide summary information quarterly to
the provincial licensing body on registered clients including
name, address, HCP name, doses, and duration.

2.6 Sale or provision by a licensed producer to a person
other than a client (part 5)

This section outlines the necessary process, signatures and

information for situations where cannabis is being sold to

82

someone other than a client. This may apply to hospital phar-
macists or HCPs. HCPs cannot order on behalf of patients
but patients can order and have cannabis shipped to a HCP.
If a patient’s cannabis is shipped to their HCP there should
be no exchange of money between the patient and their HCP.
The order must be signed and dated with shipping address in-
dicated along with the quantity and brand of cannabis. When
requested to ship to a person other than a client, the LP is
required to verify the documentation and must provide the
order by shipping. The LP must refuse the order if the re-
quirements for shipping to a person other than a client are not
met, and notify the requesting person the reason for refusal.

2.7 Record keeping by LPs (part 6)

Client registrations must be recorded by the producer, in-
cluding registration application, medical document, and any
amendments. Client orders and returns must be recorded
by the LP including; information on the client and shipping
details including; date, brand, quantity, and address. LPs
must record all practices and production records including
documents on security, production, packaging labeling, ship-
ping and destruction. Records of testing of lots or batches
must be kept. Dates and weights must be recorded through-
out the production process. At the end of each quarter of
the calendar year, LPs must also inventory all cannabis by
the stage of production. All notices to local authorities or
the Minister must also be recorded. Records must be kept
accessible for auditing at their site for a period of two years
and must be provided to Health Canada at any time that the
Minister of Health requests. Case reports and summary re-
ports of serious adverse reactions must be kept for 25 years
after the date they are made.

2.8 Transition to the MMPR (part 7)

Amendments to the Narcotic Control Regulations are here
described to accommodate the new MMPR. The Narcotic
Control Regulations includes requirements for HCPs, phar-
macists and hospitals to conduct activities with narcotics.
Cannabis is a narcotic, so amendments were made to ensure
that cannabis fit (as much as possible) within that regime. For
example, signing the medical document under the MMPR is
treated the same as prescribed narcotics under the Narcotic
Control Regulations, and Health Canada has the authority
to share information with Colleges during investigation of
HCPs.

3. ADVERTISING

Health professionals should be aware that advertisements
about cannabis for therapeutic purposes must comply with
the MMPR, Narcotic Control Regulations and the Food and
Drugs Act.['>13]' A warning letter was issued on November
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25" 2014 by Health Canada to address concerns regarding
false, misleading or deceptive advertisements about specific
therapeutic effects of cannabis and the use of Health Canada
as an endorsement of their products.!?!

Advertisements may only include basic information for
prospective clients such as the brand name, proper or com-
mon name of the strain, the price per gram, the cannabinoid
content and the company’s contact information.['?! A report-
ing mechanism for concerns from the public has been placed
on the Healthy Canadians website.!'?!

4. IMPACT

This synopsis captures key points from Canada’s MMPR
relevant for health professionals. Recognizing the standards
of medical cannabis production in Canada and obligations

of the producers will assist health professionals navigate the
new medical cannabis landscape. Becoming familiar with
how adverse reactions are reported, what the medical docu-
ment authorizing medical cannabis must include, and what
the actual packaging indicates will enable health profession-
als to engage in more meaningful and informed discussions
with patients. Although aimed at enabling time-strapped
health professionals to gain an understanding, this synopsis
may also stimulate interest in reading the MMPR; which is
encouraged for those with the time and determination. It
is important to remain cognisant that this synopsis is not
intended to describe the risks and benefits or provide clinical
practice guidance. In general, this synopsis enables health
professionals to gain a deeper understanding of these regu-
lations without devoting extensive time to locate, read, and
digest the full document.
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