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REGULATORY | MPACT ANALYSI S STATEMENT
(This statenment is not part of the Regul ation)

Description

The Mari huana Medi cal Access Regul ations (Regul ations) provide
seriously ill Canadian patients with access to mari huana while it
is being researched as a possi bl e nedicine. These Regul ati ons
have been devel oped in recognition of a need for a nore defined
process than the one currently used under section 56 of the
Controll ed Drugs and Substances Act (CDSA) for these Canadi an
patients

On July 31, 2000, the Court of Appeal for Ontario rendered its
decision in the case of Terrance Parker who uses mari huana to
hel p control his epilepsy. The Court dealt exclusively with the
i ssue of nedical use of marihuana. The Court upheld a 1997 | ower
court decision to stay the charges agai nst M. Parker on
constitutional grounds and raised issues related to the section
56 exenption process of the CDSA, such as the broad discretion
given by the lawto the Mnister of Health to grant exenptions,
transparency of the process, and what constitutes nedical
necessity.

As a result, the Court declared the prohibition of marihuana in
the CDSA to be unconstitutional and of no force and effect. The
declaration of invalidity was suspended for a year, however, to
avoid leaving a gap in the regul atory schene.

Subsequent to this Court decision, Health Canada announced on
Septenber 14, 2000, its intention to develop a new regul atory
approach for Canadi ans to access mari huana. This new approach
woul d bring greater clarity to the process for those Canadi ans
who may request the use of marihuana to alleviate synptons.

The new Regul ations clearly define the circunstances and the
manner in which access to mari huana for nedi cal purposes wll be
permtted. These Regul ations appropriately and efficiently
address concerns raised in the Parker decision concerning the
process currently used under section 56 of the CDSA. These
Regul ations apply only to mari huana.



Leqi sl ati ve Franewor k

| nt ernati ona

The United Nations (UN) has devel oped a systemfor the gl obal
control of narcotic drugs and psychotropi c substances through a
series of drug control Conventions. The UN Single Convention on
Narcotic Drugs, 1961, as anended by the 1972 Protocol Anmendi ng
the Single Convention on Narcotic Drugs (1961 Convention), the UN
Convention on Psychotropic Substances, 1971 (1971 Convention) and
the UN Convention against Illicit Traffic in Narcotic Drugs and
Psychot ropi ¢ Substances, 1988 (1988 Convention) set out a system
of controls relating to the international production and
distribution of narcotic drugs and psychotropi ¢ substances.

Under the 1961 Convention, parties have agreed to enact
| egislation that strictly controls the cultivation and
di stribution of opium poppy, coca and mari huana plants, and the
production and distribution of other narcotics. Al production,
di stribution and use of any substance listed under this
convention nust be [imted to scientific or nedical purposes.

Under the 1971 Convention, psychoactive substances are to be
subj ected to controls simlar to those that apply under the 1961
Convention. THC (delta-9-tetrahydrocannabi nol) and ot her
i sol ated mari huana derivatives, known as cannabinoids, are |isted
under this Convention

Under the 1988 Convention, parties nust cooperatively take
action to control illicit cultivation, production and
distribution of drugs of abuse. This includes the cultivation of
mar i huana.

Canada
Controll ed Drugs and Substances Act

The Controll ed Drugs and Substances Act (CDSA) prohibits
possessi on, double doctoring, trafficking, possession for the
purpose of trafficking, inportation, exportation and possessi on
for the purpose of exporting and production of substances
included in schedules to the CDSA. These activities are illegal
unl ess authorized in Regul ati ons nade under the CDSA.
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The Regul ations currently in force under the CDSA:

» govern the activities of producers, distributors, inporters,
exporters, researchers and health care professionals
relating to controlled drugs and substances used for
scientific or nedical purposes and, in the case of henp, for
i ndustrial purposes;

* require all dealers to be licensed in order to produce,
distribute, inport and export controlled drugs and
subst ances;

e regulate the distribution of controlled drugs and
subst ances by pharmaci sts, practitioners and hospitals and
outline the records that nust be kept to account for the
distribution of these drugs.

One set of these Regul ations, the Narcotic Control Regul ations,
regul ates the legal distribution of “narcotic” drugs such as
opi um codei ne, norphine, heroin, cocaine, and Cannabis
(mari huana) .

Food and Drugs Act and Regul ati ons

Drugs are approved for sale in Canada under the Food and Drugs
Act and Regul ations. The Food and Drug Regul ati ons provide
controls respecting the safety, efficacy and quality of products
offered for sale in Canada as well as the inportation,

di stribution and sal e of approved drugs.

Mar i huana has not been reviewed for safety or effectiveness and
has therefore not been approved for sale as a drug in Canada or
any other country. Most scientific experts assert that
mari huana’s future as a drug lies primarily inits
phar macol ogi cal |y active conponents, the cannabinoids. These
chem cals can be isolated, subjected to scientific scrutiny and
potentially devel oped as standardi zed pharnmaceuti cal drug
pr oduct s.

Wthin the full set of approved pharmaceutical treatnments
available to patients there are two comercially avail abl e drugs
related to mari huana: MARI NOL®, which contains chemcally
synt hesi zed THC, and CESAMET®, a synthetic cannabinoid. In
Canada, both drugs are approved for the treatnent or managenent
of severe nausea and vom ting associated with cancer chenot herapy
and nmay be prescribed by physicians. MARINOL® has al so been
approved for the treatnent of anorexia associated w th wei ght
loss in patients with AIDS. Both drugs are taken orally and nust
be prescribed by a physician.



Mari huana for Medical Purposes

Therapeutic Cainms and Uses

Clainms of potential therapeutic benefit of marihuana are
usual ly for synptomatic relief rather than for curative relief.
The main clainmed therapeutic uses are:

* Nausea and vomting: For the relief of nausea and vomting
associated wth cancer and Al DS therapi es.

e Wasting syndrone: To stinulate appetite and produce wei ght
gain in AIDS and cancer patients.

 Miltiple sclerosis: For the relief of nuscle pain and
spasnmns.

« Epilepsy: To help reduce the frequency of epileptic
sei zures.

Much of the evidence of the potential therapeutic effects of
snoked mari huana is heavily anecdotal. Scientific studies
supporting the safety and efficacy of marihuana for therapeutic
use are often inconcl usive.

Adverse Health Effects

The potential health risks associated with the use of mari huana
for medi cal purposes have not been adequately exam ned. The main
known adverse health effects for snoked mari huana i ncl ude:

» Dependance: There is clinical and epi dem ol ogi cal evidence
t hat sonme heavy cannabis users experience problens in
controlling cannabis use. A distinctive mari huana
wi t hdrawal syndrone has been identified, although it is
mld and short-Iived.

* Psychonotor skills: Marihuana reduces the ability to
perform tasks requiring concentration and coordi nation such
as driving a car.

* Respiratory: Marihuana causes |ung damage simlar to that
caused by tobacco snoke. These long-termrisks nust be
considered in long termuse by patients with chronic
di seases. They nmay be of |esser concern where short-term
use of mari huana is being proposed.

» Cardiovascul ar: Marihuana increases heart rate and bl ood
pressure.

e Immune system Though the conplete effects of marihuana on
i mmune function remains unknown, it is suspected that
mar i huana may have an adverse effect on the i mune system
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Research into the use of mari huana for nedi cal purposes nmay
eventual |y bring new pharnmaceutical products to market that
contain mari huana conponents. Until that tinme however, patients,
particularly those wth serious nedical conditions where
conventional treatnments may offer little hope of relief, are
demandi ng access to mari huana for personal nedical use.

I nt ernati onal Perspective

Currently, marihuana is not approved as a drug in any country
in the world. Sonme countries and U S. States are actively
reviewing their policies and | aws concerning the nedical use of
mar i huana. Several have already allowed or are considering
all ow ng sone formof access to mari huana for nedical purposes.

What follows are exanples of initiatives currently under way
relating to permtting certain nedical uses of marihuana and the
production and distribution of mari huana for medi cal purposes, as
wel | as research projects attenpting to validate the various
medi cal clains being nmade for mari huana.

Uni ted States

In the United States, several individual states have enacted
| egi sl ati on whereby patients who suffer fromcertain serious or
debilitating nmedical conditions may be granted authorization to
possess mari huana for personal nedical use. Patients may al so be
permtted to grow mari huana for this purpose, since there would
otherwi se be no legitimte supply.

To date, eight states, including Oregon, Hawaii and Al aska,
have enacted | aws which authorize the |egal possession and
medi cal use of marihuana, even though these | aws may conflict
with current federal |aws.

In January 1997, the Wite House O fice of National Drug
Control Policy (ONDCP) asked the Institute of Medicine (IOM to
conduct a review of the scientific evidence to assess the
potential health benefits and risks of marihuana and its
constituent cannabi noids. That review began in August 1997 and
culmnated wwth a report issued in 1999, Mrijuana and Medicine -
Assessing the Science Base. This report provided a summary of
current scientific know edge on the potential nedical use of
mar i huana and is being used to guide nedical research not only in
the U S. but around the world.



Australia

The nedi cal use of marihuana is currently prohibited in al
states and territories of Australia. However, the governnent of
New Sout h WAl es (NSW conm ssioned a report, which was conpl eted
i n August 2000, to advise the NSW governnent on whether to all ow
patients with certain nedical conditions to use cannabis
(mari huana). The government of NSWal so sought input on how best
to allow the nedical use of mari huana w thout pronoting the
recreational use of the drug. The Wrking Party on the Use of
Cannabi s for Medical Purposes made specific recommendations for
consi deration by the governnent. These recomendati ons are now
under consideration by the NSWgovernnent as it assesses the
feasibility of using marihuana for nedical purposes.

Net her | ands

| n Decenber 2000, the Mnistry of Health, Welfare and Sport of
t he Net herl ands announced its intention to establish an Ofice of
Medi ci nal Cannabis on January 1, 2001. The goals of this office
are to determ ne whether mari huana may be useful as a nedicine.
The office will also be the regulator for the production of
cannabi s for nedical research purposes.

Canada

In June 1999, Health Canada published a docunent entitled
Research Plan for Mari huana for Medicinal Purposes: A Status
Report. This docunent set out a research plan for determning
the risks and benefits of the use of marihuana for nedical
purposes. It included the follow ng el enents:

e a research agenda conposed of projects to address the
i ssues of the safety and efficacy of snoked mari huana and
of cannabi noi ds;

e a mechanism (i.e. section 56 of the CDSA) for access to
mar i huana out side of the research projects; and,

e activities to devel op a Canadi an source of research-grade
mar i huana

Since the publication of that docunent, Health Canada has nade
significant progress on each el enent of the research plan.
Research projects are being devel oped, a contract has been
awarded for the establishnent of a donestic source of research-
grade mari huana and over 180 exenptions allow ng patients to
possess and produce mari huana for their personal nedical purposes
have been granted. The proposed Regul ations will replace the
current exenption process with a formal and nore transparent
process.



Pr oposed Requl at ory Approach

Due to the health risks associated mainly with the snoked form
and the | ack of evidence supporting the clained health benefits,
access to mari huana will be granted under these Regulations in
speci al nedical circunstances only: serious nedical conditions,
including term nal diseases, where conventional treatnents may
not provi de adequate synptonmatic relief.

The necessity to enploy mari huana in any specific patient’s
case is deened to be best determ ned by the medical practitioner
as it is for the mpgjority of drugs that are used therapeutically.

The proposed Regul ations contain two main conponents:
“aut hori zations to possess” and “licences to produce”.

Aut hori zation to Possess

e An authorization to possess mari huana for nedi cal purposes
will be issued by Health Canada. The application
requirenents to obtain an authorization to possess wl|
depend on the category under which the request is nade.

The requirenents will range frommnimumin the case of
termnal illness situations to nbre substantive for non-
termnal illness cases where little or no concl usive

scientific evidence exists.

Al applications will have to be submtted by a nedi cal
practitioner on behalf of the patient. Depending on the
category under which the application is being nade, support
froma nedical specialist nay be required. The proposed
regul ati ons set out three categories.

e Category 1 is for patients who have termnal illnesses with
a prognosis of death within 12 nonths. In this situation,
t he proposed Regul ati ons provide a | ess demandi ng process
to obtain the authorization to possess because the risk of
long termharmis not present. The regulations will allow
for one renewal under this category should the prognosis be
i naccurate. Any subsequent renewal s woul d have to be made
under anot her category.

e Category 2 is for patients who suffer fromspecific
synpt ons associated with sonme serious nedical conditions
(exanpl es include weight loss in patients with AIDS/H V in
a non-termnal situation; persistent nuscle spasns in
mul tiple sclerosis). These synptons are found in a
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schedule to the Regul ations. Synptons associated with
serious nedical conditions in this category have been

sel ected based on the outcone or conclusions of scientific
and nedi cal reports from nedi cal organizations that
performed a review of available scientific literature (for
exanple the IOMreport previously nentioned). These reports
confirmthe existence of a certain anount of inconclusive
scientific evidence to indicate a potential benefit but

rai se caution on the known risks of using a snoked form
particularly with respect to long termuse. Seizures
associated with epil epsy have been added to the list of
synptons in the schedule to the Regulations in view of the
findings in the Parker case. Though the application under
this category nay be submtted by a general practitioner,
specific statenents froma nedi cal specialist are required
in support of the application. These statenents include,
anong ot her things, that conventional treatnents have been
tried or at |east considered and found not nedically
appropriate for the reasons outlined in the Regul ations.

Category 3 is for patients who have synptons associ at ed

wi th nmedical conditions other than those in the other two
categories. For this category, although the application
may be submitted by a general practitioner, specific
statenents fromtwo nedi cal specialists are required in
support of the application. This is necessary since |ess
conclusive scientific evidence exists supporting the use of
mari huana in the treatnment of synptons associated with

medi cal conditions not included in Category 2. Al
conventional therapies should have been tried or at |east
consi dered and found not nedically appropriate for the
reasons outlined in the regulations. The |ist of therapies
tried or considered wll have to be submtted with the
reasons why they were found nedically inappropriate.

For all three categories, the authorization to possess
mar i huana for a nedical purpose will specify a maxi num
quantity of mari huana equal to a 30-day treatnent supply at
any given tine. Quantity of supply will be continuously
refurbi shed by quantities produced under the licence to
produce. The daily dosage that determ nes the 30-day
treatment supply is provided by the physician and wll be
subject to additional requirenents when proposed dosage
exceeds a quantity of 5 grans per day.



Li cence to Produce

A licence to produce mari huana will be issued to either the
patient or a representative that the patient designates in
the application. A representative cannot be designated by
nore than one patient. One site may, however, be used for
t he production of mari huana under a maxi num of three
separate licences. The licence will authorize the
production of a maxi num nunber of plants which will be
specified in the licence. The nunber of plants wll be
dependent upon the patient’s daily dosage identified by the
physician. The licence will also allow for storage and, in
the case of a designated person, transportation of

mari huana to the patient if the production is conducted at
a site other than the patient’s residence.

| ndoor or outdoor production will be permtted under the
Regul ations. The licence hol der, whether the patient or

hi s\ her designated person, nust take reasonable
precautions to protect their plants and the dried mari huana
in storage fromloss or theft. The type of precautions to
be taken are not specified in the Regul ations, but will be
left to the discretion of the |licence hol der.

A crimnal record check will be requested fromthe person
desi gnated by a patient to produce mari huana on hi s/ her
behal f. The proposed desi gnated person will not be
eligible if he/she has been found guilty of a designated
drug offence in the previous ten years. This requirenent
is not inposed on the patient.

O her Provi sions

The disclosure to police of information concerning the

hol der of an authorization to possess and the hol der of a
licence to produce wll require the voluntary consent of
the hol der of the authorization or |licence to produce. The
Regul ations allow for referral to police of conplaints
recei ved by Heal th Canada i nspectors. Furthernore,

provi sions al so exist to disclose informati on on nedi cal
practitioners to provincial licensing authorities of
medi ci ne when requested for a lawful investigation by these
authorities.
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There is one consequential regulatory amendnent associated with
this Regul atory Inpact Analysis Statenment (RIAS). This anmendnent
makes m nor nodifications to the existing Narcotic Control
Regul ations to allow for the legal distribution of marihuana to
i ndi vidual s who hold an authorization to possess nari huana.

Al ternati ves Consi dered

The options outlined bel ow provide an overview of the
regul atory alternatives that were considered prior to the
selection of option 1 as detailed in this Regulatory I npact
Anal ysis Statenent (RIAS).

Option 1: Devel op new Regul ati ons under the CDSA, distinct from
the Narcotic Control Regul ations, providing a system of speci al
aut hori zations and licences permtting individual patients to
possess and produce mari huana for the relief of synptons
associated wth serious nedical conditions or the treatnent of

t hese conditions.

Pros: Easier for the public to consult and understand as
st and- al one Regul ations; control neasures of the new
regul atory schene will deal exclusively with the issues
relating to access to mari huana for nedi cal purposes; the
resulting Regulations will be |less conplicated than
attenpting to incorporate these neasures in existing
Regul ations; the regulatory reginme could be established
within the tinme avail abl e.

Cons: Creates two sets of Regul ati ons under the CDSA that
apply to mari huana; |inkages required between Regul ations
create slight risk of confusion on sone aspects.

Option 2: Anmend existing Narcotic Control Regulations (NCR) to
provi de a system of special authorizations and |licences to permt
i ndi vidual patients to possess and produce nari huana for the
relief of synptons associated with serious nedical conditions or
the treatnment of these conditions.

Pros: Al Regulations relating to mari huana woul d be
wi thin one set of regul ations.

Cons: Necessary nodifications to address mari huana for

medi cal use woul d require extensive consultation to
noder ni se the whole regulatory franework to accommodate the
new provisions; time required to acconplish all this
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exceeds tine available to inplement new approach; the
structure of the NCR does not easily lend itself to the
addition of the proposed schene; the anended NCR coul d
becone too conpli cat ed.

Option 3: Amend the CDSA to include a part dealing with access
to mari huana for nedical purposes.

Pros: Provides greater flexibility in the design and
drafting of the regul atory schene.

Cons: Cannot be conpleted wthin the tinme avail abl e;

Regul atory schenes are not usually included in the Act
itself; nmore difficult to amend when necessary to adapt to
new i nf ormati on.

Each option was assessed against the follow ng screening
criteria. These criteria or considerations represent required
out cones or characteristics of the new regul atory approach for
mar i huana for nedi cal purposes. The regulatory approach nust:

* neet the mandatory requirenents of all international drug
control Conventions, to the extent possible, in
consi deration of the Canadian Charter of Rights and
Fr eedons;

* be devel oped and inplenmented by July 31, 2001;

* be clear and easy to inplenent, adm nister and enforce;

e not unduly restrict the availability of marihuana to
patients who may receive health benefits fromits use; and

* mnimze any increase in regulatory burden on patients,
medi cal practitioners, nedical |icensing authorities, and
enf or cenent agenci es.

Option 1 was determned to be the preferred option as it is the
only option that neets all of the screening criteria for
selection. It wll create the nost conprehensive and transparent
process.

Benefits and Costs

Heal th Canada’ s exenption process operating under section 56 of
t he CDSA has been in place since May 1999. The new regul atory
approach has been devel oped based on experience gai ned over the
past two years. Under the new regulatory schene, patients and
medi cal practitioners who are already famliar with the
requi renents under the current systemare offered a nore
transparent and formal regul atory nechani sm under which



- 12 -

legitimate patients nmay obtain perm ssion to possess and grow
mar i huana for their own nedi cal purposes.

A Busi ness I npact Test was not conducted on this proposal.
This is mainly due to the fact that the activities allow ng
possessi on and production of mari huana for nedical purposes are
al ready being performed by Health Canada. Accordingly, the added
cost and delay to conduct a Business Inpact Test is deened not to
be warrant ed.

The cost of adm nistering the current section 56 exenption
process is borne by Health Canada, as the regulator. Simlarly,
the costs of the new authorization and |licensing programw ||, at
least initially be borne by Health Canada. The costs of
adm nistering the new regulatory systemw || be reassessed
followwng its inplenentation . It is anticipated that the costs
of adm nistering the authorization programw /|, at sone point,
need to be recovered fromthe patients who receive the direct
benefits of this program

These regul ations are expected to inpact on the foll ow ng
sectors:

Public

Canadi an patients, who suffer from serious nedical conditions
including termnal illnesses, whose synptons nmay be relieved
t hrough the use of mari huana may qualify for authorization to
possess mari huana and nay al so be granted a |licence to produce
mari huana for their own medical use. |In addition, if a patient
is not able to produce the mari huana, an alternate may be
designated to performthis function on his\her behal f, again
under licence. The regulatory framework defines what activities
are permtted. Since patients will be permtted to possess and
produce mari huana it may occur that these activities will be
performed where they may conflict with the rights of others.
Patients may need to be cautioned to avoid, for exanple, snoking
mari huana in public places, near children or any place where
ot hers m ght be exposed to the second-hand snoke w thout prior
consent .

Li censed Deal ers

These Regul ations wll not inpact on |licensed deal ers of
control | ed substances.



Phar maceuti cal |ndustry

These Regul ations will not inpact the Canadi an pharnmaceuti cal
i ndustry in general, since only personal possession and
production are addressed.

Practiti oners

Activities of practitioners will be inpacted by these
Regul ations. There will be sone increase in adm nistrative
activity for nmedical practitioners resulting fromthe necessity
for all authorization applications to be prepared and submtted
by a nedical practitioner on behalf of the patient.

In certain cases, additional statenments or evidence may need to
be submtted to support the application. This is due in part to
the fact that the nedical benefits of using nmarihuana in the
treatment of synptons associated with certain nedical conditions
have not been scientifically proven. The other reason is that
the health risks associated with the use of marihuana,
particularly in snoked form nake it essential for a nedical
practitioner to be involved in making this nedical decision. 1In
certain cases, the statenents nust be supplied by a nedica
speci al i st.

Phar maci st's

Activities of pharmacists will not be inpacted by these
Regul ations. The potential involvenent of pharmacists, either at
the retail or hospital level, in the distribution of marihuana to
patients who hold authorizations to possess mari huana wll be
contenplated in the future. Pharmacists could eventually play a
key role in the distribution of marihuana products as they do
today for pharnaceutical drugs.

Hospital s

Activities of hospitals should not be significantly inpacted by
t hese Regul ati ons.

A patient holding an authorization to possess and/or |icence to
produce mari huana nmay reside in a hospital or other health care
institution. The decision to allow a patient to possess and/or
grow mari huana within the institution remains the decision of
that institution.



Correctional Institutions

As is the case for hospitals, the decision to allow an innate
to possess and/or grow mari huana within the penitentiaries, jails
and other correctional institutions remains the decision of that
institution.

Resear chers

These Regul ations do not inpact on the activities of
resear chers.

Canada Custons and Revenue Agency

These Regul ations do not permt a patient to inport or export
mar i huana for nedical or any other purpose. Existing provisions
under the CDSA continue to apply as before, prohibiting any
person frominporting or exporting mari huana. Although patients
who hol d aut hori zations to possess nmari huana nay attenpt to take
mar i huana out of the country, this activity remains illegal.
Custons officials nmay experience sonme increase in incidents
invol ving mari huana. Clear guidelines to patients will be
necessary to avoid such probl ens.

Law Enf or cenent Agenci es

Police forces recognize that a regul atory system of
aut hori zations and, at this tinme, licences to produce for
personal medical purposes is required so that legitinate patients
have access to mari huana froma |egal source. Wile Health
Canada wi Il manage the activities of authorizations and |icences,
the police will continue to investigate and enforce the
provi sions of the CDSA where activities are not permtted under
an aut horization or |icence.

Heal t h Canada

The regul atory schene will ensure that authorizations are
granted for legitimate nedical reasons and that any production is
done under licence. There will be increased costs to Health
Canada associated with the processing of applications for
aut hori zations and |icences and the establishnent and mai nt enance
of relevant files and databases. Costs will also be incurred to
devel op guidelines and forns to support these Regul ations as well
as to establish a process for providing on-going information to
patients, medical practitioners and the general public. There
w Il also be costs associated with adm nistration, investigation,
i nspection and reporting.
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Ongoi ng i npact on Health Canada is difficult to predict since
t he nunbers of potential applicants is unknown at this tine.
Approxi mately 180 exenptions for nedical purposes have currently
been granted under the existing section 56 exenption process.
Due to anticipated increased visibility and efficiency of the new
regul atory schene and increased awareness of the potential uses
or nedical benefits of marihuana, it can reasonably be expected
that the nunbers of applicants wll increase significantly. As
is the case in several of the States in the U S., registration
fees may eventually need to be inposed to recover sone of the
costs of adm nistering these new regul ati ons.

Consul tation

This regulatory framework was devel oped on the basis of
consul tation wth stakehol ders.

In response to requests fromindividual patients who requested
access to mari huana for nedical purposes, Health Canada, in
consultation wth health professionals and | egal advisors,
devel oped a process for exenptions for nedical purposes under the
authority provided in section 56 of the CDSA. The first
exenption was issued in June 1999.

On Cctober 6, 1999, Health Canada issued a News Rel ease, Update
on Health Canada's initiatives on marijuana for nedical and
research purposes. A specific commtnent to public consultation
was made in relation to the section 56 exenption program

On February 28, 2000, a multi-stakehol der consul tation workshop
was hel d by Heal th Canada to:

e inform stakehol ders of the current status of the section 56
exenption process, Health Canada’s research plan for the
medi cal use of marihuana, and activities undertaken rel ated
to the supply issue of research-grade nmari huana;

» seek feedback from stakehol ders on issues related to use of
mar i huana for nedi cal purposes; and

* provide stakeholders with an opportunity to exchange views
on issues related to the use of mari huana for nedical
pur poses.

The followng priority issues were identified by the workshop
partici pants:

e (Opbtaining a | egal source of mari huana for section 56
exenpt ees;
« Exenptions for caregivers;
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* Addressing need for nore information on the use of
mar i huana for nedi cal purposes;

* Addressing concerns of |aw enforcenent agencies;

* Inprovenent of the process and tools for section 56
appl i cati ons;

e Communi cations regardi ng section 56 process and Health
Canada’s activities regarding nmari huana for nedical
pur poses.

| nput resulting fromthe February 2000 wor kshop has not only
been used to refine the existing section 56 exenption process, it
has al so provided an inportant basis for the devel opnent of the
new regul atory approach. The workshop is therefore considered to
have been very useful in terns of early consultation for the new
f ramewor k.

While not a consultative process, the direction provided in the
deci sion of the Court of Appeal for Ontario in the case of R v.
Par ker, rendered on July 31, 2000, also provided val uabl e
gui dance for the devel opnment of the new formal regulatory
structure.

A Notice of Intent was published in Canada Gazette, Part | on
January 6, 2001 announcing Health Canada’ s intention to develop a
new regul atory approach for Canadi ans to access nari huana for
medi cal purposes. Sone coments have been received as a result,
which will be considered in devel opi ng these Regul ati ons.

Meetings were held with key stakehol ders regardi ng the proposed
new regul atory schene as part of the current policy devel opnent
process. These included neetings with representatives fromthe
Canadi an Medi cal Associ ation, the Canadi an Pharmaci sts
Associ ation, and the Canadi an AIDS Society, the RCWP, Solicitor
Ceneral Canada, Departnent of Justice Canada, Correctional
Servi ce of Canada, Canadi an Associ ation of Chiefs of Police.

Prepubl i cati on of proposed Regul ations in Canada Gazette Part |
wll be followed by a 30 day consultation period. At this tineg,
st akehol ders w || be advised through the usual channels of
communi cation in addition to a public announcenent. Coments
received will be considered in finalizing these Regul ati ons.

Qui dance docunents and information concerning the use of
mar i huana for nedical purposes will be nmade avail able by Health
Canada to assist nedical practitioners, patients and enforcenent
authorities. Ongoing feedback from stakeholders will be used to
i nprove the regul atory schene.



Conpl i ance and Enf or cenent

These Regul ations include general provisions for inspection by
Heal t h Canada i nspectors. |Inspectors will be authorized to
conduct inspections of inventories, records and security to
ensure conpliance with these Regul ati ons.

M ni mal record-keeping provisions exist relating to the
production of mari huana by a |icence holder. These records are
to be submtted to the Mnister upon request. Information
contained in these records will be used to track production and
consunption statistics as may be required to prepare reports to
t he UN.

Any activity that is not permtted under an authorization to
possess or a licence to produce mari huana is potentially subject
to police enforcenent action. Conplaints received concerning
potential illegal activity may be shared wth police agencies for
enf orcenent purposes. For exanple, the production or storage of
mar i huana at prem ses or |ocations other than those authorized
woul d be subject to enforcenent action. Trafficking, which
i ncl udes, anong other things, selling, giving, sending or
delivering mari huana to any person not naned in the authorization
or licence, would al so be subject to enforcenent action.

Heal t h Canada may al so share information concerning any nedi cal
practitioner with the responsible provincial nedical |icensing
authority on matters of professional conduct and nedi cal practice
when required in the context of a lawful investigation conducted
by the nedical licensing authority.

Cont act

Bruce Erickson

Ofice of Controlled Substances

Drug Strategy and Control |l ed Substances Progranme
Heal t hy Envi ronnents and Consumer Safety Branch
Address Locator: 3503D

Otawa, Ontario

K1A 1B9

Tel ephone Nunber: (613) 957- 2826
Fax Number: (613)946-4224
El ectronic mail: bruce erickson@c-sc.gc.ca
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Notice is hereby given that the Governor
in Council, pursuant to subsection 55(1) of the Controlled Drugs
and Substances Act!, proposes to nake the annexed Mari huana
Medi cal Access Regul ati ons.

| nt erested persons may neke
representations with respect to the proposed Regul ations within
30 days after the date of publication of this notice. Al such
representations nust cite the Canada Gazette, Part |, and the
date of publication of this notice, and be addressed to Bruce
Eri ckson, Ofice of Controlled Substances, Departnent of Health,
Address Locator 3503D, Otawa, Ontario K1A 1B9 (tel: (613) 957-
2826; fax: (613) 946-4224; e-mail: Bruce_Erickson@c-sc.gc.ca).

Per sons maki ng representations should
identify any of those representations the disclosure of which
shoul d be refused under the Access to Information Act, in
particul ar under sections 19 and 20 of that Act, and should
i ndi cate the reasons why and the period during which the
representations should not be disclosed. They should al so
identify any representations for which there is consent to
di scl osure for the purposes of that Act.

Ot awa, , 2001

Rennie M Mar coux
Acting Assistant Clerk of the Privy Counci

1'S.C 1996, c. 19
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Her Excell ency the Governor General in
Council, on the recommendati on of the Mnister of Health,
pursuant to subsection 55(1) of the Controlled Drugs and
Subst ances Act?, hereby nakes the annexed Mari huana Medi cal

Access Regul ati ons.

28 C 1996, c. 19



JUS- 602460
( SOR/ DORS)

MARI HUANA MEDI CAL ACCESS REGULATI ONS
INTERPRETATION

1. The follow ng definitions apply in these Regul ati ons.
"Act" neans the Controlled Drugs and Substances Act. (Loi)

"adverse drug reaction"” means a noxi ous and uni ntended response
to a drug that occurs at doses normally used or tested for the
di agnosi s, treatnent or prevention of a nedical condition or
the nmodification of an organic function. (réaction indésirable
a une drogue)

"aut hori zation to possess" neans an authorization to possess
dried mari huana i ssued under section 5. (autorisation de
possessi on)

"category 1 synptomi neans a synptomthat is associated with a
termnal illness or its nedical treatnent. (synptone de
cat égorie 1)

"category 2 synptom’ neans a synptom other than a category 1
synptom that is set out in colum 2 of the schedule and that
is associated with a nmedical condition set out in colum 1 or
its medical treatnment. (synpténe de catégorie 2)

"category 3 synptom’ neans a synptom other than a category 1 or
2 synptom that is associated with a nedical condition or its
nmedi cal treatnment. (synpténe de cat égorie 3)

"conventional treatnent" neans, in respect of a synptom a
medi cal or surgical treatnent that is generally accepted by the
Canadi an nedical community as a treatnment for the synptom
(trai tenment conventionel)

"desi gnated drug offence" neans

(a) an offence against section 39, 44.2, 44.3, 48, 50.2 or
50.3 of the Food and Drugs Act, as those provisions read
i mredi ately before May 14, 1997;

(b) an offence against section 4, 5, 6, 19.1 or 19.2 of the
Narcotic Control Act, as those provisions read i nmediately
before May 14, 1997;
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(c) an offence under Part | of the Act, except
subsection 4(1); or

(d) a conspiracy or an attenpt to commt, being an accessory
after the fact inrelation to or any counselling in relation
to an offence referred to in any of paragraphs (a) to (c).
(infraction désignée en mati ére de drogue)

"desi gnat ed mari huana of fence" neans

(a) an offence, in respect of marihuana, against section 5 of
the Act, or against section 6 of the Act except with respect
to inportation; or

(b) a conspiracy or an attenpt to commt or being an
accessory after the fact in relation to or any counselling in
relation to an offence referred to in paragraph (a).
(infraction désignée relativenent a |a marihuana)

"desi gnat ed person” neans the person designated, in an
application nmade under section 29, to produce nari huana for the
applicant. (personne désignée)

"desi gnat ed- person production |licence" neans a |licence issued
under section 31. (licence de production a titre de personne
dési gnée)

"dried mari huana" neans harvested mari huana that has been
subj ected to any drying process. (marihuana sechée)

"l'icence to produce" neans either a personal -use production
I icence or a designated-person production |icence. (licence de
pr oducti on)

"mari huana" nmeans the substance referred to as "Cannabi s
(mari huana)"” in subitem 1(2) of Schedule Il to the Act.
(mari huana)

"medi cal practitioner” neans a person who is authorized under the
| aws of a province to practise nedicine in that province and
who is not named in a notice given under section 58 or 59 of
the Narcotic Control Regul ations. (médecin)

"medi cal purpose" neans the purpose of mtigating a person's
category 1, 2 or 3 synptomidentified in an application for an
aut horization to possess. (fins nédical es)
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"personal -use production |icence" neans a |licence issued under
section 22. (licence de production a des fins personnell es)
"specialist" nmeans a nedical practitioner who is recognized as a
specialist by the nmedical licensing authority of the province
in which the practitioner is authorized to practise nedicine.
(spéci al i ste)

"termnal illness" neans a nedical condition for which the
prognosis is death wwthin 12 nonths. (nmal adie en phase
term nal e)
PART 1
AUTHORI ZATI ON TO POSSESS
Aut hori zed Activity
2. The hol der of an authorization to possess is authorized to
possess dried mari huana, in accordance with the authorization,
for the nedical purpose of the hol der.
Eligibility for Authorization to Possess
3. Apersonis eligible to be issued an authorization to
possess only if the person is an individual ordinarily resident
i n Canada.
Application for Authorization to Possess
4. (1) An application for an authorization to possess dried
mar i huana for a nedi cal purpose shall be made to the M nister by
a nmedical practitioner on behalf of a patient.

(2) An application nust contain the follow ng information and
st atenment s:

(a) the patient's nanme, date of birth and gender

(b) the full address of the place where the patient ordinarily
resides as well as the patient's tel ephone nunber and, if
applicable, facsimle transm ssion nunber and e-nmail address;

(c) the mailing address of the place referred to in
paragraph (b), if different;

(d) if the place nentioned under paragraph (b) is an



- 4 - JUS- 602460

establishment that is not a private residence, the type and
name of the establishnent;

(e) the patient's nedical condition, the synptomthat is
associated with that condition or its treatnent and that is the
basis for the application and whether the synptomis a category
1, 2 or 3 synptom

(f) the daily dosage of dried marihuana, in grans, and the form
and route of adm nistration, recormmended by the nedi cal
practitioner;

(g) the period during which the authorization is needed, if
| ess than 12 nont hs;

(h) the nedical practitioner's name, address, tel ephone nunber
and provincial nedical |licence nunber and, if applicable, the
medi cal practitioner's facsimle transm ssion nunber and e-nmai
addr ess;

(1) a statenment indicating that the authorization is sought in
respect of mari huana either

(i) to be produced by the patient or a designated person, in
whi ch case the designated person nust be nanmed in the
application, or

(1i) to be obtained under the Narcotic Control Regul ations,
in which case the |icensed deal er who produces or inports
mar i huana nust be nanmed in the application; and

(j) a statenent, dated and signed by the nedical practitioner,
that the information submtted under paragraphs (e) to (h) is
correct and conpl ete.

(3) In the case of a category 1 synptom the application nust
i nclude a statenent, dated and signed by the nedical
practitioner, certifying that the practitioner

(a) has determned that the patient suffers froma termna
illness;

(b) has determined that all conventional treatnents for the
synpt om have been tried, or have at |east been consi dered,

(c) has determ ned that the recomended use of mari huana woul d
mtigate the synptom
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(d) has determ ned that the benefits fromthe patient's
recommended use of mari huana woul d outwei gh any ri sks
associated wth that use; and

(e) is aware that no notice of conpliance has been issued under
the Food and Drug Regul ati ons concerning the safety and
ef fecti veness of mari huana as a drug.

(4) I'n the case of a category 2 synptom the application nust
i nclude a statenent, dated and signed by a specialist, certifying
that the speciali st

(a) is a specialist in a specific area of nedicine that
involves treatnent of the patient's nedical condition;

(b) has determ ned that the patient suffers fromthe synptom
identified under paragraph (2)(e) and that the synptomis
associated wth the nmedical condition or treatnment identified
under that paragraph;

(c) has determned that all conventional treatnents for the
synpt om have been tried, or have at |east been considered, and
that each of themis nedically inappropriate because

(1) the treatnment was ineffective,

(1i) the patient has experienced an allergic reaction to the
drug used as a treatnment, or there is a risk that the patient
woul d experience cross-sensitivity to a drug of that class,

(1i1) the patient has experienced an adverse drug reaction to
the drug used as a treatnment, or there is a risk that the
patient woul d experience an adverse drug reaction based on a
previ ous adverse drug reaction to a drug of the sanme cl ass,

(tv) the drug used as a treatnent has resulted in an
undesirable interaction with another nedication being used by
the patient, or there is a risk that this would occur,

(v) the drug used as a treatnent is contra-indicated, or
(vi) the drug under consideration as a treatnent has a
simlar chem cal structure and pharnmacol ogical activity to a
drug that has been ineffective for the patient;

(d) has determ ned that the recomended use of mari huana woul d
mtigate the synptom
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(e) has determi ned that the benefits fromthe patient's
recommended use of mari huana woul d outwei gh any ri sks
associated wth that use, including risks associated with the
| ong-term use of marihuana; and

(f) is aware that no notice of conpliance has been issued under
t he Food and Drug Regul ations concerning the safety and
ef fecti veness of mari huana as a drug.

(5) In the case of a category 3 synptom the application nust
i ncl ude

(a) a statenent, dated and signed by a specialist,
(1) certifying the matters referred to in subsection (4), and

(1i) listing all conventional treatnments that have been tried
or considered for the synptom and the reasons, from anong

t hose nentioned in paragraph (4)(c), why the specialist
considers that those treatnents are nedically inappropriate;
and

(b) a statenent, dated and signed by a second speciali st,
certifying that the second speciali st

(1) is a specialist in a specific area of nedicine that
involves treatnent of the patient's nedical condition,

(1i) is aware that the application is in relation to the
mtigation of the synptomthat is identified under paragraph
(2)(e) and that the synptomis associated with the nedica
condition or treatnment identified under that paragraph,

(ti1) has reviewed the patient's nedical file and the

i nformati on provi ded under subparagraph (a)(ii) and has

di scussed the patient's case with the specialist providing
that information and agrees with the certification nmade by

t he speci alist under subparagraph (a)(i) with respect to the
matters referred to in paragraphs (4)(d) and (e), and

(tv) is aware that no notice of conpliance has been issued
under the Food and Drug Regul ati ons concerning the safety and
ef fecti veness of mari huana as a drug.

(6) If the daily dosage recommended under paragraph (2)(f) is
nore than five grans, the nedical practitioner providing the
stat enent under subsection (3) or (4) or paragraph (5)(a) nust
al so certify that
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(a) the risks associated with an el evated daily dosage of
mar i huana have been considered, including risks with respect to
the effect on the patient's cardi o-vascul ar, pul nonary and

i mmune systens and psychonot or perfornmance, as well as
potential drug dependency; and

(b) the benefits fromthe patient's use of mari huana accordi ng
to the recommended daily dosage woul d outwei gh the risks
associated wth that use, including risks associated with the
| ong-term use of mari huana.

(7) The specialist nust include their nane, address, telephone
nunber, provincial nedical |icence nunber and, if applicable,
facsimle transm ssion nunber and e-mail address in the
appl i cabl e statenents under

(a) subsection (4) or paragraph (5)(a), unless the specialist
is the nedical practitioner making the application under
subsection (1); or

(b) paragraph (5)(b).

(8) An application under this section nust be acconpani ed by
two copies of a current photograph clearly identifying the
patient that

(a) shows a full front-view of the patient's head and shoul ders
and has a plain contrasting background;

(b) has dinensions of at least 43 nmx 54 mm (1 11/16 inches x
2 1/8 inches) and not nore than 50 mMm x 70 nm ( 2 inches x 2
3/4 inches), and has a view of the patient's head that is at

| east 30 nm (1.375 inches) in |ength;

(c) shows the patient's face unobscured by sungl asses or any
ot her object; and

(d) on the reverse side, is certified by the nedical
practitioner making the application to be an accurate
representation of the patient.

(9) An application under this section nust include a statenent,
signed and dated by the patient, certifying that

(a) the information submtted under paragraphs (2)(a) to (d)
and (i) is correct and conpl ete;

(b) the patient is aware that no notice of conpliance has been
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i ssued under the Food and Drug Regul ati ons concerning the
safety and effectiveness of mari huana as a drug, and
under st ands the significance of this fact; and

(c) the patient has discussed with the nmedical practitioner
maki ng the application the risks of using mari huana, and
consents to using it for the recommended nedi cal purpose.

| ssuance of Authorization to Possess
5. (1) Subject to section 6, if an application conplies with
section 4, the Mnister shall issue to the patient an
aut hori zation to possess for the nedical purpose nentioned in the
application, and shall provide to the nedical practitioner who
made the application notice of the authorization.
(2) The authorization shall indicate

(a) the nane, date of birth and gender of the hol der of the
aut hori zati on;

(b) the full address of the place where the holder ordinarily
resi des;

(c) the authorization nunber;
(d) the nane and category of the synptom

(e) the nedical condition, or its treatnment, with which the
synptomis associ at ed,;

(f) the maxi mum quantity of dried mari huana, in grans, that the
hol der may possess at any tineg;

(g) the date of issue; and

(h) the date of expiry.

(3) The maxi mum quantity of dried mari huana referred to in
paragraph (2)(f) or resulting froman anmendnent under subsection
14(1) or 16(3) is the anmount determ ned according to the
foll ow ng cal cul ati on:

A x 30
where Ais the daily dosage of dried mari huana recomrended for

t he hol der under paragraph 4(2)(f), 13(1)(c) or 16(2)(b),
whi chever appli es.
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G ounds for Refusal

6. (1) The Mnister shall refuse to issue an authorization to
possess if

(a) the patient is not eligible under section 3;

(b) any information, statenment or other itemincluded in the
application is false or m sl eading;

(c) the application involves a category 3 synptom and either

all conventional treatnments have not been tried or considered
or they are considered to be nmedically inappropriate for any

reason not nentioned in paragraph 4(4)(c); or

(d) the person nmentioned in the authorization application as a
I'i censed deal er under the Narcotic Control Regul ations does not
have a valid licence to distribute mari huana under those
Regul ati ons.

(2) If the Mnister proposes to refuse to issue an
aut hori zation to possess, the M nister shal

(a) notify the patient in witing of the reason for the
proposed refusal; and

(b) give the patient an opportunity to be heard.
Expiry of Authorization

7. An authorization to possess expires 12 nonths after its date
of issue or, if a shorter period is specified under paragraph
4(2)(g), at the end of that period.

Application for Renewal of Authorization to Possess

8. (1) An application to renew an authorization to possess
shall be made to the Mnister by a nmedical practitioner and nust
i ncl ude

(a) the nunber of the authorization; and

(b) the information, statenents and any other itemrequired

under section 4, excluding the statenment of the second

specialist referred to in paragraph 4(5)(b) in the case of a
category 3 synptom
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(2) For the purpose of paragraph (1)(b), a photograph referred
to in subsection 4(8) is required only with every second renewal
appl i cation.

9. If an authorization to possess for a category 1 synptom has
expired and, wthin 12 nonths after the expiry, a new application
Wth respect to a category 1 synptomis made for the person who
was the hol der of the expired authorization, the new application
shal | be considered to be an application to renew the expired
aut hori zati on.

10. An authorization to possess for a category 1 synptom nay be
renewed only once for that synptom however, an application for
an aut horization to possess nmay be nmade for that synptom under
category 2 or 3, whichever applies.

11. Subject to section 12, if an application conplies with
section 8, the Mnister shall renew the authorization for the
medi cal purpose nentioned in the application.

12. The Mnister shall refuse to renew an authorization to
possess

(a) for any reason referred to in section 6; or
(b) in the case of an authorization to possess for a category 1

synptom if the authorization has already been renewed for that
synpt om

Application to Amend Aut horization to Possess
13. (1) An application to anend an authorization to possess
shall be made to the Mnister by the nmedical practitioner when a
change occurs with respect to
(a) the synptom nentioned in the authorization;

(b) the nmedical condition, or its treatnment, with which the
synptomis associated; or

(c) a recommended daily dosage of dried marihuana, if the new
dosage is in excess of five grans.

(2) The application nust indicate
(a) the nunber of the authorization;

(b) the requested anendnent and supporting reasons; and
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(c) the information and statenents required under section 4.

14. (1) Subject to section 15, if an application conplies with
section 13, the Mnister shall allow the anmendnent.

(2) I'f the Mnister anmends an authorization to possess under
subsection (1) with respect to the recomended dosage of
mar i huana, the Mnister shall, if applicable, anmend the |licence
to produce that was issued on the basis of the authorization to
reflect the changes in the maxi num nunber of plants that the
hol der may produce and the maxi num quantity of dried mari huana
that the hol der may keep.

15. The Mnister shall refuse to anmend an authorization to
possess for any reason referred to in subsection 6(1).

Noti ce of Change of Information

16. (1) The hol der of an authorization to possess shall, within
10 days after the occurrence, notify the Mnister in witing of a
change in

(a) the hol der's nane;

(b) the holder's address of ordinary residence and mailing
address, if different; or

(c) the daily dosage of dried marihuana recomrended under
paragraph 4(2)(f), if the new dosage is not in excess of five
gramns.

(2) The notice of change nust be acconpani ed by

(a) in the case of a change under paragraph (1)(a) or (b),
proof of the change;

(b) in the case of a change under paragraph (1)(c), a
statenent, dated and signed by the nedical practitioner for the
hol der of the authorization, certifying the new daily dosage
recomended for the holder; and

(c) if a designated-person production |icence has been issued
on the basis of the authorization, a statement indicating the
nanme of the designated person who is the holder of the |icence.

(3) On receiving a notice that conplies with subsection (2),
the Mnister shall anend the authorization to reflect the change
stated in the notice.
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(4) I'f the Mnister anmends an authorization to possess under
subsection (3) with respect to the nane or address of the hol der
of the authorization, the Mnister shall, if applicable, anmend
the licence to produce that was issued on the basis of the
aut hori zati on.

(5 If the Mnister anmends an authorization to possess under
subsection (3) wth respect to the recormmended dosage of
mar i huana, the Mnister shall, if applicable, anmend the |licence
to produce that was issued on the basis of the authorization to
reflect the changes in the maxi num nunber of plants that the
hol der may produce and the maxi mum quantity of dried mari huana
that the hol der may keep.

Provi di ng Assi stance to Hol der

17. Wil e providing assistance in the adm nistration of
mar i huana to the hol der of an authorization to possess, the
person providing the assistance may, for the purpose of providing
t he assi stance, possess a quantity of dried mari huana not
exceedi ng the recommended daily dosage for the hol der.

PART 2
LI CENCE TO PRODUCE
Per sonal - use Production Licence
Aut hori zed Activities
18. The hol der of a personal -use production |licence is
aut hori zed to produce and keep mari huana, in accordance with the
licence, for the nedical purpose of the hol der.
Eligibility for Licence
19. (1) Subject to subsection (2), a person is eligible to be
i ssued a personal -use production licence only if the person is an
i ndi vidual ordinarily resident in Canada who has reached 18 years
of age.
(2) If a personal -use production |licence is revoked under
par agr aph 53(2)(b), the person who was the holder of the licence
is ineligible to be issued another personal -use production
licence during the period of 10 years after the revocation.

Priority of Application for Authorization
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20. (1) An application for a personal -use production |icence
shall be considered only if it is nade by a person who

(a) is the holder of an authorization to possess on the basis
of which the licence is applied for; or

(b) is not the holder of an authorization to possess, but is a
person for whom an application for an authorization to possess
ei ther has previously been nmade or is nade at the sane tine as
the application for the licence.

(2) I'f paragraph (1)(b) applies, the Mnister nmust grant or
refuse the application for an authorization before considering
the licence application.

Application for Licence

21. (1) An application for a personal -use production |icence
shall be made to the Mnister by a person referred to in
subsection 20(1) and nust contain

(a) the nane, date of birth and gender of the applicant;

(b) the full address of the place where the applicant
ordinarily resides, as well as the applicant's tel ephone nunber
and, if applicable, facsimle transm ssion nunber and e-mai

addr ess;

(c) the mailing address of the place referred to in
paragraph (b), if different;

(d) the nane of the nedical practitioner who made or is making
an application for an authorization to possess for the
appl i cant;

(e) if the applicant is the holder of an authorization to
possess, the nunber of the authorization;

(f) the full address of the site where the proposed production
of mari huana is to be conduct ed;

(g) if it is proposed to produce mari huana outdoors, a

st atenent whet her the production site is located within one
kil onmetre of a school, public playground, day care facility or
ot her public place frequented mainly by persons under 18 years
of age;

(h) if the proposed production site is not the ordinary
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resi dence of the applicant and is not owned by the applicant, a
statenent, dated and signed by the owner of the site,
consenting to the production of mari huana at the site;
(1) a statenment that the dried mari huana will be kept indoors
and indicating which of the followng is proposed as the site
where the dried mari huana may be kept:

(1) the proposed production site, or

(1i) the ordinary residence of the applicant, if different;
(j) a description of the security neasures that wll be
i npl enented at the proposed production site and the proposed
site where dried mari huana may be kept; and
(k) a statenent, dated and signed by the applicant, certifying
that the information provided in the application is correct and
conpl et e.

(2) An application under subsection (1) may not be made jointly
W t h anot her person.

| ssuance of Licence
22. (1) Subject to section 24, if an application conplies with
section 21, the Mnister shall issue a personal -use production
licence to the applicant.
(2) The licence shall indicate

(a) the nane, date of birth and gender of the hol der of the
l'i cence;

(b) the full address of the place where the holder ordinarily
resi des;

(c) the licence nunber;

(d) the full address of the site where the production of
mar i huana i s authori zed,

(e) the maxi mum nunber of mari huana plants that may be under
production at the production site at any ting;

(f) the full address of the site where the dried mari huana may
be kept;
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(g) the maxi mum quantity of dried mari huana that may be kept at
the site authorized under (f) at any tineg;

(h) the date of issue; and

(1) the date of expiry.

Maxi mum Nunber of Plants and Quantity of Mari huana

23. (1) The maxi mum nunber of mari huana plants referred to in
subsections 14(2) and 16(5) and paragraphs 22(2)(e) and 31(2)(f)
is the nunber determ ned according to the follow ng cal cul ati on:

(B x 365) + (45 x 4)
where B is the daily dosage of dried mari huana, in grans,
recommended for the applicant under paragraph 4(2)(f), 13(1)(c)
or 16(2)(b), whichever applies.

(2) I'f the nunber determ ned under subsection (1) is not a
whol e nunber, it shall be rounded to the next-highest whol e
nunber .

(3) The maxi mum quantity of dried mari huana referred to in
subsections 14(2) and 16(5) and paragraphs 22(2)(g) and 31(2)(h)
is the anount determ ned according to the follow ng cal cul ati on:

Cx 45 x 1.5
where C is the maxi mum nunber of mari huana plants, as determ ned
in accordance with subsection (1), that the holder of the |icence
is authorized to produce.
G ounds for Refusal

24. The Mnister shall refuse to issue a personal -use
production licence if

(a) the applicant is not a holder of an authorization to
possess;

(b) the applicant is not eligible under section 19;

(c) any information or statenent included in the application is
fal se or m sl eadi ng;

(d) the proposed production site would be a site for the
production of mari huana under nore than three licences to
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pr oduce;

(e) the applicant would be the hol der of nore than one |icence
to produce; or

(f) it is proposed to produce narihuana outdoors and the
production site is located within one kilonetre of a school,
publ i c playground, day care facility or other public place
frequented nainly by persons under 18 years of age.
Expiry of Licence
25. A personal -use production |licence expires on the earlier of
(a) 12 nonths after its date of issue, and

(b) the date of expiry of the authorization to possess held by
the licence hol der.
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Desi gnat ed- person Production Licence
Aut hori zed Activities

26. (1) The hol der of a designated-person production licence is
aut hori zed, in accordance with the |icence,

(a) to produce mari huana for the nedical purpose of the person
who applied for the licence;

(b) to possess and keep, for the purpose nentioned in paragraph
(a), a quantity of dried mari huana not exceedi ng the maxi num
gquantity specified in the |licence;

(c) if the production site specified in the licence is
different fromthe site where dried mari huana nay be kept, to
transport directly fromthe first to the second site a quantity
of mari huana not exceeding the maxi mumquantity that may be
kept under the licence;

(d) if the site specified in the Iicence where dried mari huana
may be kept is different fromthe place where the person who
applied for the licence ordinarily resides, to transport
directly fromthat site to the place of residence a quantity of
dri ed mari huana not exceedi ng the maxi num quantity specified in
the authorization to possess on the basis of which the licence
was issued; and

(e) to transfer, give or deliver directly to the person who
applied for the licence a quantity of dried mari huana not
exceedi ng the maxi mum quantity specified in the authorization
to possess on the basis of which the |icence was issued.

(2) No consideration may be obtained for any activity
aut hori zed under subsection (1).

Eligibility for Licence
27. A person is eligible to be issued a desi gnated-person
production licence only if the person is an individual ordinarily
resi dent in Canada who
(a) has reached 18 years of age; and

(b) has not been found guilty, within the 10 years preceding
t he application, of

(1) a designated drug offence, or
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(ii) an offence commtted outside Canada that if commtted in
Canada woul d have constituted a designated drug of fence.

Priority of Application for Authorization

28. (1) An application for a designated-person production
Iicence shall be considered only if it is nmade by a person who

(a) is the holder of an authorization to possess on the basis
of which the licence is applied for; or

(b) is not the holder of an authorization to possess, but is a
person for whom an application for an authorization to possess
ei ther has previously been nmade or is nade at the sane tine as
the application for a designated-person production |icence.

(2) If paragraph (1)(b) applies, the Mnister must grant or
refuse the application for an authorization before considering
the licence application.

Application for Licence

29.(1) An application for a designated-person production
licence shall be made to the Mnister by a person referred to in
subsection 28(1), and nmust contain

(a) the information referred to in paragraphs 21(1)(a) to (e)
and the statenent referred to in paragraph 21(1) (k);

(b) the nane, date of birth and gender of the designated
per son;

(c) the full address of the place where the designated person
ordinarily resides as well as the designated person's tel ephone
nunber and, if applicable, facsimle transm ssion nunber and e-
mai | address; and

(d) the mailing address of the place referred to in
paragraph (c), if different.

(2) An application referred to in subsection (1) may not be
made jointly with anot her person.

Acconpanyi ng Docunent s

30. An application for a designated-person production |icence
must be acconpani ed by
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(a) a statenent, by the designated person

(1) providing the information required under paragraphs
21(1)(f), (g9) and (j),

(1i) that the dried mari huana wll be kept indoors and
i ndi cating which of the followng is proposed as the site
where the dried mari huana nay be kept:

(A) the proposed production site, or

(B) the ordinary residence of the designated
person, if the proposed production site is not the
pl ace of ordinary residence of the applicant, and

(ti1) certifying that the information provided under this
section and paragraphs 29(1)(b) to (d) is correct and
conpl et e;

(b) if the proposed production site is not the ordinary

resi dence of the applicant or the designated person and is not
owned by either, a statenent, dated and signed by the owner of
the site, consenting to the production of marihuana at the
site; and

(c) a docunent issued by a Canadi an police force establishing
that, in respect of the 10 years preceding the application, the
desi gnat ed person does not have a crimnal record as an adult
for

(1) a designated drug offence, or

(1i) an offence commtted outside of Canada that if commtted
i n Canada woul d have constituted a desi gnated drug of fence.

| ssuance of Licence
31. (1) Subject to section 32, if an application conplies with
sections 29 and 30, the Mnister shall issue a designated-person
production licence to the designated person.
(2) The licence shall indicate

(a) the nane, date of birth and gender of the hol der of the
l'i cence;

(b) the nane, date of birth and gender of the person for whom
t he designated person is authorized to produce mari huana and
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the full address of that person's place of ordinary residence;

(c) the full address of the place where the hol der of the
licence ordinarily resides;

(d) the licence nunber;

(e) the full address of the site where the production of
mar i huana i s authori zed,

(f) the maxi mum nunber of mari huana plants that may be under
production at the production site at any ting;

(g) the full address of the site where the dried mari huana may
be kept;

(h) the maxi mum quantity of dried mari huana that may be kept at
the site authorized under paragraph (g) at any tine;

(1) the date of issue; and
(j) the date of expiry.
G ounds for Refusal

32. The Mnister shall refuse to i ssue a desi gnat ed-person
production |icence

(a) if the designated person is not eligible under section 27;
or

(b) for any reason referred to in section 24.
Expiry of Licence

33. A desi gnat ed- person production |icence expires on the
earlier of

(a) 12 nonths after its date of issue, and

(b) the date of expiry of the authorization to possess on the
basis of which the |licence was issued.

General Provisions
Renewal of Licence to Produce

34. An application to renew a |licence to produce shall be nmade
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to the Mnister by the person who applied for the |licence and
shal | include

(a) the nunber of the licence; and

(b) the information, statenents and any other itemrequired
under subsection 21(1) or under subsection 29(1) and section
30, whichever apply.

35. Subject to section 36, if an application conplies with
section 34, the Mnister shall renew the |licence to produce.

36. The Mnister shall refuse an application to renew a |icence
to produce for any reason referred to in section 24 or 32,
whi chever appli es.

Change of Production Site

37. (1) A person who applied for a licence to produce shal
submt an application to the Mnister to anmend the licence if the
person proposes to change the | ocation of the production site.

(2) An application under subsection (1) shall state
(a) the nunber of the licence;

(b) the full address of the proposed production site and
supporting reasons for the proposed change of site; and

(c) the information, statenents and any other itemrequired
under subsection 21 or subsection 29(1) and section 30,
whi chever apply.

38. Subject to section 39, if an application conplies with
subsection 37(2), the Mnister shall anmend the licence to
pr oduce.

39. The Mnister shall refuse to anend a |licence to produce for
any reason referred to in section 24 or 32, whichever applies.

Change of Site Wiere Dried Mari huana |'s Kept
40. (1) If the holder intends to change the site where dried
mari huana is kept, the holder shall apply to the Mnister in
witing, not |ess than 15 days before the intended effective date
of the change.

(2) An application under subsection (1) shall state
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(a) the new site, selected fromanong those perm tted under

paragraph 21(1) (i) or subparagraph 30(a)(ii), whichever

applies, and

(b) the intended effective date of the change.

(3) On receipt of an application that conplies with subsection
(2), the Mnister shall anmend the licence to reflect the change
stated in the application.

Notice of Change of Information

41. (1) The holder of a licence to produce shall, within 10
days after the occurrence, notify the Mnister in witing of

(a) a change in the holder's nane; or

(b) subject to subsection (2), a change in the hol der's address
of ordinary residence.

(2) If the holder's address of ordinary residence is also the
address of the site for the production of mari huana under the
i cence, the holder shall make an application under section 37.

(3) A notice under paragraph (1)(a) or (b) nust be acconpani ed
by proof of the change.

(4) On receiving a notice that conplies with subsection (3),
the Mnister shall anend the |icence to produce to reflect the
change stated in the notice.

Mar i huana Seed

42. (1) The Mnister, and any person designated by the M nister
under section 57 of the Act, is authorized to inport and possess
mar i huana seed for the purpose of selling, providing,
transporting, sending or delivering the seed in accordance with
this section.

(2) The persons referred to in subsection (1) may sell,
provi de, transport, send or deliver mari huana seeds only to

(a) the holder of a licence to produce; or
(b) a licensed deal er under the Narcotic Control Regul ations.

Restrictions
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43. The hol der of a licence to produce may produce mari huana
i ndoors or outdoors but only at the production site nentioned in
the licence.

44, The hol der of a licence to produce shall not produce
mar i huana in common with nore than two ot her holders of |icences
to produce.

45. The hol der of a licence to produce may only keep dried
mar i huana i ndoors at the site authorized in the licence for that
pur pose.

Recor ds

46. (1) The holder of a licence to produce nmust, at either the
production site or the site where dried mari huana may be kept,
mai ntain records of the follow ng information:

(a) the nunber of plants grown;
(b) the date each plant was planted from seed or by transpl ant;
(c) the date each plant was harvested; and

(d) for each plant harvested, the weight in grans of dried
mar i huana obt ai ned.

(2) The information referred to in subsection (1) shall be
retained for at |east two years after it is recorded.

(3) On request, the holder of a licence to produce mnmust provide
the Mnister with a copy of any record referred to in subsection

(1).
| nspecti on

47. (1) To verify that the production of marihuana is in
conformty wth these Regulations and a |icence to produce, an
i nspector may, at any reasonable tinme, enter any place where the
i nspect or believes on reasonabl e grounds that mari huana i s being
produced or kept by the holder of a licence to produce, and may,
for that purpose,

(a) open and exam ne any container found there that could
contain mari huana;

(b) exam ne anything found there that is used or is capable of
bei ng used to produce or keep narihuana;
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(c) exam ne any records, electronic data or other docunents
found there dealing wth mari huana, other than records dealing
with the nedical condition of a person, and nmake copies or take
extracts;

(d) use, or cause to be used, any conputer system found there
to exam ne electronic data referred to in paragraph (c);

(e) reproduce, or cause to be reproduced, any docunment from
electronic data referred to in paragraph (c) in the formof a
printout or other output;

(f) take any docunent or output referred to in paragraph (c) or
(e) for exam nation or copying;

(g) exam ne any substance found there and, for the purpose of
anal ysi s, take sanples, as reasonably required; and

(h) seize and retain any substance found there, if the

i nspector believes, on reasonable grounds, that this is

necessary.

(2) Despite subsection (1), an inspector may not enter a
dwel I'i ng-pl ace wi thout the consent of an occupant.

PART 3
OBLI GATI ONS CONCERNI NG DOCUMENTS AND REVOCATI ON
Show ng Docunent s

48. (1) On demand, the hol der of an authorization to possess

must show proof of their authority to possess dry mari huana to a

police officer.

(2) On demand, the holder of a licence to produce nust show the
licence to a police officer.

Unaut hori zed Changes
49. No one nay add to, delete or obliterate from or alter in

any other way, an authorization to possess or a licence to
pr oduce.
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Ret urn of Docunents

50. (1) If an authorization to possess or licence to produce is
renewed or anended, the hol der of the authorization or |icence
shall, within 30 days after receiving the new docunent, return
the repl aced docunent to the Mnister.

(2) If an authorization to possess or |licence to produce
expires wi thout being renewed or is revoked, the holder of the
aut hori zation or licence shall, within 30 days after the
occurrence, return the expired or revoked docunent to the
M ni ster.

Security and Reporting Loss or Theft

51. (1) The hol der of an authorization to possess or a licence
to produce shall maintain neasures necessary to ensure the
security of the marihuana in their possession as well as the
aut hori zation or licence, or both, issued to them

(2) I'n the case of the loss or theft of mari huana or of the
hol der's authorization or licence, the holder of the
aut horization or licence shall, on becom ng aware of the
occurrence,

(a) within the next 24 hours, notify a nmenber of a police
force; and

(b) within the next 72 hours, notify the Mnister, in witing,
and include confirmation that the notice required under
paragraph (a) has been given.

Revocati on

52. (1) On request by the holder of an authorization to
possess, the Mnister shall revoke the authorization and any
licence to produce issued on the basis of the authorization.

(2) Subject to section 54, the Mnister shall revoke an
aut hori zation to possess and any licence to produce issued on the
basis of the authorization if

(a) the holder of the authorization is not eligible under
section 3;

(b) a nmedical practitioner for the holder of the authorization
advises the Mnister in witing that the use of marihuana by
the holder is no | onger recommended;
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(c) the authorization was issued on the basis of false or
m sl eadi ng i nformation; or

(d) the photograph submtted under subsection 4(8) or section 8
as part of the application for the authorization or renewal is
not an accurate representation of the hol der of the

aut hori zati on.

53. (1) On request by the holder of a licence to produce, the
M ni ster shall revoke the Iicence.

(2) Subject to section 54, the Mnister shall revoke a |icence
to produce if

(a) the holder is not eligible under section 19 or 27,
whi chever appli es;

(b) the holder of a personal -use production licence is found
guilty of a designated mari huana offence commtted after the
date of issue of the licence;

(c) the holder of a designated-person production |licence is
found guilty of a designated drug offence conmtted after the
date of issue of the licence; or

(d) the licence to produce was issued on the basis of false or
m sl eadi ng i nformation.

54. The M nister shall not revoke an authorization to possess
or a licence to produce under section 52 or 53 unless

(a) the Mnister has given the hol der of the authorization or
licence witten notice of the reasons for the proposed
revocation; and

(b) the hol der has been given an opportunity to be heard.
Destruction

55. (1) If an authorization to possess expires wthout being
renewed or is revoked, the holder shall destroy all marihuana in
t heir possession.

(2) If alicence to produce expires w thout being renewed or is
revoked, the holder of the |icence shall discontinue production
of mari huana and, subject to section 56, destroy all marihuana in
their possession.
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(3) Wthin 10 days after destroying the mari huana, the hol der
of the authorization or the licence shall notify the Mnister, in
witing, of the anount of marihuana destroyed.

56. (1) If a personal-use production |icence expires wthout
bei ng renewed but the hol der remains the holder of a valid
aut hori zation to possess, the holder is not required to destroy
dried mari huana that is not in excess of the maxi num quantity
permtted under the authorization.

(2) If a designated-person production |icence expires wthout
bei ng renewed but the authorization to possess on the basis of
which the licence was issued remains valid, the holder of the
i cence, before destroying marihuana, may i medi ately transport,
transfer, give or deliver directly to the holder of the
aut hori zation not nore than a quantity of dried marihuana that
results in the holder of the authorization being in possession of
the maxi num quantity permtted under the authorization.

Conpl ai nts and Di scl osure of Information

57. (1) An inspector shall receive and make a witten record of
any conplaint fromthe public concerning a person who is a hol der
of an authorization to possess or |icence to produce with respect
to their possession or production of marihuana.

(2) The inspector shall report to the Mnister any conpl ai nt
recorded under subsection (1).

(3) The Mnister may comruni cate to any police force in Canada
or any nenber of a police force in Canada, any information
contained in the report of the inspector, subject to that
i nformati on being used only for the proper enforcenent or
adm nistration of the Act or these Regul ati ons.

58. The Mnister may provide, in witing, any factual
informati on that has been obtai ned about a nedical practitioner
under the Act or these Regulations to the licensing authority
responsible for the registration or authorization of the person
to practise nedicine

(a) in the province in which the nedical practitioner is
authorized to practise if

(1) the authority submts to the Mnister a witten request
that sets out the nane and address of the nedical
practitioner, a description of the information being sought
and a statenent that the information is required for the
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pur pose of assisting a lawful investigation by the authority,
or

(1i) the Mnister has reasonable grounds to believe that the
medi cal practitioner has

(A) contravened a rule of conduct established by
the authority,

(B) been found guilty in a court of |aw of a
desi gnat ed drug of fence, or

(O nmade a fal se statenent under these
Regul ati ons; or

(b) in a province where the nedical practitioner is not
authorized to practise, if the authority submts to the
M ni ster

(1) awitten request for information that states

(A) the nanme and address of the nedi cal
practitioner, and

(B) a description of the information bei ng sought,
and

(i1) docunmentation that shows that the medical practitioner
has applied to that authority to practise in that province.

NARCOTIC CONTROL REGULATIONS

59. The portion of paragraph 3(1)(d)® of the Narcotic Control
Regul ati ons* before subparagraph (i) is replaced by the
fol | ow ng:

(d) has obtained the narcotic, other than D acetyl norphi ne
(heroin) or Cannabis (marihuana), for his own use

60. (1) The portion of subsection 53(2)! of the Regul ations
before paragraph (a) is replaced by the foll ow ng:

(2) Subject to subsections (3) and (4), a practitioner may

3 SOR/ 85-930
“*CRC, c. 1041
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adm ni ster, prescribe, give, sell or furnish a narcotic, other
than Cannabis (mari huana), to a person or animal if

(2) Section 53 of the Regulations is anmended by addi ng the
foll ow ng after subsection (2):

(2.1) A practitioner may sell or furnish Cannabis (marihuana)
to the holder of an authorization to possess issued under the
Mar i huana Medi cal Access Regulations if the practitioner has
obtai ned the mari huana froma |icensed deal er under subsection
24(2) of these Regul ations.

COMING INTO FORCE

61. These Regul ations conme into force on July 15, 2001.

SCHEDULE
(Section 1)

CATEGORY 2 SYMPTOMS

Colum 1 Col um 2

Medi cal Condition Synpt om

Cancer, AIDS, H YV infection Sever e nausea

Cancer, AIDS, H YV infection Cachexi a, anorexia, weight |oss

Mul tiple sclerosis, spinal cord Persistent nuscle spasns
injury or disease

Epi | epsy Sei zures

Cancer, AIDS, H YV infection, Severe pain
mul ti ple sclerosis, spinal cord

injury or disease, severe form

of arthritis




