Precursor Control

he prevalence of illicit synthetic drugs such
| as methamphetamine, ecstasy, P2P and

other amphetamine-type stimulants has
become increasingly widespread in Canada and
beyond. As a result, governments around the
world are working to reduce the diversion of
precursor chemicals, drugs and compounds that
are used in illicit drug production.

A number of countries, including the U.S.,
have enacted legislation to help regulate the move-
ment of precursors and to prevent diversion. While
the U.S. has already placed strict restrictions on
the use and sale of precursor drugs and chemicals,
Canada has, as a result, become home to many
clandestine labs as it did not have any regulations
to restrict the sale or movement of precursors.

You may have read April news reports about a



Greg Ujiye, B.Sc.Phm.
Manager, Pharmacy Practice Programs

Regulation Now In Effect

huge seizure and subsequent arrests across Canada, of
pseudo-ephedrine tablets destined for the U.S. for use in the
illicit methamphetamine production.

New Canadian Regulation

Last year, the federal government created the Precursor
Control Regulation under the Controlled Drugs and
Substances Act (Regulation) to provide a regulatory frame-
work that enables Canada to fulfill its international
obligations and to address domestic concerns in monitoring
and controlling access to precursors.

Two classes of precursors, Class A and Class B, have
been established. Class A precursors are essential compo-
nents of illicit substances, such as methamphetamine,
MDMA (ecstasy), cocaine, heroine, LSD, and PCP. Class
B precursors are mostly solvents and reagents used in
clandestine manufacturing processes. (See summary
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sheet for list of precursors and implementation schedule
on page 14.)

This regulatory framework will govern the international
and domestic movement of precursor chemicals and will
allow local and national law enforcement agencies, including
Canada Customs and Revenue Agency, to identify and
control illicit drug production and traffic.

Implementation Dates

A phased-in approach is being implemented: The licence and
permit requirement for import/export of Class A precursors, as
well as the licence requirement for their production, came
into force on January 9, 2003. Implementation controls over
the domestic distribution of Class A precur-
sors followed on July 7, 2003, when the
licence requirement to sell or provide came
into force. Controls over Class B precursors
will be effective on January 1, 2004.

The intent of this Regulation is to reduce the diversion
of precursor chemicals. It will also limit the ability of crim-
inal organizations to legally purchase these chemicals as
well as reduce the potential pressure on legitimate busi-
nesses from organized crime operators to sell these
chemicals. At the same time, these controls will increase
public safety and reduce the harm and risks to the environ-
ment that result from the clandestine laboratory operations
that dump chemical wastes.

Nonetheless, difficulties in upholding these regulations
lie in the fact that most precursors have wide and legitimate
uses in such common products as pharmaceuticals,
fragrances, flavouring agents, petroleum products and
paints. This Regulation enables Canada to address the need
to monitor and control precursors, while at the same time
remain sensitive and responsive to the approved uses of
these chemicals.
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Impact on Pharmacies

Pharmacies are classed as general retailers whose commerce
is not “limited to chemicals or related equipment” and who
provide or sell Class A precursors only in quantities equal to
or less than the thresholds specified in the Schedule to the
Regulation. Therefore, pharmacies are exempt under section
5 from the licence requirements for selling/providing. (The
Regulation has the greatest impact on importers, exporters,
manufacturers, producers and distributors of the precursors
found in Class A.)

Exemption

Pharmacies are considered retailers/end users and as such
will be minimally affected by the new regulation. Further-
more, pharmacies that sell products to the public containing
precursors which fall under the threshold as defined in the
Schedule to the Regulation will not be required to have a
licence under the Regulation. The regulations are not
intended to impede the use of these products for legitimate
purposes.

For example, pseudoephedrine-containing products will
be limited to 3g per package size. Package sizes of 60 tablets
containing 60mg of pseudoephedrine HCL/ tab or 30 tablets
containing 120mg of pseudoephedrine HCL/tab are consid-
ered under the threshold.

Licence Required

However, pharmacies will be required to have a licence if
they sell oversized products with more than 3g pseu-
doephedrine per package. Furthermore, selling or
transfering quantities of product to another pharmacy or
retailer is considered wholesaling and will require a licence
as the exemption under section 5 of the Regulation would
not apply. (Please refer to threshold limitations in the Regu-
lations Summary chart at end of this article.)
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End-Use Declarations
Purchases of oversized products or quantities over the
threshold will require an End-Use Declaration (EUD) to be
signed:
1. An End-Use Declaration will be provided by the distrib-
utor and must be signed by a person acquiring the Class
A precursor — before the transaction takes place
2. The declaration is valid until the end of the calendar year
from the date of the first transaction
We are currently aware of the following products that fall
into this category: CoActifed Syrup™2 L, Coactifed Expecto-
rant, Covan®, Cotridin Syrup and Cotridin Expectorant;
there may be others.
The distribution of Class A precursors in Schedule F are
exempted from the application of the Regulations. Such
examples include Trinalin® and Cafergot®.

End-Use Declarations Effective July 7,
2003
As of July 7, 2003 pharmacists are required to sign EUDs
when purchasing products over the threshold as defined in the
Regulations from distributors. Pharmacists will also be
required to prepare EUDs for selling over-limit quantities.
However, there are transitional provisions for the
package size stated in the schedule to the Regulation. For
pharmacies and other retailers, the EUD requirement for
selling over-limit quantities does not apply until October 9,
2003 for all ephedra, ephedrine and pseudoephedrine prod-
ucts produced and packaged before October 9, 2002.



Pharmacies can sell any pseudoephedrine product manu-
factured before October 9, 2002 in any package size (100
count pseudoephedrine HCL 60mg tabs) and still fulfill the
exemption criteria under Section 5, until October 9, 2003.

Reporting Suspicious Transactions
Licensed dealers are required to record all suspicious trans-
actions and are encouraged to report these to Health
Canada.

Although this requirement is applicable only to licensed
dealers, pharmacists are asked to practice due diligence
and are encouraged to report any suspicious transactions
that occur.

Health Canada encourages everyone, licensed dealers and
non-licensed dealers, to report all suspicious transactions to
the RCMP National Chemical Diversion Program.

Royal Canadian Mounted Police
Federal Services, “0” Division

130 Dufferin Avenue

London, ON

N6A 5R2

Attn: Cpl. Brent Hill

NCO I/C Chemical Diversion Program
Tel: (905) 876-9848

Cell: (905) 302-0369

Fax: (519) 640-7255
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Information

Office of Controlled Substances website:
www.hc-sc.gc.ca/ocs-bsc

(CDSA, guidance documents and application forms,
up-to-date information and links)

Canada Gazette website:
http://canadagazette.gc.ca/partll/tempPdf/
02-13621.pdf

(Precursor Control Regulations)

or

Precursor Chemical Section

Licences and Permits Division

Office of Controlled Substances

Drug Strategy and Controlled Substances
Programme

Healthy Environments and Consumer Safety Branch
Health Canada

A.L.3502A

123 Slater Street, 2nd Floor

Ottawa, ON K1A 1B9

Telephone: (613) 946-1142

Fax: (613) 941-5360
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Advisories & Notices
REGULATORY REQUIREMENTS

under the Controlled Drugs and Substances Act (CDSA)

PRECURSOR CONTROL REGULATIONS (PCR)

Domestic
JANUARY 9, 2003

CLASS A PRECURSORS

Acetic anhydride 3,4-Methylenedioxyphenyl-2-propanone
N-Acetylanthranilic acid and its salts Norephedrine (Phenylpropanolamine) and its salts
Anthranilic acid and its salts 1-Phenyl-2-propanone

Ephedrine, its salts and any plant Phenylacetic acid and its salts

containing ephedrine or any of its salts Piperidine and its salts

Ergometrine and its salts Piperonal

Ergotamine and its salts Potassium permanganate

Isosafrole Pseudoephedrine and its salts

Lysergic acid and its salts Safrole and any essential oil containing safrole

CLASS B PRECURSORS

Acetone Methyl ethyl ketone
Ethyl ether Sulphuric acid
Hydrochloric acid Toluene

CLASS A PRECURSORS

January 9,2003 -alicence is required to import, export, produce, and package
- a permit is required to import, export and transit/transhipment
COMING INTO FORCE DATES -only a licensed dealer may apply for an import or export permit

July 7, 2003 - alicence is required to sell/provide

« alicence is required to import, export, produce, package or sell/provide

LICENCE = an end use declaration is required when selling Class A precursors to non-licensed dealers in

REQUIREMENTS quantities or package sizes greater than the threshold in the schedule to the Regulations®

« it may take up to 75 days for processing applications, due to the criminal record check
requirement

The individual or business

EXEMPTION FOR < only sells/provides goods on a retail basis(selling goods for the purpose of end-use and not
SELL/ PROVIDE re-sale);

= sells/provides a selection of goods that is not limited to chemicals/chemicals and equipment
(SECTION 5) used in the chemical industry for the production, processing or storage of chemicals;

< and sells/provides a precursor in a quantity or package size, per transaction, that does not
exceed the threshold in the schedule to the Regulations.

NOTE: If the individual or business sells precursors over the quantity or package size specified in

the Schedule, they will NOT meet the requirements for this exemption?.

Transitional provisions in Section 92 - Any package size for any ephedra, ephedrine and pseudoephedrine products produced and packaged before
October, 9, 2002 is deemed to conform with: paragraph 5(1)(c), exemption for sell/provide; and section 8, end use declaration, until October 9, 2003.
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CLASS A PRECURSORS

Section 48, provides a process to exempt preparations and mixtures where the Class A precursor
INDIVIDUAL EXEMPTIONS cannot be readily extracted or the product itself cannot be used in the production of a controlled
substance

GENERAL EXEMPTIONS The following are exempted from the application of PCR:

Fragrances or flavourings

= containing no more than 20% total concentration of anthranilic acid, N-anthranilic acid,
phenylacetic acid, piperonal or piperidine, AND is intended to be used in a food, drug cosmetic or
household product;

Formulated silicone products

 containing 1% or less of acetic anhydride that is a sealant, adhesive, or coating; and

Schedule F Drugs

» domestic distribution (sell/provide) of drugs in dosage form that contain a Class A precursor
listed in Schedule F to the Food and Drug Regulations.

CLASS B PRECURSORS

January 1, 2004 - a registration is required to import, export and produce for sale
= apermitis required to export certain Class B precursors to specific destinations
COMING INTO FORCE DATE | = no permit is required to import Class B precursors

= only aregistered dealer may apply for an export permit

« it may take up to 75 days for processing applications, due to the criminal record check
REGISTRATION requirement
« there are NO registration requirements for sell/provide

SCHEDULE
Class A Precursors Maximum Quantity Class A Precursors Maximum Quantity
Acetic anhydride 1000 kg 3,4-Methylenedioxyphenyl-2-propanone 0
N-Acetylanthranilic acid 1kg Norephedrine (Phenylpropanolamine) 0
Anthranilic acid 1kg 1-Phenyl-2-propanone 0
Ephedra 20 9/pkg Phenylacetic acid 1kg
Ephedrine 0.4 9/pkg Piperidine 0.5kg
Ergometrine 0 Piperonal 0.5kg
Ergotamine 0 Potassium permanganate 50 kg
Isosafrole 0.5kg Pseudoephedrine 39/pkg
Lysergic acid 0 Safrole 0.25kg

INFORMATION RESOURCES

The Precursor Control Regulations can be obtained from the Canada Gazette website:

http://canadagazette.gc.ca/partll/tempPdf/g2-13621.pdf
(under bookmarks SOR/DORS/2002-359 and 361)

A series of guidance documents written as a companion to the Precursor Control Regulations to provide guidance on meeting the
regulatory requirements under these Regulations, as well as application forms can be obtained from the Office of Controlled
Substances website:

http://www.hc-sc.gc.ca/ocs-bsc
or by contacting the Office of Controlled Substances, Drug Strategy and Controlled Substances Programme, Health Canada, at:

613-946-1142
Copie en francais disponible



