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TO: To All Pharmacies
FROM Don Rowe, Secretary-Registrar
DATE 11 March 2004
REF AMEDMENT TO SCHEDULE “C” -

NURSE PRACTITIONERS REGULATIONS

We have been advised by the Association of Registered Nurses of Newfoundland & Labrador
(ARNNL) that Schedule C of the Nurse Practitioner Regulations was amended, effective

24 February 2004, as follows:

2. Schedule C of the Regulations is amended under the heading “Anti-
infective Drugs” and the sub-heading “Antibiotics” and the further sub-
heading “Antifungal Antibiotics”, by adding immediately before the
words “nystatin (all forms)” the words “Fluconazole”.

Please ensure that your files are updated accordingly.

Donald F. Rowe
Secretary-Registrar
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IMPORTANT NOTICE

VIOXX Withdrawal

Many pharmacists will already have begun receiving call from patients and physicians for
information on the withdrawal of Vioxx from the market, which is being reported in the news media
today.

The attached notices from Merck and from the FDA in the US provide some background
information on this issue.

After speaking with a representative of Merck Frosst Canada, our advice to pharmacists is
that no new prescription or refills for Vioxx should be filled at this time. Patients who are
currently taking Vioxx should be advised to stop taking that medication and be referred
back to their physician for followup.

Further information will be made available as we receive it. You are also advised to check the

NPhA website, www.npha.nf.ca or the NAPRA website, www.napra.org for posting of notices
regarding this and other drug notices.

Donald F. Rowe
Secretary-Registrar

September 30, 2004
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NLCHI to issue RFP for pharmacy network

(St. John's, Oct. 5, 2004) The Newfoundland and Labrador Centre for Health
Information (NLCHI) announced today, at its Annual General Meeting, that it has
received authorization from the Minister of Health and Community Services to
issue a Request for Proposals for the potential acquisition of a provincial
pharmacy network.

“There are significant patient safety benefits to having complete medication
histories available to attending physicians and pharmacists”, said John
Ottenheimer, Minister of Health and Community Services. “We are pleased to
authorize the Centre for Health Information to proceed with the RFP for the
development of a provincial pharmacy network, one of the recommendations
outlined in the OxyContin Task Force to assist in the fight against the abuse and
misuse of prescription drugs.”

Steve O’Reilly, Chief Executive Officer of the Newfoundland and Labrador Centre
of Health Information explained to attendees at the organization’s Annual General
Meeting that it would take approximately three months to prepare the RFP,
working closely with Canada Health Infoway Inc. (Infoway). Infoway is investing in
the planning of the Newfoundland and Labrador Pharmacy Network, including the
development of standards for pharmacy systems across Canada.

The Pharmacy Network is the second project in the development of provincial
electronic health records in Newfoundland and Labrador. The Unique Personal
Identifier/Client Registry (UPI) was the first project. The UPI, also funded by the
Department of Health and Community Services and Canada Health Infoway, is the
leading client registry system in Canada, and will be in use by all Newfoundland
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and Labrador health boards by the end of 2004. The other information systems
that will be part of the provincial electronic health record are the diagnostic
imaging/picturing archiving and communications system and laboratory
information system.

The Newfoundland and Labrador Centre for Health Information was established in
1996 to provide quality information to health professionals, consumers,
researchers and health system planners. This is accomplished through working
with the health system to ensure high quality health information, the timely release
of health reports, and the promotion of privacy and confidentiality policies. The
Centre also has a mandate to develop a provincial Health Information Network
that will be the building block for electronic health records.

Canada Health Infoway’s mission is to accelerate the development and adoption
of compatible electronic health information systems. These systems provide
healthcare professionals with rapid access to complete and accurate patient
information, enabling better decisions about treatment and diagnosis. The result
is a sustainable, more cost-efficient healthcare system offering improved patient
safety and better quality of care. Infoway invests in Electronic Health Record
initiatives and then shares the knowledge and experience gained with jurisdictions
across Canada to speed implementation and reduce risk. Infoway is an
independent, not-for-profit corporation whose members are the federal, provincial,
and territorial deputy ministers of health.

--30--

For more information contact:

Lucy McDonald, Director, Privacy and Communications
Tel: (709) 757-2424

Fax: (709) 757- 2411

Email: lucym@nlchi.nl.ca
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October 24, 2005

To: All Pharmacies Attn: All Pharmacists

Crystal Meth Advisory

The illegal street drug Crystal Meth has become a growing problem in Canada and local police have reported to our
offices that this drug is now showing up in our province. Your pharmacy can play an important role in protecting the
public.

The Nature of the Drug

Crystal meth, or methamphetaming, is also known by the street names ice, crystal, chalk, and speed. The drug is
illegal, potentially fatal and highly addictive. Crystal meth poses significant health risk to users, while both the use and
production of this drug also impacts on public safety and the environment. The drug can be made relatively cheaply
with a key ingredient, pseudoephedrine, available in most cold medications sold over-the-counter in pharmacies,
groceries and variety stores. Many of the additional ingredients required for producing crystal meth are readily
available at pharmacies and retail stores.

According to Health Canada, methamphetamine can produce a powerful psychological dependence. Its use is
associated with episodes of violent behaviour, paranoia, anxiety, confusion, and insomnia. Long-term use has also
been associated with psychotic behaviour including paranoia, auditory hallucinations, mood disturbances, and
delusions. The paranoia may result in homicidal or suicidal thoughts. Psychotic symptoms may persist for months after
the drug is discontinued. Methamphetamine can also cause a variety of medical complications including weight loss
and cardiovascular problems. The risk of short-term or possible neurological damage is also a concern.

Methamphetamine is now reportedly being used by diverse groups of people and it appeals to people who wish to stay
awake for extended periods of time and maintain their performance ability, for example, long-distance drivers and
students.

Directions on how to make crystal meth are readily available on the Internet and this has lead to a significant increase
in "home labs" and individuals attempting to produce the drug. The chemicals used in production are highly
flammable, combustible, toxic and present significant safety risks to both people and the environment.

Monitor to Prevent Diversion

While pseudoephedrine, and ephedrine (in limited package sizes), may be sold from the self- selection (i.e. front-store)
of your pharmacy, your pharmacy should monitor the sales and determine if there are unusual sales or theft patterns
with pseudoephedrine or ephedrine products so that you can take appropriate action to fulfill your responsibility in
preventing diversion and ensure ongoing safe drug distribution.

It is the advice of the Pharmacy Board that if unusual sales of pseudoephedrine or ephedrine are seen in your
pharmacy the product should be moved behind the counter so that you can exercise greater control over
these sales.

Government Actions

Health Canada has amended The Controlled Drugs and Substances Act, increasing the penalties for possession,
trafficking, and production of crystal meth. In 2003 Health Canada placed restrictions on wholesalers, manufacturers,
and distributors in an effort to divert large quantities of pseudoephedrine from reaching the illicit market. Under these
regulations of “precursor substances” package sizes that contain more than 20g of ephedra, 0.4g of ephedrine, or 3g of
pseudoephedrine may not be sold at any one time unless an “End Use Declaration” is completed.




As a result, makers of crystal meth, including individual users, are now turning to the ingredients found in products with
smaller quantities available from sources such as pharmacies. The Pharmacy Board is consulting with both the federal
and provincial governments on this issue and will provide pharmacies with information as initiatives develop.

Following are certain practices that your pharmacy can adopt to help identify
or curb this problem:

e Voluntarily join and support the Meth Watch Program at www.methwatch.ca. This program was originally
designed in the U.S. (where crystal meth abuse is more rampant) to reduce methamphetamine production
without disrupting the availability of legal products. Free information is available at www.methwatch.ca
including educational resources for all pharmacy staff. Information on the Meth Watch Program was also
published in the March/April 2005 issue

o Visit Health Canada for information on crystal meth at its website www.drugwise.gc.ca.

o  Get familiar with the precursor legislation by reviewing the article in the July/August 2003 issue of the
Apothecary.

o Ensure all of your pharmacy's staff are aware of signs of abnormal purchases or purchase patterns for
pseudoephedrine and other materials required for making crystal meth including rubbing alcohol, batteries,
and acetone. Tips to identify these behaviours are available on the Meth Watch website.

e  Consider whether you need to move products containing pseudoephedrine-only (single entity) behind-the-
counter so that you can control sales of unusually high quantities whenever problems occur.

o  Consider whether you need to move all pseudoephedrine products in your front store to a shelf closer to the
dispensary counter so that these products remain highly visible for staff to observe.

e  Consider increasing staff awareness and the use of anti-theft measures such as tags, as pseudoephedrine is
also a target for potential shoplifting.

e  Consider limiting the number of pseudoephedrine products that can be sold at one time, and post signage to
this effect where cold medication is located to deter purchases for illicit use.

e  Ensure your pharmacists and front store staff are aware of groups of people who enter the pharmacy
together to buy a large quantity of pseudoephedrine products.

e  Review your pharmacy's sales to identify unusual increases in pseudoephedrine purchases, or check sales
against inventory to determine if your pharmacy is experiencing theft of these products.

e Advise local police if any unusual sales patterns of pseudoephedrine or other crystal meth ingredients occur
at your pharmacy.

Meetings are being planned between representatives of the Board, PANL, Department of Health and Community
Services, the RNC and RCMP to discuss this issue further and to develop a common approach to dealing with
what may become a growing dug abuse and addictions problem in this province.

Pharmacists should be aware of this potential problem and be on the lookout for early signs in your area. Your
pro-active involvement can help stem a serious problem in the province.
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November 23, 2005

NOTICE TO PHARMACISTS
concerning
Continuation of Prescription Refills and Part Fills
After the Prescriber has Ceased Practice

From time to time prescribers cease practice. This has prompted some
pharmacists to inquire about their authority to continue filling prescriptions that
may have remaining refills or part-fills that were ordered by a prescriber who is
no longer in practice.

While there is no specific regulation that speaks to this issue, it has been a
longstanding policy of our Board, and perhaps might be called an unwritten
standard of practice for pharmacists that, whenever a physician ceases practice,
that physician’s prescriptions should no longer be filled or refilled. When the
physician is no longer in practice a patient can no longer be reasonably
considered “under the care” of that physician.

The patients of a physician who is no longer in practice should be advised that
they need to find another physician to treat them, and that any further
prescriptions should be ordered by their new physician. In the meantime,
pharmacists will recognize that it may take a reasonable period of time for the
patient to find a new physician and will use their professional discretion in
providing a continuation of necessary drug therapy until the patient can obtain a
new prescription.

It should be noted that this advice applies not only to instances where the
physician may have retired, but also to situations such as where the physician
has left the province, died, or has for any other reason ceased practice.

Donald F. Rowe
Secretary-Registrar



NDSAC Initial Recommendation on Ephedrine and Pseudoephedrine

A meeting of the National Drug Scheduling Advisory Committee (NDSAC) was held on
December 4-5, 2005 with considerable discussion focused on the issue of whether there is
evidence that placing restrictions on the sale of ephedrine / pseudoephedrine products is
warranted in light of their abuse potential as precursors in the manufacturing of crystal
methamphetamine.

Rationale:

NDSAC received presentations and submissions from: Wyeth Consumer Healthcare Inc.; the
Government of Saskatchewan; the Ottawa Police Service Drug Unit; the Canadian
Assaociation of Chain Drug Stores; and NDMAC. The Ottawa Valley Regional Drug
Information Service had prepared a background document for the drug scheduling review on
behalf of NAPRA.

The Committee emphatically recognizes the value of pseudoephedrine to the Canadian
cough/cold/allergy therapeutic category. Although by no means life-threatening, colds and
allergies are very common conditions that can impact quality of life and this agent plays an
important role in reducing symptoms. It was noted that with the withdrawal of
phenylpropanolamine from the Canadian market in 2001, options within the category are very
few.

Of critical importance to the Committee was also the evidence for the dire societal impact of
crystal methamphetamine abuse. The deliberations of the Committee centered around
ensuring a balance between access to what is an effective product when used as intended,
and a responsibility to act on behalf of public health and safety in an area within the purview of
the Committee. Access to legitimate product use in rural/Northern regions was of concern to
the Committee.

Evidence was presented on the channels of drug diversion specific to crystal
methamphetamine, whether large-scale access to bulk precursor compounds or smaller-scale
access at the retail level through purchase or theft. Evidence was considered on the
suitability of various formulations in the manufacture of crystal methamphetamine: single-
entity vs. combination products; solid dosage forms vs. liquid or other forms. Precedents set
in other jurisdictions were considered, including those in most of the United States and some
of Canada’s Western provinces. NDSAC also reviewed previous decisions it had made on
dextromethorphan and dimenhydrinate.

Current evidence suggests that the crystal methamphetamine problem is moving from West to
East in Canada, that bulk diversion is presently the greatest concern but as efforts to clamp
down on this are enhanced there could be a shift of the problem to the retail sector, that
single-entity formulations are the products of choice for retail diversion, that theft of products is
a major source of precursors at the retail level in the USA, that smaller labs are a major threat
to neighbourhoods and first responders, and that reducing the number of retail outlets that sell
the precursors would allow an opportunity for the focus of educational and monitoring efforts.

Based on the evidence presented, the following Initial Recommendations were made:



e pseudoephedrine and its salts and preparations in single entity products —
Schedule Il
0 (applicable factor Schedule Il, Factor #4)

e pseudoephedrine and its salts and preparations in combination products
[Note: Pharmacists are advised that in areas where there is evidence of abuse or
particular concern about abuse, pseudoephedrine products should not be located in
a self-selection area of the pharmacy] — Schedule I

0 (applicable factor Schedule lll, Factor #8)

o Ephedrine and its salts in single entity products (in preparations containing no
more than 8 mg per unit dose, with a label recommending no more than 8 mg/dose
or 32 mg/day and for use not more than 7 days, and indicated for nasal congestion.)
— Schedule I

o0 (applicable factor Schedule Il, Factor #4)

o Ephedrine and its salts in combination products (in preparations containing no
more than 8 mg per unit dose, with a label recommending no more than 8 mg/dose
or 32 mg/day and for use not more than 7 days, and indicated for nasal congestion.)
[Note: Pharmacists are advised that in areas where there is evidence of abuse or
particular concern about abuse, ephedrine products should not be located in a self-
selection area of the pharmacy] — Schedule lll

0 (applicable factor Schedule lll, Factor #8)

If no valid objections to these Initial Recommendations are received within 30 days, they will
be finalized on January 6, 2006 and the National Model Drug Schedules amended
accordingly.

Further Comments:

Through restricting access to single entity products by moving them to behind-the-counter
status within pharmacies, there is an opportunity to increase surveillance, detect potential
abuses, monitor sales, and reduce thefts. The Committee heard that the vast majority of
sales of combination products already take place in pharmacies. By limiting sales of these
products to pharmacy retail operations there will be a modest negative impact on access but
a significant gain in improved opportunity for focusing efforts to train sales personnel,
monitor sales, and detect potential abuses.

If there is concern within specific local environments, regions, or provinces/ territories that
diversion of these products warrants further restrictions, these would be supported by
NDSAC in principle and might include such measures as: recording purchases in electronic
health records, requiring photo identification, imposing sales limits per transaction or per
individual.

If the experience with these recommendations, once implemented, indicates that the
scheduling changes are not producing the desired effect of preventing the diversion of retalil



products for the manufacturing of crystal methamphetamine, then the scheduling status will
be further reviewed.

It is the Committee’s recommendation that recently approved natural health products
containing ephedrine and pseudoephedrine also be regulated with these same conditions of
sale.

NDSAC also encourages all pharmacies to participate in educational and monitoring
programs (e.g. Methwatch).

NDSAC members acknowledged that restricting access to retail cough and cold medications
containing precursors used in the illicit manufacturing of crystal methamphetamine is just
one amongst a number of strategies that must be undertaken to proactively address this
emerging problem. Education, prevention, treatment, efforts to control bulk supply
diversion, and diligence on the part of retailers of all products used in the manufacturing
process are all important aspects of an effective strategy.



The Board has received notice that the section of the Tobacco Control Act that bans the sale of
tobacco from pharmacies has now been proclaimed and will come into effect on January 1, 2006.

The newly proclaimed section of the Tobacco Control Act reads as follows:

Pharmacy

4.1 (1) A person shall not sell, or offer for sale, tobacco in a pharmacy.

(2) For the purpose of subsection (1), "pharmacy" means a pharmacy as defined in paragraph 2(n) of the
Pharmaceutical Association Act, 1994, and includes

(a) akiosk that permits direct access to a pharmacist, whether in person or by telephone or another means, and
from which prescription drugs or other medicines are sold or dispensed; and

(b) aretail store if
Q) a pharmacy is located within the store, or

(i) customers of the pharmacy can pass into the store directly or by use of a corridor or area used
exclusively to connect the pharmacy with the store, or

(iii) a kiosk described in paragraph (a) is located within the store.
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FAX | MEMO

All Pharmacies
All Pharmacists
Don Rowe

January 6, 2006

Scheduling Status
of
Ephedrine and Pseudoephedrine

The following notice regarding the national model drug schedules was circulated by NAPRA today.

Scheduling Status Changes Approved for Ephedrine, Pseudoephedrine
effective April 10, 2006

The Initial Recommendations made by the National Drug Scheduling Advisory
Committee (NDSAC) on December 4-5, 2005 to revise the scheduling of:

. pseudoephedrine and its salts and preparations in single entity
products

— Schedule 11
. pseudoephedrine and its salts and preparations in combination

products [Note: Pharmacists are advised that in areas where there is
evidence of abuse or particular concern about abuse, pseudoephedrine
products should not be located in a self-selection area of the pharmacy] —
Schedule 111

. Ephedrine and its salts in single entity products (in preparations
containing no more than 8 mg per unit dose, with a label recommending no
more than 8 mg/dose or 32 mg/day and for use not more than 7 days, and
indicated for nasal congestion.) — Schedule 11

. Ephedrine and its salts in combination products (in preparations
containing no more than 8 mg per unit dose, with a label recommending no
more than 8 mg/dose or 32 mg/day and for use not more than 7 days, and
indicated for nasal congestion.) [Note: Pharmacists are advised that in areas
where there is evidence of abuse or particular concern about abuse, ephedrine
products should not be located in a self-selection area of the pharmacy] —
Schedule 111

were finalized effective April 10, 2006. Final approval of the Initial
Recommendations was made by NAPRA's Executive Committee, in consideration of
comments received during the 30 day period of review. The National Drug
Schedules will be amended accordingly.




Changes to the Drug Schedules in the Pharmacy Regulations of this province require the approval
of the Minister of Health and Community Services, and a recommendation has been made to the
Minister to amend our drug schedules in accordance with the national model.

In accordance with past policy of the board, it is recommended that pharmacists voluntarily follow
these national drug-scheduling recommendations in the interim period until formal amendment to
our regulations is approved by the minister.

In an effort to place closer supervision over the sale of these two drugs, which can be used as
precursor ingredients in the illicit production of methamphetamine (crystal meth), many pharmacies
have already voluntarily placed single ingredient ephedrine or pseudoephedrine products behind
the counter, and require the direct involvement of the pharmacist in the sale of these products.

Pharmacists are asked to be watchful for indications of inappropriate purchases of these products
and be aware of the possible diversion of these products to the production of crystal meth. If there
are indications of inappropriate purchases at your pharmacy you should take appropriate measures
to intervene.

We would also recommend that you support the Meth Watch Program and make your non-
pharmacist staff aware of this potential drug abuse issue. Information about the Meth Watch
Program may be found at www.methwatch.ca.
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FAX /[ MEMO
To: All Pharmacies
Attn: All Pharmacists
From: Don Rowe
Date: May 18, 2006
Original to follow by mail: Yes No
Total number of pages: 3 (including this page)
Message:

All pharmacists will have recently received a renewal notice from PANL regarding individual coverage
under their professional liability insurance policy.

You are reminded that the requirements for registration as a pharmacist includes, under section 21(2)(b.1)
of the Pharmacy Act, that the applicant “provides proof that he or she has obtained professional liability
insurance coverage in a form and amount satisfactory to the board”.

Pharmacists also need to be aware that the policy offered by PANL is currently the only policy that has
received approval by the Board. Pharmacists who do not renew their coverage under the PANL
professional liability insurance policy are not eligible for continued registration and will not be licensed to
practice.

The criteria used by the Board for approving professional liability insurance policies is outlined in the
attached Policy approved by the Board at its April 8, 2006 meeting.

Please contact the NLPB office if you have any questions about professional liability insurance as a
requirement for registration.

Donald F. Rowe
Secretary-Registrar
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Policy

on
Professional Liability Insurance

Based on the recommendations of a committee established to review the criteria that should be applied
when determining the acceptability of pharmacist professional liability insurance as required by section
21(2)(b.1) of the Pharmacy Act, the Board sets the following criteria:

1) Amount of Coverage

An amount of $1,000,000 per claim made is the minimum acceptable coverage. It may be preferred in
some types of pharmacy practice that a higher level of coverage be available on an optional basis,
however, $1,000,000 is adequate as a core minimum level.

It is further required that, for a policy to be acceptable, there be no aggregate limit to coverage.

2) Type of Insurance
“Claims made” type of insurance coverage is required.

This requirement reflects the fact that “occurrence” type of insurance is not commonly available in Canada,
which may restrict availability of competing providers. “Claims made” insurance may also reduce the
likelihood of prolonged litigation over which insurer is liable should a claim be made a significant time after
the occurrence of the action for which the pharmacist may be liable.

3) Extended Reporting Period
For a policy to be acceptable, there must be “trail coverage”, or an extended reporting period provision that
continues coverage after the pharmacist ceases to practice and the policy in still in place.

Such an extension of coverage ensures that liability insurance protection is available to the patient when
the claim has not yet been submitted, but the pharmacist is no longer in practice and no longer a subscriber
to the policy.

4) Personal Insurance

The understanding of the Board is that employers’ group insurance policies typically cover the pharmacist
only with respect to practice of pharmacy as an employee of that employer. This raises questions of
coverage being in place should a pharmacist engage in practice of pharmacy outside of that employer’s
setting.
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