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Proposed Regulations for Issuance and Renewal
of a Certificate of Accreditation - v 2008

Pharmacists and Pharmacy Owners, please direct your comments by June 6, 2008 to:

Anne Resnick, Director, Professional Practice — aresnick@ocpinfo.com

Regulation under the Drug and Pharmacies Regulation
Act - Providing for the issuance of, suspension, revo-
cation, expiration or renewal of Certificates of Ac-
creditation pursuant to subsection 161(1)(n)

1. In this Regulation,

‘applicant’ means each and every proposed owner of the
pharmacy and, where any proposed owner s,

i. a corporation, other than a non-profit corporation re-
ferred to in subsection 142(5) of the Act, applicant in-
cludes each and every officer and director of the cor-
poration and each shareholder of the corporation who
is a pharmacist if that pharmacist owns, directly or in-
directly, five percent or more of the voting shares of
that corporation; or

ii. a non-profit corporation as referred to in subsection

142(5) of the Act, applicant includes each and every

officer and director of that corporation;

‘location’ means the municipal address at which the phar-

macy is located;

‘pharmacist’ means a person registered as a pharmacist
under the Pharmacy Act, 1991.

Qualifications for the Issuance of a
Certificate of Accreditation

2. A person is qualified for the issuance of a certificate of
accreditation to establish and operate a pharmacy pro-

vided all of the following criteria are met:

1. A completed application in the form required by the
College has been filed with the College, along with the
required application fee.

2. The fees required to be paid relative to the issuance of
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a certificate of accreditation have been submitted to
the College.

3. Each person who is an applicant is eligible under [Part
VI of] the Act to operate a pharmacy.

4. Where requested in writing by the Registrar or the
Accreditation Committee, each person who is an ap-
plicant has provided additional information sufficient
to determine whether a certificate of accreditation
should be issued.

5. The past and present conduct of each person who is
an applicant affords reasonable grounds for the be-

lief that the pharmacy will be operated with decency,

honesty and integrity and in accordance with the law.

. For the purposes of paragraph 5 of section 2, and with-

out limiting the generality of that paragraph, there shall
be deemed to be reasonable grounds for the belief that
the pharmacy will not be operated with decency, hon-
esty and integrity and in accordance with the law where

any one or more of the following has occurred:

1. An applicant made a false or misleading statement or
representation in the application or in any information
provided to the College in respect of the application.

2. An applicant failed or refused to provide to the Col-
lege detailed information relating to

i. acharge in relation to an offence under any act
regulating the practice of pharmacy or relating to
the sale of drugs,

ii. acharge relating to any criminal offence,

iii. a finding of guilt in relation to an offence under any
act relating to the practice of pharmacy or relating
to the sale of drugs, or

iv. a finding of guilt in relation to any criminal offence.

3. An applicant failed or refused to provide to the Col-
lege detailed information respecting any outstanding

proceeding in which that applicant was alleged to have



committed any act which, if it had occurred in On-
tario, would constitute professional misconduct.

4. An applicant failed or refused to provide to the Col-
lege detailed information respecting any outstanding
proceeding where any allegation of improper business
practise was made against that applicant in any juris-
diction, whether in relation to the operation of a phar-
macy or any other regulated profession or business.

5. An applicant failed or refused to provide to the Col-
lege detailed information respecting any completed
proceeding in which that applicant was alleged to have
committed any act which, had it occurred in Ontario,
would have constituted professional misconduct,
other than a proceeding which was completed on its
merits and in which the applicant was found not to
have committed any act of professional misconduct.

6. An applicant failed or refused to provide to the Col-
lege information respecting any completed proceed-
ing where any allegation of improper business prac-
tise was made against that applicant whether in re-
lation to the operation of a pharmacy or any other
regulated profession or business, other than a pro-
ceeding completed on its merits in which the appli-
cant was found not to have engaged in any improper

business practise.

4. A certificate of accreditation shall be issued in the specif-
ic name of the owner of the pharmacy for the specific lo-

cation at which the pharmacy is to be operated.
Expiry of Certificates of Accreditation

5. Every certificate of accreditation automatically expires
on the 1Ith day of May in each year unless renewed be-
fore that date.

Renewal of Certificates of Accreditation

6. (1) The Registrar may renew the certificate of accredit-
ation where the Registrar is satisfied that the quali-
fications for renewal have been met or substantially
met and in all other cases shall refer the application
for renewal to the Accreditation Committee.

(2) Where the Registrar refers an application for renewal
to the Accreditation Committee, the Registrar shalll

provide to the person responsible for the filing of the
application notice in writing of that fact and notice
that the pharmacy has the right to make a submission
in writing to the Accreditation Committee provided
it is received within fifteen days of the receipt by the
pharmacy of the notice.
(3) Where notice is given by the Registrar under subsec-
tion (2), the Registrar shall also provide along with
the notice, either
i. the reasons why the Registrar has proposed to re-
fuse to renew the certificate of accreditation, or

ii. the reasons why the Registrar has proposed that
terms, conditions or limitations should be attached
to the certificate of accreditation.

(4) Where the Registrar refers an application for the
renewal of a certificate of accreditation to the Ac-
creditation Committee, the certificate of accredit-
ation shall not expire until the decision of the Ac-
creditation Committee becomes final.

(5) Nothing in this regulation affects in any way the right
to cancel a certificate of accreditation for non-pay-
ment of fees as provided for under subsection 140(4)
of the Act.

Qualifications for Renewal

7. (1) For the purpose of this section, owner includes any
person or persons who own the pharmacy and if the
owner is or includes
i. acorporation, other than a non-profit corpora-
tion referred to in subsection 142(5) of the Act,
includes each and every officer and director of the
corporation and each shareholder of the corpora-
tion who is a pharmacist, if that pharmacist owns,
directly or indirectly, five percent or more of the
voting shares of that corporation; and

ii. anon-profit corporation as referred to in subsec-
tion 142(5) of the Act, includes each and every of-
fice and director of that corporation.

(2) Subject to subsection (3), a pharmacy is qualified for
the renewal of its certificate of accreditation provid-
ed all of the following criteria are met:

1. A completed application in the form required by
the College has been filed with the College.
2. The pharmacy is not in default in the payment of
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any fees required to be paid to the College or any
monies owed to the College.

3. The person to whom the certificate of accredit-
ation was issued continues to own and operate the
pharmacy.

4. There has been no change in the location of the
pharmacy since the certificate of accreditation
was issued other than a change in the location
which occurred before this provision came into
force and which was approved by the College.

5. There has been no material change to the size
or physical layout of the pharmacy since the cer-
tificate of accreditation was issued other than a
change which was approved by the College.

6. Where requested in writing by the Registrar or
the Accreditation Committee, the owner has pro-
vided additional information in order to determine
whether the certificate of accreditation should be
renewed.

7. The owner’s past and present conduct affords rea-
sonable grounds for the belief that the pharmacy
will be operated with decency, honesty and integ-
rity and in accordance with the law.

8. The pharmacy is in compliance with the regula-
tions under the Act and the by-laws of the College
governing the establishment and operation of a
pharmacy.

(3) Subject to subsection (4), a pharmacy shall not

be qualified for the renewal of a certificate of ac-

creditation where an inspection of the pharmacy

has taken place under [Part VI of ] the Act and
where the inspector identified one or more failures
to conform to the requirements of [Part VI of] the

Act and its Regulations unless and until the Regis-

trar is satisfied that each of the deficiencies has

been addressed either to the Registrar’s satisfac-
tion or, failing that, to the satisfaction of the Ac-
creditation Committee.

(4) The Registrar may renew a certificate of accredit-
ation, notwithstanding its expiry,

i. where the Registrar is satisfied that the expiry was
due to inadvertence and satisfied that the phar-
macy meets the qualifications for renewal,

ii. where the application for renewal has yet to be

considered by the Accreditation Committee and
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the Registrar is satisfied that the pharmacy meets
the qualifications for renewal,

iii. for a period not to exceed thirty days to permit the
pharmacy an opportunity to satisfy the Registrar
that the pharmacy is qualified for the renewal of its
certificate of accreditation including an opportun-
ity to satisfy the Registrar that any deficiencies as
referred to in subsection (3) have been corrected,
or

iv. subject to terms, conditions and limitations agreed
upon by the Registrar and the pharmacy, provid-
ed those terms, conditions and limitations are ap-
proved by the Accreditation Committee.

(5) The Registrar shall not renew a certificate of ac-
creditation where the current certificate of accredit-
ation has terms, conditions and limitations attached
to it unless
i. the Registrar is satisfied that the terms, conditions

and limitations have been complied with, or

ii. the approval of the Accreditation Committee has

been given.

(6) Subsection (5) applies to a certificate of accreditation
renewed by the Registrar pursuant to clause iii of sub-

section (4).

Removal of Terms, Conditions and Limitations

8. Where terms, conditions and limitations are imposed

on the certificate of accreditation, the Registrar may re-

move any or all of them

i. where the Registrar is satisfied that the terms, condi-
tions or limitations have been complied with, or

ii. with the approval of the Accreditation Committee.

Revocation

9. The Registrar may revoke a certificate of accreditation

where the Registrar is satisfied that it was issued or re-
newed based on false or misleading information of an ap-
plicant, whether by commission or omission, provided
the Registrar before doing so gives to the pharmacy at
least fifteen days notice of the Registrar’s intention to re-
voke and a reasonable opportunity for the pharmacy to

make a written submission to the Registrar.



THE

BRIDGE TO REGULATION:

Educational

Requirements
for Pharmacy Technicians

ne of the most es-
sential require-

ments for entry to
practice is completion of an
approved education program.
As professional regulation
evolves, approved programs
are typically those whose cur-
riculum prepares graduates to
meet defined entry-to-practice competencies for
the profession. These competencies are important
in guiding the development of educational outcomes
and standards of accreditation for education pro-
grams. In the last two years in Canada, these stan-
dards have been established for pharmacy technician
programs, creating a common education framework
for the profession nationally. With several phar-

macy technician programs pursuing accreditation by

the Canadian Council for Ac-
creditation of Pharmacy Pro-
grams this spring, it won't be
long before Ontario welcomes
the first graduates from pro-
grams meeting the future edu-
cational requirement for regis-
tration with the College.

Until recently, there was no
system to ensure consistency across education pro-
grams, and no standard educational requirement for
an individual choosing to become a pharmacy techni-
cian. As a result, individuals currently working in the
profession have entered through a variety of path-
ways, and have continued to develop their knowledge
and skills within different roles and practice settings.
This has created a high degree of diversity among
those who may choose to become registered, which
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poses a challenge for the College. Regulatory bodies need to
ensure that individuals applying for registration have the ne-
cessary knowledge, skills, and ability to practice safely and
effectively within the scope of the profession. While some
pharmacy technicians have attained most of the knowledge,
skills, and ability needed for the new role, others have not.
Additionally, the entry-to-practice competencies describe
an expanded role, with new responsibilities associated with
regulated practice. For these reasons, the College has identi-
fied the need for, and supported the development of, a bridg-
ing education program that will prepare all current pharmacy
technicians for practice in their new capacity. In combination
with the education and/or training these individuals have al-
ready had (be it a formal education program or training on
the job), completion of the bridging program will allow those
currently in the profession to meet the educational require-
ment for registration.

As stated in the Council Report (page 9) a framework
for the bridging program curriculum was approved at the
Council meeting in March. The framework outlines four
courses: Product Preparation, Drug Knowledge, Drug Dis-
tribution and Operational Management, and Professional
Practice. These courses are to be offered as a continuing
education program, administered through the community
college system. With each course lasting between 33 and 42
hours, the overall time commitment will be approximately
150 hours. This means an individual studying in a standard

format (one night a week), could complete all four courses

over a one-year period. Alternative delivery methods will
also be made available for those who prefer a condensed
time-frame (such as three or four weekend sessions per
course). On-line delivery will also be developed, although,
of course, some practical and experiential learning will also
be necessary in most of the courses. Studying on-line will al-
low individuals even more flexibility to complete the courses
where and when they choose.

While many details related to the administration of the
program have yet to be finalized, the College is committed
to the development of a program that will provide geograph-
ic access, reasonable cost, and recognition of prior learn-
ing (meaning that individuals will be able to demonstrate
they already have the competencies needed to achieve the
outcomes of a particular course). With the framework ap-
proved, curriculum development for each course can begin,
so that the first course offerings will be ready for the fall of
2008. This will allow sufficient time for individuals to com-
plete the bridging program before the pilot entry-to-practice
examination (anticipated in the fall of 2009).

As more information about course descriptions, costs,
and registration procedures is confirmed, it will be com-
municated to all stakeholders. To ensure you remain in-
formed of new developments as they occur, you may wish
to subscribe for e-mail notifications by going to the Phar-
macy Technician section of the College website and clicking
on the subscribe link. You may also review the full process of

registration by going to this section of the website.

Stay Informed!

If you'd like to receive e-mail notifications about new developments in the regulation of
pharmacy technicians, please visit the college’s website, www.ocpinfo.com, and click on
the green “Pharmacy Technicians” button on the left menu. Once the page opens see
“Stay Informed!” and click to submit your name and email address.

Application Deadline

e Application to evaluate Pharmacy Technician Credentials: July 15th

o Application to write Pharmacy Technician Exam: September 15th

For more information about the Pharmacy Technician Certification Exam visit
www.ocpinfo.com and click on “Pharmacy Technicans” on the left menu.
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4 Apr 2008

27 Mar 2008

25 Mar 2008

25 Mar 2008

21 Mar 2008

21 Mar 2008

12 Mar 2008

12 Mar 2008

11 Mar 2008

10 Mar 2008

7 Mar 2008

20 Feb 2008

Important Safety Information on Foreign Health Products - Tetrasil, Genisil, Aviralex, OXi-MED, Beta-mannan, Micronutrient, Qina, SlicPlus. The FDA
advised consumers to stop using these products immediately and that the products pose a serious health threat to customers because they make
claims about very serious diseases. These products have not been assessed by the FDA for safety or effectiveness.

Important Safety Information on HEPARIN

As per the advisory posted on Health Canada MedEffect's website on March 20, 2008, Health Canada'’s testing of heparin has identified

the presence of a substance similar to the contaminant, oversulphated chondroitin sulphate, identified by the FDA, in some lots of the active
pharmaceutical ingredient of heparin from B. Braun Medical Inc. In the US, use of heparin products contaminated with oversulphated chondroitin
sulphate has been associated with an increase in reported serious allergic and anaphylactic reactions and possible lack of effect. B.Braun is
recalling the affected lots of unfractionated heparin for intravenous use on the Canadian market.

Health Canada is warning parents and caregivers not to use a certain lot of PediaCol drops, a product for infants taken orally to relieve symptoms
of excess gas associated with colic. The product, labelled with the lot number PDC701, was found to be contaminated with yeast and may pose
serious health risks. Due to their immature immune systems, infants and young children may be at risk of adverse health effects. Children with
weakened immune systems are particularly vulnerable to the potential health risks.

B. Braun Recalls Contaminated Heparin Products in Canada
Health Canada testing of heparin products marketed in Canada has identified a contaminant in products from manufacturer B. Braun Medical Inc.
The Department is working with the company on its recall of the affected Canadian products from the market.

Important Safety Information on TEGRETOL (carbamazepine)
Novartis Pharmaceuticals Canada Inc., following discussion with Health Canada, would like to inform you about new safety information in the
Product Monograph for TEGRETOL* (carbamazepine)

Health Canada is warning consumers not to use Libidus, an unauthorized product promoted on the web site of the manufacturer for the treatment
of erectile dysfunction. The product may pose serious health risks, as it was found to contain the undeclared prescription drug sildenafil, which
should only be used under the supervision of a health care professional. Patients with pre-existing medical conditions, including those with heart
problems, those taking heart medications, or those at risk for strokes, may be at an increased risk of serious health effects associated with the use
of this product.

Health Canada is reminding consumers not to use products containing Ephedra or ephedrine, either alone or in combination with caffeine and
other stimulants, for purposes of weight loss, body building or increased energy. Use of products containing Ephedra or ephedrine in combination
with caffeine and other stimulants may have serious, possibly fatal, adverse effects Health Canada is advising consumers that these products are
not authorized for use.

Important Safety Information on SEBIVO (telbivudine)

Novartis Pharmaceuticals Canada Inc., in consultation with Health Canada, would like to inform you of an increased risk of peripheral neuropathy
observed in chronic hepatitis B patients treated with telbivudine (SEBIVO®) in combination with peginterferon alfa-2a (Pegasys®), compared

to the interferon or telbivudine alone, during a controlled pilot clinical trial. An increased risk cannot be ruled out for treatments combining
telbivudine with other interferon products (pegylated or standard).

Reports of Hepatic Failure with EXJADE* (deferasirox)

EXJADE* is indicated in the management of chronic iron overload in patients with transfusion-dependent anemia aged 6 years or older. EXJADE*
is also indicated in the management of chronic iron overload in patients with transfusion-dependent anemia aged two to five who cannot be
adequately treated with deferoxamine.

Health Canada is warning consumers not to use ADAM, an unauthorized product promoted for the treatment of erectile dysfunction, because it
may pose serious health risks. ADAM contains an undeclared pharmaceutical ingredient similar to the prescription drug sildenafil which should
only be used under the supervision of a health care professional. The product may pose serious health risks, especially for patients with pre-existing
medical conditions such as heart problems, those who may be taking heart medications, or those who may be at risk for strokes.

Important Safety Information on Icy Hot HEAT THERAPY Products

Chattem Canada is recalling these products in conjunction with the recall initiated by its parent company in the U.S. (Chattem, Inc.), which has
received consumer reports of burns as well as skin irritation resulting from consumer use, or possible misuse, of these HEAT THERAPY products in
the U.S. In Canada there have been only four, and less severe, complaints received to date.

Important Safety Information on Botox and Botox Cosmetic

Health Canada is informing Canadians of an ongoing safety review of distant toxin spread potentially associated with Botox and Botox Cosmetic.
A similar review was recently announced by the US Food and Drug Administration linking Botox and Botox Cosmetic (Botulinum toxin Type A),
and Myobloc (Botulinum toxin Type B) to cases of adverse reactions, including respiratory failure and death, following treatment of a variety of
conditions using a range of doses.

For complete information & electronic mailing of the Health Canada Advisories/Warnings/Notices subscribe online at:
http://www.hc-sc.gc.ca/dhp-mps/medeff/index_e.html

MedEffect e-Notice is the new name which replaces Health Canada’s Health_Prod_Info mailing list.
The content of the e-notices you receive will remain the same and are now part of MedEffect, a new Health Canada Web site dedicated to adverse
reaction information. MedEffect can be visited at www.hc-sc.gc.ca/dhp-mps/medeff/index_e.html

Health Canada Notices are also linked under “Notices” on the OCP website: www.ocpinfo.com
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Turning.the Hea

by Stuart Foxman

This article was recently published in the CPSO’s publication “Dialogue”, and is reprinted

here with permission as information to pharmacists dealing with angry patients.

Remaining calm in
the face of an angry

patient is a clinical skill

he patient walks into your office, three weeks after

his operation, and it doesn't take long for the ap-

pointment to deteriorate into a fencing match. Al-
ready frustrated about his condition and upset about the
surgery, the patient is now distressed about the slow recu-
peration time. His resentment rises to the surface, and you
suddenly find yourself in a verbal battle. Neither of you is
really listening to the other, and the atmosphere is becom-
ing tense. Welcome to a “symptom” exhibited by many pa-
tients: anger.

Google “angry patient,” and you'll get about 2.1 million
hits — slightly more than you'll find if you search for “satis-
fied patient.”

What makes patients angry? Anything from irritation
about their care, to being stuck in a waiting room. Whatever

the reason, you can't lose your cool or get baited into butting
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heads, says Dr. Wendy Levinson, Chair, Department of
Medicine, University of Toronto. Instead, you need to look
beyond the symptom of anger, to the underlying causes.

“A powerful emotion is like an elephant in the room —
you can’t get around it, so you have to deal with it,” says
Dr. Levinson.

The ability to defuse anger can be one of a doctor’s most
important interpersonal skills, says Dr. Levinson —something
we'll explore in this installment of Dialogue’s continuing ser-
ies on communications.

Dr. Monica Harris-Broome, Director of the Communi-
cation Skills Program at the University of Miami’s School of
Medicine, doesn’t talk about elephants but another animal:
APE, her acronym for the Angry Patient Encounter.

You can tame that beast, she has written, through a

CAM

strategy that she also calls APE. Here, “A” stands for agree



—find something to agree with, to dissipate the anger.
“P” stands for pause — back off, to help the patient feel
understood. And “E” stands for emotion — acknow-
ledge the patient’s emotions, without using the label

“angry.”

“Anger is a stress response,” notes Dr. Harris-Broome.
To de-escalate angry feelings, doctors have to understand
where that response is coming from.

Consider the range of circumstances that can trigger
feelings of hurt, annoyance, fear, despair, and helplessness
—and, for some, anger. The diagnosis of a condition. The
consequence of that condition. A bad outcome. A medical
error. A misdiagnosis. Negative experiences with a previous
physician, or the medical community. Unmet expectations.
Delays in getting answers or treatment.

Different patients will react in varying ways to all of these
situations. Does anger seem like a legitimate response? Or
does the patient seem to be way out of line? That'’s really
beside the point. If the patient is feeling that anger is the ap-
propriate way to express themselves, then that’s what you,
as the doctor, have to address.

In a way, you can even view the patient’s anger as a posi-
tive. It clearly tells you just how strongly the patient feels,
whereas other patients might be just as bothered, but mask
their feelings instead, letting a problem gnaw at them and
making it tougher for you to help them.

Soif anger is a symptom, how do you treat it? Here are

10 strategies to navigate this tricky situation.

1) Turn the heat down

The first step is to calm things down. The pot is boiling on
the stove, so you need to reduce the temperature — you
can’t just watch it boil over. “Don’t be on the defensive —
that just makes people angrier,” says Dr. Levinson. “Listen
patiently, so the patient feels heard.” Or as Dr. Harris-
Broome says, set an example; don’t ask the patient to calm

down, but model calmness yourself.

2) Validate the emotion
“Even if you don’t agree that they're right, it’s import-
ant for patients to feel that you understand what they're

wn.on Patient Anger

experiencing,” says Dr. Levinson. She suggests using
phrases like “l can see you're really angry” or “l can under-
stand how you might feel angry, because you feel you
didn’t get what you needed.” You're not saying that their
anger is warranted, you're simply validating their feel-
ing. “Naming the emotion goes a long way to reconciling
things,” says Dr. Levinson. “You don’t have to say that you
would be angry; you have to say that you understand why
they would be angry.”

3) Be empathetic - not apologetic

“You shouldn’t say sorry for no reason, but show empathy,”
Dr. Levinson says. That doesn’t mean you're accepting
blame. “If someone had surgery and is still in pain, for ex-
ample, you can say that you feel bad that it didn’t work out,
that this clearly isn't what you both wanted, and that other
patients who have been in the same situation feel frustrated

too. These are all de-escalating comments.”

4) Wait a minute

When patients are on an angry roll, let them go for at least
a minute, with no interruptions, replies or explanations on
your part. (The only exception is if they use profane or
other language that you find offensive; while patients have a
right to be heard, you have the right to be treated with civil-
ity.) It’s important for patients to have a chance to vent, and
to feel safe to share their feelings, says Dr. Harris-Broome.

That alone can be therapeutic.

5) Turn a rant into a conversation

Remember that anger is a secondary emotion. Ask the
probing questions, Dr. Harris-Broome says, that reveal
the underlying concerns. “You seem adamant about the
test—why do you feel it’s so important?” Or, “My decision
seems to have upset you, and | regret that — now what can
I do to help?”

6) Disarm the patient
Statements like “I see your point” and “l understand” can
stop the patient in their tracks. “It’s very hard to stay angry

at someone who accepts your anger,” says Dr. Levinson.

connection ¢ May/June 2008



7) Stay curious
There is a story behind all of that anger. You may not know,
yet, what really caused this response. Encourage the pa-
tient to provide the information that you need — “Tell me
more about what’s upsetting you,” or “How has this condi-
tion affected you?”

8) Summarize the complaint

Once you've heard enough, sum up the issue as you see it.
“The patient can correct any misperceptions, and experi-
ence being heard and understood,” says Dr. Harris-Broome.

This gives you the foundation to move on.

9) Stand your ground

Accepting blame needlessly, or giving in to a patient’s bully-
ing or unreasonable request, can actually erode the patient’s
trust and respect —and can be unethical. Ifit’s not appropri-
ate to, say, give a patient the drug or treatment they want,
or write a note to excuse them from work, explain why and
offer alternatives. “If you have an impasse,” says Dr. Levin-
son, “you can say that it clearly wasn’t your intent to make
the patient feel unsupported —and now let’s talk about how

we can go forward.”

10) Don’t fight back

Even when patients are hostile, battling back is a trap, says
Dr. Levinson. You can only support the patient if you're dis-
passionate. A doctor who's dismissive or acts irritated is a
red flag, says Dr. Jerome Groopman, author of How Doctors
Think. When he asked numerous doctors to imagine them-
selves as a patient, dealing with a contentious doctor, every
one said that they would find a better doctor.

A 2006 article in the National Review of Medicine said
that for a man or woman of science, the worst thing about
dealing with out-of-control patients is that they tend not to
test your medical skill and knowledge. “Rather,” the article
stated, “they try your patience, push your most tender but-
tons...and can seem like they're battering rams threatening
to take down your professional demeanour.”

Yet you can look at all of that anger as an opportunity,
says Dr. Levinson. Just as engaging in a battle with a pa-

tient can undermine the relationship, the opposite is true
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@Fr - continued

When Anger Escalates
Police truncheons and helmets aren’t the usual medical

gear. But in 2007, doctors and nurses at a hospital in

eastern China took to arming themselves after a spate

of attacks from angry patients — from cursing, to death
threats, to serious beatings.

It sounds extreme, but in Canadian health care, too,

angry encounters can sometimes turn violent. Most

involve nursing staff, though, according to studies,
psychiatrists and ER doctors are at the highest risk
among physicians.

Verbal aggression may only rarely turn physical, and

can typically be dealt with through communications

techniques.

But if anger escalates, consider these steps:

e Conflicts with patients can spiral out of control,
leading to anything from complaints to refusal to
accept treatment. Be especially diligent in your
record keeping when dealing with unusually angry
patients.

If the patient no longer seems to respect your opinion,
and the relationship seems to be damaged beyond
the point of repair, it's prudent to turn care over to
another physician.

If you feel that the encounter is becoming dangerous,
take precautions to ensure your safety, e.g., maintain
a physical distance, don’t turn your back, and have a
safe exit.

too. Remaining calm and comforting in the face of an angry
patient is a clinical skill, and can be a pivotal moment in the
relationship.

“If a patient can display negative emotions, and see that
the doctor still cares about them, they see the doctor even
more as a trustworthy person,” says Dr. Levinson. “Any
difficult encounter, when you work it through, is typically
trust-building.”



The Drug and Pharmacies Reﬂulation Act

Changes that Affect
Pharmacists and Pharmacies

On June 4, 2007, the Health Sys-
tem Improvement Act received
Royal Assent, amending, among other
things, the Drug and Pharmacies Regula-
tion Act (DPRA) to reflect current prac-
tices. Highlights of the Act were printed
in the July/Aug 2007 issue of Pharmacy
Connection. This update reviews some
of the changes that have occurred and
highlights additional changes taking ef-
fect on June 4, 2008 which will directly
affect pharmacy operations.

In the Definitions section (s. 1), there
are a number of new definitions and
changes, most notably:

« The word “Licence” has been re-
placed with “Certificate of Registra-

tion” for a member and “Certificate of

Accreditation” with regard to a prac-
tice site, respectively.

- The term “Member” clearly refers to
any member of the College.

- “Designated Manager” clearly identi-
fies the role and designation

« “Prescriber” to refer to anyone au-
thorized by a law in a province of Can-
ada to give a prescription within their
scope of practice.

« The term “drug” will be redefined to

reflect the differences between the

the Powers of Committees section (s.

140), namely:

- Accreditation Committee amend-
ments now enable the Committee to
refer amember, Designated Managers
(DM), directors, or holder of a Cer-
tificate of Accreditation to the Disci-
pline Committee for violations of the
DPRA or proprietary misconduct.

« The Discipline Committee may now
impose a fine of as much as $100,000
up from the previous $25,000.

The following changes have been made
in the Designated Managers section (s.
146):

« The Designated Manager must dis-
play his or her name and/or Certifi-
cate of Registration clearly and public-
ly in the pharmacy managed.

- In addition to the requirement for a
Designated Manager, the Act requires
owners to designate a DM and to in-

form the College of the designation.

In the Inspections and Inspectors sec-
tion (s. 148), these changes have been
made:

« Instead of records, the Act now re-

fers to “documents or objects” rel-

performance of his or her duties is
prohibited.

Pharmacy Technicians

« The first steps towards the regula-
tion of pharmacy technicians are now
inthe DPRA. “pharmacy technician”
has been added to the definitions and
also to the list of members who can
compound, dispense, or sell any drug
in a pharmacy, where they are super-
vised by a pharmacist who is physic-
ally present. Regulation of Pharmacy
Technicians will be completed in con-
junction with changes to the Phar-
macy Act and will be subject to the
writing of new regulations, which will
also identify terms, limits and condi-

tions on their practice.

In the Drugs section (s.150), which

states

No person shall sell (deleted “know-
ingly”) any drug under the represen-
tation or pretence that it is a particu-
lar drug when the person knows or
(inserted) “ought to have known” that
it is not that drug, or does not contain
any substance that the drug is meant to

contain

National Drug Schedules and new
Natural Health Products Regulations.

evant to the practice and to the Act.
This broadens the definition of what

is available to an inspector during an

the wording has changed from “know-
ingly” to “ought to have known.” Phar-
« The term “proprietary misconduct” macists should know the integrity and

has been created to deal with non- inspection. pedigree of drugs they purchase and

pharmacist and corporate owner- « Inspectors under the DPRA now have | dispense.

ship issues. powers similar to those of investiga- In the Mailing or Delivery of Drugs

tors under the RHPA. (RHPA)

« Obstruction of an inspector in the

section, amendments have been made

There have also been amendments to continued on page 24
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Manager, Registration Programs

I'm a Canadian-born applicant who did all my

Qschooling in Canada prior to university. | went to
England to do my pharmacy degree and I'm being told
that | need to provide proof of fluency in English or
French. Can you explain why?
Every applicant needs to provide evidence of fluency or lan-
guage proficiency. Those who have attended a pharmacy
degree program in Canada or the US, which have compar-
able accreditation standards, demonstrate fluency by hav-
ing graduated, since in any program there are educational
outcomes related to communication that must be produced
for successful completion of the program. Because there
exists no common accreditation system internationally, those
who graduate from a program outside Canada or the US
must demonstrate language proficiency on objective language
tests such as CanTest, ibT OEFL, IELTS and MeLab. Tore-
view the policy and required scores, you can go to the OCP
website: www.ocpinfo.com. Click on registration then go to
Training and Assessments and click on Fluency.

An applicant may provide proof of language proficiency
through an objective test, or may wish to provide non-
objective evidence of language proficiency. This evidence
would need to be considered by a panel of the Regis-

tration Committee. Past panels have accepted official

(effective June 2008) requiring a signa-
ture for all drugs mailed or delivered. The
“Notice to Pharmacists” on pages 20-21
of the March/April 2008 Pharmacy Con-
nection discusses these amendments.

In the Out-of-Province Prescriptions
section, amendments now allow phar-
macists to accept prescriptions from

other Canadian provinces and the term

“physician” has been replaced with the
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broader term “prescriber.”

In the Pharmacies and Wholesalers
section, drugs can now only be ac-
cepted at the pharmacy which ordered
the drugs, except where appropriate in
the patient’s best interest.

In the section Orders Where the Pub-
lic is at Risk, the College is now able to
immediately revoke or suspend the Cer-
tificate of Accreditation of a pharmacy to

| Chris Schillemore, R.Ph., B.Sc.Phm. M.Ed.

transcripts as evidence that applicants attended elemen-
tary and secondary school in Canada before going to uni-

versity abroad.

I earned my pharmacy degree in a school in Egypt

where the curriculum was delivered in English.
What evidence of fluency do I need to provide?
Because your pharmacy degree program is not accredited
by the Canadian Council for the Accreditation of Pharmacy
Programs (CCAPP) or the Accreditation Council for Phar-
macy Education (ACPE), there is no standardized means of
assessing your ability to communicate effectively in English
with patients. The simplest way to demonstrate language
proficiency is on an objective test.

We cannot predict what, aside from a test, will convince

a panel of the Registration Committee of your language pro-
ficiency. In addition to a pharmacy degree in English, per-
suasive evidence might include a long work experience in
an English-speaking environment where services were pro-
vided in English, verified by regulated professionals and/or
academics, previous successful language proficiency scores,
completion of postgraduate studies in Canada or the US,
and/or oral presentation of research findings at national or

international conferences in English.

Changes that Affect Pharmacists and Pharmacies - continued

protect the public. This is done through
an order of the Superior Court of Justice,
in order to protect the public.

The complete Acts and regulations
are available on the College website
under “Laws and Regulations” at:
www.ocpinfo.com
or at the Ministry e-laws website at:

http://www.e-laws.gov.on.ca/index.
html




Diana Spizzirri, R.Ph., B.Sc.Phm., M.Ed.
Deanna S. Yee, R.Ph., B.Sc.Phm., M.Sc.
Registration Advisors

I am a Canadian studying pharmacy in the US.

What training will I need to do to be able to work

in Ontario?
While you are in a pharmacy degree program that it is ac-
credited by the Accreditation Council for Pharmacy Edu-
cation, you are eligible to register as a student in Ontario.
To begin working as a pharmacy student under the direct
supervision of a pharmacist or to complete some of your clin-
ical placements in Ontario, you must register with OCP, pay
the applicable fee and submit a Notice of Pharmacy Work
Placement form. Once you graduate, you may register as an
intern, and will then be required to successfully complete a
minimum of 12 weeks of structured practical training under
the supervision of a pharmacist preceptor. To become anin-
tern, you must register and submit the internship application
and pay the applicable fee. The forms that you are required
to submit are available on the OCP website under Licensing
> Forms. You will be required to submit additional docu-
mentation when you register. For more information, please
visit the OCP website under Licensing > Member Registra-
tion > Canada/US Graduates & Undergraduates.

I am planning to take two weeks off during
me internship to get married and go on my
honeymoon. Can | condense my SPT internship
by two weeks by working more than 35 hours
per week?
The length of internship required is a minimum period.
Therefore, working extra hours every week does not enable
you to shorten your training period. Interns and preceptors
are required to complete and submit a formal assessment at
the end of every four weeks. Credit for SPT is given if the
intern has demonstrated competency during those four
weeks. If'you have completed at least four weeks of train-
ing successfully, based on your preceptor’s assessment, you

will be given credit for the time that you have worked, and

b

may take a short break from your training. Please notify us
in writing that you wish to take a leave of absence, stating
the reason for it and when you expect to return to complete
the remainder of your SPT internship. The anticipated end
date of your SPT internship will be extended by the length

of your absence.

I am volunteering my time in the pharmacy for
me studentship. Do | need to buy WSIB insurance

on my own?
Premiums for WSIB (Workplace Safety and Insurance
Board) insurance are deducted from your payroll. If you
are volunteering in the pharmacy, you will not be covered
by WSIB should you be injured while working. However,
you can buy accidental death and dismemberment (AD & D)
insurance on your own.

The Ontario Pharmacists’ Association currently provides
individual voluntary AD&D insurance at a rate of $29.25
(plus 8% PST) per quarter. The OPA’s AD&D insurance
application form is available from the Aon-sponsored OPA
Insurance Program link on the OPA website at www.opa-
today.com. Only pages | and 6 of the application form are
required to be completed for this type of coverage.

I know that | must have personal professional
Qliability insurance when | register as an intern.

Do I have to buy another policy when | become a

pharmacist?
Insurance providers have told us that the policy for interns
and pharmacists is the same. When you purchase a policy
for your internship, you are covered until the end of the
policy year, regardless of your status as an intern or phar-

macist. [£d
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| Greg Ujiye, R.Ph., B.Sc.Phm.
Professional Practice Advisor

Our pharmacy software program provides a
Qprintout when transferring a prescription to
another pharmacy. Is it necessary for a pharmacist to
sign this?

The regulations of the Drug and Pharmacies Regulation Act
state that prescriptions are transferred from pharmacist to
pharmacist, either in writing or verbally. By signing or in-
itialling, the pharmacist acknowledges having seen and ap-
proved the copy for faxing, and releasing the information

it contains. The pharmacist’s signature or initialling also

Can OCP clarify whether nurses or nurse-
Qpractioners can prescribe narcotics in Ontario?
With the introduction and implementation of medical
directives in many settings, the College has received many
calls regarding the authority of nurses or nurse-practitioners
to prescribe narcotics under a medical directive. See the
reprint below, for an answer to this question, as OCP cannot
respond on behalf of the College of Nurses of Ontario.

REPRINT - OCP thanks and acknowledges the College of
Nurses for allowing us to reprint the following Q&A,
which appeared in their publication, The Standard,
Summer 2007, vol. 32, issue 2.

1 am an RN on a palliative-care pain team.
QRecentIy, a physician wrote a medical directive
for the use of narcotics with our clients. Is there
anything | should be aware of before acting on this
directive?

You cannot implement this directive, because it is for
narcotics. Prescribing and administering narcotics is subject
to the federal Controlled Drugs and Substances Act and
the Narcotic Control Regulations. The latter legislation
defines a narcotic prescription as “an authorization given
by a practitioner that a stated amount of the narcotic
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addresses the expectations of the Personal Health Infor-
mation Protection Act (PHIPA). As custodians of personal
health information, the pharmacist and the pharmacy are
responsible for the release of any part of'it.
The College has received a number of calls regarding phar-
macists refusing to transfer prescriptions or to provide
copies of prescriptions, or similar scenarios. This is a grow-
ing and disturbing trend. Not only do such refusals pose
a risk to patients’ health, they also deny the patients the
right to choose their pharmacy and diminish their ability

be dispensed for the person named in the prescription.”
Consequently, prescriptions for narcotics must be client-
specific. A medical directive for a group of clients does not
fulfill the federal legislative requirements.

With the Office of Controlled Substances, the College,
along with other organizations across Canada, continues to
explore issues around prescribing narcotics and controlled
substances through medical directives. The College will
communicate with members through The Standard and
the website as soon as there is any new information.

In the meantime, the College has heard of strategies
developed by members to meet the federal requirements.
For example, several practice settings have adopted sets
of preprinted orders that are easily individualized
for each client and signed by the physician prior to
implementation.

For more information on delegation, refer to the College’s
Medical Directives, Revised 2000 Practice Guideline and
the Federation of Health Regulatory Colleges of Ontario’s
Interprofessional Guide on the Use of Orders, Directives,
and Delegation for Regulated Health Professionals in
Ontario on the College’s website. For more information
on administering narcotics, visit the Office of Controlled
Substances website, www.hc-sc.gc.ca.



to participate in decisions about their health.

Patients or their agents are entitled to a copy of their pre-
scription and a copy of their history. Pharmacists are re-
minded that copies do not provide the authority to trans-
fer prescription refills. Transfer of prescription authority
can only be done once the requirements of the Drug and
Pharmacies Regulation Act are met.

I have called my pharmacy requesting a transfer
Qof a prescription. The pharmacy is refusing to
transfer. Is this allowed?

Refusing to transfer a prescription may pose a risk for the
patient. Pharmacists are expected to act at all times in the
best interest of the patient and not to make decisions based

on personal or business reasons.

One of my patients has asked for a transfer. The
Qother pharmacy is delaying transferring the
prescription. When I called my patient, she informed
me that the other pharmacy had filled and sent the
prescription to her. Is this ethical?

Pharmacists not acting in the patient’s best interest or re-
specting a patient’s wishes may be deemed to have acted
in an unethical and unprofessional manner. A pharmacist
has a position of trust and influence over a patient; misuse
of that trust and influence violates the Standards of Prac-
tice and the Code of Ethics and may result in a finding of

professional misconduct.

Code of Ethics

Preamble

All members of the College have moral obligations in return for
the trust given them by society. They are obliged to act in the
best interest of and advocate for the patient, observe the law,
uphold the dignity and honour of the profession, and prac-
tise in accordance with ethical principles and their respective

standards of practice.

Principle One

The patient’s well-being is at the centre of the member’s
professional and/or business practices. Each member de-
velops a professional relationship with each patient at a level
that is consistent with his or her scope of practice. Patients
have the right to self-determination and are encouraged to

participate in decisions about their health.

Principle Five

Each member acts with honesty and integrity.

Standards of Practice

Operational Component 2.2

The pharmacist upholds and acts on the ethical principle

that the primary accountability of the pharmacist is to the

patient, with respect to:

- Patient confidentiality

« Involvement of the patient in the decision-making
process, and

- the right of the patient to make their own choices.

Revised Library Guide for Pharmacists -
Updated Feb. 2008

€Y o — | |—— ]

:_“— — Visit the College’s website at www.ocpinfo.com, click

on “Laws and Regulations” on the lower left menu
of the homepage; then scroll down to Required
Reference Guide - Library Guide, found under “Drug
Schedules”.
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Mmem

Call for non-Council

S 1/ Committee NMembers
-»7 ««and Pharmacy

"Technician Observers

4

nder the Regulated Health Profes-

Usions Act, the College committee
structure requires the appointment of
pharmacists who are not elected mem-
bers of Council to its various statutory
committees. In addition, pharmacists
with particular experience or expertise
are also required from time to time to
serve on various special committees,
working groups and task forces.

A Member is eligible for appoint-
ment to a Committee if, on the date of
the appointment:

- the Member practices pharmacy in
Ontario or resides in Ontario;

« the Member is not in default of pay-
ment of any prescribed fees;

« the Member is not subject to any disci-
plinary or incapacity proceeding;

- the Member’s Certificate of Regis-
tration has not been revoked or sus-
pended in the six (6) years preceding
the date of the appointment.

- the Member’s Certificate of Registra-
tion is not subject to a term, condi-
tion or limitation other than one pre-
scribed by regulation; and

« the Member does not have a conflict
of interest in respect of the Com-
mittee to which he or she is to be
appointed.
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The committees/working groups/
task forces that require participation by
a non-council member are: Accredit-
ation, Complaints, Discipline, Fitness
to Practice, Patient Relations, Profes-
sional Practice, Quality Assurance,
Pharmacy Technician Working Group,
Working Group on Certification Exam-
inations for Pharmacy Technicians, and
Communications Committee.

The number of days required by
members to serve on each committee
varies according to the frequency of
meetings and agenda. Also note that
some committees operate using pan-
els comprised by alternating commit-
tee members. For example, Discipline
Committee, which may have three to
five panel meetings per month, se-
lects a representative combination of’
its committee members to serve on
each panel.

Non-council committee members
are required to serve a one-year term
and the President, in conjunction with
the chairs of the committees, will make
committee appointments at the begin-
ning of each Council year. If you are in-
terested in being considered for an ap-
pointment to a committee or working

group, you are invited to submit a letter

of interest stating the committee(s) on
which you would like to serve, along
with a brief resume and any other in-
formation you deem useful. All appli-
cants will be contacted after the Coun-
cil meeting has taken place (September
15and 16, 2008.)

Send your applications by email to
Ms. Ushma Rajdev, Council and Execu-
tive Liaison, at urajdev@ocpinfo.com

The College is also seeking applica-
tions from interested pharmacy tech-
nicians willing to serve as observers
at the Council table. These two pos-
itions — one for a technician in hospi-
tal practice and one for a technician
in community practice - will be ap-
pointed by the President. The Col-
lege intends to appoint two certified
pharmacy technician observers each
year, until the necessary legislation is
in place (in 2010) to allow for an offi-
cial election process of regulated phar-
macy technicians.

If you are currently a certified phar-
macy technician and are interested in
being considered for the observer pos-
ition, please submit a letter of interest
via email to Ms. Susan James, Project
Director, Regulated Pharmacy Techni-

cians, at siames@ocpinfo.com [



Case 1

Dispensing to US patients on the basis
of prescriptions obtained outside

of valid Ontario physician/patient
relationships; breach of College policy
on pharmacy websites

Member: Michael Cheung
Pharmacy: Wyandotte Medical

Pharmacy, Windsor
Date: March 25, 2008

Facts

Mr. Cheung was the owner and
Designated Manager, and a dispens-
ing pharmacist at Wyandotte Medical
Pharmacy in Windsor.

During a routine 2003 inspection of
the pharmacy by the College, irregu-
larities were noted in the pharmacy’s
dispensing practices in relation to its
US patients. Mr. Cheung was re-
minded that the College’s New Policy
Respecting Out-of-Country Prescrip-
tions came into effect in December
2002, and he was asked to review the
policy and resolve these issues.

During a re-inspection of the phar-
macy in 2005, the College noted that
the pharmacy was storing on the
computer prescription records re-
garding Canadian patients separately
from prescription records regarding
US patients. Mr. Cheung was advised
that the operation of two systems
contravened the College’s Policy for
Ontario Pharmacies Operating Internet
Sites, in effect since June 2001, and he
was directed to discontinue the prac-
tice immediately. He was again told
to familiarize himself with College
policies and requirements regarding

out-of-country prescriptions.

An investigator was appointed to
examine Mr. Cheung’s practice re-
garding these issues. The investiga-
tor examined a sample of files in the
pharmacy regarding patients who
were residents of a number of differ-
ent states in the US.

Dispensing Based on Re-
Written and Co-Signed
Physician Prescriptions
The sample US patient files under
review revealed numerous instances
during the period from 2003 to 2006
in which the pharmacy had dispensed
prescription drugs to patients on the
basis of orders by US physicians that
were simply re-written or co-signed
by Ontario physicians. The phar-
macy’s records contained the orders
that had been written by the patients’
US physicians, as well as the prescrip-
tions that had been re-written or co-
signed by Ontario physicians. The
hard copy receipts revealed that the
pharmacy had dispensed the drugs
under the ostensible prescribing au-
thority of the Ontario physicians.
The orders for the US patients
were received by the pharmacy and
forwarded to two Ontario physicians
for review and approval. The phar-
macy arranged for the physicians to
be compensated for their services.
The physicians did not have estab-
lished physician-patient relationships
with these US patients.

Dispensing Based on US
Physicians’ Orders

In a few instances, the sample US pa-
tient files indicated that the pharmacy
had dispensed drugs to US patients

on the basis of orders that had been

written by US physicians. Orders
written by US physicians are not rec-
ognized as valid prescriptions under
the Drug and Pharmacies Regulation
Act or the Food and Drug Regulations.
In these cases, one or the other of
the Ontario physicians was listed as
the prescriber, although there was no
documentation of any involvement by
the physicians in these transactions.
Mr. Cheung stated that it was his
practice and intention to treat these
orders as he had the others (i.e., to
obtain prescriptions re-written or co-
signed by Ontario physicians), but
he acknowledged that there was no
documentation of any such re-writ-
ten or co-signed prescriptions for

these particular transactions.

Prescriptions Dispensed
with a Non-Interchangeable
Product
Occasionally, the pharmacy received
orders from US physicians for drug
products not available in Canada. On
some of these occasions, Mr. Cheung
consulted with the US physicians for
approval to substitute an equivalent
medication that was available in Can-
ada. However, on some occasions, he
did not consult with either the phys-
ician or the patient, but dispensed
drug products that he assessed as
the equivalent of the US medica-
tion. These were drug products avail-
able in Canada with the same dosage
amounts of the same active ingredi-
ents in the same dosage form as the
US drug products.

The Drug Interchangeability and
Dispensing Fee Act (DIDFA) author-
izes some such substitutions, if the

drug product dispensed is identified
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as an interchangeable product under
DIDFA. In one case, Mr. Cheung dis-
pensed a product that was not listed
in the Ontario Drug Benefit Formu-
lary that identified interchangeable
drug products under DIDFA.

Prescription Labeling Errors
Several of the prescriptions dispensed
to US patients contained incorrect in-
structions for use, with respect to the
quantity of medication to be taken
and/or the time it was to be taken.

Mr. Cheung stated that these er-
rors were unrelated to the fact that
US prescriptions were being dis-
pensed, but were the product of over-
sight. Mr. Cheung advised that the er-
rors were detected by the pharmacy
in a timely manner and documented
in incident forms, and that patients
were contacted and alerted to the
errors.

However, the College’s review of
the incident forms shows that some
of the forms themselves were in-
correct in describing the error made.
As well, one patient stated that she
had never been contacted by the
pharmacist. Mr. Cheung maintained
that this patient was well known to
the pharmacy and that he or other
staff had indeed contacted her on this

and other occasions.

Operation Of An

Internet Site

During the 2003 inspection, Mr. Che-
ung denied that the pharmacy oper-
ated an Internet site. However, im-
mediately after the inspection, evi-
dence emerged which established
that a website was, in fact, being
operated by the pharmacy and that
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Mr. Cheung had misrepresented the
facts to the inspector. Moreover, the
day after the inspection (and follow-
ing the inspector’s discovery of the
pharmacy’s site and the downloading
of some of its web pages), the site
could no longer be accessed.

At the time of the 2005 re-inspec-
tion, the pharmacy’s Internet site had
been reactivated and was operating.

The documentary evidence ob-
tained by inspectors in 2003 and 2005
revealed that the pharmacy’s oper-
ation of the website contravened the
College’s policy regarding Ontario
pharmacists operating Internet sites,
in that it did not identify the phar-
macy’s accreditation standing, ac-
creditation number, or name (s) of the
owner and designated manager.

The pharmacy’s Internet site was
not used for the electronic processing
of online prescription orders, sales, or
payments in relation to US patients,
but it did promote and facilitate these
sales by making downloadable forms
available to patients for completion
and return to the pharmacy via mail
and fax.

The pharmacy discontinued its
operation of the website in or about

June 2006.

Admission Of Professional

Misconduct

Mr. Cheung admits that, until 2006,

and despite having had his attention

drawn to the issues during inspections

in both 2003 and 2005,

« he failed to maintain a standard of
practice of the profession,

« he contravened sections 150, 155,
and/or 156 of the Drug and Pharma-

cies Regulation Act,

- he contravened section C.01.041

of the Food and Drug Regulations,
and/or that

his conduct would reasonably be re-

garded by members of the profes-
sion as disgraceful, dishonourable, or
unprofessional,

in that he

dispensed prescription drugs to US

patients on the basis of re-written
and co-signed prescriptions by On-
tario physicians, in contravention of
the College’s 2002 Policy Respecting

Out-of~ country Prescriptions,

dispensed prescription drugs to US
patients solely on the basis of US
physicians’ orders, which are not

recognized as valid in Ontario,

operated a website that did not
comply with the requirements of the
College’s Policy for Ontario Phar-

macies Operating Internet Sites,

dispensed drugs to US patients that
were not identified in their US phys-
icians’ orders or the re-written or
co-signed prescriptions and were
not recognized as interchangeable

drugs in Ontario, and

dispensed drugs to US patients with

instructions for use labelling that did

not correspond with the instructions
contained in the re-written or co-

signed prescriptions.

The Discipline Record

In 1999, Mr. Cheung was found guilty
of professional misconduct in respect
of unauthorized billings to a third-
party insurer. The professional mis-
conduct involved financial and admin-
istrative activity, and there was no
evidence that the pattern of conduct
was repeated with other patients or

was systemic. Mr. Cheung made full



restitution. He was reprimanded and
fined $2,500 by the Discipline Com-

mittee at that time.

Reasons

The Panel accepted an Agreed State-
ment of Facts and Mr. Cheung’s plea
of guilty, and made a finding of pro-
fessional misconduct against him.

In considering the Joint Submis-
sion on Penalty proposed by the Col-
lege and Mr. Cheung, the Panel was
troubled by a number of facts, as
follows:

« This was Mr. Cheung’s second ap-
pearance before the Discipline
Committee. Both appearances re-
lated to misconduct of a deliberate
and deceitful nature, and illustrated
a continued disregard for the Col-
lege’s regulations and professional
standards of practice.

Mr. Cheung had lied to a College in-

spector with respect to his operation

of an Internet pharmacy site.
Mr. Cheung had failed to take notice
of key College policies with respect

to out-of-country prescriptions and
the operation of a pharmacy Inter-
net site, as specifically called to his
attention by a College inspector.

Mr. Cheung had subverted the
three-way relationship that needs to

exist between the patient, the phys-
ician, and the pharmacist, in order to
safeguard the interest of the patient
and the protection of the public. By
facilitating a process that circum-
vented the College’s policies, Mr.
Cheung placed the public at risk.

The labeling errors and interchan-
ging of medications did not demon-
strate professional judgment on Mr.

Cheung’s part. These errors were

dramatic, and could have resulted in

serious patient harm.

The only mitigating factor that the
Panel identified was that Mr. Che-
ung was pleading guilty and proceed-
ing on an uncontested basis, thereby
shortening the length of the disciplin-
ary process.

Some members of the Panel were
reluctant to accept the Joint Sub-
mission on Penalty, as they felt that
it was not sufficiently punitive to Mr.
Cheung, and would fail to act as a
clear enough deterrent to Mr. Cheung
himself'and to the profession at large.
However, the Panel was also mindful
of the importance of precedent, and
the fact that the proposed penalty fell
within the spectrum of similar past
cases and types of misconduct. The
Panel also recognized that significant
care went into the crafting of a Joint
Submission on Penalty. The Panel ac-

cepted the proposed penalty.

Order

1. A reprimand

2. Specified terms, conditions, or
limitations on Mr. Cheung’s Cer-
tificate of Registration, and in par-
ticular, that he complete success-
fully, at his own expense, within
six months of the date of this or-
der, the following courses and
evaluations:

a) The Jurisprudence seminar and
evaluation offered by the Col-
lege; and

b) Law Lesson 2 (Regulation of
Pharmacy Practice), Law Les-
son 4 (Standards of Practice)
and Law Lesson 7 (Profession-
al Liability) from the Canadian

Pharmacy Skills Program, of-
fered through the Leslie Dan
Faculty of Pharmacy at the Uni-
versity of Toronto.

3. A suspension of Mr. Cheung’s Cer-
tificate of Registration for a period
of six months, with two months of
the suspension to be remitted, on
condition that he complete the re-
medial training exercises specified
above.

4. Costs to the College in the amount
of $15,000.

Reprimand

The Panel told Mr. Cheung that his
actions demonstrated a blatant dis-
regard for the ethics and standards
governing the profession of phar-
macy. The Panel found it disturbing
that he had demonstrated a clear pat-
tern of disregard of professionalism.

The Panel was extremely dis-
appointed that this was the second
time Mr. Cheung had been found
guilty of professional misconduct. In
both cases, he had placed personal
gain ahead of ethical, professional be-
haviour. Mr. Cheung’s first convic-
tion was not a deterrent to him. The
Panel sincerely hoped that it would
not see Mr. Cheung at another disci-
plinary hearing. His continued pat-
tern of disregard for the College’s
regulations and the professional stan-
dards of practice needed to cease
immediately.

The Panel hoped that the cours-
es and the suspension period would
give Mr. Cheung the opportunity to
reflect on the ethical principles gov-

erning pharmacy practice.
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lan Stewart, R.Ph., B.Sc.Phm
Toronto Community Pharmacist

Similarity between the two product names

harmaceutical manufacturers often add a suffix to
an established brand name to identify a specific char-
acteristic of the new product. Examples include, Bi-
axin®/Biaxin® XL, Atacand®/Atacand® Plus, and Tricyclen®/
Tricyclen® Lo. However, similarity between the two prod-
uct names can be a contributing factor to the dispensing of

the incorrect product.

Case:

Qs e
o
\

" 10
< _ { oo

A sixty-four year old patient took the above prescription to
his regular pharmacy for processing. The pharmacy techni-
cian entered the prescription into the computer as Inhibace®
5 mg instead of Inhibace® Plus as prescribed. The incorrect
medication was then prepared and labeled. The pharmacist
checked the prescription but did not detect the error.

A few hours later, the patient returned to pick up the
medication. The technician retrieved the medication from
the storage drawer and summoned the pharmacist to coun-
sel the patient. The patient indicated that he has been tak-
ing the medication for sometime and therefore did not need
to be counseled. The patient therefore took the incorrect
medication and left the pharmacy. On opening the pack-
age, the patient identified the error and contacted the

pharmacy.
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Possible Contributing Factors:

- Poor physician handwriting. The physician did not include
the word Plus as part of the brand name. Instead, ‘plus’
was written on a separate line. In addition, the strength
was written as 5 mg instead of 5/12.5 mg.

« The pharmacist did not counsel the patient.

« The pharmacist and technician did not review the patient

profile to identify the erroneous change in drug regimen.

Recommendations:

- Develop a list of potentially problematic drug pairs that may
lead to medication errors. When dispensing these prod-
ucts, double check to ensure that the correct drug is being

dispensed. The following table provides a partial list.

Alphagan® Alphagan® P
Anaprox® Anaprox® DS
Atacand® Atacand® Plus
Ativan® Ativan® SL
Cipro® Cipro® XL
Diamicron® Diamicron® MR
Fucidin® Fucidin® H
Inhibace® Inhibace® Plus
Risperdal® Risperdal® M
Timoptic® Timoptic® XE
Tricyclen® Tricyclen® Lo

- Always review the patient’s drug profile to confirm the pa-
tient’s current regimen and to detect any change in drug
therapy. If any change in therapy is identified, a note must
be clearly written indicating that the patient must be coun-

seled by the pharmacist before leaving the pharmacy.



Pauline Rosenbaum joined the College in early February as
the Acting Decisions Coordinator in the Investigations and
Resolutions department to fill a maternity leave. Pauline was
called to the Bar in 2003 and has served as Counsel to the
Ontario Human Rights Commission and to the Office of the
Chief Justice, Ontario Superior Court of Justice.

Nicole Balan has been hired as the newest member of the
College’s management team in the role of Manager, Phar-
macy Practice Program. Nicole has extensive experience in
a variety of community pharmacy practice settings, as well
as in the health insurance industry where she held the pos-
itions of Assistant Vice President, Pharmacy Initiatives and
Vice President, Provider Relations and Product Manage-
ment. She holds her MBA and has also recently completed

her Master’s degree in Education.

be a

* Volunteer to share your experience and
expertise with students enrolled in the

® Pharmacists in the GTA in most demand

e Contact Bill Dingwall,

* For more information, visit
our website at www.ipgcanada.ca

PHARMACISTS:
Mentor

for an International

International Pharmacy Graduate Program

Mentorship Coordinator, @
o Dmgnalion o)
or bdingwall@rogers.com \ET3, a

wﬁ CULTY OF

P.ane rsity of Toronto

Shirin Jetha has recently joined the College as Professional

Development Advisor in the Continuing Competency Pro-
gram. Shirin came to us from a pharmaceutical group where
she held the position of Medical Information Specialist, Med-
ical and Scientific Affairs for the past 7 years.

Betty Hsu joins the College as Human Resource Advisor.
Betty came to us from property management firms in both
private and not for profit sectors and also worked for 5 years
in the health management field. Betty is currently working
towards her CHRP designation.

Class of 7T8

30 year reunion dinner on Saturday, September 27th in To-
ronto, including a tour of our new Faculty building!

Please contact Doris Kalamut at doris.kalamut@utoronto.

caor416-978-0187.

Pharmacy
Graduate
Student

armacy
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Visit the College’s website: www.ocpinfo.com for a complete listing of upcoming events and/or available

resources. A number of the programs listed below are also suitable for pharmacy technicians.

GTA

May 23 - 25: Toronto
Cardiovascular Patient Care -
Level 1 Certificate Program
Ontario Pharmacists’ Association
Contact: Penny Young

Email: pyoung@dirc.ca

Tel: 416-441-0788 ext. 2209

May 26: Toronto

Confronting Medication Incidents -
A Fresh Approach

Ontario Pharmacists’ Association
Contact: Penny Young

Email: pyoung@dirc.ca

Tel: 416-441-0788 ext. 2209

June 3: Toronto

Medication Safety in Ontario Hospitals

Institute for Safe Medication Practices Canada

BMO Institute for Learning

3550 Pharmacy Avenue, Scarborough, ON MIW 3Z3
contact: Lina Furgiuele

Email: conferences@ismp-canada.org

Tel: 416- 480-4099

June 8: Toronto

Methadone Maintenance Treatment Workshop for
pharmacists

Centre for Addiction and Mental Health

Register online @
http://www.camh.net/education/Classroom_courses_
forums_events/CPE_course_calendar/methadone_main-
tenence_cpeclass.html

Contact: Robyn Steidman in Education Services at 416
535-8501 ext. 6640.

June 20-22: Toronto
Diabetes Patient Care -
Level 1 Certificate Program

Ontario Pharmacists’ Association
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Contact: Penny Young
Email: pyoung@dirc.ca
Tel: 416-441-0788 ext. 2209

CANADA

May 31 - June 3: Victoria, BC

Canadian Pharmacists Association (CPhA) Annual
National Conference

Web: www.pharmacists.ca

E-mail: meetings@pharmacists.ca
Tel 1-800-917-9489 / 1-613-523-7877

July 27 — Aug 1: Québec City

The IXth World Conference on Clinical Pharmacol-

ogy and Therapeutics

Canadian Society for Clinical Pharmacology (CSCP) and
the International Union of Basic and Clinical Pharmacol-

ogy (IUPHAR)

Québec City,

Contact: QC Marie Lanouette

Tel: 613-993-0414

E-mail: cpt2008@nrc-cnrec.ge.ca

August 9-12: Saint John, N.B.

CSHP Annual General Meeting
Canadian Society of Hospital Pharmacists
Saint John, New Brunswick

Contact: Desarae Davidson

Email: ddavidson@cshp.ca

INTERNATIONAL

August 29 - September 4: Basel, Switzerland
68th International Congress of FIP (International
Pharmaceutical Federation)

(Global Conference on the Future of

Hospital Pharmacy, August 30-31)

E-mail: globalhosp@fip.org



Drug and Pharmacies Regulation Act (DPRA) * A

Amended 2007

Regulations to the DPRA:

DPRA R.R.O. 1990, Regulation 545 — Child Resistant Packages

DPRA Ontario Regulation 297/96 Amended to O.Reg. 180/99 — General
DPRAR.R.O. 1990, Regulation 551 Amended to O.Reg. 179/99 — General

Drug Schedules **

Summary of Laws Governing Prescription Drug
Ordering, Records, Prescription

Requirements and Refills - June 2007 OCP
Canada'’s National Drug Scheduling System —
April 2, 2008 NAPRA (or later)

Regulated Health Professions Act (RHPA) * A

Amended 2007

Regulations to the RHPA:

Ontario Regulation 39/02 -Certificates of Authorization Amended to
O.Reg. 666/05

Ontario Regulation 107/96 — Controlled Acts Amended to O.Reg. 296/04
Ontario Regulation 59/94 — Funding for Therapy or

Counseling for Patients Sexually Abused by Members

Pharmacy Act (PA) & Regulations * A

Amended 2007

Regulations to the PA:

Ontario Regulation 202/94 Amended to O.Reg. 270/04 — General
Ontario Regulation 681/93 Amended to O.Reg.

122/97 — Professional Misconduct

Standards of Practice A
Standards of Practice, January 1, 2003 OCP
Standards of Practice for Pharmacy Managers, July 1, 2005

Drug Interchangeability and Dispensing

Fee Act (DIDFA) & Regulations * A

Amended 2007

Regulations to the DIDFA:

R.R.0. 1990 Regulation 935 Amended to O.Reg. 558/06 — General

R.R.0. 1990 Regulation 936 Amended to O.Reg. 205/96 — Notice to Patients

Ontario Drug Benefit Act (ODBA) & Regulations * A
Amended 2007

Regulations to the ODBA:

Ontario Regulation 201/96 Amended to O.Reg. 559/06 — General

Food and Drugs Act (FDA) & Regulations ** @&

Updated as of Dec. 31, 2006

Amendment 1478 & 1491 — Addition of two medicinal ingredients
to Part | of Schedule F. Reg. SOR/2007-224, Oct 25/07

Amendment 1476, 1502, 1511 and 1512 —

Addition of nine medicinal ingredients to Part | of

Schedule F. Reg SOR/2007-234, Oct 25/07

Regulations Amending the Food and Drug Regulations (Project 1551
- Lanthanum salts) (February 7, 2008)

Controlled Drugs and Substances Act (CDSA) **
Current as of February 27, 2008

Regulations to the Controlled Drugs

and Substances Act (CDSA) **

All regulations updated March, 2008

Benzodiazepines & Other Targeted Substances Regulations
Marihuana Medical Access Regulations

Precursor Control Regulations

Regulations Exempting Certain Precursors and

Controlled Substances from the Application of

the Controlled Drugs and Substances Act

Narcotic Control Regulations **
Current as of March 9, 2008

OCP By-Laws By-Law No. 1 - December 2007 A
Schedule A - Code of Ethics for Members of the

Ontario College of Pharmacists - December 2006

Schedule B - “Code of Conduct” and Procedures for
Council and Committee Members - December 2006
Schedule C - Member Fees - Effective January 1, 2007
Schedule D - Pharmacy Fees - Effective January 1, 2007
Schedule E — Certificate of Authorization - Jan. 2005
Schedule F - Privacy Code - Dec. 2003

Reference A
OCP Required Reference Guide for Pharmacies
in Ontario, February 2008

* Information available at Publications Ontario (416) 326-5300 or 1-800-668-9938 www.e-laws.gov.on.ca

** |Information available at www.napra.org

@ Information available at Federal Publications Inc. Ottawa: 1-888-4FEDPUB (1-888-433-3782)

Toronto: Tel: (416) 860-1611 ® Fax: (416) 860-1608 ® e-mail: info@fedpubs.com

A Information available at www.ocpinfo.com
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