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November 8, 2017

Michelle Boudreau

Director General

Controlled Substances Directorate

Office of Legislative and Regulatory Affairs

Health Canada

150 Tunney's Pasture Driveway, Main Stats Building
Address Locator: 0302A

Ottawa ON K1A 0K9

By email: ocs_regulatorypolicy-bsc_politiquereglementaire@hc-sc.gc.ca
Dear Ms. Boudreau

RE: NON-PRESCRIPTION AVAILABILITY OF LOW-DOSE CODEINE PRODUCTS

On behalf of the Canadian Pharmacists Association (CPhA), we would like to thank you for the opportunity to
comment on Health Canada’s proposed amendments to the Narcotic Control Regulations under the Controlled
Drugs and Substances Act, which would require that all products containing codeine (an opioid) be sold by
prescription only.

As the national voice of the profession, CPhA is committed to pharmacy practice excellence and optimal health
outcomes for Canadians through safe and effective drug therapy. CPhA is pleased that the federal government
is taking steps to make all codeine products available only by prescription, which is in alignment with
recommendations CPhA made in a letter to Health Minister Jane Philpott in November 2016. We believe this is
an essential piece of legislation that would increase efforts to mitigate opioid addiction as well as protect
Canadians from the health risks of low-dose combination opioid products.

Pharmacists across the country are often the first point of contact for patients within our health care system.
As drug experts, pharmacists are relied upon by their patients to ensure their safety with regards to drug
therapy and provide expert advice related to all medications, including over- and behind-the-counter
medicines. For some time, pharmacists have been challenged by the availability of non-prescription low-dose
codeine products as they are known to have little benefit over non-codeine containing analgesics but are
associated with considerable harms. Moreover, pharmacists, lacking access to the appropriate monitoring
tools, have been limited in their ability to effectively restrict patient access to these addictive and potentially
harmful drugs. We therefore support Heath Canada in its proposal to require all products containing codeine
to be sold by prescription only.

1785, prom. Alta Vista Dr. Ottawa, ON Canada K1G3Y6 | 613-523-7877 | advocacy@pharmacists.ca | www.pharmacists.ca



CANADIAN ASSOCIATION DES
— PHARMACISTS PHARMACIENS
i ASSOCIATION DU CANADA

Patient safety

Pharmacists understand first-hand the addictive nature of low-dose, codeine-containing pain medications,
which have proven to be a product of concern in Canada’s opioid crisis and internationally. According to a Star
investigation published in 2015, more than 500 people entered methadone treatments from 2012 to 2015 for
addictions to low-dose codeine produc‘cs.1 An article published in the Canadian Pharmacists Journal
referenced a number of Canadian studies showing misuse of these products, including the following:*

e A 1997 Canadian survey of regular codeine users, which found that 37% were dependent on codeine,
4% abused it, and one-half of all regular users obtained codeine over the counter.’

e A retrospective chart review of patients attending a methadone maintenance treatment clinic from
1997 to 1999 in Toronto, Ontario, where 46% of opioid users were using codeine and 35% of opioid
users were using OTC codeine.’

e A chart review of patients attending an opioid detoxification program in Toronto, Ontario, from 2000
to 2004, where 35% reported using codeine and 5% were using low-dose, non-prescription codeine.’

Beyond the dangers of misuse and addiction, low-dose codeine products are sold in combination with non-
opioid analgesics, such as acetylsalicylic acid (ASA) and acetaminophen. It is widely known that in high doses
these analgesics may result in serious adverse effects, which include liver toxicity, gastric perforation,
haemorrhage and peptic ulcer, renal failure, chronic blood loss anaemia and low blood potassium (with
potential fatal heart and neurological complications). Those addicted to low-dose codeine products are at risk
of ingesting dangerous amounts of these analgesics.

Efficacy of low-dose codeine combination analgesics

Taking into consideration the risks associated with high doses of simple analgesics, the addictive potential of
codeine, as well as the overall effectiveness of analgesics containing codeine compared to non-opioid
analgesics, there is limited evidence available that would support the use of low-dose codeine pain medication
over non-opioid analgesics.6 The Canadian Medical Association has even suggested that the potential risks
associated with codeine warrant its phasing out altogether as an analgesic option.” Given the state of the
opioid crisis in Canada, it is imperative that we find appropriate alternatives to opioids, where possible.
Therefore, along with our recommendation to regulate low-dose codeine products, we would encourage
Health Canada to undertake a critical review of the clinical evidence in support of low-dose, as well as all,
codeine products.

Challenges with the current system

Pharmacists are on the front lines of the opioid crisis and are relied upon to provide expert medication
counseling, monitoring, addiction management therapy, and participate in harm reduction strategies. As
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patient safety is a top priority for pharmacists at all times, we believe additional safeguards would support
better utilization and address existing challenges within the system.

Gaps in the current system that allow for the misuse of low-dose codeine products include limited access by
pharmacists to patient medical histories through electronic health records (EHR), medication histories through
drug information systems (DIS) and prescription monitoring programs (PMP), which are specifically designed
to detect drug misuse and diversion. Without these key monitoring tools, pharmacists are unable to know if a
request for low-dose codeine is appropriate for the patient. Patients who misuse codeine may also be quite
savvy to the system’s monitoring flaws; convince pharmacists that no other analgesics have worked to manage
their pain; and be persistent by visiting multiple pharmacies until they are able to obtain the product.

By continuing to authorize the availability of codeine as a non-prescription product at the same time as we
move further towards encouraging patient self-care, policy-makers are contributing to the idea that low-dose
codeine products are safe and effective treatment options. In fact, there are reports that misuse and harm
from combination codeine products may be growing in countries where they are available without a
prescription.8 Without considerable investments in integrated EHR, DIS and PMP tools, pharmacists will
continue to be significantly challenged to prevent the growing misuse and dangers associated with non-
prescription codeine.

The Role of Pharmacists

In full support of the move to regulate low-dose codeine products, CPhA acknowledges the importance of
helping patients manage the impact of this change, particularly patients who are experiencing addiction. Once
low-dose codeine products are no longer available without a prescription, community pharmacists will be
responsible for communicating this change to patients and helping patients manage symptoms of withdrawal.

If we are going to effectively combat the opioid crisis in Canada we need to fully leverage the knowledge, skills
and expertise of pharmacists. Regulatory changes have been introduced in most provinces to authorize
pharmacists to prescribe and adapt prescriptions. This can involve making adjustments to dosing, quantities,
dosage forms and/or dosage regimens for a particular medication. However, the Controlled Drugs and
Substances Act (CDSA) currently does not include pharmacists in the list of practitioners who can prescribe
CDSA-scheduled drugs. This prevents pharmacists from using their prescribing authority to adapt prescriptions
for opioids.

CPhA believes that designating pharmacists as practitioners under the CDSA is a meaningful and effective
action to help combat the opioid crisis in Canada. It is common for community pharmacists to receive
prescriptions for inappropriate dosages and quantities of initial opioid prescriptions. By amending the CDSA to
include pharmacists, they would have the ability to reduce the dosage and/or quantity of opioids where
appropriate and instead consider prescribing alternative therapies. With EHR and DIS enablers, pharmacists
would have a significant impact on appropriate medication management and patient outcomes.
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Conclusion

CPhA commends Health Canada for its comprehensive strategy in addressing the opioid crisis. With drug
overdoses quickly becoming one of the leading causes of death in Canada, there is no question that Canada
should join other leading countries and add the regulation of low-dose codeine to the list of tactics being
implemented to prevent misuse and addiction to opioids.

CPhA is firmly committed to providing national leadership on this issue and working collaboratively with
Health Canada and partners to eliminate the availability of low-dose codeine as a non-prescription product.
We would also welcome opportunities to engage further with Health Canada to demonstrate how opioid
therapy can be better managed and patient safety improved by designating pharmacists as practitioners under
the CDSA.

We thank Health Canada for the opportunity to provide comments on mechanisms and processes that aim to
create a safer health system for Canadians, particularly as they relate to opioid and pain management. Should
you have any questions related to this submission, please contact me at 613-523-7877 or by email at

ikrawchenko@pharmacists.ca.

Yours sincerely,

/s

Iris Krawchenko, RPh BScPhm ACPR
Senior Pharmacist Advisor
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