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Opioid Warning Sticker and Patient Handout Requirements

Opioids can cause DEPENDENCE,
ADDICTION and OVERDOSE.

New Health Canada Regulations

On April 23, 2018, Health Canada amended the Food and Drug Requlations to require
pharmacists to comply with additional labelling and patient information handout requirements
when dispensing certain opioids. These changes have been developed and implemented to
reduce the risks associated with the post-market use of these products as well as increase
patient awareness of the risks associated with these medications, and to encourage safer use.

How to Obtain the Opioid Warning Sticker and Patient Information Handout

Pharmacies will be responsible for obtaining the warning sticker and patient information handout
and for ensuring that that they are not altered. Digital representation of the warning sticker and
patient information handout can be found on the Government of Canada’s website.

When are Stickers and Patient Handouts Required?

Pharmacists are required to apply the opioid warning sticker and provide the patient information
handout for drugs listed in Part A - Opioids Subject to the Prescription Labelling Provisions for
the first fill and all refills, with the following exceptions:

¢ Opioids authorized and used for the treatment of an opioid use disorder (e.g., witnessed
doses or carries of methadone);

¢ Over-the-counter opioid preparations containing a low dose of codeine, in combination
with two or more other medicinal ingredients, as detailed in s. 36(1) of the Narcotic
Control Requlations;

e When the drug is to be administered under the supervision of a practitioner (e.g., a
hospital ward, nursing homes, outpatient clinics, emergency departments and outpatient
surgery settings);

e The sale of the drug is to a pharmacist or practitioner.

For more information on opioid labelling and handout requirements, see Health Canada’s
Questions and Answers: Prescription Opioids — Sticker and Handout Requirements for
Pharmacists and Practitioners.
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http://gazette.gc.ca/rp-pr/p2/2018/2018-05-02/html/sor-dors77-eng.html
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c.,_c._870/index.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/warning-sticker-opioid-patient-information-handout/warning-sticker.html?utm_source=e-Connect&utm_campaign=6fd9133ba0-EMAIL_CAMPAI
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/warning-sticker-opioid-patient-information-handout/information-handout.html?utm_source=e-Connect&utm_campaign=6fd9133ba0-EMAIL_CA
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/warning-sticker-opioid-patient-information-handout/warning-sticker.html
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/drug-products/applications-submissions/policies/warning-sticker-opioid-patient-information-handout/information-handout.pdf
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/drug-products/applications-submissions/policies/warning-sticker-opioid-patient-information-handout/information-handout.pdf
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/medeffect-canada/list-opioids.html#a1
https://saskpharm.ca/document/6245/REF_Low-Dose_Codeine_Products_Conditions_of_Sale.pdf
https://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._1041/index.html
https://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._1041/index.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/opioids-questions-answers.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/policies/opioids-questions-answers.html

	Opioid Warning Sticker and Patient Handout Requirements
	New Health Canada Regulations
	How to Obtain the Opioid Warning Sticker and Patient Information Handout
	When are Stickers and Patient Handouts Required?


