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Background

• The Minister of Health is designated to maintain a Patent Register under s.3(2) 

of Canada’s “linkage” scheme known as the Patented Medicines (Notice of 

Compliance) Regulations (“PMNOC Regulations”)

– Regulatory authority falls under the Patent Act

• The Patent Register is the central construct of the linkage scheme 

3



Background

• The early-working exception in the Patent Act permits generic/biosimilar drug 

manufacturers to develop copies of innovative drugs and seek regulatory 

approval before expiry of the innovator’s patents.

• To balance early-working, the PMNOC Regulations provide that a 

generic/biosimilar drug cannot be approved until the patents on the Patent 

Register have been addressed.  This often triggers litigation in the Federal Court.
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What is the Patent Register?

• Searchable database of patents associated with drug products, and other 

information needed to fulfil the requirements of the PMNOC Regulations

• Relied on by subsequent-entry (generic and biosimilar) drug manufacturers 

when filing a comparative drug submission to Health Canada

– Public-facing database is refreshed nightly

• Relied on by Health Canada when administering the PMNOC Regulations

– Information is available to regulatory officials in real-time
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What is the Patent Register?

• Contains entries from March 12, 1993 – present

• Human pharmaceuticals and biologics 

• Veterinary pharmaceuticals

• Includes Certificates of Supplementary Protection (CSP) associated with a drug

• Open to public inspection on the Government of Canada website at https://pr-

rdb.hc-sc.gc.ca/pr-rdb/index-eng.jsp 

6



Adding Patents

• An innovator may apply to add patents on the Patent Register against an 

approved drug  

• Innovators submit a document called a “Form IV: Patent List”

• Applications are assessed by regulatory officials to ensure that patents meet 

regulatory requirements (e.g. timing, patent eligibility)

– Health Canada regulatory officials may consult with officials in the Patent 

Office

• Eligibility analysis is done parallel to submission review if patent has issued 

before submission filing date, or after drug approval if patent issues later
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Adding Patents

• Requires a link between the patent and the drug submission approval, also 

known as product specificity 

• Types of eligible patent claims:

– medicinal ingredient

– formulation that contains the medicinal ingredient

– dosage form 

– use of the medicinal ingredient

• Not all patents for a drug are submitted/ added

• Patents are added per Drug Identification Number (DIN), therefore lists can be 

different for different dosage forms or strengths of a drug
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Listing Patents on the Patent RegisterSnapshot

• As of March 31, 2020 there were 1,237 DINs listed on the Patent Register, 

representing 626 different drugs
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Searching the Patent Register
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Search Results
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Subsequent entry drugs - Addressing Patents Subsequent Entry Drugs (Generic & Biosimilar)

• When a manufacturer files a submission that makes a comparison or reference 

to a drug marketed in Canada, it must address the patents (and CSPs) included 

on the Patent Register in respect of that drug 

• All drug submissions are checked prior to filing

• Patent Register is “frozen” once the submission is filed

• If there are patents/ CSPs, the manufacturer must either:

– Obtain consent from the patentee, 

– Agree to wait for patent/ CSP expiry, or 

– Challenge the patent(s)/ CSP(s) through the service of a notice of allegation

on the innovator
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Court Challenges

• The innovator has 45 days after receiving a notice of allegation to initiate an 

action in the Federal Court, asking for a declaration that the making, 

constructing, using or selling of the generic/biosimlar drug would infringe the 

patent and/or CSP. 

• Upon commencing the action, a statutory stay of 24 months arises, preventing 

Health Canada from approving the generic/biosimlar drug until either the stay 

ends, or the expiry of the patent/CSP if there is a declaration of infringement.

• Approval of subsequent-entry drug depends on outcome of the litigation
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Removing Patents

• Prescribed in the PMNOC Regulations 

– Administrative error

– Court declaration that the patent/CSP is invalid or void 

– Court declaration that the patent/CSP is ineligible for inclusion on the Patent 

Register

– Request by innovator

– Expired patent (if no CSP)

– Expired CSP

– Cancelled DIN

• Search for expired/removed patents on Patent Register
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Additional Information

• Database is available for download as a set of compressed text files to be 

imported into the user’s database of choice

• Statistical Report, published annually and available upon request at 

https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-

publications/drug-products.html

• Guidance Document: Patented Medicines (Notice of Compliance) Regulations 

available at https://www.canada.ca/en/health-canada/services/drugs-health-

products/drug-products/applications-submissions/guidance-documents/patented-

medicines/notice-compliance-regulations.html#a7
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Questions ?
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