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Global Medical Device Nomenclature
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2.04.01 – Comprehensive Device Description and Principle of Operation
k. If the device contains an active pharmaceutical ingredient (API) or drug, an 
indication of the substance, should be provided. This should include its identity 
and source, and the intended reason for its presence and its primary mode of action.
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QOS





Top 3 Deficiencies

(mainly family type issues)

(mismatch between application form & label)

(submitting CIII device in CII application or including CI devices)



Licence/Application Type

Licence types identify how applicants should 

package information for Health Canada. The 

nature in which this information is submitted 

will dictate how it will be sorted, queued, 

stored, assessed and registered. Regulatory 

agencies can operate more efficiently when 

information is packaged in a consistent, 

coherent and predictable manner.
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https://www.canada.ca/en/health-canada/services/drugs-health-
products/medical-devices/application-information/guidance-
documents/guidance-determining-medical-device-application-type.html



Hint: use GMDN to properly 
categorize your devices and then 
use the application type guidance 
to determine how those different 
categories should be listed 
together….or not.



Two electrosurgical 
instrument models with 
different motors (AC vs DC)

medical device family means a group of medical devices that
are made by the same manufacturer, that differ only in shape,
colour, flavour or size, that have the same design and
manufacturing process and that have the same intended use.



Don’t be so picky about 
the device name…If it is 
about the same then it 
should be fine.
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OUTER CARTON IFU APPLICATION FORM

Phoenix Medical
WE MAKE THE BEST GLOVES



The review of our Class II application 
took 8 months. Our application was 
rejected because Health Canada has 
determined that our device continues to 
fit the category of an active diagnostic 
device by Rule 10(2).





Hint: go back to first principles: 
device labelling, risk assessment, 
schedule 1 of the Medical 
Devices Regulations



Other topics of conversation…
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software identifiers

naming of licences

MDSAP certificates (scopes)

What else are you interested in?



Questions can be sent to:
meddevices-instrumentsmed@hc-sc.gc.ca


