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CANADA IVD REGULATORY MAP

A practical orientation for global RA teams entering Canada

 START HERE: WHAT IS THE PRODUCT IN CANADA? ©
S _

o Confirm Canadian regulatory identity

Confirm the intended use, product family, and whether the item is an IVD reagent,
analyzer/instrument, or software/other. Classification and licensing route
depend on intended use, risk, and Health Canada's framework.

< H IVD reagent ) < Analyzer / instrument ) ( Software / other )

’ v
e Choose the regulatory route
CLASS | CLASS Il CLASS IV
@ Lowest risk @ Low-to-moderate risk @ Moderate-to-high risk Highest risk
Often no device licence Device licence route Heavier device licence route Deepest device licence scrutiny
Lower risk IVDs; routine Moderate risk IVDs; High risk IVDs; complex tests; Critical and life-supporting
controls; general specialty tests; some critical analyzers. diagnostics; highest risk
wellness tests. instrument systems. More extensive evidence, tests and systems.
Lighter market-entry Standard device licence performance data, and Most rigorous review and
burden. application. clinical support. pre-/post-market obligations.
; : h
o Build the Canada market-access infrastructure
gt a
Health Canada framework M:ps:i?:lt’:lfer / i$poﬁer1 EEstabliishment Ii‘m[enzing / Bilingual labeling readiness
Wnderstand IVD framaivark: istributor readiness ocal commercial setup ]
tisk-based dlassification. Establish Canadian importer [_)eterml_ne if establishment ﬁzﬁ;:g;z?thib;’!&?’
device licensing requirements, or ensure foreign manufacturer hce_ﬂce is required for !-’?W i o Tl
= applicagle :uidance registration, QMS readiness, activities. Set up Canadian a!r; i;;zrgn:sl?s?:;?sﬁf:i:i
(IVDR, GUI, MDEL). and supply chailnl & traceability OPEFatC_'F._bI|f!ng. and post-market Erenchl.
capabilities. vigilance processes. )

.8 Build the evidence stack

Quality Clinical / Labeling & IFU
QMS aligned performance scientific Bilingual (EN/FR)
with 1SO 13485 P N 3 Clini mance labeling and IFU;

Administrative
Forms, device
licence application

materials, site
information, and
market history.

and Health Canada ision, scientific symbol use,
. ‘ requirements; 1 S i warnings, claims,
stability / shelf-life. : use, risk controls, and user
and claims. instructions.

Canadian classification — licensing route — bilingual labeling requirements — route, and bilingual labeling
market-access infrastructure — evidence gaps. expectations drive the timeline.
The timeline is the result of those decisions. Plan early to avoid costly delays.

RA TRAP TO AVOID STRATEGIC INSIGHT:
Do not begin with “What is the Canada timeline?" Begin with product identity — ’ @ In Canada, the class, licensing
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CANADA IVD: HOW THE WORK ACTUALLY FLOWS

From classification to commercialization — with the decision points a newer RA professional should watch

0 Program flow

© © e o0 o0 0 o
@*@H SR TR N S

Classi Licence Local commercial Evidence Launch & maintain
Y
Define mended use Apply Canada Confirm pathway _setup ] Analytical Submit apphication Market authorization,
and product family IVDD risk (Device Licence) Establish Canadian performance, via the Medical post-market controls,
classification and comparator e_StabI!Shmen‘ clinical performance Deavices Active changes, vigilance
(Class I-1V) (if required) licensing and and evaluation Licence (MDALL)

responsible person

0 What gets heavier as the class rises?

Premarket pathway Exempt from licence Class |l Device Licence Class lll Device Licence Class IV Device Licence
.|I_ Evidence intensity Lower [ ] Moderate @@ High eee Veryhigh ©@ @ @ ®
Q Analytical performance Basic L] Moderate @ ® High eee Veryhigh ®# @ @ ®
:&’n Clinical / scientific support ~ Not usually required Limited / targeted @ Moderate ®® @ Extensive ©® ® ® @
o g‘a‘g’:::“d‘l"m'ff: Bisic @ Moderate @ @ Hgh ©®@ Veyhigh ®@® ®
@ Post-market control Lower @ Moderate @ @ Higher ©® @@ Highest @@ @ ®

Indicative route-based planning ranges

lilustrative planning ranges for timing only — actual timing depends on product complexity, evidence quality, application completeness,
Heaith Canada review timelines, and other factors

@ cuassi | Exempt | O -3 months

CLASS Il | Device Licence | 4-8 months
'L, CLASS Il | Device Licence | 6-10 months
@ CLASS IV | Device Licence [ 8-14+ months
0 3 ] 9 12 15 18 months
Exempt Class | devices are not licensed, but must still comply e Health Canada review targets are guidance only; actual times
with all applicable requirements, including QMS and labeling. vary by product, workload, and information quality.
@ Labeling & Ianguage essentials
English/French g Product labeling Instructions for use M Claims control N, Product-specific
bilingual labeling Include required | ' Provide complete Claims must be identifier & docs
@ All labeling and identifiers, intended and clear IFU in supported by Include UD/Device
instructions must be use, warnings, English and French evidence and Identifier, key docs,
in both official precautions, and as part of the consistent with and traceability
| languages. ] symbols. | submission. ) intended use. as required.

¢ Health Canada — In Vitro Diagnostic Devices (IVDD): https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/in-vitro-dhagnostic-devices. htm|
* Health Canada — Guidance Documents for Medical Devices: https://www.canada.ca/en/heafth-canada/services/drugs-heaith-products/medical-devices/guidance-documents, html
* Hop Capital & Consulting: hop apital.com

Important: Product-specific Canadian requirements, guidance, standards,

PRIMARY RESOURCES USED FOR THIS TRAINING AID
* Health Canada — Medical Devices Active Licence Listing (MDALL): https://health-products.canada.ca/mdall-limh/index-eng.jsp
A and recent requlatory changes govern. Confirm current requirements before execution.
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