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Canada: Post-Sale

By Lindsay Lorimer

PRE-SALE DUTY TO WARN

What is the Scope of the Duty to Warn in Canada?

General Scope

In Canada, the duty to warn is a subset of the common law of negligence, except in Quebec, which is the only 
civil law jurisdiction in Canada.1 Manufacturers and others in the distribution chain2 have a duty to warn 
consumers and users of their products of the risks and dangers that are known or ought to be known to be 
inherent in the use of the product, as well as in foreseeable misuses of the product (Lambert v. Lastoplex 
Chemicals Co., [1972] S.C.R. 569 at para. 12). The nature and scope of the duty to warn varies with the level of 
danger entailed by the ordinary use of the product. Where there is significant risk associated with a product, 
the warning must be detailed and give the user a full indication of each of the specific dangers arising from 
the use of the product. The duty to warn is a continuing one that requires manufacturers to warn not only of 
the dangers known at the time of sale, but also of any dangers subsequently discovered after the product has 
been sold and delivered (Hollis v. Dow Corning Corp., [1995] 4 S.C.R. 634 at paras. 20–22). Manufacturers are 
required to provide a reasonable warning to all those persons who they reasonably foresee may be affected 
by a potentially dangerous product, including second-hand owners of used products (Bow Valley Husky 
(Bermuda) Ltd. v. Saint John Shipbuilding Ltd., [1997] 3 S.C.R. 1210 at para. 19; Nicholson v. John Deere Ltd., 
[1986] O.J. No. 1320 (H.C.)).

Who Has a Duty to Warn?

Distributors and Retailers

In Canada, the duty to warn extends to distributors and retailers. Distributors and retailers must warn users 
of the products they distribute or sell of the dangers associated with those products of which the distributor 
or retailer knows or of which it ought to know (Rivtow Marine Ltd. v. Washington Iron Works, [1974] S.C.R. 
1189; Amin (Litigation guardian of) v. Klironomos (Litigation guardian of), [1996] O.J. No. 826 at para. 28 
(Gen. Div.); Lem v. Barotto Sports Ltd., [1976] A.J. No. 442, 1 A.R. 556 (C.A.) at para. 22; Smithson v. Saskem 
Chemicals Ltd., [1985] S.J. No. 149 at para. 56 (Q.B.); Lumsden v. Barry Cordage Ltd., 2010 NSSC 30, 287 

 1 In Quebec, the duty to warn is a subset of the Civil Code of Québec principles on general civil liability: arts. 1468, 
1469, 1473 CCQ.

 2 As discussed below, in Canada, the duty to warn extends to component part manufacturers, suppliers, distributors 
and retailers. Unless stated otherwise or dictated by the context, references to “manufacturers” in the article include 
component part manufacturers, suppliers, distributors and retailers.
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N.S.R. (2d) 175 at para. 37; Hutton v. General Motors of Canada Ltd., 2010 ABQB 606, [2010] A.J. No. 1077 at 
para. 112).

The scope of the distributor’s or the retailer’s duty to warn may not be as stringent as that of the manu-
facturer. Retailers are generally not expected to open and inspect goods that are delivered to them for sale, or 
to know more about a product’s potential dangers than what the manufacturer communicates to them on the 
label or otherwise (Smithson v. Saskem Chemicals, supra; Lumsden v. Barry Cordage Ltd., supra). Distributors 
do however have a duty to ensure that a manufacturer’s instructions follow the product down the chain to the 
customer (Lumsden v. Barry Cordage Ltd., supra at para. 47).

Where a distributor or retailer has reason to suspect that a product that it sells poses a potential danger, 
it may have a duty to warn its customers of the possibility of danger or to investigate the danger with the 
manufacturer (see, e.g., Lavoie v. Poitras Gas & Oil Ltd., [1979] N.B.J. No. 33 (C.A.)). However, this may not be 
the case where the manufacturer’s warning is itself wholly sufficient (Lumsden v. Barry Cordage Ltd., supra at 
para. 41; Royal Canadian Legion, Branch No. 28 v. Britz (1987), 62 Sask. R. 225 (Q.B.)). Also, where the nature 
and extent of the danger of using a product is not obvious and a customer seeks reassurance from a merchant 
about the safety of the product, the merchant’s answer must not be misleading (Walford (Litigation guardian 
of) v. Jacuzzi Canada Ltd., [2007] O.J. No. 4053 at para. 32 (C.A.), rev’g [2005] O.J. No. 1376 (Sup. Ct.)).

Component Manufacturers and Sub-Manufacturers

The duty to warn extends to a component manufacturer or sub-manufacturer whose product is incorporated 
into a larger product. This is an extension of the principle that manufacturers and others owe a duty to warn 
to all those persons who are reasonably foreseeable as potentially being affected by the dangers or risks asso-
ciated with their products (see, e.g., Giustini v. Poppa, [2007] O.J. No. 3142 (Sup. Ct.); Furlan v. Shell Oil Co., 
2000 BCCA 404, 77 B.C.L.R. (3d) 35; 376599 Alberta Inc. v. Tanshaw Products Inc., 2005 ABQB 300, 6 B.L.R. 
(4th) 214; Art. 1468, para. 1 CCQ). An exemption may apply where it is reasonably contemplated between the 
parties that the manufacturer of the end product will inspect the component before incorporating it into the 
end product and it is not feasible for the component manufacturer to provide a direct warning to the ultimate 
consumer. In such cases, a court may find that the duty to warn is satisfied by a full and complete warning to 
the intermediate manufacturer (Hollis v. Dow Corning, supra). Where the component supplier does not know 
to what use its components are being put, the scope of its duty to warn may be lower and may not extend to 
risks presented only by a particular, unknown use (see Viridian v. Dresser Canada Inc., [2002] A.J. No. 937 at 
para. 52 (C.A.)).

A recent decision of the British Columbia court considers whether the duty to warn may extend to inde-
pendent consultants that advise manufacturers in the development of their product. In that case, the issue 
of a consultant’s duty to warn was left open, as the court was ruling on a preliminary motion for summary 
judgment, and found that the determination of the consultant’s duty would have to await a more complete 
factual record at trial. The consultant’s motion seeking summary judgment was dismissed. (Beazley v. Suzuki 
Motor Corp., 2008 BCSC 13, [2008] B.C.J. No. 9 at paras. 45–52).

Raw Materials Supplier

Unlike component manufacturers, suppliers of raw materials to manufacturers generally do not have a duty 
to warn of dangers associated with the end product. In Harrington v. McGhan Nusil Corp. ([1999] B.C.J. No. 
250 (C.A.)), the plaintiffs in a class action proceeding for damages for injuries suffered from the use of breast 
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implants sought to appeal the dismissal against certain corporations that had supplied the silicone materials 
that were used in the manufacturing of the implants. In refusing to extend the time to appeal, the British 
Columbia Court of Appeal noted that no court has imposed a duty of care or a duty to warn on the supplier of 
a raw material to a manufacturer who fabricates a product for ultimate consumption. To impose such a duty 
to warn would require the seller to develop expertise regarding a multitude of different end products and to 
investigate the actual use of raw materials by manufacturers over whom the supplier has no control (ibid. at 
para. 16).

In Gariepy v. Shell Oil Co. ([2002] O.J. No. 2766 (Sup. Ct.)), as part of a motion to certify a class pro-
ceeding, the Ontario court considered the defendant’s assertion that, as a raw material supplier, it owed 
no duty to warn the consumer. The court distinguished between the scenario in which a raw material or 
component manufacturer’s product is incorporated into the final product in a manner that causes the final 
product to be dangerous, and the scenario in which the raw material or component is dangerous in and of 
itself, regardless of the design or manner of incorporation into the final product. In the first instance, it is 
the design of the product that causes the danger that necessitates a warning, but in the latter instance, the 
raw material or component itself causes the danger. This case suggests that a duty to warn may exist in the 
latter circumstance, but not the former (ibid. at paras. 29–31). The Alberta court came to a similar con-
clusion in 376599 Alberta Inc v. Tanshaw Products Inc. (supra), which involved a nightclub foam party in 
which guests suffered skin and eye irritation as a result of the bubbles that were poured over them. Among 
the defendants was a supplier to the company that had manufactured the foam, which argued that it had 
simply provided a “component part of final foam product” and did not have a duty to warn. However, the 
court found that the defendant could not rely on the fact that it had merely supplied a component, because 
its product was not “sufficiently different from what was intended to reach the final customer” (ibid. at 
paras. 155 to 166).

Employers

In Canada, the learned intermediary principle allows manufacturers to discharge their duty to warn con-
sumers by providing a warning to a learned intermediary in the appropriate circumstances. [For more on 
learned intermediaries, see “Who Do You Have to Warn? Learned Intermediaries,” infra.] It is conceivable 
that, in some circumstances, an employer could constitute a learned intermediary, for example where 
employees are reliant on the employer for instruction regarding the product and a direct warning from the 
manufacturer is not feasible. In such cases, the manufacturer may be able to “delegate” the duty to warn 
users of its products to an employer, assuming that the manufacturer provides a sufficient warning to 
the employer.

However, there is no express authority to support delegation of the duty to warn to third parties beyond 
this doctrine. Manufacturers generally owe a duty to warn the ultimate user, regardless of the presence of an 
intermediate purchaser such as an employer. This is an extension of the principle that the manufacturer owes 
a duty to all those who are reasonably foreseeable as potentially affected by a dangerous product. In Tabrizi v. 
Whallon Machine Inc. ([1996] B.C.J. No. 1212 (S.C.)), the court found that, although “workplace training and 
interaction with potential users may not be the [manufacturer’s] main function, the defendant had a duty to 
warn of the inherent dangers of the product.” The court found that the manufacturer failed to communicate 
the dangers associated with the machine to the employee effectively, and thus failed to discharge its duty to 
warn (ibid. at paras. 69–70).
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The actions of the employer in the face of warnings from a manufacturer are also relevant. An employer 
has a duty to take reasonable care to ensure that any necessary warnings and/or instructions are provided to 
employees, if required for the safe use of products utilized in the course of employment (Canadian Northern 
Railway v. Anderson (1911), 45 S.C.R. 355). Consequently, where the employer has failed to communicate a 
necessary warning to its employees or otherwise contributed to the circumstances that resulted in injury, 
it may decrease the liability of the manufacturer.3 In Tabrizi (supra), the manufacturer was only found 30 
percent liable for the plaintiff’s injuries, as there were other factors, including a finding that the employer 
was likely negligent in failing to train and supervise employees adequately. The manufacturer also alleged 
that the employer painted over two warnings on the machine prior to the accident. Had such allegations 
been proven at trial, the liability of the manufacturer likely would have been decreased further. Similarly, in 
Deshane v. Deere & Co. ((1993), 15 O.R (3d) 225 (C.A.)), both the manufacturer and employer were found lia-
ble in negligence after the plaintiff was injured when he fell into a harvester. The court of appeal adjusted the 
apportionment of liability between the manufacturer and employer, however, to reflect its finding that the 
employer was predominantly responsible for the accident, as it failed to install the harvester safely, failed to 
establish and enforce appropriate safety guidelines for workers properly, failed to enforce the manufacturer’s 
safety warnings regarding the operation of the harvester and modified the harvester in an unauthorized and 
unsafe manner.

Was the Warning or Instruction Adequate?

Factors to Consider

There is a heavy onus on manufacturers to provide clear and complete warnings to consumers that disclose 
all current information concerning the risks and dangers that are inherent in the use of their products. The 
adequacy of a warning must be assessed in light of the rationale for the duty to warn, which is the need to 
correct the knowledge imbalance between manufacturers and consumers. This serves to alert consumers to 
the dangers of a product, and allows them to make informed decisions concerning the use of that product. 
Consequently, warnings must be sufficiently detailed and explicit to give consumers a full indication of the 
dangers that arise from the use of a product. The explicitness of the warning required increases with the 
severity of the danger likely to be encountered in the ordinary use of the product. Where significant danger 
is entailed by the ordinary use of the product, it will rarely be sufficient for a manufacturer to give a general 

 3 In Canada, the principle of joint and several liability generally applies to tortfeasors. In situations where an 
employer may be partially or wholly responsible for the damages suffered by an employee, it is important to ensure 
that the employer is also made a party to the action, where permissible, to avoid being held liable for 100 percent of 
the plaintiff’s damages despite only being partially responsible. In some circumstances, provincial workplace safety 
and insurance legislation—such as Ontario’s Workplace Safety and Insurance Act, 1997, S.O. 1997, c. 16, Sch. A, and 
British Columbia’s Workers Compensation Act, R.S.B.C. 1996, c. 492—preclude an action against employers covered 
by the legislation. However, such legislation also generally includes a provision that allows a court to determine the 
portion of an employee’s loss or damage that was caused by the negligence of the employer, and reduce the recovery 
of the employee vis-à-vis other tortfeasors, even though the employer is not a party to the action. Additionally, in 
British Columbia, joint and several liability will not be applied if it can be shown that the plaintiff has been con-
tributorily negligent. In such cases, the proportionate liability principle is applied, and the liability of the manu-
facture will be reduced proportionately by the negligence of the plaintiff and other parties: see British Columbia’s 
Negligence Act, R.S.B.C, c. 333, s. 4.
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warning; instead, a detailed warning with respect to each of the specific dangers will be required (Hollis 
v. Dow Corning Corp., supra). For example, medical devices, drugs and other products that are ingested, 
consumed or otherwise placed in the body are subject to a very high standard and require detailed warn-
ings. Conversely, where a product has very low degree of risk associated with it, a less detailed warning may 
be adequate.

Content of Message—Conspicuousness

Warnings must be reasonably communicated to the consumer. A warning must be clearly presented to the 
consumer, and optimally should be printed on the product’s label. If the warning is only contained in a 
brochure, manual or other documentation that accompanies the product, the warning may not come to the 
user’s attention, and the manufacturer may be found liable for a failure to warn (see, e.g., Nicholson v. John 
Deere Ltd., supra). A warning should be arresting and impose on the user’s attention in a manner commen-
surate with the level of risk and likelihood of injury associated with the product. The visual characteristics of 
the warning, including the size, color and design of the text and the warning label as a whole, will be taken 
into account in determining whether a warning is adequate. The warnings on competing similar products 
may be considered as evidence of the sufficiency of the warning. Ultimately, a warning will be considered 
adequate if, considering all of the circumstances, it was sufficient to alert a reasonable user to the extent and 
nature of the risk, as well as the precautions required (Lambert v. Lastoplex Chemicals Co., supra; Nicholson v. 
John Deere Ltd., supra; Walford (Litigation guardian of) v. Jacuzzi Canada Ltd., [2005] O.J. No. 1376 (Sup. Ct.), 
rev’d on other grounds [2007] O.J. No. 4053 (C.A.); LeBlanc v. Marson Canada Inc., [1995] N.S.J No. 140 (S.C.), 
aff’d [1995] N.S.J. No. 509 (C.A.)). Canadian courts have considered the warnings given in other countries 
when determining the adequacy of a warning given in Canada, and will look for consistency absent a logical 
explanation for any variation, such as differences in the way the product is used in Canada (see, e.g., Buchan 
v. Ortho Pharmaceutical (Canada) Ltd. (1986), 54 O.R. (2d) 92 at paras. 42–53 and 56 (C.A.)).

Obvious Hazards

[See “Is it always necessary to warn?,” infra.]

Reasonably Foreseeable Misuse

[See “What defenses are available…?,” infra.]

Who Do You Have to Warn?

Learned Intermediary

The learned intermediary rule is an exception to the general requirement to warn consumers and users 
directly of the risks associated with use of products. When it applies, it allows manufacturers to discharge 
their duty to warn consumers by warning a learned intermediary. The learned intermediary rule may apply 
where either: 1) the product is highly technical in nature and intended to be used only under the supervision 
of an expert, such as a doctor; or 2) the nature of the product is such that the consumer will not realistically 
receive a direct warning from the manufacturer prior to use, and an intermediate inspection of the product 
is anticipated or the consumer places primary reliance on the judgment of the learned intermediary and 
not the manufacturer. In Canada, the learned intermediary doctrine is applicable in many contexts, not 
just medical products. In the context of drugs and medical devices, the doctrine has been held to apply to 
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implanted medical devices, where neither the device nor the packaging are placed in the hands of the ulti-
mate consumer prior to use, and to prescription drugs, where the patient places primary reliance for infor-
mation on the judgment of the doctor and not the manufacturer4 (Hollis v. Dow Corning, supra).

The learned intermediary doctrine presumes that the intermediary is fully apprised of the risks. Accord-
ingly, in order to invoke and rely on the doctrine and satisfy the duty to warn through an intermediary, a 
manufacturer must provide sufficient information regarding the risks inherent in the use of the product to the 
intermediary so that his or her knowledge “approximates the knowledge of the manufacturer” (Hollis v. Dow 
Corning, supra at para. 29; see also Goodridge v. Pfizer Canada, 2010 ONSC 1095, 101 O.R. (3d) 202 at para. 85 
(Sup. Ct.)). The manufacturer may need to provide more information to the intermediary than might other-
wise be required to the end consumer of the product. In Hollis (supra), the Supreme Court of Canada found 
that Dow Corning should have been more forthcoming with information regarding reports of unexplained 
ruptures of breast implants during the relevant period. Even though Dow Corning argued that the number of 
unexplained ruptures was statistically small and it had not reached conclusions regarding the cause of those 
ruptures, the Supreme Court found that Dow Corning had an obligation to take into account the seriousness of 
the risk posed to a consumer by a potential rupture, and to have advised physicians that unexplained ruptures 
had been reported (ibid. at para. 41). Manufacturers are considered to be experts in their field. As a result, they 
have a continuing duty to keep abreast of scientific developments and to communicate that information to 
intermediaries. Further, manufacturers cannot rely on other sources to inform the intermediary of the risks. 
In order to invoke the learned intermediary doctrine, and avoid having liability determined solely on the basis 
of information provided to the end user (if any), a manufacturer must actually warn the intermediary rather 
than rely on his or her independent knowledge (Buchan v. Ortho Pharmaceuticals, supra).

In Canada, if a manufacturer fails to provide sufficient information to the learned intermediary, the injured 
plaintiff may be able to recover from the manufacturer, regardless of whether the intermediary would have con-
veyed the information to the plaintiff even if an adequate warning had been given. Ordinarily, if a manufacturer 
has failed to provide the consumer with an adequate warning pertaining to the dangers associated with a prod-
uct, the manufacturer may still avoid liability. It can avoid such liability if it can demonstrate that an adequate 
warning would not have been adhered to even if one had been provided. However, the Supreme Court of Canada 
held in Hollis v. Dow Corning (supra) that even if a manufacturer could prove that the intermediary probably 
would not have passed on the warning, it in no way absolves the manufacturer from liability “except in cases 
where some extraneous conduct by the [intermediary] would have made the failure to give adequate warning 
irrelevant.” The Supreme Court did not explain what “extraneous conduct” would have absolved the manufac-
turer, but presumably some positive action by the doctor, such as a misrepresentation, rather than merely failing 
to convey the warning, would meet that requirement. The public policy concern of the Court, which underlies 
its decision on this issue, was that a manufacturer who provided an inadequate warning could defend on the 
basis that the doctor would not have passed on the warning if given (i.e., the doctor would have been negligent), 
while the doctor could defend on the basis that the manufacturer had provided an adequate warning and he or 
she had provided the patient with all the information that he or she had at the time. A plaintiff could be left with 
no recovery, notwithstanding that one of either the manufacturer or the doctor would have had to have been 
negligent for the patient not to have received a proper warning (ibid. at paras. 55–61).

Even where a manufacturer gives a warning to a learned intermediary, there are circumstances where it has 
been suggested that a court may not apply the doctrine, particularly if it was also feasible to give a direct warning 
or if the consumer is not placing primary reliance on the judgment of the learned intermediary. For example, 
some courts have expressed the view, in obiter, that there is a very specific exception to the learned intermediary 
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rule in Canada with respect to oral contraceptives. In Buchan v. Ortho Pharmaceutical (Canada) Ltd. (supra), the 
Ontario Court of Appeal held that the learned intermediary rule applied to oral contraceptives, but also stated 
in obiter that “the rationale underlying the learned intermediary rule […] does not hold up in the case of oral 
contraceptives. Manufacturers of this drug should be obliged to satisfy the general common law duty to warn the 
ultimate consumer as well as prescribing physicians” (ibid. at paras. 25–26, 85). The court determined that oral 
contraceptives were significantly different from other prescription drugs in that: 1) there is heightened partici-
pation of patients in decisions relating to use of oral contraceptives; 2) there are significant risks associated with 
use; 3) it is feasible to have direct warnings from the manufacturer to the user; d) there is limited participation of 
the physician in supervising the drug; and e) there is a possibility that oral communications between physicians 
and consumers may be insufficient. Manufacturers of drugs that have similar characteristics as those enunciated 
by the court of appeal in Buchan (supra) may find it more difficult to rely on the learned intermediary rule to 
discharge the duty to warn; however, this issue has yet to be directly litigated with a full evidentiary record on 
the reasons why the doctrine should apply to all prescription medications. In Hollis v. Dow Corning (supra), the 
Supreme Court of Canada noted that neither breast implants nor their packaging are put into the hands of the 
ultimate consumer for inspection and that it is the surgeon, rather than the consumer, who is in the best position 
to read any warnings from the manufacturer contained on or in the product packaging. The court stated that 
breast implants are analogous to prescription drugs, as the patient places primary reliance for information on the 
physician. The court also distinguished breast implants from oral contraceptives, noting that direct warnings are 
simply not feasible, given the need for the intervention of a physician (ibid. at para. 31).

Sophisticated Users

A warning may not be necessary if the product is designed to be used exclusively by skilled persons. A manu-
facturer or supplier of a product will not be liable for a failure to warn if the consumer has so much knowledge 
about the product that it negates reasonable reliance on the manufacturer to warn. In other words, if a reason-
able person would conclude that the consumer fully appreciated and willingly assumed the risk posed by the 
use of the product, no liability would accrue. Thus, where a plaintiff is a sophisticated user who possesses as 
much specialized information about the product as the manufacturer or supplier and knows of the risk, the 
manufacturer or supplier may not be found liable, either on the basis of voluntary assumption of risk, or on 
the basis that there was no causation. (Bow Valley Husky (Bermuda) Ltd. v. Saint John Shipbuilding Ltd., supra; 
Lambert v. Lastoplex Chemicals Co., supra; Holowaty v. Bourgault Industries Ltd., 2007 SKQB 2, [2007] S.J. No. 
40 (Q.B.); Austin v. 3M Canada Ltd. (1974), 7 O.R. (2d) 200 (County Ct.); Dura-Lite Heat Transfer Products Ltd. 
v. CEDA Environmental Services, 2008 ABQB 494, 453 A.R. 362, aff’d 2010 ABCA 12, 469 A.R. 350.).

Law Regarding Drugs and Devices
The learned intermediary doctrine has been held to apply to implanted medical devices, where neither the 
device nor the packaging are placed in the hands of the ultimate consumer prior to use, and to prescription 
drugs, where the patient places primary reliance for information on the judgment of the doctor and not the 
manufacturer4 (Hollis v. Dow Corning, supra).

 4 But see discussion regarding oral contraceptives, where Canadian Food and Drug Regulations require that an 
extensive patient information form be provided directly to patients. This is usually done as an attachment to the 
unit’s packaging.
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For heeding presumptions, the subjective test may make it very difficult for a defendant manufacturer to 
counter a plaintiff’s self-serving hindsight assertions that he or she would not have used a particular product 
if an adequate warning had been given. In Hollis v. Dow Corning (supra), which involved a claim that Dow 
Corning failed to provide adequate warnings to Ms. Hollis or her surgeon concerning the risks of rupture and 
injury associated with silicone breast implants, Ms. Hollis claimed that she would not have elected to have 
silicone breast implants if she had been adequately warned. Despite evidence that Ms. Hollis elected to have 
two implants for cosmetic purposes four years after the incident at issue, even though she was concerned that 
they would rupture in ordinary use, the Supreme Court of Canada accepted her assertions that she would not 
have had the initial implants if she had been adequately warned.

Is It Always Necessary to Warn?

Obvious Dangers

In Canada, it is necessary to warn about commonly known dangers, but there is no duty to warn of obvious 
dangers and risks that are so apparent that anyone would be aware of them. Manufacturers and others are 
not liable for failing to warn of dangers that are known to the user, obvious to a user, or so commonly known 
that it can reasonably be assumed that the user will be familiar with them (see, e.g., Resurfice Corp. v. Hanke, 
[2007] 1 S.C.R. 333).

In Deshane v. Deere & Co. (supra), the plaintiff Deshane was severely injured when he fell into the 
exposed feed rolls of a forage harvester, which was used by his employer to convert corn cobs and husks into 
edible silage for cattle feed. The evidence presented at trial established that the danger posed by the harvester 
was obvious to anyone who looked at the machine and was known to Deshane and his employer. In denying 
recovery to the plaintiff, the Ontario Court of Appeal explained that “the law does not impose a duty to warn 
of a danger which is so obvious and apparent that anyone would be aware of it. Thus, the manufacturer of a 
butcher knife is not under a legal duty to warn consumers that the butcher knife may cut flesh.” Essentially, 
the court held that a manufacturer is not liable for not telling the consumer what they already know, and in 
this particular case, the danger was both obvious to the plaintiff and known to him, relieving the manufac-
turer from a duty to warn (ibid. at para. 55). (See also Schulz v. Leeside Developments Ltd. (1978), 90 D.L.R. 
(3d) 98 (B.C.C.A.), leave to appeal to S.C.C. denied, 90 D.L.R. (3d) 98n; Godin v. Wilson Laboratories Inc. 
(1994), 145 N.B.R. (2d) 29 (Q.B.); Rozenhart v. Skier’s Sport Shop (Edmonton) Ltd., 2002 ABQB 509, 12 Alta. 
L.R. (4th) 263, aff’d 2004 ABCA 172, 348 A.R. 358; Kirby v. Canadian Tire Corp. (1989), 57 Man. R. (2d) 207 
(Q.B.); Létourneau c. Impérial Tobacco Ltée (1998), 162 D.L.R (4th) 734 (Qc. C.S. pét. cré.); Dura-Lite Heat 
Transfer Products Ltd. v. CEDA Environmental Services, supra; Dickson v. Broan-Nuton Canada Inc., [2007] 
O.J. No. 5114 at paras. 26–36 (Sup. Ct.), aff’d 2008 ONCA 734, [2008] O.J. No. 4197.)

However, all Canadian provinces have statutes that generally require the application of principles of 
contributory negligence and joint and several liability in determining the liability of a manufacturer for an 
alleged failure to warn.5 Consequently, a Canadian court may apportion liability between a plaintiff and a 
manufacturer, rather than finding that the danger was so obvious that no warning at all was necessary. For 
example, in Tabrizi v. Whallon Machine Inc. (supra), the plaintiff attempted to repair a hydraulic palletiz-
ing machine without stopping the production line and was crushed as the machine’s moving parts cycled 

 5 See footnote 4, supra.
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towards her and eliminated the space she had entered to perform the repair. The British Columbia court 
determined that there was “no dispute” that the plaintiff knew, or ought to have known, that she was risking 
serious injury with her actions and that she only had a few seconds to move out of the way. The court noted 
that “unfortunately she did not heed the obvious danger as is so often the case with workers who become 
intimately familiar with the routine hazards of their work environment.” Rather than finding there was no 
duty to warn of the obvious danger, the court apportioned liability between the plaintiff, who was found to 
be contributorily negligent, and the defendant designer, manufacturer and distributor of the machine, who 
was found to be 30 percent liable for failing to warn the plaintiff of the dangers associated with entering a 
space where she could be crushed (ibid. at paras. 71–80).

Notably, what is an “obvious danger” varies depending on the user. The Ontario court has held that, 
because a child and an adult have different capacities to appreciate risks, a risk that is obvious to an adult 
may not be obvious to a child. The court suggested that in order to determine whether a risk is reasonably 
obvious to a child, the age, intelligence and the experience of that child should be taken into account (Amin 
v. Kilronomos, supra).

Inherently Dangerous Products

The duty to warn also applies to inherently dangerous products. Where a product is unavoidably dangerous, 
and the risk of harm is high, the duty to warn will likely be more onerous. Even where there is an unavoid-
able risk to a very small percentage of users, there is a corresponding very high duty to warn the user of that 
danger (Hollis v. Dow Corning, supra; Buchan v. Ortho Pharmaceutical (Canada) Ltd. (1986), 54 O.R. (2d) 
92 (C.A.)). There is no authority to suggest that the duty to warn does not exist for unavoidably dangerous 
products, provided that the user is unaware of the risk—the higher the degree of risk or danger, the higher 
the standard of care. However, where an inherently dangerous product is so unsafe that the danger becomes 
obvious, it may decrease or negate the liability of a manufacturer for a failure to warn users of the risk (see, 
e.g., Deshane v. Deere & Co., supra).

Is There a Heeding Presumption in Canada?
Consumers have a duty to read and heed warnings and instructions provided by the manufacturer and oth-
ers (Walford v. Jacuzzi Canada (Sup. Ct.), supra at para. 125). Where a consumer fails to read a warning, or 
upon reading it, fails to heed the warning or to follow instructions, a court may find that the plaintiff was 
the author of his or her own misfortune6 (see, e.g., Lem v. Barotto Sports Ltd., supra). However, courts may 
consider the effectiveness of the warning and any marketing activities of the manufacturer that might tend 
to negate a warning in assessing its adequacy and whether it should have been heeded (see Buchan v. Ortho 
Pharmaceutical, supra at para. 18, in which the Ontario Court of Appeal stated that a warning should not be 
neutralized or negated by “collateral efforts” on the part of the manufacturer).

 6 However, it should be noted that if the manufacturer or retailer is aware that a consumer will not heed the warning 
that has been provided, the manufacturer or retailer may still be liable to third parties for any injuries suffered by 
them. For example, in Murphy v. D & B Holdings Ltd. (1979), 98 D.L.R. (3d) 59 (sub nom Good-Wear Treaders v. D 
& B Holdings Ltd.) (N.S.C.A), the retailer sold retreaded tires with a warning that they should not be used by heavy 
trucks that were carrying gravel on a highway. The retailer knew that the purchaser was not going to abide by the 
warning and, consequently, the retailer was found to be liable for the death of third parties in an accident that was 
caused by a truck using the retreaded tires.
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If a defendant manufacturer can establish that the plaintiff would not have heeded the warning, even if 
an adequate warning had been provided, it may not be found liable for its failure to warn of a danger asso-
ciated with its product. Normally, an objective test is applied to the issue of causation in Canadian tort law. 
However, the Supreme Court of Canada held in Hollis v. Dow Corning (supra) that a subjective test was to be 
applied to the question of causation in that case and other cases of that nature. The court cited the decision 
of the Ontario Court of Appeal in Buchan v. Ortho Pharmaceuticals (supra) which found that the objective 
test or a modified objective test “is inappropriate to products liability cases” (ibid. at para. 73). The decisions 
in both Hollis and Buchan refer to the subjective test for causation as applying to product liability cases with-
out any express limitation, but both of the decisions concerned the duty to warn in the context of medical 
products. It remains to be determined whether the subjective test applies to the question of causation in all 
product liability cases.

Where a subjective test is applied to causation, the trier of fact must consider whether this specific plain-
tiff would have heeded an adequate warning if one had been given. It need not be proven that a reasonable 
person would have heeded the warning. The plaintiff need only prove that he or she would not have used the 
product or would have acted differently if given an adequate warning. As discussed earlier, in cases dealing 
with drugs and medical devices, a defendant manufacturer faces a particularly challenging task in respond-
ing to a plaintiff’s subjective assertions that, if adequately warned, he or she would not have used the defen-
dant’s product.

That having been said, defendant manufacturers have been able to avoid liability in other cases where 
reckless conduct or disregard of other warnings by the plaintiff were established. For example, in Stiles v. 
Beckett ([1993] B.C.J. No. 3 (S.C.), aff’d [1996] B.C.J. No. 19 (C.A.), leave to appeal to S.C.C. refused, [1996] 
S.C.C.A. No. 119), the plaintiff was thrown from his all terrain vehicle, rendering him a paraplegic. The court 
found the defendant manufacturer was not liable for its failure to warn the plaintiff of the risks associated 
with using the vehicle in “rough and unfamiliar” terrain, because it determined that any such warning would 
have gone unheeded. The plaintiff had failed to follow the other warnings that had been provided, such as the 
caution to wear a helmet and to read the owner’s manual.

What Defenses Are Available to those within the Chain of Disruption?

Causation as a Defense

As mentioned above, if the failure to warn the plaintiff adequately of the dangers associated with a product 
did not cause the harm suffered, the defendant manufacturer, supplier, distributor or retailer will not be lia-
ble, because the plaintiff’s actions would not have been different even if an adequate warning had been pro-
vided (see, e.g., Amin v. Klironomos, supra; Stiles v. Beckett, supra). The Supreme Court of Canada affirmed, in 
Resurfice Corp. v. Hanke (supra), that the test for causation is generally the “but for” test: would the plaintiff 
have suffered harm but for the conduct of the defendant? In the context of an alleged failure to warn, the 
plaintiff must establish that he or she would not have used the product or would not have used the product in 
the same manner that caused harm, but for the defendant’s failure to warn of the risks or dangers associated 
with the product (see, e.g., Walford v. Jacuzzi Canada (C.A.), supra at paras. 61–62). If the plaintiff can show 
this, contributory negligence may then be apportioned, as permitted by statute.

In special circumstances, Canadian courts have recognized that there are exceptions when the basic “but 
for” test does not apply, and have applied a “material contribution” test instead. The specific circumstances 
for applying the material contribution test rather than the but for test are not fully settled in the case law. 
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Generally, courts are willing to impose liability on the basis of material contribution where, for example, 
1) there are multiple tortious and/or non-tortious causal factors that occurred at the same time to cause 
the injury, but it is impossible to determine their proportionate contribution or which one was decisive (see 
Athey v. Leonati, [1996] 3 S.C.R. 458); or 2) where there is an intervening event or cause and, because of the 
defendant’s negligent conduct, it is impossible for a plaintiff to prove what a particular person in the causal 
chain would have done differently had the defendant not committed a negligent act or omission (see Walker 
Estate v. York Finch General Hospital, [2001] 1 S.C.R. 647, where the Supreme Court indicated in obiter that 
the material contribution test could be used where it was impossible to prove that the donor whose tainted 
blood infected the plaintiff would not have given blood if the defendant had properly warned him against 
donating blood).

In Quebec, the test for causation is slightly different. Article 1469 of the Civil Code of Québec provides 
that the plaintiff must prove that there was a danger associated with the product, or that there is a causal link 
between a safety defect and sustained damages. The plaintiff can prove the causal relationship between the 
damage and the alleged danger or safety defect by presenting facts to the court that establish, on an objective 
test, the connection between the danger or defect at issue and the normal anticipated safety of a product of 
the same nature. (Gauvin c. Canada Founderies & Forgings Ltd., [1964] C.S. 160 (Qc.); St. Hyacinthe Express 
Inc. c. General Motors of Canada Ltd., [1972] C.S. 799 (Qc.); Jean-Louis Baudouin & Partice Deslauriers, La 
Responsabilité Civile, 6th ed. (Sherbrooke, Que.: Les Éditions Yvon Blais, 2003) at 1228–1229).

Lack of Knowledge of the Danger

A defendant manufacturer, supplier, distributor or retailer will not be liable for its failure to warn of the risks 
associated with a product if it neither knew nor ought not to have known of the risks itself. Obviously, a man-
ufacturer cannot be expected to warn, and thus cannot be liable for a failure to warn, of hazards that are not 
known to exist or of which it could not reasonably have been aware. (Rivtow Marine Ltd. v. Washington Iron 
Works, supra; Philippot v. Murphy, [1987] B.C.J. No. 530 (C.A.); Double Bar L Ranching Ltd. v. Bayvet Corp., 
[1996] S.J. No. 656 (C.A.), leave to appeal to S.C.C. refused, [1996] S.C.C.A. No. 623; Guimond Estate v. Fiber-
glas Canada Inc. (1999), 207 N.B.R. (2d) 355 (Q.B.), aff’d (1999), 221 N.B.R. (2d) 118 (C.A.); art. 1473, para. 2 
C.C.Q.).

However, a lack of actual knowledge will not necessarily absolve a manufacturer of liability. In Smith-
son v. Saskem Chemicals Ltd. (supra), the plaintiff claimed for the injuries she suffered when she mixed two 
incompatible commercial drain cleaners and they exploded. The labels on the respective drain cleaners did 
not adequately warn of the dangers of mixing the two products. While the retailers of the drain cleaners 
were not found to be liable, because they could not have been expected to know more information than was 
provided by the manufacturers on the label, the Saskatchewan court found the manufacturers liable to the 
plaintiff. Neither of the defendant manufacturers was aware of the potential reaction of mixing the two drain 
cleaners, but the trial judge found that it was a foreseeable risk: “They should have realized that the possibil-
ity of these two chemicals being mixed by an unsuspecting consumer was very real” (ibid. at para. 16).

Further, the manufacturer is considered to be an expert in its field and has a continuing duty to keep 
informed of scientific developments that are relevant to its product, and to communicate that information to 
consumers and users if necessary. This is particularly true for manufacturers of drugs and medical devices, 
but is applicable to other products as well (Hollis v. Dow Corning, supra; see also Ruegger v. Shell Oil Co. of 
Canada Ltd., [1964] 1 O.R. 88 (H.C.)).
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Where a distributor, retailer or manufacturer has reason to suspect that one of its products poses a 
potential danger, it may have a duty to warn its customers of the possibility of danger or to investigate the 
danger further (see, e.g., Lavoi v. Poitras Gas & Oil Ltd., supra). A manufacturer similarly cannot ignore or 
discount reports of adverse events regarding the use of its products, or fail to include such information in its 
warnings, simply because it has not concluded that the events were caused by the product. In Hollis v. Dow 
Corning (supra), the Supreme Court of Canada held that manufacturers have an obligation to warn of devel-
opments, even if they do not consider those developments to be “conclusive.” A manufacturer cannot wait 
until it reaches its own definitive conclusions regarding the cause and effect of unexplained adverse events or 
suspected risks. Even if the number of reports of adverse events is small and the cause remains unknown, the 
manufacturer has an obligation to take into account the seriousness of the risk posed by a potential adverse 
event and, in some circumstances, to advise the consumer that such events have been reported to it (ibid. at 
para. 41).

In some cases, constructive knowledge may be imputed to a defendant. A Saskatchewan court held 
a manufacturer liable after it failed to interpret a warning correctly from its component manufacturer 
that the component was defective and should be modified. The manufacturer failed to fix the defect and 
failed to pass on the warning to the consumer. The court found that, although there was a lack of actual 
knowledge by the manufacturer, it still had a duty either to remedy the defect or to warn about it (Setrakov 
Construction Ltd. v. Winder’s Storage & Distributors (1979), 11 Sask. R. 295 (Q.B.), aff’d (1981), 128 D.L.R. 
(3d) 301 (Sask. C.A.)).

The Ontario Court of Appeal has also held that a manufacturer who fails to test its products ade-
quately before putting them on the market, and consequently is not in a position to warn consumers of 
a product’s potential risks, may be liable for a breach of the duty to warn (Ontario New Home Warranty 
Program v. Bertrand & Frère Construction Co., [2001] O.J. No. 2014, (sub nom Alie v. Bertrand & Frère 
Construction Co.) (C.A.), leave to appeal to S.C.C. refused, [2001] S.C.C.A. No. 418). A recent Nova Scotia 
decision would extend the obligation to test products to include distributors, and not just manufacturers. 
In Lumsden v. Barry Cordage Ltd. (2010 NSSC 30, 287 N.S.R. (2d) 175), the court found the defendant dis-
tributor was obligated to satisfy a “‘testing or inspection’ requirement by determining that all components 
were present, not damaged and that the [manufacturer’s] instruction sheets were attached to each prod-
uct” (ibid. at paras. 33–35).

Misuse of Product

Canadian law requires manufacturers to warn of the dangers that might arise not only from the normal 
or ordinary use of their products, but also from reasonably foreseeable misuse of the product by the user. 
Even if the product is used in a manner not strictly intended by the manufacturer, the plaintiff may be able 
to recover, unless the misuse was unforeseeable or so unlikely that the manufacturer could not have been 
expected to have contemplated it (Holowaty v. Bourgault Industries Ltd., supra).

There is no duty to warn of dangers associated with unforeseeable misuse of a product. In Lem v. Barotto 
Sports Ltd. (supra), the Alberta Court of Appeal considered a case in which the plaintiff was injured when 
a shell burst in the chamber of his shotgun, after he had improperly reloaded the shell using a reloading 
machine manufactured and sold by the defendants. The court confirmed that there is a duty to provide 
explicit warnings of dangers that might arise out of reasonably foreseeable fault on the part of the user, and 
that the duty to warn becomes more exacting and extensive as the danger from misuse increases. The man-
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ual provided with the reloader addressed various kinds of misuse, but not the particular misuse that caused 
the plaintiff’s injuries. The main issue was whether the manufacturer ought to have reasonably anticipated 
this particular misuse and provided a warning. The Court of Appeal held that a mere possibility of injury 
alone cannot impose on a manufacturer a duty to warn against contingencies of misuse that are so unlikely 
that they would not be contemplated by the manufacturer. In this case, there was a sequence of faults by the 
plaintiff, not only in failing to follow clear and simple instructions and perform simple acts, but also in no 
observing audible and visual evidence of those failures. These were “so fortuitous as to be beyond the range 
of foreseeable results.” There was no evidence that such a combination of misuses had ever occurred before. 
The court concluded that “if one is called upon to anticipate and warn against all of the combinations and 
permutations of possible acts and omissions of negligence, one is moved from the area of reasonable foresee-
ability to the position of an insurer” (ibid. at para. 25). Ultimately, the plaintiff was found to be the author of 
his own misfortune.

Modification of Product

If a product is altered or modified after it has left the possession and control of the manufacturer, and this 
modification occurred without the knowledge, consultation, participation or approval of the manufacturer, 
then the manufacturer is generally not under a duty to warn consumers with respect to the dangers associ-
ated with the modified product. This is an extension of the principles that manufacturers are only liable to 
warn of dangers that are known or ought to have been known, and that there is no duty to warn of unforesee-
able misuse (see, e.g., Deshane v. Deere & Co., supra; Canadian Pacific Forest Products Ltd. v. Conamara Ltd. 
(1996), 28 B.C.L.R. (3d) 111 (C.A.)). Similarly, if a retailer or distributor alters a product before it is sold to the 
ultimate consumer, the modification may shift some or all of the potential liability from the manufacturer to 
the retailer or distributor. However, the manufacturer will have a duty to warn if the post-manufacture mod-
ification (even by a third-party) is actually known by it, or if it was reasonably foreseeable. In Smith v. Inglis 
Ltd. ((1978), 25 N.S.R. (2d) 38 (C.A.)), the plaintiff was injured by an electrical shock that was partially caused 
by the removal of a prong from a refrigerator cord. The manufacturer had equipped the refrigerator with 
a prong, but it had later been removed by a delivery person after sale. In finding for the plaintiff, the court 
determined that manufacturer may not immune itself from liability simply by including a safety feature on 
its product: it must warn against the removal of the safety device or preclude its removal altogether. Manu-
facturers should anticipate the possibility that safety devices may be removed, and cannot necessarily rely on 
the removal of such a device as an intervening act that breaks the chain of causation.

Learned Intermediary

In Canada, the learned intermediary principle has been expressly classified as a defense (see Bow Valley 
Husky (Bermuda) Ltd. v. Saint John Shipbuilding Ltd., [1997] 3 S.C.R. 1210). However, as discussed earlier, 
the doctrine may be identified as a “limited” defense, because its invocation is subject to certain conditions 
and exceptions.

Is an Expert Required on Warning Issues?
In Canada, experts are often relied upon with respect to causation or the adequacy of a warning. For exam-
ple, in Walford (Litigation guardian of) v. Jacuzzi Canada Ltd. (Sup. Ct., supra), a professional engineer 
provided expert testimony on behalf of the plaintiffs on various matters, including whether the warning 
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that had been provided by the manufacturer was adequate and whether it conformed to the U.S. federal 
regulation Consumer Product Safety Standards. In Nicholson v. John Deere Ltd. (supra), an engineer testified 
on behalf of the plaintiffs that, among other things, the color green should not have been used for the safety 
decal on the tractor, as it was a “safety colo[r].” Instead, to make the warning more effective, a red and white 
combination would have been preferable. Generally, expert evidence is provided on warning issues. However, 
expert evidence is not necessarily required in every case.

Has the Duty to Warn Been Preempted with Respect to Any Product in Canada?
Pre-emption is not a doctrine that is applied in Canada, due to differences between the Canadian and U.S. 
constitutional orders. However, in limited circumstances, an argument may be available that mandatory leg-
islation, if it exists, provides a complete defense to a negligence action.

The adequacy of a warning in tort is typically viewed as independent of the statutory and regula-
tory labeling requirements to which a product may be subject. Legislative standards are relevant to the 
common law standard of care, but the two are not necessarily co-extensive. Statutory and regulatory 
requirements may provide a useful benchmark of what constitutes reasonable conduct. However, evi-
dence of compliance with such standards is not usually determinative of whether the standard of care 
regarding the duty to warn has been satisfied (see Ryan v. Victoria (City), [1999] 1 S.C.R. 201; Buchan v. 
Ortho Pharmaceutical (Canada) Ltd., supra; Smithson v. Saskem Chemicals, supra). Breach of a statutory 
or regulatory standard does not constitute negligence in and of itself, nor does it automatically give rise 
to civil liability or a cause of action absent an express provision in the statute (see Canada v. Saskatch-
ewan Wheat Pool, [1983] 1 S.C.R. 205). However, statutory and regulatory requirements are generally 
considered to set out the minimum standard of conduct, and breach may be considered strong evidence 
of negligent conduct.

In Ryan v. Victoria (City) (supra), the Supreme Court of Canada recognized that, in appropriate circum-
stances, compliance with legislative standards could entirely satisfy the common law standard of care and 
negate any liability in negligence. Although this finding was in obiter, the court nevertheless held that such 
circumstances would exist where the applicable legislation authorizes certain activities and strictly pre-
scribes only one way of complying with the legislation, without any discretion in the manner of performance. 
In such a case, it is likely that a court would find that compliance with the statute constituted reasonable 
care and that no additional measures were required (ibid. at paras. 29, 39–40). Legislative standards that 
prescribe, without discretion, the content or manner of giving a warning to consumers are relatively rare 
in Canada.

POST-SALE DUTY TO WARN

Common Law
It is well established in Canadian law that the duty to warn is a continuing one that requires manufacturers 
to warn not only of the dangers associated with the use of the product that are known at the time of manu-
facture, but also of any dangers discovered after the product has been distributed and sold to consumers. The 
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standard is the same as the pre-sale duty to warn: the defendant has a duty to warn about potential signifi-
cant risks associated with the product of which it had, or ought to have had, knowledge.

Those in the supply chain, and particularly manufacturers, can acquire post-sale knowledge of risks 
associated with the product from a variety of sources. These include customer contacts, incidents, field inves-
tigations, warranty claims and returns, lawsuits, expert reports, scientific studies and participation in trade 
associations or standards/code writing activities.

The law that imposes a post-sale duty to warn about the risks associated with foreseeable use also applies 
to foreseeable misuse. Manufacturers and others in the supply chain may become aware of a new type of 
misuse that has caught on with consumers. If there are risks involved, the standard of care may require the 
publication of warnings with respect to same.

As with risks identified during the pre-sale phase, risks discovered post-sale may require different 
responses depending on their severity. Responses can range from warnings to offering a “fix” to recalls. The 
burden is on the manufacturer (or importer/distributor) to ensure that the response is commensurate with 
the risk. The greater the risk, the greater the response that may be required.

Where warnings and/or notices of a product campaign or recall are required, again the manufacturer 
has a duty to ensure that the communication plan is commensurate with the risk. Such plans can include 
everything from direct mail campaigns (if contact information for end users is available), to website post-
ings, to notices to distributors, to point of purchase posters, to press releases, to paid-for newspaper notice.

Warnings and notices provided to consumers in the post-sale time period must meet the same test of 
form and content adequacy as warnings and notices provided with respect to risks that are identified pre-
sale. The notice must clearly signal that there is risk, and that action by the consumer may be required. It 
should be clear as to the action the consumer should or should not take. It should also be clear regarding the 
consequences to the consumer if the warning is not heeded.

The Ontario Court of Appeal decision in Nicholson v. John Deere established a high standard for the dis-
semination of post-sale warnings. In Nicholson, the manufacturer’s program to warn owners of the danger 
associated with its lawn and garden tractor was found deficient because it only reached a small portion of 
owners. In light of the serious risk of harm, the manufacturer had “a duty to devise a programme that left 
nothing to chance…[it] ought to have foreseen and anticipated that the kinds of warnings appearing both 
on the decal and in the manual were not likely to reach a large number of consumers, particularly those of 
used units.” The specific language of the warning must be considered, and a warning that is not imperative or 
urgent enough to prompt a reasonable consumer to address the risk may be found inadequate (see, e.g., Can-
Arc Helicopters Ltd. v. Textron Inc. [1991] B.C.J. No. 3685, 86 DLR (4th) 404 S.C.).

The law distinguishes between the action a manufacturer must take to address a known product risk 
with a warning, “fix”, or recall, and the advancement of technology that results in the development of new 
safety features for a product. (See, e.g., Nye v. Hogan [1992] O.J. No. 1490 (S.C.J.), where the court found no 
duty to retrofit older vehicles with seatbelts).

There is no separate duty at common law in Canada to recall a product. Recalling a product is simply 
the ultimate act that might be taken by a manufacturer to address a risk on a continuum of acts from simply 
making a running change through warnings and so on.

The above-noted summary of the post-sale duty to warn at common law in Canada applies to all prod-
ucts. There are some products, however, that have additional regulatory requirements for reporting and 
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notice imposed by legislation, some federal and some provincial. Examples of these special reporting require-
ments are briefly reviewed below.

Regulatory Requirements for Reporting and Notice

Examples of Specific Requirements for Specific Products

Consumer Products

The federal Canada Consumer Product Safety Act, which came into force on June 20, 2011, imposes regu-
latory reporting requirements on all participants in the consumer product supply chain. The agency that 
administers the Act is Health Canada. The Act applies to all “consumer products” as defined in the Act, 
including their components and packaging. All participants in the supply chain must report to Health 
Canada, and the person from whom they obtained the product, within two days of becoming aware of an 
“incident” that involves their product and that indicates an unreasonable hazard associated with the use or 
foreseeable misuse of the product.

“Incident” is a defined term that includes incidents, defects or problems with warnings or instructions 
that have caused or might reasonably cause serious personal injury. It also includes recalls or other correc-
tive measures. Manufacturers, or if the manufacturer is not in Canada, the importer, have a duty to report 
further information to Health Canada within 10 days of becoming aware of such an incident. In this second 
report, the manufacturer/importer must address whether a corrective action plan is needed to address the 
problem and what is proposed.

Health Canada has developed a special on-line report for reporting incidents (although reports can be 
submitted in other ways). The failure to meet reporting requirements under the Act is an offence that is lia-
ble to penalty including fines and imprisonment. Submitting an incident report to Health Canada does not 
necessarily mean that a recall will be required. The decision whether or not to initiate a recall is still that of 
the manufacturer or importer, although Health Canada may communicate its opinions on the issue and, ulti-
mately, the Act does give Health Canada the power to make recall orders if it is not satisfied with the compa-
ny’s voluntary actions. Similarly, and in contrast to U.S. practice, decisions regarding the proposed corrective 
action plan are also the company’s. Health Canada may not respond at all to an Incident Report or proposed 
corrective action plan if it is satisfied with what is proposed, reserving its involvement for proposals that give 
rise to questions or concerns.

Electrical Products

The Province of Ontario has a regime very similar to the Canada Consumer Product Safety Act (which it pre-
dates). This regime arises under the Electricity Act and its Product Safety Regulation. It applies to all electri-
cal devices (basically anything that plugs into the electrical grid) and is administered by Ontario’s Electrical 
Safety Authority (“ESA”).

While the CCPSA is confined to consumer products, the ESA regime applies to all electrical products, 
whether consumer or not. In respect of electrical consumer products, there is overlapping jurisdiction 
between Health Canada and the ESA , however, reporting is only required to Health Canada.
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Motor Vehicles and Equipment7

Regulatory reporting requirements for motor vehicles, tires and child restraints (the latter being defined 
“Equipment” under the Act) arise exclusively under the Motor Vehicle Safety Act (“MVSA”). These products 
are expressly excluded from the application of the CCPSA.

The MVSA is federal legislation that is administered by Transport Canada.

A company, which is defined as either the manufacturer, if manufacturing is in Canada, or the importer 
if the product is manufactured outside Canada, must report to Transport Canada on becoming aware of any 
defect likely to affect the safety of a motor vehicle or equipment. The form of notice is a “notice of defect” or 
“NOD”. There is no time frame specified for the delivery of an NOD, however, for practical purposes, compa-
nies are expected to deliver an NOD as soon as they come to the conclusion that there is a reportable defect. 
The information that the NOD must contain is prescribed by the MVSA Regulations or the MVSA (Tire) 
Regulations. Among other information, the reporting company must set out specified information necessary 
to permit identification of each vehicle in respect of which the notice is given, the estimated percentage of 
potentially affected vehicles, a description of the defect, an evaluation of the associated safety risk, and the 
corrective measures to be taken (Motor Vehicle Safety Regulations, CRC, c. 1038, s. 15). A further report, 
with additional prescribed information, must be submitted within 60 days of submission of the NOD.

Notice must also be provided to all current vehicle or equipment owners. For vehicles, such notice is 
typically delivered by direct mail, using the company’s vehicle owner records and/or accessing the records of 
provincial licensing authorities.

Regular “recall effectiveness” reporting to Transport Canada is required. If they regard the response rate 
as too low (and this will vary with the age of the affected vehicle population), they may require notice to be 
published in newspapers. While Canadian legislation does not require a “recall” per se, nor that the manu-
facturer cover the cost of any “fix”, the practical understanding of Transport Canada and the industry is that 
the company will undertake a recall voluntarily and will bear the cost of same in order to encourage and 
maximize consumer participation.

Notices of defect under the MVSA are the only notice required under Canadian law for motor vehicle 
related safety defects. Canada does not have any legislation equivalent to the TREAD Act and there is no 
requirement for motor vehicle manufacturers to report incidents involving death or serious injury.

Transport Canada considers any non-compliance with the Canadian Motor Vehicle Safety Standards, how-
ever minor, to be a safety defect requiring the delivery of an NOD. However, where the issue is minor and is be-
ing addressed going forward, Transport Canada may not require that any notice be provided to vehicle owners.

Drugs

Canada’s federal Food and Drugs Act, R.S.C. 1985, c. F-27 (“Food and Drugs Act”) is the primary legislation 
governing reporting obligations relating to drug products in Canada. Health Canada is the federal agency 
with overall responsibility for administering the Food and Drugs Act, and developing and enforcing the 
related regulations.

Various general prohibitions in the Food and Drugs Act and related regulations may give rise to disclo-
sure and reporting requirements. For example, the Food and Drugs Act contains a general prohibition against 

 7 Equipment in this context means child restraints and tires.
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labelling, packaging, treating, processing, selling or advertising any drug in a manner that is false, mislead-
ing or deceptive or is likely to create an erroneous impression regarding its character, value, quantity, compo-
sition, merit or safety. This prohibition specifically applies to any drug not labelled or packaged in accordance 
with the Food and Drug Regulations.

The Food and Drug Regulations contain numerous specific reporting obligations for industry partici-
pants. Some of the key reporting requirements are summarized below (this list is not exhaustive of reporting 
and disclosure requirements).

• Adverse Reaction Reporting. Section C.01.017 of the Food and Drug Regulations lists adverse reaction 
reporting requirements for drug manufacturers. A manufacturer is required to submit to Health 
Canada a report of all information relating to a) any serious adverse drug reaction that has occurred 
in Canada with respect to the drug; and (b) any serious unexpected adverse drug reaction that has 
occurred outside Canada with respect to the drug. The report must be submitted within 15 days after 
the earlier of receiving or becoming aware of the information.

• Issue-Related Reporting. Health Canada also has the power to request that a manufacturer submit an 
issue-related summary report (see section C.01.019). The report must contain a concise, critical anal-
ysis of the adverse drug reactions and serious adverse drug reactions to the drug, as well as relevant 
case reports, known to the manufacturer in respect of the issue.

• Annual Summary Report Related Reporting. The Food and Drug Regulations were amended in 2011 to 
add new reporting obligations relating to the existing requirement that drug manufacturers prepare 
an annual summary report and analysis of adverse drug reaction data (see section C.01.018). Under 
the revised Regulations, in preparing their annual report, manufacturers are now required to deter-
mine whether there has been a significant change in what is known about the risks and benefits of 
the drug and, if so, to report to Health Canada. Manufacturers may also be required to provide case 
reports or summary reports to Health Canada.

• Failure to Meet Specifications and Unusual Failure in Efficacy. The Food and Drug Regulations also 
imposes reporting requirements with respect to (i) any failure of one or more distributed lots of the 
new drug to meet the established specifications for that new drug; and (ii) any unusual failure in 
drug efficacy.

• Recall Reporting. Where a recall of a drug is commenced by a manufacturer or importer, the recalling 
person is required to submit specified information to Health Canada (see C.01.051 of the Food and 
Drug Regulations).

No manufacturer is permitted to sell a drug unless they comply with the adverse reaction, annual 
summary report change, and issue reporting obligations summarized above (listed in sections C.01.017 to 
C.01.019 of the Food and Drug Regulations). All records of relevant reports and case reports must be retained 
by the manufacturer for 25 years.

Health Canada has issued numerous guidance documents for industry with respect to post-market 
reporting obligations and risk communications. While the guidance documents do not have the force of law, 
they do provide compliance guidance to both industry and to Health Canada review staff when considering 
the interpretation, application and enforcement of statutory post-sale reporting requirements.

In 2010, Health Canada published a “Guidance Document for Industry—Issuance of Health Professional 
Communications and Public Communications by Market Authorization Holders.” The guidance document 
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contains information regarding procedure, format and content for industry communications with Health 
Canada, health professionals and the public. Health Canada also released templates for Dear Health Care 
Professional, Notice to Hospital, and Public Communications.

In May 2018, Health Canada released a new guidance document to provide further information to 
industry with respect to adverse reaction reporting obligations: “Reporting Adverse Reactions to Marketed 
Health Products.”

Medical Devices

Products classified as “medical devices” are governed by the Food and Drugs Act and related Medical Devices 
Regulations, SOR 98/282 (the “MD Regulations”). Health Canada is also the primary regulator of medical 
devices in Canada.

As with drug products, ongoing disclosure obligations in respect of medical devices may arise in con-
nection with the general prohibitions set out in the Food and Drugs Act. For example, the Food and Drugs 
Act prohibits the sale of any device that, when used according to directions or under customary or usual 
conditions, may cause injury to health. The legislation also prohibits labelling, packaging, treating, process-
ing, selling or advertising a device in a false, misleading or deceptive manner, or a manner likely to create 
an erroneous impression regarding its design, construction, performance, intended use, quantity, character, 
value, composition, merit or safety. This includes any device not labelled or packaged in accordance with the 
MD Regulations, or that fails to comply with a relevant prescribed standard for the device.

Under the MD Regulations, specific mandatory reporting requirements for manufacturers and importers 
may be triggered by awareness of a reportable incident. Specifically, the MD Regulations require a prelimi-
nary and final report to be submitted to Health Canada in respect of any incident involving a medical device 
sold in Canada, whether the incident occurred within or outside Canada, if (i) the incident relates to a device 
failure, deterioration in its effectiveness, or any inadequacy in its labelling or directions for use; and (ii) the 
incident has led (or if it recurred could lead) to a person’s death or a serious deterioration of a person’s health.

For an incident that occurs within Canada and has led to a death or serious deterioration of a person’s 
health, a preliminary report must be submitted within 10 days after the manufacturer or importer becomes 
aware of the incident. If the incident has not led to the death or serious deterioration of a person’s health, but 
could if it recurred, the preliminary report must be submitted within 30 days of awareness of the incident. 
The MD Regulations list information that must be contained in the preliminary report.

Following submission of the preliminary report, a final report must be delivered to Health Canada. 
Among other details, the final report must contain a description of the incident, explanation of its cause, jus-
tification of actions taken in respect of the incident, and actions taken as a result of the investigation.

If the incident occurs outside Canada, the reporting requirement does not apply unless (i) the manufac-
turer has indicated to the regulators in the jurisdiction where the incident occurred that the manufacturer 
intends to take corrective action; or (ii) the foreign regulatory agency has required corrective action to be 
taken. Where either condition is met, the preliminary report must be submitted as soon as possible after 
either the manufacturer has advised the foreign regulator of its intent to take corrective action, or the regula-
tor has required corrective action to be taken.

In October 2011, Health Canada’s Marketed Health Products Directorate released an updated “Guidance 
Document for Mandatory Problem Reporting for Medical Devices”, as well as an updated Mandatory Medi-
cal Device Problem Reporting Form for Industry. While it does not have the force of law, the guidance docu-
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ment communicates Health Canada’s expectations regarding industry’s response to the reporting obligations 
imposed by statute and regulation. The new reporting form permits the submission of preliminary, update, 
final, or preliminary and final reports by way of a single form that can be delivered to Health Canada by fax 
or email.

In addition to mandatory “problem” reporting, post-sale reporting obligations also arise in the context 
of a “recall”. “Recall” is very broadly defined in the MD Regulations to include any post-sale action taken by a 
manufacturer, importer or distributor, to recall or correct the device, or notify owners and users of its actual 
or potential defectiveness, following awareness that the device (a) may be hazardous to health; (b) fails to 
conform to the manufacturer or importer’s claims regarding efficacy, benefits, performance characteristics 
or safety; or (c) may not meet the requirements of the Food and Drugs Act or MD Regulations. Before under-
taking a recall, a manufacturer and importer must provide a report to Health Canada containing prescribed 
information regarding the device, the recall, the risk, any proposed communications, and other matters. As 
soon as possible following completion of the recall, the manufacturer and importer must each report the 
results of the recall and the action taken to prevent a recurrence of the problem.

The reporting obligations set out in the MD Regulations are imposed on both the manufacturer and 
importer; however, an importer may be permitted to report on the manufacturer’s behalf if the manufacturer 
has delivered a written form of authorization to Health Canada.

The MD Regulations require manufacturers, importers and distributors to each maintain records of 
the following: (a) any reported problems relating to the performance characteristics or safety of the device, 
including any consumer complaints, received by the manufacturer, importer or distributor after the device 
was first sold in Canada; and (b) all actions taken by the manufacturer, importer or distributor in response to 
those reported problems. Manufacturers, importers and distributors must also establish and implement doc-
ument procedures to allow them to carry out an effective and timely investigation of the reported problems, 
and an effectively and timely recall of the device.

Food

Food safety is a shared responsibility of Canada’s federal, provincial and territorial, and local governments. 
At the federal level, the Canadian Food Inspection Agency (“CFIA”), Health Canada, and the Public Health 
Agency of Canada and Chief Public Health Officer of Canada each bear responsibility with respect to food 
safety and foodborne illness events, and related communications. The CFIA has administration and/or 
enforcement responsibilities in respect of a number of key federal food safety statutes and related regula-
tions, (for example, the Canada Agricultural Products Act, R.S.C. 1985, c. 20 (4th Supp.); the Food and Drugs 
Act (as it relates to food) and Food and Drugs Regulations, C.R.C. c. 870 (as it relates to food); and the Con-
sumer Packaging and Labelling Act, R.S.C., 1985, c. C-38 (as it relates to food)).

Mandatory reporting obligations generally arise in the context of a food product that is considered 
unsafe or non-compliant with specific regulatory requirements. It is an offence, punishable by a fine, impris-
onment or both, to sell unsafe, unfit, unsanitary, non-compliant or deceptively labelled food in Canada. The 
CFIA has various powers to assist it to enforce compliance with regulatory requirements intended to ensure 
suppliers do not market or sell food that is unsafe or contaminated. Among other powers, the CFIA has the 
power to order a recall.

Where such a food product must be withdrawn from the market, the recalling company is responsible 
for the implementation of the recall and verification of its effectiveness. Where a company is unable or will 



Product Liability: Warnings, Instructions, and Recalls    Canada: Post-Sale   21

not conduct a voluntary recall, however, Canada’s Minister of Agriculture and Agri-Food has significant 
mandatory recall powers. Where a food product poses a serious health risk and is in consumers’ homes or 
available for sale, the CFIA will also require a public warning.

Food packaging must also be considered. It is important to note that incidents arising in connection 
with food packaging may be subject to either or both the reporting requirements applicable to food products 
and the reporting requirements for “consumer products” pursuant to the provisions of the CCPSA (described 
earlier in this chapter with respect to reporting requirements for consumer products). While “food” itself is 
excluded from the scope of the CCPSA, food packaging may not be excluded. The Food and Drug Admin-
istration retains some responsibility for the regulation of food packaging as it relates to the food itself, and 
the CFIA also administers various Acts and regulations that pertain to food packaging. Where there is an 
incident arising directly from the package itself (e.g. a cut or laceration), it may be encompassed within the 
CCPSA and reportable to Health Canada as an incident involving a consumer product. Where the packaging 
impacts the food itself, it may be necessary in some circumstances to report the event to the CFIA.

There are also numerous specific reporting and related regulatory requirements that vary by food prod-
uct sector. For example, Canadian federally registered meat-processing establishments have obligations 
under the Meat Inspection Act and related regulations to report food safety issues to the CFIA (see Meat 
Inspection Regulations, 1990, SOR/90-288, s. 60.1).

Due to a number of high profile food safety problems in Canada in recent years, food safety and related 
post-sale risk communication has been an area of increased government focus. In December 2011, the Cana-
dian government released its final report “Action on Weatherill Report Recommendations to Strengthen the 
Food Safety System: Final Report To Canadians”. It outlines actions taken by the government to respond to 
concerns regarding food safety, including the government’s expanded use of various social media tools to 
disseminate food risk and recall information. The report also highlights the government’s continuing inten-
tion to introduce updated food safety legislation.

Some Practical Considerations

Consequences of Breach of Regulatory Reporting Requirements

A failure to comply with reporting and related regulatory requirements can result in serious consequences. 
For example, a breach of the MVSA, the Food and Drugs Act, or the CCPSA can constitute an offence punish-
able by fine and/or imprisonment.

While a failure to comply with regulatory reporting requirements will not automatically give rise to civil 
liability at Canadian common law (Canadian law does not recognize the idea of a nominate tort of statutory 
breach: see Canada v. Saskatchewan Wheat Pool, [1983] 1 S.C.R. 205)), there can be no dispute that a breach 
of regulatory reporting requirements can result in increased exposure to civil liability. While not determi-
native, a failure to comply with regulatory requirements may provide evidence of a breach of a relevant com-
mon law standard or duty, including such breaches in the context of failure to warn claims.

Breach of regulatory requirements, including a lack of timely reporting, can also seriously damage a 
company’s reputation with its customers and the public. Negative public perception of a product or company, 
particularly in terms of a health and safety record, can result in serious financial consequences. In highly 
regulated industries, most industry participants also appreciate the importance of maintaining good rela-
tionships with their regulatory counterparts. Critical to this relationship (and to an adequate product safety 
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program) is accurate and timely reporting of product safety concerns. In practice, most regulators appreciate 
and have a shared interest in ensuring that product concerns are appropriately investigated and that any 
corresponding reports are factually accurate. They are usually prepared to work cooperatively with industry 
participants to develop a plan for investigation, and, if necessary, for corrective actions which may include 
communications to the public.

Multi-Jurisdictional Coordination of Regulatory Reporting

In an increasingly global marketplace, regulators around the world are actively implementing information 
sharing networks. The CCPSA provides expressly for it (see s. 16) providing that the federal Minister of 
Health may, on conditions of confidentiality, disclose confidential business information of a third party to a 
person or government that carries out functions relating to the protection of human health or safety or the 
environment in relation to a consumer product. Practically speaking, there is a high level of cooperation and 
information sharing between Health Canada and the U.S. Consumer Product Safety Commission with recalls 
often announced jointly by the two agencies via joint press release.

Failure to coordinate reporting to all relevant regulators and to ensure that they have simultaneous 
access to the same updated information, can significantly increase a company’s risk exposure.

As noted above, actions taken in another jurisdiction may trigger positive reporting and disclosure obli-
gations in Canada. Reporting only in, for example, the United States or EU, may suggest to regulators a lack 
of respect for or understanding of Canadian requirements, inadequate company regulatory compliance prac-
tices, or a possible intentional withholding of information. As discussed in the next section, claimants and 
their lawyers are also increasingly looking to a company’s activities in foreign jurisdictions to support their 
civil claims for breach of post-sale duties to warn in Canada.

Impact of Post-Sale Regulatory Reporting and Corrective 
Action on Product Liability Exposure

Generally

As Information Sources

There is an increased risk of product liability claims following public disclosure of post-sale warnings or 
other corrective action relating to the health, safety or efficacy of consumer products. In the modern infor-
mation age, and particularly with the increased use by regulators of social media tools, post-sale notice of 
potential product safety issues inevitably attract the attention of media and plaintiffs’ lawyers.

Generally as a matter of Canadian common law, factual information that is submitted to a regulator because 
it is required by the regulatory process is not protected by legal privilege. Thus, in the hands of the company 
that is later a defendant in a product liability suit, if it is relevant, it is producible.

In addition, potential claimants and counsel frequently invoke access to information legislation to obtain 
disclosure of health and safety information filed by third parties and generated in the course of government 
investigations. Access to information legislation does provide for exemptions from disclosure of third party 
information but the onus is on the third party to demonstrate that the information is a trade secret, or that 
is it confidential and will either significantly harm the company or benefit a competitor if disclosed. For 
government generated information, the exemptions are very limited. In 2011, Health Canada released “Pro-
cedure—The Release to the Public of Information Obtained from Adverse Reaction and Medical Device Inci-
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dent Reports” (Health Canada, 2011). The stated intent of its release is to increase government transparency 
by providing Health Canada’s Health Products and Food branch procedures for the “consistent and uniform 
application of government policies and guidelines associated with the Access to Information Act and Privacy 
Act when releasing to the public information from adverse reaction and medical device incident reports.”

As Evidence of Defect and Negligence

Post-sale warnings and recalls are frequently put forward by claimants as evidence of defect and negligence 
in product liability lawsuits. In this context they are akin to a subsequent remedial measure. Under Canadian 
law, there is no blanket exclusion of evidence of subsequent remedial measures. On the contrary, evidence 
of subsequent remedial measures is generally admissible on the issue of negligence with any concerns gen-
erally affecting weight rather than admissibility. (Sandhu v. Wellington Place Apartments, 2008 ONCA 215). 
Where a plaintiff seeks to adduce such evidence, the trial judge will consider its probative value relative to its 
prejudicial effect. Relevant considerations with respect to the latter include the policy arguments in favour of 
exclusion, whether the evidence will unduly lengthen the trial and whether it may be misused by a jury. Most 
civil trials in Canada are bench trials, however, so the latter consideration may not be relevant.

With respect to the treatment of recalls specifically, in one case, the fact that the text of a U.S. recall 
notice for a similar product was available to the drafters of an allegedly inadequate Canadian recall notice 
made the content of the U.S. notice relevant and admissible on the issue of punitive damages for the defen-
dants’ alleged recklessness in failing to issue an adequate Canadian notice. (Resch v. Canadian Tire [2006] 
O.J. No. 3401). In another, where lack of compliance with Canada Motor Vehicle Safety Standards required a 
recall, the court assumed it could use this to find that the motor vehicle manufacturer had not met the stan-
dard of care in negligence. (Benoit v. General Motors [2008] A.J. No. 49 (Alta. Q.B.).

In Canadian Class Actions

Key Features of Canadian Class Actions

Class action procedures are available in all Canadian jurisdictions, either pursuant to specific class action 
legislation or at common law. Class action legislation and practice is largely the same in all Canadian juris-
dictions except Québec (a civil law jurisdiction). The threshold for certification is relatively low. There is no 
formal predominance requirement. It must simply be demonstrated that resolution of the common issues 
will significantly advance the litigation. Thus, class actions are certified even where resolution of the com-
mon issues will not determine liability or damages and a multiplicity of individual trials may eventually 
be required.

Public Notice and Recall Activity as a “Trigger” for Class Actions

Canada is experiencing increasing regulatory activity and a trend towards expanded public disclosure of 
adverse event and incident information. Both are likely to trigger a corresponding increase in class action 
filings in Canada.

Proposed class proceedings are frequently commenced in multiple Canadian jurisdictions immediately 
following a recall or public notification of a product health and safety concern. A review of recent class action 
pleadings reveals that many include specific allegations of recent regulatory action, notices to the public 
regarding possible health and safety concerns or recall activity involving one or more of the defendants. 
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These allegations are often made to support causes of action in negligence and breach of warranty, and con-
sumer protection claims.

Information regarding a regulatory order, breach, or recall is also frequently relied on as the alleged 
“basis in fact” required to satisfy the test for certification. In particular, information relating to a voluntary 
or mandatory recall order has often been proffered by plaintiffs as evidence of the existence of a class of two 
or more claimants and to show there are issues of fact or law common to that class.

Factors Likely to Make a “Failure to Warn” Class Action Attractive

Since the introduction of class actions in Canadian jurisdictions, claimants have frequently argued that 
product liability actions are ideally suited to class action treatment. Many courts have agreed and a signifi-
cant number of product liability cases have been certified as class actions. Many of these cases involve allega-
tions of breach of post-sale warning and disclosure obligations.

Initial issues in failure to warn cases usually involve questions of alleged risks of use, when the company 
acquired knowledge of the risks and whether they were adequately and timely disclosed. All of these are 
fertile ground for the common issues class counsel will need in order to demonstrate that a common issues 
trial will significantly advance the litigation. (see, e.g. Stanway v. Wyeth Canada Inc., 2011 BCSC 1057). As 
these issues relate solely to the defendant’s conduct, the importance of individual class member experiences 
is minimized and the likelihood of certification is increased.
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