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The Scope of the Duty to Warn Under Negligence and Strict Liability

The Standard for Determining When a Duty to Warn Exists Under New York Law

According to New York law, a manufacturer or seller has a duty to warn against latent dangers resulting from 
foreseeable uses of its product of which it knew or should have known.1 The manufacturer or seller may be 
held liable where it knows, or with reasonable diligence should anticipate, that the normal use of its product 
may result in substantial harm, and where it fails to exercise reasonable care to warn of such danger.2 On the 
other hand, courts have noted, “a manufacturer or seller should not be held bound to anticipate and warn 
against a remote possibility of injury in an isolated and unusual case. The law requires a person to exercise 
reasonable care to guard against probabilities, not mere remote possibilities. A supplier of a product in daily 
use ought not to be placed in the position of an insurer.”3

In the context of analyzing failure-to-warn claims, New York courts do not equate foreseeable use with 
intended use (i.e., the manner of use intended by the manufacturer when it designed the product). A man-
ufacturer has a duty to warn not only of foreseeable intended uses of its products, but also has a duty to 
warn of the danger of unintended uses of products provided these uses are reasonably foreseeable.4 The duty 
to warn of product risks may be found even though the product is perfectly designed and made—in other 
words, even in cases where there is no design or manufacturing defect.5

A manufacturer or seller can be under a duty to provide two types of warnings regarding product risk: 1) 
notice warnings, which apprise the product user of the product’s risk so that it may be avoided; and 2) instruc-
tional warnings, which provide the product user with directions as to how to use the product so as to avoid 
or minimize the potential for injury. As noted in the comments to New York’s Pattern Jury Instructions, “[l]
iability may be imposed based upon either the complete failure to warn of a particular hazard or the inclu-
sion of warnings that are insufficient…”6

 1 Liriano v. Hobart Corp., 92 N.Y.2d 232, 237, 677 N.Y.S. 2d 764, 766 (N.Y. 1998).
 2 Kaempfe v. Lehn & Fink Prods. Corp., 21 A.D.2d 197, 200, 249 N.Y.S.2d 840, 845 (1st Dep’t 1964), aff’d, 20 N.Y.2d 

818, 284 N.Y.S.2d 708 (N.Y. 1967).
 3 Kaempfe, 21 A.D.2d at 200. See also Houston v. McNeilus Truck and Mfg., Inc., 115 A.D.3d 1185, 982 N.Y.S.2d 612 (4th 

Dep’t 2014).
 4 Liriano, 92 N.Y.2d at 237.
 5 Genesee County Patrons Fire Relief Ass’n v. L. Sonneborn Sons, 263 N.Y. 463 (N.Y. 1934); Rosebrock v. General Electric 

Co., 236 N.Y. 227 (N.Y. 1923).
 6 The New York Pattern Jury Instructions provide the following model jury charge for failure-to-warn claims: “The 

plaintiff, AB, claims that the [state product] [manufactured by, sold by] defendant CD was defective because [state 
plaintiffs contentions, such as the safety warnings were inadequate in that they failed to warn of the risk of rollover 
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New York courts have repeated the common view that courts should take a liberal approach in assessing 
whether a duty to warn exists given the negligible cost of adding a product warning, even where the risk 
of serious injury is relatively small: “[t]he imposition of the duty to give a warning of some kind involves 
a balancing test which weighs the seriousness of potential harm to the consumer against the costs to the 
manufacturer. Since the cost of providing warnings is often minimal, the balance usually weighs in favor of 
an obligation to warn.” Cooley v. Carter-Wallace Inc., 102 A.D.2d 642, 644, 478 N.Y.S.2d 375, 376–377 (4th 
Dep’t 1984).

Analyzing the Duty to Warn Under Negligence and Strict Liability Theories

New York courts have recognized that there is no substantive difference between the duty inquiry with 
regard to a failure-to-warn claim brought under a negligence theory, and the duty inquiry with regard to 
a failure-to-warn claim brought under a strict liability theory. “Where liability is predicated on a failure to 
warn, New York views negligence and strict liability claims as equivalent.”7 The strict liability standard for 
the duty inquiry is articulated as follows: “[a] failure to warn may arise in strict products liability if the lack 
of warning makes the product defective—that is, ‘not reasonably safe’—and a reasonable warning could have 
reduced or avoided the product’s foreseeable risk of harm.” Matter of Nassau County Consolidated MTBE 
Products Liability Litigation, 29 Misc.3d 1219(A), 918 N.Y.S.2d 399 (Sup.Ct. 2010). The negligence formulation 
is that: “[t]he failure to warn may give rise to liability in negligence if the defendant “(a) knows or has reason 
to know that the chattel is or is likely to be dangerous for the use for which it is supplied, (b) has no reason 
to believe that those for whose use the chattel is supplied will realize its dangerous condition, and (c) fails to 
exercise reasonable care to inform them of its dangerous condition or of the facts which make it likely to be 
dangerous.” Id. at 16. Under either theory, the essential inquiry is the same, examining the manufacturer’s 
conduct under the standard of reasonable care. See, e.g., Enright v. Eli Lilly & Co., 77 N.Y.2d 377, 387, 568 
N.Y.S.2d 550, 555 (N.Y. 1991) (failure to warn claim “though…couched in terms of strict liability, is indistin-
guishable from a negligence claim”). As stated by a treatise on New York tort law:

The Court of Appeals has… taken the position that there is no difference between a warning case 
sounding in negligence and one sounding in strict liability, since the plaintiff must show in either 
instance that the defendant knew or should have known of the potential hazard in question… 
Although the Court of Appeals has not expressly said so, it can be safely assumed that the knowledge 
requirement in a strict liability warning case follows from the fact that strict liability is not absolute 
liability and does not render the manufacturer an insurer of the safety of its product. If a defendant 
were liable for a properly manufactured and safely designed product on the ground of failure to warn of 

accidents resulting from the vehicle’s higher center of gravity]. CD denies that [state where appropriate: warnings 
were needed, the product warnings were inadequate] and contends [state defendant’s contentions]. The manufac-
turer of a product which is reasonably certain to be harmful if used in a way that the manufacturer should reason-
ably foresee is under a duty to use reasonable care to give adequate warning of any danger known to it or which in 
the use of reasonable care it should have known and which the user of the product ordinarily would not discover. 
Reasonable care means that degree of care which a reasonably prudent person would use under the same circum-
stances.” N.Y. Pattern Jury Instr.—Civil 2:120 (3rd ed.).

 7 Estrada v. Berkel Inc., 14 A.D.3d 529, 530, 789 N.Y.S. 2d 172, 173 (2nd Dep’t 2005). See also Leary v. Syracuse Model 
Neighborhood Corp., 9 Misc. 3d 292, 300, 799 N.Y.S. 2d 867, 874 (Sup. Ct. 2005) (“There is little difference between a 
failure to warn cause of action sounding in negligence and one sounding in strict products liability…”).
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a hazard that was impossible to know before the product reached the market, the manufacturer would 
in effect be an absolute insurer of its product.8

Notwithstanding recognition of the identical nature of the analytic inquiry under negligence and 
strict liability theories, New York courts have nevertheless held that courts are required to instruct juries 
differently with regard to negligence and strict liability claims: “[a]lthough there may be little practical or 
analytical difference between a prima facie case in negligence and one in strict liability for design defect or 
inadequate warnings, it would be incorrect to give a negligence instruction in a strict liability action, since 
plaintiff need not establish that defendant was negligent, but only that the product is not reasonably safe.”9

In any failure-to-warn case, there are two core analytic issues to be examined in determining whether a 
plaintiff has made a prima facie showing that a duty to warn exists (regardless of whether the claim at issue 
sounds in negligence or strict liability): 1) the foreseeability of the risk of harm in the absence of an adequate 
warning (focusing on the manufacturer’s or seller’s actual or constructive knowledge of the injury-producing 
risk), and 2) the latency of the risk of harm in the absence of an adequate warning (focusing on the product 
user’s actual or constructive knowledge of the injury-producing risk).

The Element of Foreseeability
The first core inquiry in determining whether a duty to warn exists is whether the injury-producing risk 
was foreseeable. There are, essentially, three distinct questions to be addressed under the penumbra of fore-
seeability analysis. First, there must be a determination as to whether the product-user falls into a class of 
persons that a reasonable manufacturer or seller foresaw or ought to have foreseen could be injured in the 
absence of an adequate warning. The duty to warn extends to foreseeable users of the product,10 and does 
not extend to users who were not foreseeable users of the product. See, e.g., Estrada v. Berkel Inc., 14 A.D.3d 
at 530, 789 N.Y.S.2d at 173 (holding that minor child who inserted hand into a restaurant’s meat grinder was 
not a foreseeable user of the product, and therefore manufacturer could not be found to have owed him a 
duty to warn).11

The second inquiry under a foreseeability analysis is whether the use of the product by the plaintiff was 
reasonably foreseeable. As noted, New York courts have held that foreseeable uses include uses that were not 

 8 New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca I. Rodriguez, David Beekman, David C. 
Cook, §16:21. Strict liability for unreasonably dangerous products—Warning defect (2011) (citations omitted).

 9 Denny v. Ford Motor Co., 87 N.Y.2d 248, 639 N.Y.S. 2d 250 (N.Y. 1995); Haran v. Union Carbide Corp., 68 N.Y.2d 710, 
506 N.Y.S.2d 311 (N.Y. 1986); Voss v. Black & Decker Mfg. Co., 59 N.Y.2d 102, 463 N.Y.S. 2d 398 (N.Y. 1983).

 10 McLaughlin v. Mine Safety Appliances Co., 11 N.Y.2d 62, 226 N.Y.S. 2d 407 (N.Y. 1962); Beckhusen v. E. P. Lawson Co., 
9 N.Y.2d 726, 214 N.Y.S. 2d 342 (N.Y. 1961); Howard Stores Corp. v. Pope, 1 N.Y.2d 110,150 N.Y.S. 2d 792 (N.Y. 1956); 
Oliver v. NAMCO Controls, 161 A.D.2d 1188, 556 N.Y.S. 2d 430 (4th Dep’t 1990); Young v. Elmira Transit Mix, Inc., 52 
A.D.2d 202, 383 N.Y.S. 2d 729 (4th Dep’t 1976).

 11 See also Darsan v. Globe Slicing Machine Co., Inc., 200 A.D.2d 551, 552, 606 N.Y.S. 2d 317, 318 (2nd Dep’t 1994); 
Cramer v. Toledo Scale Co., 158 A.D.2d 966, 967, 551 N.Y.S. 2d 718, 719 (2d Dep’t 1990); McLaughlin v. Mine Safety 
Appliances Co., 11 N.Y.2d 62 (1962); Beckhusen v. E. P. Lawson Co., 9 N.Y.2d 726 (1961); Howard Stores Corp. v. Pope, 
1 N.Y.2d 110 (1956); Oliver v. NAMCO Controls, 161 A.D.2d 1188 (1990); Young v. Elmira Transit Mix, Inc., 52 A.D.2d 
202 (1976).
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intended by the manufacturer, but nevertheless were uses that a manufacturer or seller should reasonably 
have foreseen.12

The third inquiry in a forseeability analysis addresses the question of whether the manufacturer or seller 
possessed, or should have possessed, sufficient knowledge of the injury-producing product risk such that a 
duty to warn was triggered. New York courts have held that “knowledge of the dangers inherent in its prod-
uct is an essential factor in considering whether a manufacturer has acted reasonably in response to evidence 
that a product is potentially dangerous. Thus, a critical element…is the extent of the manufacturer’s knowl-
edge, either actual or constructive, of the risk presented by the use of its product.” Power v. Crown Equipment 
Corp., 189 A.D.2d 310, 313, 596 N.Y.S.2d 38, 40 (1st Dep’t 1993). See also Liriano, 92 N.Y.2d at 237 (“A manu-
facturer has a duty to warn against latent dangers resulting from foreseeable uses of its product of which it 
knew or should have known.”) It has been stated that “[j]urors should judge a product’s safety on the basis 
of what a reasonable person with actual knowledge of its likelihood to cause injury would conclude.” Rose v. 
Brown & Williamson Tobacco Corp., 53 A.D.3d 80, 82, 855 N.Y.S.2d 119, 121 (1st Dep’t 2008). The State’s high-
est court has recently expanded this concept to require a manufacture under some circumstances to warn 
against “certain perils of using its products with another company’s products.”13

State of the Art Issues in Foreseeability Analysis

A critical issue in foreseeability analysis in tort actions is whether at the time the product was manufactured 
and sold to the ultimate user, there is a basis for finding that the manufacturer knew or should have known 
of the injury-producing risk—an issue commonly referred to as “state of the art.” Under New York law, a 
manufacturer not only can be found to have had a duty to warn where it has been proven that the manufac-
turer had actual knowledge of the injury producing risk, but also where the manufacturer is found to have 
had constructive notice of such risk. See Power, 189 A.D.2d at 311 (“Of course, knowledge of the dangers 
inherent in its product is an essential factor in considering whether a manufacturer has acted reasonably in 
response to evidence that a product is potentially dangerous. Thus, a critical element…is the extent of the 
manufacturer’s knowledge, either actual or constructive, of the risk presented by the use of its product.”) 
(emphasis added).

 12 See Liriano, 92 N.Y.2d at 237 (“A manufacturer… has a duty to warn of the danger of unintended uses of a product 
provided these uses are reasonably foreseeable…”; Barker v. Mobile Pallet Truck, Inc., 71 A.D.3d 1542, 1543, 897 
N.Y.S. 2d 562, 562 (4th Dep’t 2010) (“A manufacturer… has a duty to warn of the danger of unintended uses of a 
product provided these uses are reasonably foreseeable.”).

 13 In re New York City Asbestos Litigation 27 N.Y.3d 765, 791, 59 N.E.3d 458, 472, 37 N.Y.S.3d 723, 737 (N.Y. 2016) 
“Furthermore, where one manufacturer’s product is a durable item designed for continuous use with the other 
manufacturer’s fungible product, which by contrast deteriorates relatively quickly and is designed to be replaced, 
the manufacturer of the durable product typically is in the best position to guarantee that those who use the two 
products together will receive a warning; the end user is more likely to interact with the durable product over 
an extended period of time, and hence he or she is more likely to inspect warnings on that item or in associated 
documentation than to review warnings supplied by the maker of the “wear item”…Accordingly, because a man-
ufacturer who learns that its product is used in conjunction with another company’s product has the knowledge 
and ability to warn of the dangers of the joint use of the products, especially if the other company’s product is 
a “wear item,” the manufacturer’s superior position to warn is a factor—though by no means dispositive—sup-
porting the recognition of a duty to warn under certain circumstances.”
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Thus, manufacturer is charged with what could reasonably have been known about the product’s risk at 
the time of manufacture and sale of the product. A manufacturer is in a superior position, compared to the 
consumer, to know the risks associated with its product, and is charged with a duty to ascertain the nature of 
its product.14 In particular, a manufacturer has a duty to monitor the scientific literature which bears on the 
risks its product may pose, as well as a duty to conduct reasonable tests and investigation to determine the 
risks associated with its product. The manufacturer is required to keep abreast of developments in the state 
of the art, through research, accident or other reports, scientific literature, and other available methods, and 
may be held liable for failure to warn of dangers and risks that come to its attention following user operation 
of the product.15 However, keeping “abreast of developments in the state of the art,” is not the same as becom-
ing “an expert in its field” or being responsible for finding every danger that is scientifically discoverable.16

Duty to Warn of Foreseeable Product Misuse

Following the modern trend of crafting rules to allocate responsibility for injuries in a way that minimizes 
consumer injuries to the greatest extent possible, New York courts have held that manufacturers can be 
found to have a duty to warn of foreseeable misuses of their products, even where the plaintiff’s use of the 
product was not one intended by the manufacturer. As the Court of Appeals has stated, “a manufacturer may 
be liable for failing to warn against the dangers of foreseeable misuse of its product…. If a product is danger-
ous, the manufacturer may be under a duty to give warning of the risks inherent in its abuse or misuse.”17

Duty to Warn of Foreseeable Product Modifications

A closely related issue to that of product misuse is the issue of post-sale product modification. Although New 
York courts will not allow a plaintiff to recover under a design-defect theory in cases of post-sale substan-
tial product modification,18 New York courts have held that a plaintiff may recover under a failure-to-warn 
theory where the product modification, and its potential to cause injury, was reasonably foreseeable to the 
manufacturer or seller.

The seminal case on this issue is Liriano. In that case, plaintiff was injured when he stuck his hand inside 
a commercial meat grinder after plaintiff’s employer removed the grinder’s safety guard. Although plaintiff 
was barred from recovering in such circumstances under a design-defect theory, the New York Court of 
Appeals held that plaintiff could still maintain a claim for failure to warn of the dangers of operating the 
meat grinder without the safety guard:

 14 Noone v. Fred Perlberg, Inc., 268 A.D. 149, 49 N.Y.S. 2d 460 (1st Dep’t 1944), aff’d, 294 N.Y. 680 (N.Y. 1945).
 15 See Cover v. Cohen, 61 N.Y.2d 261, 473 N.Y.S. 2d 378 (N.Y. 1984). See also 1A New York Pattern Jury Instructions—

Civil, Commentary to 2:120, at 722.
 16 See Micallef v. Miehle Co., Div. of Miehle-Goss Dexter, 39 N.Y.2d 376, 386, 384 N.Y.S. 2d 115, 121 (N.Y. 1976).
 17 Liriano, 92 N.Y.2d at 307 (citations omitted). See also Bombara v. Rogers Bros. Corp., 289 A.D.2d 356, 357, 734 N.Y.S. 

2d 617, 620 (2nd Dep’t 2001) (“A manufacturer also has a duty to warn of dangers associated with reasonably fore-
seeable misuse of a product and may be liable for its failure to do so…”); Small v. Keneston, 57 A.D.3d 1262, 870 
N.Y.S. 2d 547 (3rd Dep’t 2008) (if the plaintiff is injured when he or she or a third party uses the product for a pur-
pose or in a manner not intended by the manufacturer, the manufacturer is nevertheless fully liable to the plaintiff 
provided the purpose or manner is foreseeable and plaintiff’s conduct is reasonable.).

 18 See Robinson v. Reed–Prentice Div. of Package Mach. Co., 49 N.Y.2d 471, 426 N.Y.S. 2d 717 (N.Y. 1980).
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A manufacturer is not liable for injuries caused by substantial alterations to the product by a third 
party that render the product defective or unsafe… Where, however, a product is purposefully man-
ufactured to permit its use without a safety feature, a plaintiff may recover for injuries suffered as a 
result of removing the safety feature… While this Court stated that principles of foreseeability are 
inapplicable where there has been a substantial modification of the product, that discussion was lim-
ited to the manufacturer’s responsibility for defective design where there had been a substantial alter-
ation of a product by a third party…Unlike design decisions that involve the consideration of many 
interdependent factors, the inquiry in a duty to warn case is much more limited, focusing principally 
on the foreseeability of the risk and the adequacy and effectiveness of any warning. The burden of 
placing a warning on a product is less costly than designing a perfectly safe, tamper-resistant product. 
Thus, although it is virtually impossible to design a product to forestall all future risk-enhancing mod-
ifications that could occur after the sale, it is neither infeasible nor onerous, in some cases, to warn of 
the dangers of foreseeable modifications that pose the risk of injury. Furthermore, this Court has held 
that a manufacturer may be liable for failing to warn against the dangers of foreseeable misuse of its 
product. No material distinction between foreseeable misuse and foreseeable alteration of a product is 
evident in this context… Manufacturer liability may exist under a failure-to-warn theory in cases in 
which the substantial modification defense would preclude liability under a design defect theory.19

Thus, under New York law, where a machine is intentionally manufactured to permit its use without a 
safety device, a manufacturer or seller may have a duty to warn of the consequences of using the machine 
when the safety devices have been removed or rendered inoperative.

The Duty to Warn of Allergic Reactions

The law of New York is that a manufacturer or seller has a duty to warn of the risk of allergic reactions to a 
product ingredient when such reactions are reasonably foreseeable, and when such reactions are common to 
a substantial number of prospective customers.

[W]here a particular product, though not poisonous or inherently dangerous, may become unreason-
ably dangerous in its use, a seller or manufacturer may be required to give directions or warning on the 
container as to the proper use thereof. In the case of the non-poisonous and reasonably safe product 
in general use, the duty to warn depends upon whether or not it was reasonably foreseeable by the 
supplier that a substantial number of the population may be so allergic to the product as to sustain an 
injury of consequences from its use… ‘If the danger of such an allergy is known or should be known to 
the maker, and if the consequences of the idiosyncrasy are serious enough, reasonable care may well 
require the taking of some precaution such as warning and instructions for making tests.’ (Harper and 
James, The Law of Torts, §28.8, p. 1551).20

However, the same court recognized that “it is clear that manufacturer or seller should not be held 
bound to anticipate and warn against a remote possibility of injury in an isolated and unusual case… [I]n the 
case of a useful and reasonably safe product, in general use, the supplier owes no special duty of warning to 
the unknown few who constitute a mere microscopic fraction of potential users who may suffer some allergic 
reaction not common to the ordinary or normal person… It has been universally held that a person, who sus-

 19 Liriano, 92 N.Y.2d at 243 (citations omitted).
 20 Kaempfe v. Lehn & Fink Prods. Corp., 21 A.D.2d 197, 249 N.Y.S. 2d 840 (1st Dep’t 1964), aff’d, 20 N.Y.2d 818, 284 

N.Y.S. 2d 708 (N.Y. 1967).
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tains harm due solely to an unusual hypersensitiveness to a reasonably safe product, may not recover against 
the seller or manufacturer on such theory.”21

The Latency Requirement in a Duty-to-Warn Claim
In addition to proving that the injury-producing risk was reasonably foreseeable by the manufacturer or 
seller at the time of manufacture and sale, the second critical element that a plaintiff must establish in order 
to make out a prima facie showing of a duty to warn is that the injury-producing risk was latent.22 Obviously, 
if a risk is not latent, then there is no justification for claiming that a duty to warn was owed. As issues of 
latency are typically adjudicated as defenses to failure-to-warn claims, they will be addressed below in the 
section of this note addressing defenses to failure-to-warn claims.

Relationship between Failure-to-Warn Claims and Design-Defect Claims
Although failure-to-warn and design-defect claims (whether brought in negligence or strict liability) are 
governed by the same broad doctrinal principles, there are numerous distinctions between the two types of 
claims. To make a prima facie case for failure to warn, a plaintiff must simply prove that a manufacturer or 
seller knew or should have known of a latent risk, and that the failure to adequately warn of that risk was a 
proximate cause of the plaintiff’s alleged injury. “Unlike design decisions that involve the consideration of 
many interdependent factors, the inquiry in a duty to warn case is much more limited, focusing principally 
on the foreseeability of the risk and the adequacy and effectiveness of any warning.”23 In contrast, design-de-
fect claims involve a much more complicated analysis, and are governed by different legal principles. Recov-
ery under a design-defect claim involves applying a risk-utility test that requires a fact-finder to analyze and 
weigh a complex set of factors.24 Under a design-defect analysis governed by a risk-utility test, issues such as 
whether the risk was latent, and whether the product was manufactured according to the existing state of the 
art, are merely two non-dispositive factors among many for the fact-finder to consider in determining the 
reasonableness of the manufacturer in using a particular design. Id.

Moreover, there are cases where failure-to-warn liability will be found in circumstances where a 
plaintiff cannot prevail under a design-defect theory: it has been held that the duty to warn of dangers in 

 21 Kaempfe, 21 A.D.2d at 200–203.
 22 See Liriano, 92 N.Y.2d at 237 (“[a] manufacturer has a duty to warn against latent dangers resulting from foreseeable 

uses of its product of which it knew or should have known”); Badalamenti v. City of New York,78 A.D.3d 566, 567, 
913 N.Y.S.2d 147,148 (1st Dep’t 2010) (“[a] manufacturer has a duty to warn against latent dangers resulting from 
foreseeable uses of its product of which it knew or should have known”); Rastelli v. Goodyear Tire & Rubber Co., 79 
N.Y.2d 289, 297, 582 N.Y.S.2d 373, 376 (1992).

 23 Liriano, 92 N.Y.2d at 239.
 24 In evaluating a claim of design defect under New York law, there are seven factors for the trier of fact to consider: 

(1) the utility of the product to the public as a whole and to the individual user; (2) the likelihood that it will cause 
injury (also known as the nature of the product); (3) the availability of a safer design; (4) the potential for designing 
and manufacturing the product so that it is safer but remains functional and reasonably priced; (5) the ability of the 
plaintiff to avoid injury by careful use of the product; (6) the degree of awareness of the potential danger of the prod-
uct which can reasonably be attributed to the plaintiff; and (7) the manufacturer’s ability to spread any cost related 
to improving the safety of the design. Voss v. Black & Decker Mfg. Co., 59 N.Y.2d 102, 109, 463 N.Y.S.2d 398, 402–03 
(N.Y. 1983).
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the use of the product exists even though the product is perfectly designed and made.25 For example, as 
noted above, in cases where the plaintiff’s injuries were proximately caused by post-sale product modifica-
tions or product misuse, a plaintiff cannot recover under a design-defect theory, but may be able to recover 
under a failure-to-warn theory. Another recognized distinction is that “[w]hile the focus of a design-defect 
claim…is the product’s fitness for intended uses…, the focus of a failure to warn claim…is whether there 
has been a breach of the manufacturer’s duty to warn consumers against using the product for unintended 
but foreseeable purposes.’” Fisher v. Flanigan, 89 A.D.3d 1398, 1400, 932 N.Y.S.2d 272, 274 (4th Dep’t 2011) 
(citation omitted).

Who Must Warn?
The duty to warn of a product risk falls primarily upon the manufacturer, because the manufacturer controls 
the product’s design, manufacture, and labeling; because the manufacturer is in a superior position to assess 
and investigate a product’s risk; and because a manufacturer can be expected to have the greatest incentive to 
take steps to minimize product risks and prevent injuries.26 Notwithstanding this fact, New York courts have 
held that others in the distribution chain, such as wholesalers, distributors and retailers, may, in appropriate 
circumstances, also be subject to liability for a failure to warn.27

Retailers and Distributors

It is well-settled under New York law that retailers and distributors can be held strictly liable along with 
manufacturers for marketing defective products. “In strict products liability, a manufacturer, wholesaler, 
distributor, or retailer who sells a product in a defective condition is liable for injury which results from the 
use of the product ‘regardless of privity, foreseeability or the exercise of due care’… Distributors and retailers 
may be held strictly liable to injured parties, even though they may be innocent conduits in the sale of the 
product, because liability rests not upon traditional considerations of fault and active negligence, but rather 
upon policy considerations which dictate that those in the best ‘position to exert pressure for the improved 
safety of products’ bear the risk of loss resulting from the use of the products… It is well settled that strict 
products liability extends to retailers and distributors in the chain of distribution even if they ‘never 
inspected, controlled, installed or serviced the product.’”28 However, retailers and distributors do not have 
the same duty to test and inspect products as manufacturers.29

 25 Genesee County Patrons Fire Relief Ass’n v. L. Sonneborn Sons, 263 N.Y. 463 (N.Y. 1934); Rosebrock v. General Electric 
Co., 236 N.Y. 227 (N.Y. 1923); Alfieri v. Cabot Corp., 17A.D.2d 455, 235 N.Y.S.2d 753 (1st Dep’t 1962), aft’d, 13 N.Y.2d 
1027, 245 N.Y.S.2d 600 (N.Y. 1963).

 26 “Given the increased complexity of modem products and modem production methods, most often only the manu-
facturer ‘can fairly be said to know and to understand when an article is suitably designed and safely made for its 
intended purpose’; by the same token, the manufacturer most often ‘alone has the practical opportunity, as well as a 
considerable incentive, to turn out useful, attractive, but safe products.’” Sukljian v. Ross & Son Co., 69 N.Y.2d 89, 95, 
511 N.Y.S. 2d 821, 823 (N.Y. 1986) (citation omitted).

 27 See Stalker v. Goodyear Tire & Rubber Co., 60 A.D.3d 1173, 1174, 874 N.Y.S.2d 632, 634 (3rd Dep’t 2009); Leary v. Syr-
acuse Model Neighborhood Corp., 9 Misc. 3d 292, 299, 799 N.Y.S.2d 867, 873 (Sup. Ct. 2005).

 28 Leary v. Syracuse Model Neighborhood Corp., 9 Misc. 3d 292, 299 (2005) (citations omitted).
 29 See Alfieri v. Cabot Corp., 17 A.D.2d 455, 235 N.Y.S.2d 753 (1st Dep’t 1962), aff’d, 13 N.Y.2d 1027, 245 N.Y.S.2d 600 

(N.Y. 1963); Matter of Nassau County Consolidated MTBE Products Liability Litigation, 29 Misc. 3d 1219(A), 18, 918 
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Bulk Supplier Doctrine

Under the bulk-supplier doctrine, a manufacturer or seller of a chemical, gas, or liquid, sold in bulk to a dis-
tributee, may have no knowledge of the particular use to which the distributee may put the manufacturer’s 
product, and no control over how the final product of the intermediary distributee is packaged, marketed, 
or sold. Therefore, in such a case, the bulk supplier may have no duty to warn the ultimate user injured by 
the distributee’s final product, and its duty to warn is satisfied if it adequately warns the intermediary dis-
tributee. The bulk supplier doctrine is premised upon the theory that the intermediary distributee is in a 
better position, in terms of knowledge, control, and practical considerations, to warn the ultimate consumer 
of the dangers associated with the finished product. To require such a bulk manufacturer to issue warnings 
through the entire chain of distribution is considered too onerous a burden. While the duty to warn of a bulk 
manufacturer-supplier extends only to the intermediary distributee, the warning to the distributee will still 
be evaluated for its adequacy.30

Casual Manufacturers, Sellers and Lessors

Under New York law, casual manufacturers, sellers and lessors have no duty to warn consumers under strict 
liability, and may only be liable in negligence to warn its immediate purchaser of known defects that are 
not obvious or readily discoverable. As stated by the New York Court of Appeals “not every seller of goods is 
properly subject to the imposition of strict liability… [I]n contrast to the strict duties and liabilities imposed 
upon manufacturers and sellers in the normal course of business, a much more limited duty is imposed upon 
casual sellers. For those casual sellers, there exists only a duty to “warn the person to whom the product is 
supplied of known defects that are not obvious or readily discernable.”31 Inasmuch as the casual seller ‘is not 
part of the regular commercial network for that produc,’ no greater duties are imposed.”32 These same princi-
ples govern cases where the claim is brought against a casual manufacturer.33

Repairers

A repairer of a product is not subject to liability based on failure to warn theory in the absence of a contrac-
tual duty to service the product on a continual or periodic basis.34

N.Y.S.2d 399, 16 (Sup. Ct. 2010).
 30 New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca I. Rodriguez, David Beekman, David C. 

Cook, §16:25.10 (2011).
 31 Gebo v. Black Clawson Co., 92 N.Y.2d 387, 393, 681 N.Y.S.2d 221, 224 (N.Y. 1998) (citations omitted). See also, Rosario 

v. Monroe Mechanical Services, Inc.,158 A.D.3d 1155, 70 N.Y.S.3d 293 (4th Dept., 2018) (citing, Piper v. Kabar Mfg. 
Corp., 251 A.D.2d 1050, 1051, 674 N.Y.S.2d 184 [4th Dept. 1998]; Colopy v. Pitman Mfg. Co., 206 A.D.2d 864, 864, 615 
N.Y.S.2d 208 [4th Dept. 1994]; Stiles v. Batavia Atomic Horseshoes, 174 A.D.2d 287, 292, 579 N.Y.S.2d 790 [4th Dept. 
1992], revd on other grounds 81 N.Y.2d 950, 951, 597 N.Y.S.2d 666, 613 N.E.2d 572 [1993],  rearg. denied 81 N.Y.2d 
1068, 601 N.Y.S.2d 586, 619 N.E.2d 664 [1993] )(Court refused to grant summary judgment where casual seller 
of used gasoline pumps failed to advise scrap yard that gasoline pumps had contained small amounts of gasoline 
resulting in explosion when shredded).

 32 Gebo, 92 N.Y.2d. at 393. 
 33 Id.
 34 See Ayala v. V & O Press Co., 126 A.D.2d 229, 512 N.Y.S.2d 704 (2nd Dep’t 1987); Dauernheim v. Lendlease Cars, Inc., 

238 A.D.2d 462, 656 N.Y.S.2d 671 (2nd Dep’t 1997).
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Component Part Manufacturers

As a general matter, a manufacturer of a component part is not liable for failure to warn with regard to a part 
that is not itself inherently dangerous, and only becomes dangerous by virtue of the buyer’s use and incorpo-
ration of the component part into an assembled unit—particularly where the incorporation and use create a 
risk that is not reasonably foreseeable to the component part manufacturer.35

Successor Corporations

It is the general rule that a corporation which acquires the assets of another is not liable for the torts of its 
predecessor. There are exceptions. “A corporation may be held liable for the torts of its predecessor if (1) it 
expressly or impliedly assumed the predecessor’s tort liability, (2) there was a consolidation or merger of 
seller and purchaser, (3) the purchasing corporation was a mere continuation of the selling corporation, or (4) 
the transaction is entered into fraudulently to escape such obligations.”36 Among the factors to be considered 
in determining whether a corporate successor has a duty to warn are succession to a predecessor’s service 
contracts, coverage of the particular machine under a service contract, service of that machine by the pur-
chaser corporation, and a purchaser corporation’s knowledge of defects and of the location or owner of the 
machine.37 The duty to warn is imposed upon a successor corporation because of some special relationship, 
frequently economic, that flowed from sufficient links to the purchaser of products manufactured by its pre-
decessor.38 The duty of a purchaser of corporate assets to warn may be discharged by an unequivocal warning 
to known users of the product to discontinue the use of the product entirely until steps are taken to insure its 
safety.39

Who Must Be Warned?
The duty to warn extends to all reasonably foreseeable users of a product. More particularly, the duty to 
warn of latent dangers extends to the original or ultimate purchasers of the product, to employees of those 
purchasers, and to third persons exposed to a foreseeable and unreasonable risk of harm by a failure to 
warn.40

As noted previously, the duty to warn does not extend to parties that were not reasonably foreseeable 
users. For example, it has been held that “[a] product is deemed defective for a failure to warn users, not the 

 35 See Munger v. Heider Manufacturing Corp., 90 A.D.2d 645, 456 N.Y.S.2d 271 (3rd Dep’t 1982); Butler v. Interlake 
Corp., 244 A.D.2d 913, 665 N.Y.S.2d 192 (4th Dep’t 1997); Gray v. R.L. Best Co., 78 A.D.3d 1346, 910 N.Y.S.2d 30 (3rd 
Dep’t 2010).

 36 Schumacher v. Richards Shear Co, Inc., 59 N.Y.2d 239, 244–45, 464 N.Y.S.2d 437, 440 (N.Y. 1983) (citations omitted).
 37 Id.
 38 See, e.g., Rothstein v. Tennessee Gas Pipeline Co., 259 A.D.2d 54, 696 N.Y.S.2d 528 (2nd Dep’t 1999) (no duty to warn 

imposed on successor corporation where record failed to establish that it had relationship with any of predecessor 
corporation’s customers).

 39 Flecha v. Seybold Machine Co., 146 A.D.2d 515, 536 N.Y.S.2d 455 (1st Dep’t 1989).
 40 McLaughlin v. Mine Safety Appliances Co., 11 N.Y.2d 62, 69–70, 226 N.Y.S.2d 407, 411 (N.Y. 1962).
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general public or third parties.”41 Similarly, it has been held that there is “no duty to warn of the risks created 
by the use or misuse of another manufacturer’s product.”42

The Learned-Intermediary Doctrine

The most important exception to the general rule that warnings must be provided to foreseeable consumers 
or users of products is the “learned-intermediary” doctrine. This doctrine applies most notably to claims 
involving prescription drugs. The learned-intermediary doctrine provides that a manufacturer’s duty is to 
warn the physician of risks posed by its products. As the New York Court of Appeals has stated, “[w]arnings 
for prescription drugs are intended for the physician, whose duty it is to balance the risks against the ben-
efits of various drugs and treatments and to prescribe them and supervise their effects. The physician acts 
as an ‘informed intermediary’…between the manufacturer and the patient; and, thus, the manufacturer’s 
duty to caution against a drug’s side effects is fulfilled by giving adequate warning through the prescribing 
physician, not directly to the patient… The warning must provide sufficient information to that category of 
prescribing physicians who may be expected to have the least knowledge and experience with the drug.”43

Although the learned intermediary doctrine is most often applicable in prescription-drug cases, it is not 
limited to those cases, but will apply wherever the ultimate consumer’s use of a product is mediated or con-
trolled by a sophisticated third party. For example, the doctrine has also been applied to medical device cas-

 41 Matter of Nassau County Consolidated MTBE Products Liability Litigation, 29 Misc. 3d 1219(A), 16, 918 N.Y.S.2d 
399, 14 (Sup. Ct. 2010). The court went on to observe: “[t]he Restatement 2d of Torts §388 Comment b makes this 
point quite clear: ‘This Section states that one who supplies a chattel for another to use for any purpose is subject to 
liability for physical harm caused by his failure to exercise reasonable care to give to those whom he may expect to 
use the chattel any information as to the character and condition of the chattel which he possesses, and which he 
should recognize as necessary to enable them to realize the danger of using it. A fortiori, one so supplying a chattel 
is subject to liability if by word or deed he leads those who are to use the chattel to believe it to be of a character or 
in a condition safer for use than he knows it to be or to be likely to be.’ While the Restatement 3d Torts—Products 
Liability §2 Comment i does not foreclose the possibility that warnings may be necessary to non-users who are in a 
position to avoid or reduce the risk of harm, there does not appear to be any case authority for imposing strict lia-
bility in such cases, and the Section otherwise discusses the rule in the language of users or consumers… Moreover, 
the Court is unable to find any products liability case suggesting that a failure to warn public officials about danger-
ous uses of a product, gives rise to liability for defective products. Such general allegations that the defendants had a 
duty to warn the general public and public officials, is better characterized as an affirmative duty to warn. No facts 
are alleged to indicate why this affirmative duty was owed by the particular defendants against the plaintiffs, other 
than the defendants’ presence in the gasoline-distribution industry, and allegations that the defendants might have 
superior knowledge of the dangers of MTBE… Generally, superior knowledge and even proximity to a zone of dan-
ger are not sufficient to give rise to an affirmative duty to warn. (Rest.2d Torts §314… In this case, the plaintiffs seek 
to collect damages for injuries they received as third-parties, with no special relationship to the particular defen-
dants. There is no basis on the face of the complaint to find such an affirmative duty to warn the plaintiffs as third 
parties…). In addition, the plaintiffs here do not seek damages from injuries they suffered as users, and there is no 
duty to warn generally of public dangers or a duty to warn public officials.” Id.

 42 Rabon-Willimack v. Robert Mondavi Corp., 73 A.D.3d 1007, 905 N.Y.S.2d 190 (2nd Dep’t 2010).
 43 Martin v. Hacker, 83 N.Y.2d 1, 9, 607 N.Y.S.2d 598, 601 (N.Y. 1993). See also Tenuto v. Lederle Labs., Div. of Am. Cyan-

amid Co., 181 Misc. 2d 367, 370, 695 N.Y.S.2d 259, 262 (Sup. Ct. 1999); Mulhall v. Hannafin, 45 A.D.3d 55, 58, 841 
N.Y.S.2d 282, 285 (1st Dep’t 2007).
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es.44 The courts have been reluctant, however, to extend the doctrine, or the related “informed intermediary” 
and “sophisticated intermediary” doctrines outside pharmaceutical and medical device cases.45

Post-Sale Duties to Warn
In certain circumstances, a manufacturer may have a duty to warn of dangers associated with the use of its 
product even after it has been sold.46 Although a product may not require a warning at the time of manufac-
ture and sale, risks thereafter revealed by user operation and brought to the attention of the manufacturer or 
vendor may impose upon one or both a duty to warn.47 A manufacturer or retailer may, incur liability for fail-
ing to warn of dangers in the use of a product which come to its attention after manufacture or sale, through 
advancements in the state of the art with which it is expected to stay abreast, or through being made aware of 
later accidents or injuries involving dangers in the product.48 The justification for the post-sale duty to warn 
arises from a manufacturer’s unique and superior position to follow the use of its product by consumers.49 
Compared to purchasers and users of a product, a manufacturer is best placed to learn about post-sale defects 
or dangers discovered in use.50

Whether there is, in any particular case, a post-sale duty to warn involves the weighing of a number 
of factors, including the degree of danger posed by the product in the absence of an adequate warning, the 
number of reported incidents, the burden of providing the warning, and the burden and/or ability to track a 
product post-sale.51 The nature of the warning to be given and to whom it should be given likewise turn on a 
number of factors, including the harm that may result from use of the product without notice, the reliability 
and any possible adverse interest of the person, if other than the user, to whom notice is given, the burden 

 44 See, e.g., Fane v. Zimmer, Inc., 927 F.2d 124 (2nd Cir.1991); Cutroneo v. Dryer, 12 A.D.3d 811, 784 N.Y.S.2d 247 (3rd 
Dep’t 2004); Banker v. Hoehn, 278 A.D.2d 720, 718 N.Y.S.2d 438 (3rd Dep’t 2000). Compare Billsborrow v. Dow 
Chemical, U.S.A., 139 Misc. 2d 488, 527 N.Y.S.2d 352 (Sup. Ct.1988) (court refuses to extend the doctrine to chemical 
manufacturers and their intermediary bulk distributors on the ground that the latter are not responsible intermedi-
aries who should warn the employees of companies which purchased the chemicals).

 45 See, e.g.,Rickicki v. Borden Chemical, Division of Borden, Inc. 159 A.D.3d 1457, 72 N.Y.S.3d 302 (4th Dep’t 2018) 
(Court refuses to extend the “informed intermediary doctrine” or “sophisticated intermediary doctrine” in a case 
involving silica dust inhalation on the grounds that using the doctrine in “cases involving prescription drugs and 
medical devices (Martin, 83 N.Y.2d at 9, 607 N.Y.S.2d 598, 628 N.E.2d 1308), is premised on features of the physi-
cian-patient relationship that are not present in the relationship between an industrial employer and its employ-
ees (see Polimeni, 227 A.D.2d at 66–67, 653 N.Y.S.2d 429; Billsborrow v. Dow Chem., 139 Misc.2d 488, 492, 527 
N.Y.S.2d 352 [Sup. Ct., Suffolk County 1988]); see also Hall v. Ashland Oil Co., 625 F. Supp. 1515, 1519–1520 [D. 
Conn. 1986] ), and thus provides no support for recognition of the sophisticated intermediary doctrine.”) Rickicki, 
159 A.D.3d at 1461, 72 N.Y.S.3d at 304.

 46 Liriano v. Hobart Corp., 92 N.Y.2d 232, 240, 677 N.Y.S.2d 764, 768 (N.Y. 1998); Cover v. Cohen, 61 N.Y.2d 261, 264, 
473 N.Y.S.2d 378, 386 (N.Y. 1984).

 47 Cover, 61 N.Y.2d at 274.
 48 Cover, 61 N.Y.2d at 274.
 49 Liriano, 92 N.Y.2d at 240; Cover v. Cohen, 61 N.Y.2d 261 (1984).
 50 Liriano, 92 N.Y.2d at 240; Cover v. Cohen, 61 N.Y.2d 261 (1984).
 51 Liriano, 92 N.Y.2d at 240; Cover, 61 N.Y.2d at 274;:Smalley v. Harley –Davidson Motor Co. Group LLC, 134 A.D.3d 

1490, 23 N.Y.S. 3d 770 (4th Dep’t 2015).

https://1.next.westlaw.com/Document/I55be6cf0296c11e8a5e6889af90df30f/View/FullText.html?originationContext=docHeader&contextData=(sc.Toggle)&transitionType=Document&needToInjectTerms=False&docSource=cd28b467245947edbf0c7b9c75a278a3
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1993222687&pubNum=0000578&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1997042945&pubNum=0000602&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1988053026&pubNum=0000602&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1988053026&pubNum=0000602&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1986104105&pubNum=0000345&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&fi=co_pp_sp_345_1519&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_345_1519
https://1.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1986104105&pubNum=0000345&originatingDoc=I55be6cf0296c11e8a5e6889af90df30f&refType=RP&fi=co_pp_sp_345_1519&originationContext=document&transitionType=DocumentItem&contextData=(sc.Search)#co_pp_sp_345_1519
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on the manufacturer or vendor involved in locating the persons to whom notice is required to be given, the 
attention which it can be expected a notice in the form given will receive from the recipient, the kind of 
product involved, the number manufactured or sold, and the steps taken, other than the giving of notice, to 
correct the problem.52

Subsequent Remedial Measures as Evidence of a Duty to Warn
As a general matter, a plaintiff may not introduce evidence of subsequent remedial measures (including 
evidence of subsequent warnings or labeling) as proof that a reasonable manufacturer would have provide a 
product warning at the time of sale to the plaintiff. The New York Court of Appeals has adhered to the tra-
ditional common law analysis—namely that a contrary rule would discourage manufacturers from taking 
actions to increase product safety.53,54

The New York Court of Appeals has noted two exceptions to this rule. First, evidence of subsequent 
remedial measures may be used to prove a duty to warn where the defendant argues that a warning at the 
time of the product’s sale to plaintiff was not feasible—that is, when defendant raises a state-of-the-art 
defense.55 The second exception to the general rule barring evidence of subsequent remedial measures is 
when the claim is for post-sale failure to warn.56

Defenses to Allegations of Duty With Respect to Failure to Warn Claims
There are numerous potential defenses to be considered when defending a failure-to-warn claim under New 
York law. Some of these relate to whether such a claim is barred by reason of federal or state governmental 
regulation over the subject matter of consumer information and warnings regarding the product risk at issue. 
Oftentimes, defendants attempt to defend a duty-to-warn allegation by presenting evidence regarding the 
custom and practices of the industry with regard to product warnings in order to demonstrate the absence of 
negligence or the non-defectiveness of the product as marketed. Still other defenses can be categorized under 
the same two core topics used to evaluate whether a plaintiff can state a prima facie case for there being a 
duty to warn—namely the issues of foreseeability and latency.

 52 Cover, 61 N.Y.2d at 264.
 53 See Cover, 61 N.Y.2d at 270. See also New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca 

I. Rodriguez, David Beekman, David C. Cook, §16:71. Proving the existence of a defect—Evidence of subsequent 
remedial efforts or changes in law or technology (“a manufacturer’s post-delivery alteration of its warning label or 
instruction manual is not admissible to prove that the label or manual accompanying the product that injured the 
plaintiff was inadequate when it left defendant’s hands.”).

 54 Of course, federal courts in diversity cases involving New York law follow the Federal Rules of Evidence—in partic-
ular, Federal Rule of Evidence 407, which provides: “When, after an event, measures are taken which, if taken previ-
ously, would have made the event less likely to occur, evidence of the subsequent measures is not admissible to prove 
negligence or culpable conduct in connection with the event. This rule does not require the exclusion of evidence of 
subsequent measures when offered for another purpose, such as proving ownership, control, or feasibility of precau-
tionary measures, if controverted, or impeachment.”

 55 Cover, 61 N.Y.2d at 270.
 56 Id. at 275 (citations omitted). See also Haran v. Union Carbide Corp., 68 N.Y.2d 710, 506 N.Y.S.2d 311 (N.Y. 1986).
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Defenses Based Upon Governmental Regulation

Federal Preemption of Failure to Warn Claims

It is often the case that failure-to-warn claims will be brought with respect to products that are subject to 
federal regulation, including regulation specifically dealing with product labeling and warnings. By virtue 
of Article VI of the United States Constitution, the Supremacy Clause, state law—including state common 
law57—is displaced or “preempted” by federal law where Congress has manifested an intent to have federal 
law exclusively regulate a particular subject area. According to U.S. Supreme Court precedent, such Congres-
sional intent may be inferred in three distinct ways:

Congress’ intent may be “explicitly stated in the statute’s language or implicitly contained in its structure 
and purpose.” Jones v. Rath Packing Co., 430 U.S. 519, 525, 97 S.Ct. 1305, 1309, 51 L.Ed.2d 604 (1977). In 
the absence of an express congressional command, state law is pre-empted if that law actually conflicts 
with federal law, see Pacific Gas & Elec. Co. v. State Energy Resources Conservation and Development 
Comm’n, 461 U.S. 190, 204, 103 S.Ct. 1713, 1722, 75 L.Ed.2d 752 (1983), or if federal law so thoroughly 
occupies a legislative field “‘as to make reasonable the inference that Congress left no room for the States 
to supplement it.’” Fidelity Fed. Sav. & Loan Assn. v. De la Cuesta, 458 U.S. 141, 153, 102 S.Ct. 3014, 3022, 
73 L.Ed.2d 664 (1982) (quoting Rice v. Santa Fe Elevator Corp., 331 U.S., at 230, 67 S.Ct., at 1152)….

Cipollone v. Liggett Group, Inc., 505 U.S. 504, 516, 112 S.Ct. 2608, 2617 (1992). These three distinct types of 
preemption are referred to as express preemption, conflict preemption, and field-occupation preemption.

The Supreme Court has consistently affirmed the principle that preemption is only to be found based 
upon a clear expression of Congressional intent, in deference to the traditional powers of the states—espe-
cially when issues of public health and welfare are involved. “In all pre-emption cases, and particularly in 
those in which Congress has ‘legislated…in a field which the States have traditionally occupied,’ Rice v. Santa 
Fe Elevator Corp., 331 U.S. 218, 230, 67 S.Ct. 1146, 1152, 91 L.Ed. 1447 (1947), we ‘start with the assumption 
that the historic police powers of the States were not to be superseded by the Federal Act unless that was the 
clear and manifest purpose of Congress.’ Ibid.; Hillsborough Cty., 471 U.S., at 715–716, 105 S.Ct., at 2376.” 
Medtronic, Inc. v. Lohr, 518 U.S. 470, 485, 116 S.Ct. 2240, 2250 (1996). The Court has further noted that merely 
because “Congress requires a particular warning label [that] does not automatically pre-empt a regulatory 
field.” Cipollone v. Liggett Group, Inc., 505 U.S. 504, 518, 112 S.Ct. 2608, 2618 (1992).

In each case where preemption may apply, the inquiry is entirely driven by the statutory construction 
of the Congressional legislation at issue and the claims pled. Only by analyzing the statutory language and 
intent of Congress in the context of specific failure-to-warn claims as pled can a determination of preemption 
be made in any case.

Conformance with Governmental Standards and Regulations

Even in cases where there is no basis for a finding of federal preemption, defendants faced with failure-to-
warn claims regarding product risks that fall within the purview of federal or state regulations will often 

 57 As the U.S. Supreme Court has stated, “[a]t least since Erie R. Co. v. Tompkins, 304 U.S. 64, 58 S.Ct. 817 (2nd 
Cir.1938), we have recognized the phrase ‘state law’ to include common law as well as statutes and regulations. 
Indeed just last Term, the Court stated that the phrase ‘all other law, including State and municipal law’ does not 
admit of [a] distinction…between positive enactments and common-law rules of liability.” Cipollone v. Liggett 
Group, Inc., 505 U.S. 504, 522, 112 S.Ct. 2608, 2620 (1992) (citation omitted).
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attempt to rely upon their conformance with governmental standards and regulations to rebut an allegation 
that a duty to warn was owed and breached. The law in this area favors plaintiffs. In particular, “a defendant’s 
violation of a safety statute may result in the imposition of absolute strict liability or a finding of negligence 
per se, while the violation of a regulation or ordinance constitutes some evidence of negligence. In deter-
mining whether to admit evidence of such a violation in a products liability case, the court must carefully 
consider whether the governmental standard applies to the specific product that injured the plaintiff and 
whether the violation caused plaintiff’s injury.”58

While a defendant’s violation of governmental standards and regulations may provide the basis for infer-
ring negligence, a defendant’s conformance to governmental standards and regulations offers no immunity 
from liability. For example, while compliance with a federal safety standard constitutes some evidence of 
due care, it does not by itself preclude the imposition of liability.59 “A product’s conformance to state or local 
safety standards set down in statutes, regulations, or ordinances is not conclusive of the fact that the product 
is not defective. Provided that a federal statutory or regulatory requirement or standard does not preempt 
state law which imposes more rigid standards, the defendant’s compliance with a federal statute or regulation 
similarly does not constitute conclusive evidence that a product is not defective.”60

Industry Custom

Evidence of a defendant’s adherence to, or deviation from, an industry custom, while relevant, is never deter-
minative of liability. In the context of a failure-to-warn claim, such evidence may bear on whether, to what 
extent, and to whom a warning should be given regarding a product’s danger. See, e.g, Lugo v. LJN Toys, Ltd., 
75 N.Y.2d 850, 552 N.Y.S.2d 914 (N.Y. 1990) (defense expert was permitted to rely on customs and standards 
in the toy safety community in opining on whether a toy, marketed as suitable for children age four and 
older, contained inadequate warnings).

Defenses Based Upon the Non-Foreseeability of Product Risk

To rebut a plaintiff’s prima facie case of a duty to warn based upon the foreseeability of product-related 
injury, a defendant may be able to argue, depending upon the facts of the case, that the product risk in 
question was not, in fact, reasonably foreseeable, and that therefore no duty to warn existed. In particular, 
a defendant may be able to argue: 1) that the risk alleged to have caused the plaintiff’s injury was neither 
known nor knowable at the time of manufacture and sale of the product (the “state-of-the-art defense”); 2) 
that the plaintiff did not fall into a class of reasonably foreseeable users for whom the manufacturer owed a 
duty to warn; 3) that the plaintiff’s misuse of the product which caused the injury was not reasonably foresee-
able; and 4) that post-sale product modifications which created the injury-producing risk were not reasonably 
foreseeable by the manufacturer.

 58 New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca I. Rodriguez, David Beekman, David C. 
Cook, §16:68. Proving the existence of a defect—Governmental standards and regulations [2011].

 59 Feiner v. Calvin Klein, Ltd., 157 A.D.2d 501, 549 N.Y.S.2d 692 (1st Dep’t 1990).
 60 Id. See also, Luftman v. Fashion 21, Inc., 31 Misc. 3d 274, 916 N.Y.S.2d 895 (Sup. Ct. 2010); Krohn v. Agway Petro-

leum Corp., 168 A.D.2d 858, 564 N.Y.S.2d 797, 799 (3rd Dep’t 1990); Feiner v. Calvin Klein, Ltd., 157 A.D.2d 501, 549 
N.Y.S.2d 692 (1st Dep’t 1990); Sherman v. M. Lowenstein & Sons, Inc., 28 A.D.2d 922, 282 N.Y.S.2d 142, 143–144 
(2nd Dep’t 1967).
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The State-of-the-Art Defense

As previously noted, a manufacturer is only under a duty to warn of risks that at the time of manufacture 
and sale of the product were known or, with the exercise of reasonable care, knowable. In other words, the 
reasonableness of a manufacturer’s conduct in not warning of an injury-producing risk will be determined, 
in part, on whether the defendant’s conduct was consistent with the existing state of the art in knowledge 
regarding product risk.61 When a manufacturer is able to show that it exercised reasonable care in monitor-
ing the scientific literature regarding the risks associated with its product and/or in conducting reasonable 
tests regarding the risks associated with its product, and that notwithstanding such efforts it was not reason-
ably possible for the manufacture to know of the product risk in question prior to plaintiff’s injury, then the 
manufacturer cannot be found to have had a duty to warn.62 If a manufacturer cannot be said to have been 
put on notice of the injury-producing risk of its product notwithstanding the exercise of reasonable care and 
diligence in investigating the state of the art, then no duty to warn will be found, as manufacturers are not 
insurers of their products who under a duty to warn of unforeseeable risks.63

Unforeseeable Users

While a duty to warn will attach to all foreseeable users of a product, the converse is also true: where the 
plaintiff was not a reasonably foreseeable user of a product, no duty to warn will be found. For example, in 
Estrada, the court held that the young child of a restaurant owner, who was injured when he stuck his inside 
a meat-grinder, was not a reasonably foreseeable user of the meat-grinder, and therefore the manufacturer 
owed him no duty to warn. Estrada, 789 N.Y.S.2d at 174.64

 61 “State of the art has been defined as ‘the safety, technical, mechanical and scientific knowledge in existence and rea-
sonably feasible for use at the time of manufacture’ and, also as the ‘contemporaneous practical skill in performance 
exercised by the designers of products’. Thus, state of the art refers to what is realistically capable of achievement, 
not merely industry custom” (see Bolm v. Triumph Corp., 71 A.D.2d 429, 438, n. 2, 422 N.Y.S.2d 969, 975 n. 2).” Lan-
caster Silo & Block Co. v. Northern Propane Gas Co., 75 A.D.2d 55, 66, 427 N.Y.S.2d 1009, 1016 (4th Dep’t 1980).

 62 See Mulhall, 45 A.D.3d at 58 (“[w]hether the cause of action for failure to warn is based on negligence or strict lia-
bility, the courts of this state have consistently held that a manufacturer’s duty is to warn only of those dangers it 
knows of or are reasonably foreseeable… Knowledge, actual or constructive, of a danger inherent in a product is an 
essential factor in determining whether a manufacturer is liable… The lack of such knowledge is fatal to a failure-to-
warn claim, and in the absence thereof, summary judgment is warranted.”) (citations omitted).

 63 See also New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca I. Rodriguez, David Beekman, 
David C. Cook, §16:21. Strict liability for unreasonably dangerous products—Warning defect (2011) (“Although 
the Court of Appeals has not expressly said so, it can be safely assumed that the knowledge requirement in a strict 
liability warning case follows from the fact that strict liability is not absolute liability and does not render the man-
ufacturer an insurer of the safety of its product. If a defendant were liable for a properly manufactured and safely 
designed product on the ground of failure to warn of a hazard that was impossible to know before the product 
reached the market, the manufacturer would in effect be an absolute insurer of its product.”).

 64 See also Darsan v. Globe Slicing Machine Co., Inc., 200 A.D.2d 551, 552, 606 N.Y.S.2d 317, 318 (2nd Dep’t 1994); Cra-
mer v. Toledo Scale Co., 158 A.D.2d 966, 967, 551 N.Y.S.2d 718, 719 (2nd Dep’t 1990); Ramirez v. Avery Berkel, Inc., 
2004 U.S. Dist. Lexis 4510 (S.D.N.Y., Mar. 16, 2004).
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Unforeseeable Product Misuse

While a manufacturer will be found subject to a duty to warn of foreseeable misuses of a product that result 
in injury, there are circumstances when the misuse of the product by a plaintiff is so unreasonable that the 
misuse will be considered unforeseeable, thereby obviating any finding of a duty to warn. When the evi-
dence demonstrates that a plaintiff’s misuse was not reasonably foreseeable, courts may hold that liability 
is precluded either based upon a finding that no duty existed, or based upon a finding that plaintiff’s unrea-
sonable misuse acted as a supervening, superseding cause of the injury, precluding a finding of proximate 
causation.65

Unforeseeable Product Modification

Although manufacturers or sellers can be liable for failing to warn of foreseeable product modifications, 
courts have found that there are circumstances where the plaintiff’s, or a third party’s, substantial modifi-
cation of the product was so unforeseeable that a duty to warn will not attach as a matter of law. The most 
obvious case where this occurs is where the modification in question involves the removal or obscuring of 
product warnings.66 Even where the product modification consists of modifications to the design of the prod-
uct, there have been instances where courts have found that such modifications were not reasonably foresee-
able, and that therefore no duty to warn attaches.67

Defenses Based Upon the Non-Latency of Product Risk
Depending on the facts of the case, a defendant may be able to refute a plaintiff’s assertion of latent product 
risk by demonstrating that the plaintiff knew, or, in the exercise of reasonable care, should have known of the 
injury-producing risk. New York courts have recognized a number of defenses in this regard—based either 

 65 See Bombara v. Rogers Bros. Corp., 289 A.D.2d 356, 734 N.Y.S.2d 617 (2nd Dep’t. 2001) (Manufacturer was not lia-
ble for unforeseeable misuse of open trailer it designed to transport construction equipment, in action brought by 
worker seeking to recover for injuries he sustained when he fell into wheel well while riding on back of trailer, alleg-
ing negligence, design defect, and failure to warn, since trailer was not designed to transport passengers, and trailer 
was reasonably safe for its intended use). See also Holloway v. Willette-Corp. of New Jersey, 280 A.D.2d 876, 878, 720 
N.Y.S.2d 646, 648 (3rd Dep’t 2001); Small v. Keneston, 57 A.D.3d 1262, 870 N.Y.S.2d 547 (3rd Dep’t 2008); Fraser v. 
Stihl Inc., 286 A.D.2d 661, 730 N.Y.S.2d 124 (2nd Dep’t 2001); Baum v. Eco-Tec, Inc., 5 A.D.3d 842, 773 N.Y.S.2d 161 
(3rd Dep’t 2004). Compare Perez v. New York Tel. Co., 161 A.D.2d 191, 192, 554 N.Y.S.2d 576, 578 (1st Dep’t 1990) 
(holding that a plaintiff’s or third party’s use of the product in an unintended manner may be so unreasonable in a 
particular case that it is no longer foreseeable, thus relieving the defendant of all liability under the theory of super-
seding cause or sole proximate cause).

 66 See, e.g., Burns v. Haines Equipment, Inc., 284 A.D.2d 922, 924, 726 N.Y.S.2d 516, 519 (4th Dep’t 2001) (“Evidence 
that warning labels and safety decals have been removed or painted over is evidence of a “material alteration of the 
[loader’s] warning decal safety feature [and] has the effect of relieving [the] manufacturer * * * of any potential lia-
bility”); Islam v. Modern Tour Inc., N.Y.L.J. Oct. 13, 2004, p. 24, col.1 (S.D.N.Y. 2004) (Worker suffered severe injuries 
to his hand as he was attempting to clear an obstruction from the chute of an ice bagging machine. The court ruled 
that plaintiff’s failure to warn claim was precluded by his employer’s subsequent alteration of the machine, during 
which the warnings themselves had been removed. The court distinguished this situation from Liriano, because the 
product as sold contained adequate warnings.).

 67 See, e.g., Vergara v. Scripps Howard, Inc., 261 A.D.2d 302, 691 N.Y.S.2d 392 (1st Dep’t 1999); LaPaglia v. Sears Roe-
buck and Co., Inc., 143 A.D.2d 173, 531 N.Y.S.2d 623 (2nd Dep’t 1988).
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on the plaintiff’s actual or constructive knowledge of the injury-producing risk. As noted by the New York 
Court of Appeals, “where the injured party was fully aware of the hazard through general knowledge, obser-
vation or common sense, or where the hazard is patently dangerous or poses an open and obvious risk, the 
duty to warn may be obviated.”68

The Common-Knowledge Defense

One defense to a duty-to-warn allegation based on the non-latency of product risk is the common-knowledge 
defense. If a defendant is able to prove (or is able to persuade the judge to take judicial notice) that the inju-
ry-producing risk was commonly known to the ordinary consumer, then there is no basis for finding that a 
duty to warn existed.69 The common-knowledge defense involves an objective standard regarding what the 
ordinary consumer can be expected to have known at the time of the manufacture and sale of the product—
not an inquiry into the subjective awareness of the plaintiff. Therefore, if a defendant is able to establish that 
an ordinary consumer would have known of the injury-producing risk, recovery will be barred regardless of 
allegations and testimony by plaintiff that he or she was actually unaware of the risk.70

The Open-and-Obvious-Risk Defense

The second defense to allegations of latent risk with regard to a failure-to-warn claim is the open-and-ob-
vious-risk defense (also commonly referred to as “the patent danger rule”). Like the common-knowledge 
defense, the open-and-obvious-risk defense involves the application of an objective standard. The defense 
limits liability where the injury-producing risk is so obviously apparent that a manufacturer is not under a 
duty to warn of it.

 68 Liriano, 92 N.Y.2d at 241 (citation omitted). It should be noted that when the basis of the defense is a plaintiff’s 
actual knowledge of product risk, defendants can use such knowledge not only as the basis for a defense to an alle-
gation of duty owed, but also as the basis for a defense to a finding of proximate causation, and in support of an 
affirmative defense of assumption of risk/comparative-fault.

 69 See, e.g., Butler v. The Interlake Corporation, 244 A.D.2d 913, 665 N.Y.S.2d 192 (4th Dep’t 1997) (“There is no duty 
‘to warn a customer already aware—through common knowledge or learning—of a specific hazard’”) (citations 
omitted); Vail v. Kmart Corp., 25 A.D.3d 549, 551, 807 N.Y.S.2d 399, 401 (2nd Dep’t 2006) (“There can be no duty to 
warn of a known hazard”); Matter of Nassau County Consolidated MTBE Products Liability Litigation, 29 Misc. 3d 
1219(A), 918 N.Y.S.2d 399 (Sup. Ct. 2010) (“The Court in any case agrees with the defendants that the dangers associ-
ated with spilling gasoline are common knowledge, such that additional warnings delivered to ultimate consumers 
regarding the characteristics of MTBE, would not be effective.”); Schiller v. National Presto Indus., 225 A.D.2d 1053, 
639 N.Y.S.2d 217 (4th Dep’t 1996). (“There is no duty to warn a customer already aware—through common knowl-
edge or learning—of a specific hazard.”); Pacy v. Cowen Holdings, Inc. 148 A.D.3d 1747, 50 N.Y.S.3d 745 ( 4th Dep’t 
2017), (No duty to warn against hazard of inserting an arm into the moving drum of washing machine).

 70 The common-knowledge defense found explicit grounding in the Restatement (Second) of Torts, comment (i), which 
stated that the standard for the fact finder in a product liability case is whether the product is “dangerous to an 
extent beyond that which would be contemplated by the ordinary consumer who purchases it, with the ordinary 
knowledge common to the community as to its characteristics.” The authors of the Restatement (Third) of Torts–
Products Liability §2, noted in Comment j that “warnings that deal with obvious or generally known risks may be 
ignored by users and consumers and may diminish the significance of warnings about non-obvious, not-general-
ly-known risks. Thus, requiring warnings of obvious or generally known risks could reduce the efficacy of warn-
ings generally”.

https://1.next.westlaw.com/Document/Id0e97850164711e794bae40cad3637b1/View/FullText.html?listSource=Search&navigationPath=Search%2fv1%2fresults%2fnavigation%2fi0ad740110000016510f15d7c80b0fbd8%3fNav%3dCASE%26fragmentIdentifier%3dId0e97850164711e794bae40cad3637b1%26startIndex%3d1%26contextData%3d%2528sc.Search%2529%26transitionType%3dSearchItem&list=CASE&rank=17&listPageSource=86a3ab3d6f2c17ec74688e2b85f81751&originationContext=docHeader&contextData=(sc.Search)&transitionType=Document&needToInjectTerms=FalseFILENAME
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The traditional rule in New York was that if a risk was open and obvious—that is, readily apparent to 
any ordinary consumer—then there could be no finding of a duty to warn as a matter of law. However, New 
York, like other jurisdictions, replaced the doctrine of contributory negligence with comparative fault. Once 
this occurred, courts were faced with the apparent conflict between the principles and approach taken in 
comparative fault (involving proportional attribution of responsibility for accidents) with the patent-danger 
doctrine. Therefore, in the seminal case of Micallef v. Miehle Co., 39 N.Y.2d 376, 384 N.Y.S.2d 115 (1976), 
the New York Court of Appeals abandoned the traditional patent-danger rule in favor of an articulation of 
the defense which allows for a more balanced assessment of comparative responsibility for risk avoidance. 
As stated by one practice commentary: “[t]he duty to warn exists, not only as to latent dangers, but also 
as to obvious ones, depending on the degree of openness and obviousness of the design. The extension of 
the duty to warn of patent dangers is based on the holding by the Court of Appeals in Micallef v. Miehle 
Co.…that an obvious danger in the design of a product may nevertheless render the product defective.”71 
The open-and-obvious defense has, however, been more strictly applied in failure-to-warn cases than in 
design-defect cases, and numerous courts have held that, depending on the degree of openness and obvious-
ness of the risk, it is often appropriate to bar failure-to-warn claims as a matter of law. As stated by the New 
York Court of Appeals in Liriano:

a limited class of hazards need not be warned of as a matter of law because they are patently dangerous 
or pose open and obvious risks… Where a danger is readily apparent as a matter of common sense, 
“there should be no liability for failing to warn someone of a risk or hazard which he [or she] appreci-
ated to the same extent as a warning would have provided” (Prosser and Keeton, op. cit., at 686). Put 
differently, when a warning would have added nothing to the user’s appreciation of the danger, no duty 
to warn exists as no benefit would be gained by requiring a warning. On the other hand, the open and 
obvious defense generally should not apply when there are aspects of the hazard which are concealed 
or not reasonably apparent to the user.

Liriano, 92 N.Y.2d at 242 (emphasis added) (citations omitted).72

Unreasonable Failure to Discover Product Defect

Although there is comparatively little authority for the proposition, a defendant may also be able to defend 
an allegation of latent product risk by arguing that had the plaintiff exercised reasonable care he or she would 
have discovered the injury-producing product risk, and therefore the manufacturer had no duty to warn. 
See In Meyer v. Alex Lyon & Son Sales Mgrs. & Auctioneers, Inc., 67 A.D.3d 547, 889 N.Y.S.2d 166 (1st Dep’t 
2009) (“[t]he strict products liability cause of action…based on the failure to warn could not be sustained 
because, even assuming that these defendants had a duty to warn, the evidence shows that plaintiff, in the 

 71 New York Practice Series—New York Law of Torts, Lee S. Kreindler, Blanca I. Rodriguez, David Beekman, David C. 
Cook, §16:23. Duty to warn under negligence and strict liability—Circumstances in which duty to warn exists (2011) 
(citations omitted).

 72 See also Cwiklinski v. Sears, Roebuck & Co., Inc., 70 A.D.3d 1477, 894 N.Y.S.2d 277 (4th Dep’t 2010); Warlikowski v. 
Burger King Corp., 9 A.D.3d 360, 780 N.Y.S.2d 608 (2nd Dep’t 2004); Fitzgerald v. Federal Signal Corp., 63 A.D.3d 
994, 883 N.Y.S.2d 67, Prod. Liab. Rep. (CCH) P 18251 (2nd Dep’t 2009); O’Boy v. Motor Coach Industries, Inc., 39 
A.D.3d 512, 834 N.Y.S.2d 231 (2nd Dep’t 2007); McMurry v. Inmont Corp., 264 A.D.2d 470, 694 N.Y.S.2d 157 (2nd 
Dept.1999); Lauber v. Sears, Roebuck and Co., 273 A.D.2d 922, 709 N.Y.S.2d 325 (4th Dep’t 2000); Felle v. W.W. 
Grainger, Inc., 302 A.D.2d 971, 755 N.Y.S.2d 535 (4th Dep’t 2003); Schiller v. National Presto Indus., 225 A.D.2d 1053, 
639 N.Y.S.2d 217 (4th Dep’t 1996); Bazerman v. Gardall Safe Corp., 203 A.D.2d 56, 609 N.Y.S.2d 610 (1st Dep’t 1994).



20   Product Liability: Warnings, Instructions, and Recalls   New York

exercise of reasonable care, could have discovered the defect and perceived its danger and could have averted 
his injury…”). See also Schiller v. National Presto Indus., 225 A.D.2d 1053, 1054, 639 N.Y.S.2d 217 (4th Dept. 
1996) (no duty to warn where risk was “readily discernible”); New York Jurisprudence, VI. Strict Liability in 
Tort, B. Elements, 2. Defective Condition, §104 (“If a purchaser in the exercise of reasonable care could have 
discovered the defect and perceived its danger, and could have averted injury, a manufacturer will not be held 
strictly liable based on a failure to warn.”). This defense can be used both to rebut an allegation of duty owed, 
and to rebut an allegation of proximate causation.

The Knowledgeable-User Defense

A fourth defense to allegations of latent product risk is the knowledgeable-user doctrine, which holds that 
“[t]he duty to warn does not arise when the injured party is already aware of the specific hazard.”73 Unlike 
the previous defenses to allegations of latent risk, which impute awareness of product risk to plaintiffs based 
on what is commonly known, obviously apparent, or readily discoverable, the knowledgeable-user defense is 
based upon a plaintiff’s actual, subjective awareness of the injury-producing risk.

It is important to be cognizant of the fact that the facts which support the knowledgeable-user defense 
are equally relevant to causation and comparative fault assessments, and that the knowledgeable-user 
defense has in cases been articulated as a causation defense. As duties to warn are properly understood as 
being owed to classes of users, rather than to individual consumers, a preferred analysis would apply the 
knowledgeable-user defense to issues of causation rather than duty (or, indeed, might abolish the defense in 
light of comparative fault principles). Nevertheless, the knowledgeable-user defense is a well-acknowledged 
defense to claims of duty owed under New York law, and, when supported by the facts, can act as a complete 
bar to recovery.74

General vs. Specific Risk Awareness

An important issue to consider whenever raising an awareness defense (actual or constructive) to an alle-
gation of a duty to warn is the issue of general vs. specific knowledge of risk. Even in circumstances where a 
plaintiff can be charged with actual or constructive knowledge of a general risk of injury posed by a product, 
that general knowledge might not encompass the discrete, specific risk that caused the plaintiff’s injury suf-
ficient for the user to be adequately informed of the injury-producing risk. Under such circumstances, defen-
dants will still found to be under a duty to warn notwithstanding the user’s general risk awareness.75

 73 Sugrim v. Ryobi Tech., Inc., 73 A.D.3d 904, 905, 901 N.Y.S.2d 327, 329 (2nd Dep’t 2010). See also Schiller v. National 
Presto Indus., 225 A.D.2d 1053, 1054, 639 N.Y.S.2d 217 (4th Dep’t 1996).

 74 See Liriano, 92 N.Y.2d at 242; Rodriguez v. Sears, Roebuck & Co., 22 A.D.3d 823, 823–824, 803 N.Y.S.2d 184, 185 (2nd 
Dep’t 2005); Banks v. Makita, U.S.A., 226 A.D.2d 659, 660, 641 N.Y.S.2d 875, 877 (2nd Dep’t 1996); Steuhl v. Home 
Therapy Equipment, Inc., 51 A.D.3d 1101, 857 N.Y.S.2d 335 (3rd Dep’t 2008); Travelers Ins. Co. v. Federal Pacific Elec. 
Co., 211 A.D.2d 40, 625 N.Y.S.2d 121 (3rd Dep’t 2008); Lombard v. Centrico, Inc., 161 A.D.2d 1071, 557 N.Y.S.2d 627 
(3rd Dep’t 1990); Stalker v. Goodyear Tire & Rubber Co., 60 A.D.3d 1173, 874 N.Y.S.2d 632 (3rd Dep’t 2009), Shamir v. 
Extrema Machinery Co., Inc., 125 A.D.3d 636, 3 N.Y.S.3d 389 (2d Dept. 2015).

 75 See, Public Adm’r of Bronx County v. 485 East 188th Street Realty Corp.,116 A.D.3d 1, 981 N.Y.S.2d 381(1st Dept., 
2014)(Court refused to grant summary judgment on the issue of duty to warn where plaintiff  had used floor refin-
ishing products before and that he had been told by his employer that they were flammable and required certain 
safety precautions, such as shutting off the gas and electricity on the basis that there was no evidence that he knew 

https://1.next.westlaw.com/Document/I49245413ac9111e4b86bd602cb8781fa/View/FullText.html?listSource=Search&navigationPath=Search%2fv1%2fresults%2fnavigation%2fi0ad740110000016510c877e280a44340%3fNav%3dCASE%26fragmentIdentifier%3dI49245413ac9111e4b86bd602cb8781fa%26startIndex%3d1%26contextData%3d%2528sc.Search%2529%26transitionType%3dSearchItem&list=CASE&rank=8&listPageSource=dec40e89a99c6f16b55021866c764725&originationContext=docHeader&contextData=(sc.Search)&transitionType=Document&needToInjectTerms=False&FILENAME
https://1.next.westlaw.com/Document/I49245413ac9111e4b86bd602cb8781fa/View/FullText.html?listSource=Search&navigationPath=Search%2fv1%2fresults%2fnavigation%2fi0ad740110000016510c877e280a44340%3fNav%3dCASE%26fragmentIdentifier%3dI49245413ac9111e4b86bd602cb8781fa%26startIndex%3d1%26contextData%3d%2528sc.Search%2529%26transitionType%3dSearchItem&list=CASE&rank=8&listPageSource=dec40e89a99c6f16b55021866c764725&originationContext=docHeader&contextData=(sc.Search)&transitionType=Document&needToInjectTerms=False&FILENAME
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For example, in Vail v. KMart Corp., 25 A.D.3d 549, 807 N.Y.S.2d 399 (2nd Dep’t 2006) an infant brought 
suit against the manufacturer of a garment that caught on fire while she was wearing it. The infant plaintiff’s 
mother, who purchased the garment, testified at a deposition that she did not read the labels on the garment 
before purchasing it, and that she knew that clothing can catch fire. The Appellate Division, reversing the 
trial court’s granting of summary judgment, held that the fact that the mother acknowledged knowing that 
clothing can catch fire did not adequately encompass the specific risk at issue, and that plaintiff could still 
maintain her warning claim. The court ruled that an issue of fact remained as to whether defendant was 
liable “for failure to warn as to the increased risk of injury associated with cotton/polyester blend fabrics.” 
Id. at 402. The Appellate Division reached this holding based on the testimony of plaintiff’s expert that “the 
garment, made of 65 percent polyester and 35 percent cotton, was more flammable, and that a fire would be 
more difficult to extinguish, than if the garment was made solely of cotton or polyester alone.” Id.76

Of course, there are many circumstances where a defendant should be able to argue that a general aware-
ness of product risk sufficiently encompasses the nature and modality of the discrete risk which caused the 
plaintiff’s injury so as to preclude a finding of duty to warn. If, for example, it is commonly known that the 
consumption of a product has a high probability of causing deadly disease, a plaintiff should not be able to 
successfully maintain that a duty to warn attaches if plaintiff did not have a clear understanding of each and 
every way the product can cause deadly disease. The inquiry in each case, then, is whether the plaintiff’s 
knowledge of risk (by virtue of common knowledge, patent danger, or subjective awareness) sufficiently 
encompassed and included the discrete, specific risk which caused the injury sufficient for the plaintiff to be 
charged with responsibility for her decision to use the product, or not take adequate precautions in how she 
used the product.

Superfluous Warning Defense

Another defense to an assertion of a duty to warn is the superfluous-warning defense. This defense, unlike 
those previously discussed, is not based upon the actual or constructive knowledge of the plaintiff regarding 
the injury-producing risk, but rather is based upon the futility of providing a warning to a particular type of 
plaintiff for whom a warning would serve no useful purpose. In Estrada v. Berkel Inc., for example, the plain-
tiff was a father who brought an action against the successor to a manufacturer of commercial meat grinder, 
alleging negligence, failure to warn, and strict products liability in connection with injuries sustained by 
his two-year-old infant when the infant inserted his hand into grinder, causing him to lose four fingers. The 
Appellate Division held that given the child’s age and incapacity, the manufacturer owed no duty to warn 
because “in this instance a warning would have been merely superfluous since the infant plaintiff could not 
read.” 789 N.Y.S.2d at 174.

about the particular properties of each product he was using, including their flashpoints, the fact that one product 
was much more volatile than the other and the specifications for proper ventilation when using these products, or 
that he knew one product was prohibited for indoor use in the City of New York). 

 76 See also Cuntan v. Hitachi Koki USA, Ltd., 2009 WL 3334364 (E.D.N.Y. 2009) (General knowledge that saws are dan-
gerous and can cause injury to users held insufficient to sustain an open-and-obvious defense to a failure-to-warn 
claim where plaintiff’s injury was caused by the specific failure of a saw’s blade guard to operate properly that was 
not comprehended by the general knowledge that saws are dangerous. “[I]t is insufficient for a defendant to simply 
establish that a product is, in a general sense, dangerous to use, even if this general danger is clear and well-known” 
where the specific danger that caused the injury was not open and obvious to users.).
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In addition to having obvious relevance to failure-to-warn claims brought by children, the superflu-
ous-warning defense might also apply, for example, to cases where plaintiffs are of foreign extraction and are 
unable to read English—in such circumstances, providing a warning could be argued to be superfluous and 
unnecessary, precluding a finding of a duty-to-warn.77

Adequacy of Warnings
Once a determination is made that a duty to warn exists, the next question is to analyze whether that duty 
was breached. Obviously, if no warning was provided at all, the fact-finder proceeds directly to the question 
of whether the failure to warn was a proximate cause of the plaintiff’s injury. In cases where a warning was 
provided, the question to next be addressed is whether the manufacturer or seller provided an adequate 
warning.78

The goal of providing a warning is to permit the user to make an informed decision when evaluating the 
risks of using the product.79 Whether warnings are sufficient to alert the product user to potential hazards 
is usually, but not always, a question of fact.80 The nature of the warning and to whom it should be given 
depend upon a number of factors, including the harm that may result from use of the product without the 
warnings, the reliability and adverse interest of the person to whom the notice is given, the kind of product 
involved, the burden of disseminating the warning, the location and conspicuousness of the warning, the 
likelihood that the ultimate user will learn of the warning; and the extent to which the warning focuses on 
the dangers posed by the product in specific, as opposed to general, terms.81 Warnings must clearly alert the 
user to avoid certain unsafe uses of the product which would appear to be normal and reasonable.82 “Of crit-
ical importance is whether the warning sufficiently conveys the risk of danger associated with the product 
and is qualitatively sufficient to impart the particular risk of harm.”83 The degree of danger is a crucial factor 
in determining the specificity required in a warning. To be adequate, a warning must be commensurate with 
the risk involved in the ordinary use of the product.84 However, caution must be exercised when determining 

 77 Of course, if it is reasonably foreseeable that the product at issue will be used by significant numbers of foreign-lan-
guage speakers (most obviously, in the United States, Spanish speakers), then a court might consider that the manu-
facturer was duty-bound to provide warnings in a foreign language.

 78 “Liability may be premised upon the complete absence of warnings as to a particular hazard, or upon the inclusion 
of warnings which are insufficient.” Johnson v. Johnson Chemical Co, Inc., 183 A.D.2d 64, 69, 588 N.Y.S.2d 607, 610 
(2nd Dep’t 1992).

 79 In a prescription drug or medical device case, where the warning is directed to a learned intermediary, rather than 
product user, the adequacy of warnings involves a similar, but more complex analysis to that discussed herein. It is 
recommended that the practitioner in such a case begin with the Court of Appeals’ decision in Martin v. Hacker, 83 
N.Y.2d 1, 607 N.Y.S.2d 598, 628 N.E.2d 1308 (1993), which contains a detailed exposition of the standard for warn-
ing adequacy in a prescription drug case.

 80 Cooley v. Carter-Wallace Inc., 102 A.D.2d 642, 642, 478 N.Y.S.2d 375, 376 (4th Dep’t 1984); Lancaster Silo & Block Co. 
v. Northern Propane Gas Co., 75 A.D.2d 55, 64, 427 N.Y.S.2d 1009, 1015 (4th Dep’t 1980).

 81 Leary, 9 Misc. 3d 292 at 300; Cover v. Cohen, 61 N.Y.2d 261, 276, 473 N.Y.S.2d 378, 385 (1984); Cooley, 478 N.Y.S.2d 
642 at 377–378.

 82 Lancaster Silo & Block Co., 75 A.D.2d 55at 65; Cooley, 478 N.Y.S.2d 642 at 645.
 83 Cooley, 478 N.Y.S.2d 642 at 646; Anderson v. Hedstrom Corp., 76 F. Supp. 2d 422, 440 (1999).
 84 Cooley, 478 N.Y.S.2d 642 at 645; Anderson, 76 F. Supp. 2d 422 at 440; McLaughlin, 11 N.Y.2d 62 at 69.
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the number, style and placement of the warnings. Offering multiple, conspicuous warnings of every potential 
danger (“overwarning”) increases the possibility of trivializing all the warnings provided, thus neutralizing 
their effectiveness.85

If the manufacturer or seller fails to satisfy its duty to warn in that the warning is not attached to the 
product, it may be relieved of its liability if the ultimate purchaser or other person who received the warn-
ing was reckless in failing to apprise the user of the warning. On the other hand, the manufacturer or seller 
remains liable if the simple negligence of another prevented the user from learning about the warning, 
because such negligence is foreseeable, and is not a superseding event.86

Causation in a Failure-to-Warn Case
With respect to any failure-to-warn claim, a plaintiff essentially has three burdens with respect to proving 
causation. First, plaintiff must establish cause-in-fact by proving that the lack of an adequate warning caused 
her to consume or use the product in question. Second, plaintiff must also establish cause-in-fact by prov-
ing that her use or consumption of the product was the cause of her physical injuries (“medical causation”). 
The third causation element a plaintiff must prove in bringing a failure-to-warn claim is that the failure to 
warn was a proximate cause of her injuries. This note will focus on the first and third elements under New 
York law.

As in most jurisdictions, the semantic articulation of the standards for cause-in-fact and proximate 
causation under New York law are as follows: cause-in-fact is established by demonstrating “but for” 
causation—that if an adequate warning had been provided the injury would not have occurred;87 proximate 
causation is established by demonstrating that the failure to provide an adequate warning was a “substantial 
factor” in causing the injury. Mere proof that the product caused the injury is insufficient to establish the 
defendant’s liability for an inadequate or absent warning. Instead, the plaintiff must demonstrate a sufficient 
connection between the lack of an adequate warning and the injury.88

Unlike many jurisdictions, New York law does not provide plaintiffs a rebuttable presumption that 
had an adequate warning been provided, it would have been read and heeded, thereby avoiding the injury. 
Instead, “a plaintiff has the obligation to adduce proof that had a warning been provided, she would have 
read the warning and heeded it.”89 Although New York courts do not recognize a “heeding presumption” in 
warning cases, “New York recognizes…that causation may sometimes be inferred from the facts and circum-
stances that the plaintiff has presented and has applied this principle in the context of determining whether 

 85 Liriano, 92 N.Y.2d at 242.
 86 Cohen v. St. Regis Paper Co., 65 N.Y.2d 752, 754, 492 N.Y.S.2d 22, 24 (1985); McLaughlin, 226 N.Y.S.2d 407 at 

412–414.
 87 See, e.g., Mulhall, 45 A.D.3d 55 at 60 (“Plaintiffs had the burden to show that had a different warning been given, 

this patient would not have used the product that caused her injury”); Glucksman v. Halsey Drug Co., Inc., 160 
A.D.2d 305, 307, 553 N.Y.S.2d 724, 726 (1st Dep’t 1990).

 88 Billsborrow v. Dow Chemical, U.S.A., 177 A.D.2d 7, 579 N.Y.S.2d 728, 733 (2nd Dep’t 1992); Gonzalez v. Morflo Indus-
tries, Inc., 931 F. Supp. 159, 165 (E.D.N.Y. 1996).” See also New York Practice Series—New York Law of Torts, Lee 
S. Kreindler, Blanca I. Rodriguez, David Beekman, David C. Cook, §16:73 Causation in product liability tort cases 
(2011).

 89 Mulhall, 45 A.D.3d at 61.
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a failure to warn was the proximate cause of an accident, i.e., whether a warning would have been heeded… 
Accordingly, even though a plaintiff is not entitled to a presumption, a jury might be permitted to infer the 
necessary element of causation.”90

New York courts will not find a manufacturer’s failure to warn to be the proximate cause of an injury 
where a plaintiff testifies that he did not attempt to read the label or obtain assistance prior to using the sub-
ject product.91 However, a plaintiff who admittedly did not read a warning may still recover if it is found that 
the warning was insufficiently conspicuous, rather than substantively inadequate.92

Finally, as previously noted, many New York courts have held that a plaintiff’s knowledgeable use of the 
product can operate as an intervening and superseding cause of the plaintiff’s injury, thereby precluding a 
finding of proximate causation. As the New York Court of Appeals commented in Liriano, “where the injured 
party was fully aware of the hazard through general knowledge, observation or common sense, or partici-
pated in the removal of the safety device whose purpose is obvious, lack of a warning about that danger may 
well obviate the failure to warn as a legal cause of an injury resulting from that danger.”93

The Role of Juries and Judges in Adjudicating Failure-to-Warn Claims
With the exception of certain legal issues, such as preemption and the qualifications of experts, New York 
courts have consistently stated that nearly every issue raised by a failure-to-warn claim requires a fact-in-
tensive adjudication for jury resolution. Notwithstanding such repeated admonitions that the virtually every 
issue in a failure-to-warn case involves issues of fact for juries to decide, the cases are legion where courts 
have ruled on such issues as a matter of law, either at the summary judgment stage, or on appeal from a trial 
verdict. As the Appellate Division has noted, “in a proper case the court can decide as a matter of law that 
there is no duty to warn or that the duty has been discharged as a matter of law.” Lancaster Silo & Block Co. v. 
Northern Propane Gas Co., 75 A.D.2d 55, 65, 427 N.Y.S.2d 1009, 1015 (App.Div. 4th Dep’. 1980).

Expert Testimony in Failure-to-Warn Cases
In New York, expert testimony is not required to establish a failure-to-warn claim. Specifically, expert 
testimony is not required in a warnings-defect case where jurors can to draw conclusions from their own 
experience or knowledge.94 However, expert witnesses are required where the issue transcends the realm of 

 90 Raney v. Owens-Illinois, Inc., 897 F.2d 94, 96 (2d Cir. 1990).
 91 See, e.g., Guadalupe v. Drackett Products Company, 253 A.D.2d 378, 676 N.Y.S.2d 177 (1st Dep’t 1998); Perez v. Radar 

Realty, 34 A.D.3d 305, 824 N.Y.S.2d 87 (1st Dep’t 2006).
 92 German v. Morales, 24 A.D.3d 246, 247, 806 N.Y.S.2d 493, 494 (1st Dep’t 2005) (“A jury could reasonably conclude, 

on the basis of the warnings that the expert asserts should have been included on the label, that the warnings that 
were included were inadequate and inconspicuous. Under such circumstances, a manufacturer who provides insuf-
ficient warnings cannot avoid liability solely because the plaintiff did not read the warnings that were provided.”); 
Haran v. United Carbide Corporation, 68 N.Y.2d 710, 506 N.Y.S.2d 311 (N.Y. 1986).

 93 Liriano, 92 N.Y.2d at 308. See also Perez v. Radar Realty, 34 A.D.3d 305, 824 N.Y.S.2d 87 (1st Dep’t 2006); Howard v. 
Poseidon Pools, Inc., 72 N.Y.2d 972, 534 N.Y.S.2d 360 (N.Y. 1988); Steuhl v. Home Therapy Equipment, Inc., 51 A.D.3d 
1101, 857 N.Y.S.2d 335 (3rd Dep’t 2008).

 94 Billiar v. Minnesota Min. and Mfg. Co., 623 F.2d 240 (2d Cir.1980); See also Rainbow v. Elia Building Co., 49 A.D.2d 
250, 253, 373 N.Y.S.2d 928, 931 (4th Dep’t 1975).
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knowledge that lay persons possess.95 Expert testimony is often used in failure-to-warn cases on issues such 
as state of the art, nature and severity of a product’s risk, warning adequacy, the effect of a proposed alter-
native warning on consumer behavior, and the state of common knowledge regarding a product’s risk. In 
Smalley v. Harley –Davidson Motor Co Group LLC, 134 A.D. 3d. 1490, 23 N.Y.S.3d 770(4th Dep’t 2015), expert 
testimony, including references to prior similar incidents, was deemed admissible and relevant to defendant’s 
continuing duty to warn, to show that accidents involving a recalled product were sufficiently similar to 
accidents involving the plaintiff’s product. If an expert’s education, training and other experience relating to 
the subject product is sufficient to qualify him as an expert, he is not required to have practical experience 
in designing warnings for the specific class of product in question, although lack of practical experience may 
affect the weight of his testimony.96 Expert opinions in a failure-to-warn case that are conclusory or unsup-
ported by the record will be found insufficient to raise triable issues of fact.97

New York Courts’ Reliance on the Restatements of Torts
In May 1997, the American Law Institute adopted the Restatement (Third) of Torts: Products Liability, replac-
ing the Restatement (Second) of Torts. While New York courts have not formally adopted the Third Restate-
ment, courts routinely refer to, and rely upon, both the Second and Third Restatements to support their legal 
conclusions. Thus, when litigating a failure-to-warn claim under New York law, practitioners are advised to 
consult both Restatements, and to check whether courts have adopted either Restatement’s position on each 
particular issue. As noted by one practice commentary, “[b]ecause a court is free to adopt one provision of 
the Restatement without adopting the entire document, counsel on both sides should be prepared to argue in 
favor of any provision that would advance his or her case.”98 This observation appears apt with regard to both 
Restatements—both should be consulted on individual issues of law.
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