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PRE-SALE DUTIES

What Is the General Scope of the Duty to Warn and Instruct in Wisconsin?
Any entity engaged in the regular business of selling products, such as a manufacturer, distributor, dealer or 
seller, has a duty to warn potential users of the potential dangers associated with the product’s intended use 
or with its unintended use, if that use is reasonably foreseeable.1 The failure to provide adequate directions 
or warnings may constitute a defective condition, rendering a product unreasonably dangerous; however, 
a manufacturer can be held strictly liable only if it has failed to warn of dangers of which it either knew or 
should have known about.2

Under the Act, the standard is codified as follows: “A product is defective because of inadequate instruc-
tions or warnings only if the foreseeable risks of harm posed by the product could have been reduced or 
avoided by the provision of reasonable instructions or warnings by the manufacturer and the omission of the 
instructions or warnings renders the product not reasonably safe.”3 This standard largely mirrors the stan-
dard set forth the Restatement (Third) of Torts and brings Wisconsin into line with the standards applied in 
the vast majority of United States jurisdictions.

Relationship between Duty to Warn and Duty of Safe Design

For a viable design defect challenge, a claimant must prove there was a reasonable alternative design that 
would have reduced the foreseeable dangers.4 However, a manufacturer, distributor, dealer and seller have 
an independent duty to provide adequate warnings and instructions, and a breach of that duty can be raised 
separate and apart from a duty to safely design or manufacture a product.

In some instances, a failure to warn claim may be the only viable theory of liability available to a plain-
tiff. Wisconsin courts (and now statute) prohibit the imposition of liability if a plaintiff’s alleged injury was 
caused solely by an inherent characteristic of a product that would be recognized by an ordinary person who 
uses the product (such as lead in lead paint).5

 1 See, e.g., Flaminio v. Honda Motor Co., 733 F.2d 463 (7th Cir. 1984); see also WI J.I.-Civil 3242.
 2 See, e.g., Michaels v. Mr. Heater, Inc., 411 F. Supp. 2d 992, 1004 (W.D. Wis. 2006); see also WI J.I.-Civil 3262.
 3 Wis. Stat. §895.047(a) (2011).
 4 See Wis. Stat. §895.047(1)(a).
 5 See, e.g., Godoy v. E.I. du Pont de Nemours & Co. et al., 2009 WI 78, ¶32, 319 Wis. 2d 91, 768 N.W.2d 674 (noting, in 

passing, that while a product will not be found to be defectively designed simply because it contains an allegedly 
known dangerous component, a failure to warn claim could possibly still exist).
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With respect to design defect cases, the Act introduced the “reasonably alternative design” test, seem-
ingly replacing the previously used “consumer contemplation test.” By adopting the Restatement (Third) of 
Torts approach to design defect cases, the Act increases plaintiff’s burden by requiring proof of the manufac-
turer’s negligence and adding an additional element of proof (reasonable alternative design) to the negligence 
standard.6 However, because a failure to warn/instruct defect does not implicate product design, it remains to 
be seen how Wisconsin courts would apply the alternative reasonable design test in failure to warn/instruct 
cases.7

Theories of Liability (Including Restatement)

The failure to provide adequate warnings as to an inherent or foreseeable danger may serve as the basis for a 
cause of action under either negligence or strict liability.8 Wisconsin courts do not distinguish between the 
liability standards governing a failure to warn claim arising in negligence and one arising in strict liability.9 
The elements of each claim include a showing that a duty to warn existed, the defendant failed to adequately 
warn, the failure to warn caused an injury and actual damages resulted from the injury.10

Courts in Wisconsin have adopted many sections and comments of the Restatement (Second) of Torts 
with respect to failure to warn claims.11 With the enactment of the Act, the Wisconsin legislature seemingly 
signaled a shift towards the adoption of the standards set forth in the Restatement (Third) of Torts. For 
instance, under the Act, a plaintiff must now prove that a reasonable alternative design existed and the man-
ufacturer’s failure to use that design rendered the product not reasonably safe. Provisions of the Restatement 
(Third) will likely continue to be revisited as courts in Wisconsin have the opportunity to analyze and apply 
the new tort reform.

Who Has a Duty to Warn—Component Part Supplier, 
Manufacturer, Distributor, Retailer, Employer

As noted above, a manufacturer, distributor, dealer and seller may each have a responsibility to provide ade-
quate warnings or instructions. Under the Act, the liability of a seller or distributor of a product is restricted 
to cases where the manufacturer is held liable and (1) the seller or distributor contractually assumed the 
manufacturer’s duty to manufacture or design a safe product or provide adequate warnings; (2) neither the 
manufacturer nor its insurer may be haled into court in Wisconsin; or (3) the plaintiff could not enforce a 
judgment against the manufacturer or its insurer.12 In addition, a seller or distributor will now likely owe no 

 6 See Comment to WI J.I.-Civil 3260.1.
 7 Id.
 8 See, e.g., Tanner v. Shoupe, 228 Wis. 2d 357, 365 n.3, 596 N.W.2d 805 (Ct. App. 1999).
 9 See, e.g., Lemmermann v. Blue Cross Blue Shield of Wis., 713 F. Supp. 2d 791, 810-11 (E.D. Wis. 2010) (citations omit-

ted); Michaels, 411 F. Supp. 2d at 1004; Tanner, 228 Wis. 2d at 365 n.3.
 10 See, e.g., Lemmermann, 713 F. Supp. 2d at 811 (citing Kessel v. Stansfield Vending, Inc., 2006 WI App 68, ¶15, 291 

Wis. 2d 504, 714 N.W.2d 206; Schreiner v. Wieser Concrete Prods., 2006 WI App 138, ¶8, 294 Wis. 2d 832, 720 
N.W.2d 525).

 11 See, e.g., Godoy, 2009 WI 78, ¶18 (Section 402(A) of the Restatement (Second) of Torts remains “the touchstone of 
our analysis for strict products liability.”).

 12 See Wis. Stat. §895.047(2).
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duty to warn where a product is received in a sealed container and it has no reasonable opportunity to test or 
inspect the product.13

A component part supplier will generally only be liable for failing to warn if (1) the part itself is defective 
and the defective part caused the plaintiff’s injuries or (2) the component part manufacturer substantially 
participated in the integration of the part into the overall system or product and that integration caused the 
product to be defective, which in turn caused the injuries to the plaintiff.14 A line has been drawn between 
component parts that contribute to the dangerousness of the finished product and those that only become 
dangerous as a result of their incorporation into the end product.15

Where the supplier of a raw material that is safe for its industrial use has no knowledge, or reason to 
know, that its product is dangerous when used in a particular application or device, it has no duty to warn 
the ultimate consumer of the dangers posed by the device.16

The duty to warn employees (particularly those using an industrial product) may fall with the manu-
facturer or the employer. Whether delegation of this duty to an employer is required or allowed turns on the 
reasonableness of the manufacturer’s expectations that the employer will convey the warning information 
to its employees—where it is foreseeable that the warnings conveyed to the employer or purchaser may not 
reach the individual users of the product, the manufacturer’s duty to warn may extend to the product users.17 
There are additional considerations if the employees are independent contractors.18

Was the Warning or Instructions Adequate?

Where a duty to warn is imposed, there is also a corresponding duty to ensure the warning is adequate 
and appropriate under the circumstances.19 An adequate warning is one that, if followed, would render the 
product safe for its intended use and would discharge a seller’s liability to the user. Put differently, the warn-
ing must be sufficient to accommodate the danger posed by the product and be of a degree of intensity that 
would cause a reasonable person to exercise safety precautions commensurate with the potential danger.20

The general test for adequacy is an objective one and is determined by reference to the warning’s effect 
on a reasonable person, without regard to whether the actual user read the warning.21

 13 See §895.047(3)(e).
 14 Schreiner, 2006 WI App 138, ¶¶14-17; see also DeSantis v. Parker Feeders, Inc., 547 F.2d 357 (7th Cir. 1976) (citations 

omitted); see also Pomplun v. Rockwell Int’l Corp., 203 Wis. 2d 303, 307-09, 552 N.W.2d 632 (Ct. App. 1996) (discuss-
ing detailed factors to consider); see also Westphal v. E.I. du Pont de Nemours & Co., 192 Wis. 2d 347, 531 N.W.2d 386 
(Ct. App. 1995) (discussing detailed factors to consider).

 15 Komanekin by Hausmann v. Inland Truck Parts, 819 F. Supp. 802 (E.D. Wis. 1993) (citations omitted).
 16 See, e.g., Westphal, 192 Wis. 2d at 360.
 17 See, e.g., Shawver v. Roberts Corp., 90 Wis. 2d, 672, 686, 280 N.W.2d 226 (Wis. 1979) (citing Kozlowski v. John E. 

Smith’s Sons Co., 87 Wis. 2d 882, 900, 275 N.W.2d 915 (1979)); see also Gracyalny v. Westinghouse Elec. Corp., 723 
F.2d 1311, 1320-21 (7th Cir. 1983).

 18 See, e.g., Tatera v. FMC Corp., 2010 WI 90, 328 Wis. 2d 320, 786 N.W.2d 810.
 19 See, e.g., Kozlowski, 87 Wis. 2d at 889; Schuh v. Fox River Tractor Co., 63 Wis. 2d 728, 218 N.W.2d 279 (1974).
 20 Schuh, 63 Wis. 2d at 739 (citations omitted).
 21 Tanner, 228 Wis. 2d at 380-81 (noting that an admission by the plaintiff that he did not read the warning does not 

preclude the imposition of strict liability on the seller or manufacturer).
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Factors to Consider

Contents of Message—Conspicuousness

The jury may consider factors such as the placement of the warning on the product (i.e., will it be readily 
noticeable by the user); the wording contained in the warning (i.e., is it accurate, strong and clear); the likeli-
hood of an accident taking place; and the seriousness of the potential consequences in the absence of a warn-
ing.22 Any ambiguity in the warning’s language will be construed against the manufacturer or seller.23

Some instances require that the content of the warning be even more specific and direct. For instance, 
general wording is not necessarily adequate to warn against a specific danger.24

Obvious Hazards

Wisconsin courts have adopted comment k to the Restatement (Second) of Torts §388, which addresses the 
duty of a manufacturer or supplier of a product known to be dangerous for its intended use, and have found 
that, when the inherent danger of the product is open and obvious, there is no duty to warn.25 Thus, there is 
no duty to warn if a plaintiff voluntarily confronts a danger that is open and obvious and a reasonable person 
in the position of the plaintiff would recognize the dangerous condition and the risk that it presents.26 Gener-
ally, whether the product presents an open and obvious condition is a question of fact.27

Likewise, when the dangerous condition or propensity of the product is discernible by casual inspection, 
the manufacturer does not have a duty to warn that the product is dangerous for its intended use, unless the 
manufacturer has reason to believe that the user will not realize the danger.28

A manufacturer or seller may plead that the danger was open and obvious as an affirmative defense, 
which the jury may then consider in apportioning the comparative fault between the parties.29

 22 See, e.g., Gracyalny, 723 F.2d 1311; Schuh, 63 Wis. 2d at 738 (concluding that a manufacturer must anticipate that 
placing a warning at ankle level created a reasonable likelihood that the warning label would become obscured); 
Michaels, 411 F. Supp. 2d at 1004 (considering fact that warning was affixed to a portion of the product that needed 
periodic replacement and replacement parts did not have new warning tags).

 23 Schuh, 63 Wis. 2d at 739 (citations and internal quotation marks omitted).
 24 Tanner, 228 Wis. 2d at 377-78 (holding that the warning “danger, explosive gases” was inadequate to warn a poten-

tial user that the battery could explode if the user pounded on the vent caps); Kozlowski, 87 Wis. 2d at 900 (holding 
that the danger of an exploding safety ring might not be revealed by a general warning to avoid excessive pressures); 
Schuh, 63 Wis. 2d 728 (finding warning to keep limbs away insufficient to identify the actual danger that caused 
plaintiff’s harm, which was associated with the fan’s continued operation after the power take-off lever was taken 
out of gear).

 25 Schilling v. Blount, Inc., 152 Wis. 2d 608, 619-20, 449 N.W.2d 56 (Ct. App. 1989).
 26 See, e.g., Griebler v. Doughboy Rec., Inc., 160 Wis. 2d 547, 558, 466 N.W.2d 897 (Wis. 1991); see also Pagel v. Marcus 

Corp., 2008 WI App 110, 313 Wis. 2d 78, 756 N.W.2d 447.
 27 See, e.g., Hansen v. New Holland N. Am., Inc., 215 Wis. 2d 655, 667, 574 N.W.2d 250 (Ct. App. 1997).
 28 See, e.g., Mohr, 2004 WI App 5, ¶23 (citations omitted).
 29 Michaels, 411 F. Supp. 2d at 1004 (citing Strasser v. Transtech Mobile Fleet Serv., 2000 WI 87, ¶60, 236 Wis. 2d 435, 

613 N.W.2d 142).
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Reasonably Foreseeable Misuse

As noted above, Wisconsin imposes a duty to warn of those dangers associated with the misuse of a product 
only if such misuse is reasonably foreseeable.

Any misuse of the product is also relevant to the defense of contributory negligence. The liability of a 
defendant is reduced by the percentage of harm attributable to the claimant’s misuse, alteration, or modi-
fication of the product.30 Further, under the Act, a plaintiff who is 51 percent or more responsible for his or 
her own injury cannot recover damages from a manufacturer or seller. A defendant, such as a manufacturer, 
cannot be jointly and severally liable unless it is at least 51 percent responsible for the harm.31

Foreign Language or Use of Pictorials

There is no case in Wisconsin that specifically discusses whether warnings must be in a particular language 
or whether pictorials are an appropriate substitute for a written warning. The general rule is that the warning 
(in whatever form) must be one that can be understood by a reasonable person.

Effect of Promotion

How a manufacturer or seller promotes its product, including any statements regarding the safety of the 
product, is a relevant factor for the jury to consider in a failure to warn case.32

A statement regarding a product’s safety that proves untrue may render an accompanying warning 
inadequate.33

Overwarning

Concerns with overwarning are recognized by Wisconsin courts and can be raised by both plaintiffs and 
defendants.34

Who Do You Have to Warn?
Typically, warnings must be given to purchasers and potential users. However, several exceptions apply and 
certain groups of persons are subjected to different standards under Wisconsin law.

 30 See Wis. Stat. §895.047(3)(c).
 31 See Wis. Stat. §895.045(3)(d).
 32 See, e.g., DeSantis, 547 F.2d at 361 (noting that the jury could have considered promotional materials in analysis of 

product’s intended use).
 33 See, e.g., Gracyalny, 723 F.2d 1311.
 34 See, e.g., Mason v. Smithkline Beecham Corp., 596 F.3d 387, 392 (7th Cir. 2010) (“While it is important for a manu-

facturer to warn of potential side effects, it is equally important that it not overwarn because overwarning can deter 
potentially beneficial uses of the drug by making it seem riskier than warranted and can dilute the effectiveness of 
valid warnings.”); Forst v. Smithkline Beecham Corp., 639 F. Supp. 2d 948 (E.D. Wis. 2009).
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Bystanders

The Supreme Court of Wisconsin has held that bystanders are subject to the same “consumer contemplation” 
test as any other consumer in a strict product liability case.35 Thus, a manufacturer is only required to take 
safety precautions, like giving adequate warnings or instructions, that are in accordance with the expecta-
tions of ordinary consumers. It remains unclear whether this will still be the standard under the new law, 
given that the “consumer contemplation” test has been essentially eliminated when considering a defective 
design claim.

Allergic Persons

In a case involving latex gloves, the Wisconsin Supreme Court recognized that “most jurisdictions hold that 
where a consumer suffers an unusually rare idiosyncratic reaction to a particular product, strict products 
liability does not allow the consumer to impose liability on the product’s manufacturer. This rule is not, how-
ever, an innate bar to recovery in cases involving injuries arising from an allergic reaction.”36 The court con-
sidered Restatement (Second) Torts §402A, comment j, and found that, to prove an allergy-causing product is 
unreasonably dangerous, the plaintiff must show that “(1) the product contains an ingredient that can cause 
allergic reactions in a substantial number of consumers; and (2) the ordinary consumer does not know that 
the ingredient can cause allergic reactions in a substantial number of consumers.”37 If a plaintiff makes that 
showing, the burden shifts to the manufacturer to prove “that the product includes a warning or directions 
that effectively alert the ordinary consumer that the ingredient can cause allergic reactions in a substantial 
number of consumers.”38

Sophisticated Users

Wisconsin has adopted the sophisticated user doctrine that is set forth in Restatement (Second) of Torts 
§388, which embodies the principle that a manufacturer has no duty to warn if the user knows or should 
have known of the potential danger, especially when the user is a member of a trade or profession and the 
patent dangers of the product are generally known to that trade or profession.39 It is clear that Wisconsin 
accepts the sophisticated user doctrine as a defense against a failure to warn claim based on a theory of neg-
ligence, but it remains unclear whether it is equally applicable in a strict liability claim.40

Bulk Supplier

The “bulk supplier doctrine” embodies the principle that a supplier who does not control the content of the 
warning passed along to the consumer cannot be liable for a failure to provide adequate warnings and can-
not be liable for producing an unreasonably dangerous product, the dangerousness of which is caused by 

 35 Horst v. Deere, 2009 WI 75, 319 Wis. 2d 147, 769 N.W.2d 536.
 36 Green, 2001 WI 109, ¶79 (citations omitted).
 37 Id. ¶83.
 38 Id.
 39 See, e.g., Mohr, 2004 WI App 5, ¶16; see also Shawver, 90 Wis. 2d at 686.
 40 Mohr, 2004 WI App 5, ¶34.
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the defective or inadequate warning. Although a federal district court once predicted that Wisconsin courts 
would adopt the “bulk supplier doctrine,”41 Wisconsin courts have not actually adopted the doctrine.

Learned Intermediary

The Supreme Court of Wisconsin has not yet determined whether the learned intermediary doctrine applies 
to drug manufacturers, and no Wisconsin appellate court has adopted it.42 Recently, however, the Seventh 
Circuit, applying and interpreting Wisconsin law, opined that “there is good reason to think that given the 
opportunity, the Wisconsin Supreme Court would join the vast majority of state supreme courts and adopt 
the learned-intermediary doctrine for use in defective-warning cases like this one involving a surgical 
implant. We predict the state high court would do so. Accordingly, to the extent that [the plaintiff’s] defec-
tive-warnings claim is based on [the manufacturer’s] duty to warn him, it is foreclosed by the learned-inter-
mediary doctrine.”43

Law Regarding Drugs and Devices
A failure to warn claim arising out of pharmaceutical labeling requires that the plaintiff show the defendant 
breached a duty to warn and that breach caused his or her injuries.44 In the past, courts in Wisconsin have 
found that complying with governmental regulations will not necessarily insulate a product manufacturer 
from a failure to warn claim.45 However, the Act provides certain defenses, including: evidence that the prod-
uct, at the time of sale, complied in material respects with relevant standards, conditions, or specifications 
adopted or approved by a federal or state law or agency shall create a rebuttable presumption that the product 
is not defective.46

Generally, the causation question in a case involving warnings associated with a prescription drug might 
be analyzed slightly different than in other products cases. The inquiry regarding causation has been found 
to be whether, “if properly warned, he or she would have altered behavior and avoided injury.”47 This is in 
place of the “substantial factor” test applied in other products cases.48

Cases involving prescription drugs may also involve a negligence per se claim when a proper warning is 
not given. Based on the Restatement (Second) of Torts §286, the Wisconsin approach is “where a statute is 
designed to protect a class of persons from a particular type of harm, a violation of the statute which results 
in that type of harm to someone in the protected class constitutes negligence per se.”49

 41 See Nigh v. Dow Chem. Co., 634 F. Supp. 1513, 1516-17 (W.D. Wis. 1986).
 42 Peters v. Astrazeneca, LP, 417 F. Supp. 2d 1051 (W.D. Wis. 2006) (citing Kurer v. Parke, Davis & Co., 2004 WI App 74, 

¶21, 272 Wis. 2d 390, 679 N.W.2d 867).
 43 In re Zimmer, NexGen Knee Implant Prod. Liab. Litig., 884 F.3d 746, 752 (7th Cir. 2018).
 44 See, e.g., Forst v. Smithkline Beecham Corp., 602 F. Supp. 2d 960 (E.D. Wis. 2009) (citing Kurer, 2004 WI App 74, 

¶24).
 45 See, e.g., id.; see also Kurer, 2004 WI App 74, ¶21.
 46 See Wis. Stat. §895.047(3)(b).
 47 Kurer, 2004 WI App 74, ¶25 (citations omitted); see also Forst, 602 F. Supp. 2d at 970.
 48 See, e.g., Michaels, 411 F. Supp. 2d 992.
 49 Lukaszewicz, 510 F. Supp. at 964 (citations and internal quotation marks omitted); see also Kurer, 2004 WI App 74, 

¶20.
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Is It Always Necessary to Warn?
No. In Wisconsin, the duty to warn is not absolute. As noted throughout, some persons do not need to be 
warned and there are also some common exceptions to the duty to warn.

Commonly-Known Dangers

As noted above, Wisconsin’s adoption of Restatement (Second) of Torts §388 creates an exception for a man-
ufacturer and/or seller from its general duty to warn where the dangers inherent to the product “are so com-
monly known that it can reasonably be assumed that users will be familiar with them.”50 In interpreting this 
provision, Wisconsin courts have held that the plaintiff’s actual knowledge of the danger is not dispositive 
on its own; rather, the relevant question is whether the manufacturer or seller either knew that the plaintiff 
had actual knowledge of the danger or could reasonably infer that the plaintiff had this particular knowledge 
based on the knowledge of consumers in general who buy or use the product.51

Unavoidably Unsafe Products

Wisconsin has not adopted comment k of Section 402A of the Restatement (Second) of Torts, which recog-
nizes that a product may be unavoidably dangerous, even when used as the manufacturer intended, but is 
nevertheless so useful or desirable that the product should not be considered unreasonably dangerous or 
defective in design as long as the product is manufactured properly and accompanied by proper instruc-
tions.52 The court found that the rule set forth in comment k was not compatible with Wisconsin’s strict 
product liability law.53

Is There a Heeding Presumption in This State?
Wisconsin has adopted the principle embodied in comment j to the Restatement (Second) of Torts §402A, 
which provides that it is reasonable to presume that an adequate warning will be read and heeded by the 
product user.54 This heeding presumption can also work in a plaintiff’s favor in a case where a warning is 
missing, as a plaintiff may argue that he or she would have heeded the warning if present and a presumption 
of causation may (in some instances) be permitted.

What Defenses Are Available to those within the Chain of Distribution?
In addition to the standard defenses available in a products matter, Wisconsin recognizes several other 
defenses that could apply to a failure to warn claim, including but not limited to:

(1) the product was substantially altered after it left its control, including by way of normal wear and 
tear or product abuse;55

 50 WI J.I.-Civil 3242; see also Kessel, 2006 WI App 68, ¶22 n. 6 (citations omitted) (finding it was “common knowledge” 
that water hot enough to produce steam was too hot for a child to drink and hot enough to cause injury).

 51 Mohr, 2004 WI App 5, ¶20.
 52 See Collins v. Eli Lilly Co., 116 Wis. 2d 166, 196-97, 342 N.W.2d 37 (1984).
 53 Id.
 54 Tanner, 228 Wis. 2d at 379-81 (citations omitted); see also Michaels, 411 F. Supp. 2d at 1006.
 55 See Shawver, 90 Wis. 2d at 684-85; Dippel v. Sciano, 37 Wis. 2d 443, 460, 155 N.W.2d 55 (1967).
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(2) it did not directly manufacture the product, e.g., a tire manufacturer does not have a duty to warn a 
consumer about the dangers of a tire rim produced by another manufacturer);56

(3) the danger was open/obvious, known to the user and/or commonly known;

(4) the warnings were adequate;

(5) as a retailer, it did not have actual or constructive notice of the dangerous propensities of the prod-
uct at issue;57 and

(6) contributory negligence58 applies to products cases.

The Act also expressly adopts additional defenses that could apply to a failure to warn claim: (1) intoxi-
cation; (2) compliance with applicable standards; (3) misuse, alteration or modification; (4) inherent charac-
teristic of the product recognized by an ordinary person with ordinary knowledge; (5) product is in a sealed 
container and no reasonable opportunity to inspect or test the product exists (for a seller or distributor 
only).59

In addition, the new law restricts the use of the risk-contribution theory and provides additional 
defenses to entities sued under that theory.60

Is an Expert Required on Warning Issues?
In general, a plaintiff must provide expert testimony to prove causation in a product liability case unless the 
facts are such that it is so obvious to the factfinder that the accident would not have occurred had the manu-
facturer not been negligent and/or provided a product that is unreasonably dangerous.61

Historically, the focus in Wisconsin cases on expert testimony has been on the qualifications needed for 
an expert to proffer opinions on warnings issues. For instance, Wisconsin courts have held that it is generally 
not necessary for a witness to have expertise in drafting warnings to offer testimony as to the adequacy of a 
warning on a product, but the witness must have sufficient knowledge regarding how the product works, how 
it is used and the potential dangers of the product.62

The Act now requires that experts, in general, be subject to a more rigorous Daubert-like inquiry.63

 56 See Schreiner, 2006 WI App 138, ¶17; see also Shawver, 90 Wis. 2d at 685-86 (declining to impose a duty to warn on 
the manufacturer of a conveyor when the conveyor itself was not defective, but where the control system was defec-
tive and the conveyor manufacturer had no involvement in the design and location of the controls).

 57 Komanekin, 819 F. Supp. at 810 (citing Strahlendorf v. Walgreen Co., 16 Wis. 2d 421, 432, 114 N.W.2d 823 (1962).
 58 Wis. Stat. §895.045(3).
 59 See Wis. Stat. §895.047(3) (a)-(e).
 60 See id. §895.046.
 61 See, e.g., Smalley v. Procter & Gamble Distrib. Co., No. 06-C-0295-C, 2007 WL 1051437 (W.D. Wis. Apr. 3, 2007) 

(granting summary judgment where it was not obvious that the product caused the injury and no expert was 
retained to testify as to causation).

 62 Tanner, 228 Wis. 2d at 374-75 (concluding that an automobile mechanic was qualified to offer expert testimony as to 
the adequacy of the warnings on an automobile battery).

 63 See Wis. Stat. §907.02.
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Has the Duty to Warn Been Preempted With Respect to Any Product in This State?
There is nothing atypical about preemption in Wisconsin, as it applies the three methods by which Congress 
can exercise its preemptive powers: express preemption, implied field preemption and implied conflict pre-
emption. Traditionally, the duty of a manufacturer to warn consumers against a product’s potential dangers 
falls within the state’s role to protect the health and welfare of its citizens, and, therefore, there is a general 
presumption against federal law preempting a state’s product liability laws where no express preemption is 
stated.64

Courts have found that the Food and Drug Administration’s regulations regarding drug labeling gener-
ally do not preempt state law failure to warn claims.65

Failure to warn claims arising out of products governed by the Medical Device Amendments to the 
Food, Drug & Cosmetic Act have been preempted.66 However, more recently, courts have held that such 
claims are not preempted.67

Claims for injuries associated with DVT (a blood-clotting condition) against an airline have been found 
to be preempted by the Federal Aviation Act.68

Punitive Damages
Prior to February 1, 2011, a defendant could be held liable for punitive damages where the plaintiff demon-
strated that the defendant either acted maliciously toward the plaintiff or acted in an intentional disregard of 
the plaintiff’s rights. The amount of punitive damages that could be awarded was not limited by statute.

With the enactment of the Act, the standard of conduct by which a defendant may be held liable for 
punitive damages remains the same, but the new law imposes a maximum punitive damages amount of 
$200,000 or twice the amount of compensatory damages awarded to plaintiff, whichever is greater. This limit 
does not apply if the defendant was found to have been operating a motor vehicle, snowmobile, all-terrain 
vehicle, or boat while intoxicated.69

 64 See, e.g., Peters, 417 F. Supp. 2d 1051; Caraker v. Sandoz Pharms. Corp., 172 F. Supp. 2d 1018 (S.D. Ill. 2001).
 65 See, e.g., Kurer, 2004 WI App 74 (oral contraceptive Loestrin); see also Forst, 639 F. Supp. 2d 948 (anti-depressant 

Paxil); Peters, 417 F. Supp. 2d 1051 (over-the-counter drug Prilosec).
 66 See, e.g., LeMay v. Eli Lilly & Co., 881 F. Supp. 428 (E.D. Wis. 1995) (finding failure to warn claims relating to use of 

automatic implantable cardioverter defibrillator, a Class III medical device, preempted); Ignace v. Int’l Playtex, Inc., 
No. 86-C-480-C, 1987 WL 93996 (W.D. Wis. Aug. 14, 1987) (holding that the inadequate warning claims arising out 
of use of menstrual tampons, a Class II medical device, were preempted but holding that state claims may move for-
ward if plaintiff can show defendants failed to comply with federal standards in providing warnings).

 67 See, e.g., Garross v. Medtronic, Inc., 77 F. Supp. 3d 809, 815 (E.D. Wis. 2015) (finding that plaintiff’s failure to warn 
claim against manufacturer of combination medical device was not expressly preempted by the MDA to the FDCA 
because the claim was based on manufacturer’s alleged failure to report adverse events to the FDA and to submit 
supplemental application seeking approval of off-label use it was promoting, and state law did not impose and addi-
tional requirement on manufacturer to warn patients directly).

 68 See, e.g., Miezin v. Midwest Express Airlines, Inc., 2005 WI App 120, 284 Wis. 2d 428, 701 N.W.2d 626.
 69 See Wis. Stat. §895.043.
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POST-SALE DUTIES

General Duty, Including Restatement
Wisconsin recognizes a post-sale duty to warn, but the duty is not absolute and will not be imposed in every in-
stance. The Wisconsin Supreme Court in Kozlowski70 set forth four elements for a post-sale duty to warn claim:

(1) The duty arises in a specific context. In analyzing this element, the Court should consider “the 
nature of the industry, warnings given, the intended life of the machine, safety improvements, the 
number of units sold and reasonable marketing practices, combined with the consumer expecta-
tions inherent therein.”71

(2) The manufacturer learned of, or should have learned of, a defect or defective condition in the prod-
uct after its sale.

(3) A safety device or feature was developed in response to a known defect or defective condition (evi-
dence of any product improvement will not be enough).

(4) After learning of a known defect or defective condition and developing a device to correct it, the 
manufacturer must notify its circle of customers of the defect and, if necessary, applicable safety 
device. The user must show it was unaware of the existence of the defect and the safety device cre-
ated to correct it.72

The Bushmaker73 case contains a detailed discussion and analysis of the post-sale duty to warn 
in Wisconsin.

Post-sale duty to warn claims may be more difficult to sustain under the new law, as such claims will 
only be viable if brought within 15 years of when the product was manufactured, unless the manufacturer 
made a specific representation that the product would last beyond 15 years or the damages were caused by a 
latent disease.74

Relationship With Government Regulatory Responsibilities
There is not much on this subject in Wisconsin, outside of the standard discussion regarding drug labeling 
and the regulations that govern that industry.

Under the new law, compliance with industry or governmental standards or regulations is a defense to a 
products action.75

Who to Warn
The first inquiry with regard to who needs to be warned depends on the type of product involved – persons 
who most often need to be provided with post-sale warnings are those who buy specialty products and whose 

 70 Kozlowski v. John E. Smith’s Sons Co., 87 Wis. 2d 882, 275 N.W.2d 915 (Wis. 1979).
 71 Kozlowski, 87 Wis. 2d at 901.
 72 Olsen v. Ohmeda, 863 F. Supp. 870, 874-75 (E.D. Wis. 1994).
 73 Bushmaker v. A. W. Chesterton Co., No. 09-CV-726-SLC, 2013 WL 11079371. (W.D. Wis. Mar. 1, 2013).
 74 Wis. Stat. §895.047(5).
 75 Wis. Stat. §895.047(3)(b).



12   Product Liability: Warnings, Instructions, and Recalls   Wisconsin

identities can be easily traced by the product manufacturers. Users and purchasers of household goods, such 
as fans, snow blowers or lawn mowers, generally do not need to be provided with post-sale warnings.76

If the product is of the type where a post-sale duty to warn might exist, then the inquiry of who exactly 
needs to be warned (i.e., sophisticated users, purchasers versus direct users, employees, etc.) will be analyzed 
similarly to the pre-sale duty to warn.77

Warning Adequacy
The adequacy of the actual warning is analyzed on a case-by-case basis and is generally subject to the same 
standard applied to those warnings provided at the time of sale.78 Included in that inquiry are the same con-
siderations regarding the open and obvious nature of the hazard and the status and training of the user.79 
Ultimately, the question is one of fact to be decided by the jury.80

If a manufacturer takes some affirmative action to cure a known problem, such as creating and install-
ing a safety device or “fix” or sending a letter about the need to install the device, that action and the warn-
ings affiliated with it will be subjected to close scrutiny.

Preemption
There is no specific guidance in Wisconsin with regard to a post-sale duty to warn claim and whether it will 
be preempted in any manner that differs from those claims arising out of warnings given at the time of sale.

How to Defend
How to defend a post-sale duty to warn claim will vary with the facts of each case.

Based on Wisconsin’s limited imposition of the duty in the first instance, the initial line of defense 
should be that your client does not owe a duty to provide any post-sale warnings because the subject product 
is mass-produced, is used in households or businesses across the country, the purchasers cannot be easily 
identified, it is the type of product that constantly evolves with each new model, etc. This defense will require 
the production of information regarding your client’s sales, marketing and advertising. If that is not true in 
your case, and your client could be subject to the duty because the product market is fairly limited, its lack of 
knowledge of any defect is critical. To defend a case on this premise, you must find out whether your client 
did have or should have had knowledge about a hazard associated with the product (i.e., were there other 

 76 See, e.g., Kozlowski, 87 Wis. 2d at 901 (“It is beyond reason and good judgment to hold a manufacturer responsible 
for a duty of annually warning of safety hazards on household items, mass produced and used in every American 
home, when the product is 6 to 35 years old and outdated by some 20 newer models equipped with every imaginable 
safety innovation known in the state of the art.”); see also Olsen, 863 F. Supp. at 875 (finding anesthesia machine was 
in a narrow industry so first element of post-sale duty to warn claim was met); Sharp v. Case Corp., 216 Wis. 2d 113, 
573 N.W.2d 899 (Ct. App. 1997) (unpublished) (finding tractor was not household good and first element of post-sale 
duty to warn claim was met).

 77 See, e.g., Gracyalny, 723 F.2d 1311.
 78 See, e.g., Gracyalny, 723 F.2d at 1319 (citing Schuh, 63 Wis. 2d 728).
 79 Id. at 1319-20 (citation omitted).
 80 Id. at 1321 (citations omitted).
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similar complaints), and a search of your client’s database(s) regarding other claims, lawsuits or customer 
complaints should be done early on in the case to ensure this defense is applicable. You should also consider 
early on who at the company can attest to a lack of knowledge and other incidents at deposition or trial. 
If you can establish your client had no knowledge about a defect or defective condition of the product and 
there is no evidence to support that it should have had such knowledge, plaintiffs will be unable to meet their 
burden under Kozlowski. In addition, establishing a lack of knowledge will then assist you in getting any evi-
dence regarding post-sale changes made to the product excluded at trial.

If these strategies do not apply in your case, the standard defenses that apply to a failure to warn claim 
should be considered. This will entail the retention of an expert who can opine as to the adequacy of the 
warnings and the lack of causation between the warnings and the plaintiff’s alleged injuries or damages.

Under the new law, the statute of repose generally prohibits a plaintiff from bringing a claim for an 
injury sustained more than 15 years after the product was manufactured. This is true unless the manufac-
turer has made a specific representation that the product will last more than 15 years. The statute of repose 
does not apply to claims for damages caused by latent diseases.
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