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PRE-SALE DUTIES

What Is the General Scope of the Duty to Warn and Instruct in Pennsylvania?
In Pennsylvania, a product is defective if it is distributed without sufficient warnings to notify the ultimate 
user of the dangers inherent in the product. Mackowick v. Westinghouse Elec. Corp., 525 Pa. 52, 56, 575 A.2d 
100, 102 (1990) (citing Sherk v. Daisy-Heddon, Etc. 498 Pa. 594, 450 A.2d 615 (1982); Berkebile v. Brantly 
Helicopter Corp., 462 Pa. 83, 337 A.2d 893 (1975). The warnings must be directed to the understanding of the 
intended user. See, e.g., Sherk, 498 Pa. 594, 450 A.2d 615 (1982); Sherk, 498 Pa. at 600, 450 A.2d at 618; Berke-
bile, 462 Pa. at 100, 337 A.2d at 902; Incollingo v. Ewing, 444 Pa. 263, 282 A.2d 206 (1971); see also, Brown 
v. Caterpillar Tractor Co., 741 F.2d 656 (3d Cir. 1984). The duty to warn does not obligate a manufacturer to 
warn against inherent dangers which are considered obvious to the intended user. Mackowick, 525 Pa. at 55, 
575 A.2d at 102 (holding that a warning was adequate because the intended users—skilled electricians—
knowing about the presence of live, uninsulated fuses, would be aware of the risk of arcing). A warning of 
inherent dangers is sufficient if it adequately notifies the intended user of the unobvious dangers inherent in 
the product. Id.

Prior to Tincher v. Omega Flex, Inc., 628 Pa. 296, 104 A.3d 328 (2014), the question of whether a prod-
uct is defective due to lack of adequate warning was initially a question of law to be answered by the trial 
judge. See Azzarello v. Black Bros. Co., Inc., 480 Pa. 547, 555–56, 391 A.2d 1020, 1025–26 (Pa. 1978). However, 
although Tincher involved claims of design defect, Tincher acknowledged that overruling Azzarello “may 
have an impact upon…warning claims.” 104 A.3d at 409. Thus, Tincher’s holding that the question of whether 
a product is defective due to design defect is initially a question of fact to be determined by the jury (only 
being taken from the jury when it is clear that reasonable minds could not differ on the issue) may apply to 
cases involving questions of the adequacy of warnings as well . See Tincher, 628 Pa. at 309, 104 A.3d at 335.

Relationship between Duty to Warn and Duty of Safe Design

A product is defective due to a failure-to-warn where the product was distributed without sufficient warnings 
to notify the ultimate user of the dangers inherent in the product. Donoughe v. Lincoln Elec. Co., 936 A.2d 52, 
61–62 (Pa. Super. 2007) (internal citations and quotation marks omitted), reargument and reconsideration 
denied, (Dec. 13, 2007), overruled on other grounds by Nelson v. Airco. Welders Supply, 107 A.3d 146, 159 (Pa. 
Super. Ct. 2014). See, e.g., Sikkelee v. Precision Airmotive Corp., 876 F. Supp.2d 479, 490 (M.D. Pa. 2012).

In Tincher v. Omega Flex, Inc., 628 Pa. 296, 104 A.3d 328 (2014), the court addressed claims of defective 
design and overruled the prevailing standard that a defective product is one that lacks “every element” nec-
essary to make it safe for use. Tincher at 379. Instead, the Tincher court imposed a “composite” standard for 
proving when a defect makes a product unreasonably dangerous, which includes both a consumer expecta-
tions test, and a risk‐utility test. See id. at 400‐01.
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Theories of Liability

In Pennsylvania, plaintiffs have four basic theories of liability to assert in a product liability action: (1) breach 
of warranty; (2) misrepresentation; (3) strict tort liability; and (4) negligence (in product manufacture, 
design, sale, or warnings).

Pennsylvania follows Comment k to Section 402A, and recognizes a cause of action for negligent fail-
ure to warn about dangers in “unavoidably unsafe” products, rather than strict liability. Causes of action 
in pharmaceutical cases are limited to manufacturing defect or negligent design or negligent failure to 
warn claims under the negligence standard of Section 388 of the Restatement (Second) of Torts. See, e.g., 
Mazur v. Merck & Co., 964 F.2d 1348, 1353–55 (3d Cir. 1992) (vaccine); Lance v. Wyeth, 4 A.3d 160 (Pa. 
Super. Ct. 2010) (recognizing a negligent design defect claim), aff’d in part, rev’d in part 85 A.3d 434 (Pa. 
January 21, 2014).

Who Has a Duty to Warn—Component Part Supplier, 
Manufacturer, Distributor, Retailer, Employer
Like most states, Pennsylvania recognizes that all parties in a chain of supply of a “defective” product may be 
held liable in a strict liability action. However, distributors and suppliers can be held liable in strict liability 
claims as a “seller” as that term is defined in section 402A of the Restatement (Second) of Torts. Francioni v. 
Gibsonia Truck Corp., 472 Pa. 362, 367, 372 A.2d 736, 738 (1977) (“What is crucial to the rule of strict liability 
is not the means of marketing but rather the fact of marketing, whether by sale, lease or bailment, for use 
and consumption by the public.”). Pennsylvania courts adhere to traditional principles of liability, holding 
that a company that neither manufactured nor supplied the defective product cannot be held liable under a 
theory of strict liability or failure to warn. Toth v. Economy Forms Corp., 391 Pa. Super. 383, 571 A.2d 420, 
422–23 (1990) (internal citations omitted), appeal denied 527 Pa. 650, 593 A.2d 422 (1991) (table) (“In order 
for liability to attach…the plaintiff must show the injuries suffered were caused by a product of the partic-
ular manufacturer or supplier.”). Generally, under Pennsylvania law there is no duty to warn for entities in 
the distribution chain other than the final drug manufacturer. See, e.g., White v. Weiner, 386 Pa. Super. Ct. 
111, 562 A.2d 378, 385 (1989), aff’d, 525 Pa. 572, 583 A.2d 789 (1991). A component part manufacturer has 
no duty to warn of inherent dangers when it does not participate in design or construction of the finished 
product. Wenrick v. Schloemann-Siemag A.G., 523 Pa. 1, 5–6, 564 A.2d 1244, 1247 (1989). Nevertheless, 
where a component part manufacturer can foresee a use of its product that will create a certain danger, the 
manufacturer has a duty to warn of that danger. Jacobini v. V.I.O. Press Co., 527 Pa. 32, 35, 588 A.2d 476, 480 
(1991). The Jacobini court recognized in dicta that there are limits on a manufacturer’s duty to warn when 
the manufacturer supplies a mere component part of a product that is assembled by another party and the 
dangers are associated with the use of the finished product. Id. (citing Wenrick, 523 Pa. 1, 564 A.2d 1244); see 
also, e.g., Chicano v. General Elec. Co., C.A. No. 03-5126, 2004 WL 2250990 (E.D. Pa. Oct. 5, 2004) (finding 
that manufacturer might have had a duty to warn about exposure to asbestos when it knew the Navy would 
incorporate this dangerous substance into the finished product). See also, Schwartz v. Abex Corp., 106 F. 
Supp. 3d 626, 664 (E.D. Pa. 2015) (finding that a manufacturer or supplier of a product who is aware of the 
dangers of asbestos and places its products into the stream of commerce with an asbestos-containing com-
pound installed or included with the product, always has a duty to warn of asbestos related dangers related to 
aftermarket replacement component parts of that type).
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Were the Warnings or Instructions Adequate?
In order to establish strict liability for failure to warn, a plaintiff must establish that a warning was either 
lacking or inadequate, that the deficiency in the warning made the product “unreasonably dangerous,” and 
that the lack of warning was the proximate cause of plaintiff’s injuries. Phillips v. A-Best Prods. Co., 542 Pa. 
124, 131, 665 A.2d 1167, 1171 (1995). To establish causation, the plaintiff must show that the product user 
would have avoided the risk, if warned of it by the seller. Id. Should the plaintiff fail to establish either of the 
two elements, the plaintiff is barred from recovery as a matter of law. Id.

There is no duty to warn of a danger that is open and obvious to the product’s intended user. Sherk v. Dai-
sy-Heddon, 498 Pa. 594, 600, 450 A.2d 615, 618 (1982) (“Where lethal propensity of a gun was known or should 
have been known to the user, liability cannot be imposed upon manufacturer merely because the manufacturer 
allegedly failed to warn of that propensity.”); accord Stephens v. Paris Cleaners, 885 A.2d 59, 69 (Pa. Super. Ct. 
2005), app. denied, 587 Pa. 699, 897 A.2d 460 (2006). A warning of inherent dangers is sufficient if it adequately 
notifies the intended user of the “unobvious” dangers inherent in the product. Mackowick v. Westinghouse Elec. 
Corp., 525 Pa. 52, 56, 575 A.2d 100, 102 (1990). Further, there is no duty warn of an open and obvious danger 
when knowledge of that danger would be common to an ordinary consumer who uses the product with ordinary 
knowledge of the product’s characteristics which is common to the community. Spowal v. ITW Food Equipment 
Group LLC., 943 F.Supp.2d 550, 560 (W.D. Pa. 2013) (holding that the manufacturer had no duty to warn consum-
ers of danger that the paddles of a food mixer do not come to a complete stop immediately after turning it off).

Who Do You Have to Warn?

Bystanders

Pennsylvania courts have neither recognized nor rejected a bystander’s right to recover under products lia-
bility law. However, Pennsylvania has adopted Section 402A of the Restatement (Second) of Torts, which does 
not permit recovery for injuries to anyone other than the intended user. See Phillips v. Cricket Lighters, 576 
Pa. 644, 656–57, 841 A.2d 1000, 1007 (2003) (plurality opinion). Under a strict-liability theory, the general 
rule is that there is no strict liability in Pennsylvania relative to non-intended uses, even where foreseeable by 
a manufacturer. Id.; see also Lance v. Wyeth, 624 Pa. 231, 243, 85 A.3d 434, 440 (2014).

Note: Prior to Tincher v. Omega Flex, Inc., 628 Pa. 296, 308-09, 104 A.3d 328, 335 (2014), there had been 
substantial rift between the Third Circuit and the Pennsylvania state courts concerning application of prin-
ciples found in the Third Restatement of Torts. The Third Circuit held that federal courts sitting in diversity 
and applying Pennsylvania law to product liability cases should look to the Third Restatement. Covell v. Bell 
Sports, Inc., App. A. No. 10–3860, 2011 WL 2690396 (3d Cir. July 12, 2011), pet. for reh’g and pet. for reh’g 
en banc denied (Aug. 12, 2011). In Covell, the Third Circuit affirmed its 2009 ruling in Berrier v. Simplicity 
Manufacturing, Inc., 563 F.3d 38 (3d Cir. 2009), cert. denied, 130 S. Ct. 553 (2009), which predicted that 
Pennsylvania will eventually abandon the Restatement (Second) of Torts and adopt the Restatement (Third), 
affording certain bystanders a cause of action in strict liability in some circumstances. 2011 WL 2690396, at 
*4. In Tincher, the Pennsylvania Supreme Court declined to adopt the Restatement (Third).

Allergic Persons and Idiosyncratic Reactions

In Pennsylvania, there is no duty to warn of hazards that stem from the idiosyncratic reaction of an indi-
vidual plaintiff. Morris v. Pathmark Corp., 405 Pa. Super. 274, 278–80, 592 A.2d 331, 333–34 (1991) (finding 
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compulsory nonsuit proper where, inter alia, the plaintiff did not identify product ingredient that allegedly 
caused injury, and demonstrated merely an unusual allergic reaction to product). In Morris, the court held 
that the manufacturer could not be held liable for failure to warn merely because the plaintiff suffered an 
allergic reaction, rather the product must be shown to have been unsafe or likely to cause harm to a normal 
consumer or to show that the product contained an ingredient to which a significant number of persons were 
allergic. Id.

Sophisticated Users

Pennsylvania law is unclear on the viability of the sophisticated user doctrine. See, e.g., Phillips v. A.P. 
Green Refractories Co., 428 Pa. Super. 167, 630 A.2d 874 (1993) (divided panel adopted the sophisticated 
user doctrine for products liability and negligence actions, (one judge concurring and dissenting)). How-
ever, on appeal, the Pennsylvania Supreme Court affirmed the holding of the Superior Court on a different 
legal ground and noted that the Superior Court’s discussion of the sophisticated user defense was dicta. 542 
Pa. 124, 130 n.3 (1995). See also Alexander v. Morning Pride Mfg., 913 F. Supp. 362, 371–72 (E.D. Pa. 1995) 
(following Pennsylvania Supreme Court ruling in Phillips, the district Court predicted that Pennsylvania’s 
Supreme Court would not adopt sophisticated user defense in a failure-to-warn product liability action.); 
Amato v. Bell & Gossett, 2015 PA Super 83, 116 A.3d 607, 624 (2015) (“ the sophisticated user defense has 
never been adopted in Pennsylvania”); but see Mackowick v. Westinghouse Elec. Corp., 525 Pa. 52, 54, 575 
A.2d 100, 103 (1990) (“A seller or manufacturer should be able to presume mastery of basic operations by 
experts or skilled professionals in an industry and should not owe a duty to warn or instruct such persons on 
how to perform basic operations in their industry.”).

Bulk Suppliers

Pennsylvania courts have declined to hold that the supplier of the chemical components comprising a phar-
maceutical product have a duty to warn the patient of potential side-effects. White v. Weiner, 386 Pa. Super 
111, 562 A.2d 378 (1989) aff’d without op., 525 Pa. 572, 583 A.2d 789 (1991) (holding that bulk chemical sup-
plier of pharmaceutical chemicals will probably not be held liable for failure to warn of side effects of a chem-
ical it supplies to drug manufacturers, since the manufacturer of the finished product and the prescribing 
physician are in a better position to warn than a bulk chemical supplier).

Learned Intermediary

Pennsylvania law recognizes the “learned intermediary” doctrine, which provides that the manufacturer of a 
prescription drug must direct warnings to the prescribing physician, not to the patient. Taurino v. Ellen, 397 
Pa. Super. 50, 579 A.2d 925, 927 (1990). The doctrine, as applied in Pennsylvania, permits manufacturers of 
prescription drugs and medical devices to satisfy their obligation to the end user of the product by provid-
ing warnings to the prescribing doctor. Cochran v. Wyeth, 2010 Pa. Super. 131 (July 27, 2010) (holding that 
the drug manufacturer’s duty to warn runs to the physician only). Accord Parkinson v. Guidant Corp., 315 F. 
Supp. 2d 741, 749 (W.D. Pa. 2004) (applying Pennsylvania law) (holding learned intermediary doctrine also 
applicable in medical device cases).

The supplier “remains under a duty to warn end-users, but can rely on a knowledgeable employer to 
convey warnings.” Phillips v. AP Green Refractories Co., 428 Pa. Super. 167, 184, 630 A.2d 874, (1993) aff’d, 
542 Pa. 124 (1995),(citing Restatement (Second) of Torts §388). However, the supplier can still be found liable 
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for the injuries of end-users, should its reliance on the employer have been unreasonable under the circum-
stances. Id.

Law Regarding Drugs and Devices
Pennsylvania affords comment k protection to all prescription medical product cases as a matter of law. 
Hahn v. Richter, 543 Pa. 558, 563, 673 A.2d 888, 891 (1996) (precluding design defect claim for strict liability 
when asserted against a manufacturer of prescription drugs where drugs are manufactured properly and are 
accompanied by adequate warnings). Although Pennsylvania law does not recognize a strict liability design 
claim against a manufacturer of prescription drugs, the Pennsylvania Supreme Court has recognized a neg-
ligent design claim. Lance v. Wyeth, 624 Pa. 231, 85 A.3d 434 (2014) (recognizing a prescription drug design 
defect claim sounding in negligence).

Is It Always Necessary to Warn?
When the dangers of a product are or should be known to the user, the manufacturer cannot be held liable 
for failure to warn of any danger. Sherk v. Daisy-Heddon, 498 Pa. 594, 597, 450 A.2d 615, 617 (Pa. 1982) (citing 
Restatement (Second) of Torts §402A, comment j). A warning is not required “when the danger, or poten-
tiality of danger, is generally known and recognized.” Id. “The article sold must be 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.” Dauphin Deposit Bank and Trust Co. v. Toy-
ota Motor Corporation, 408 Pa. Super. 256, 261, 596 A.2d 845, 847 (1991).

Is There a Heeding Presumption in Pennsylvania?
Pennsylvania courts consistently have rejected a heeding presumption in pharmaceutical and most other 
product liability cases, limiting the application of any such presumption to claims arising from involuntary 
workplace exposure to asbestos. See, e.g., Lineberger v. Wyeth, 894 A.2d 141, 145, 149–50 (Pa. Super. 2006) 
(heeding presumption limited to products involuntarily encountered in the course of a plaintiff’s employ-
ment); Goldstein v. Phillip Morris USA, Inc., 854 A.2d 585, 587 (Pa. Super. 2004) (holding that presumption 
that smoker would have heeded adequate warning did not apply); Viguers v. Philip Morris USA Inc., 837 A.2d 
534, 538 (Pa. Super. 2003) (rejecting heeding presumption in the context of case, which involved the volun-
tary choice of a smoker to begin and continue smoking tobacco).

What Defenses Are Available to those within the Chain of Distribution?
Under Pennsylvania law, the primary inquiry in products liability cases is whether or not there is a defect; 
accordingly, it is the product, and not the defendant’s conduct, that is on trial. See, e.g., Reott v. Asia Trend, 
Inc., 2010 PA Super. 176, 7 A.3d 830 (2010); Hutchinson v. Penske Truck Leasing Co., 876 A.2d 978, 983 (Pa. 
Super. 2005), aff’d, 592 Pa. 38, 922 A.2d 890 (2007). However, the court in Tincher v. Omega Flex, Inc., 628 
Pa. 296, 104 A.3d 328 (2014), viewed plaintiff’s conduct as relevant also to whether a claimed product defect 
creates an “unreasonably dangerous” product, particularly under the risk/utility prong of its “composite” 
test. See Tincher, 104 A.3d at 401-02. The fifth risk/utility factor is, “The user’s ability to avoid danger by the 
exercise of care in the use of the product.” Id. at 389‐90 (quoting factors).
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Generally, contributory and comparative negligence are not defenses to a strict product liability action and 
evidence of a plaintiff’s contributory negligence is generally inadmissible. Kimco Dev. Corp. v. Michael D’s 
Carpet Outlets, 536 Pa. 1, 637 A.2d 603 (1993). However, in limited circumstances evidence of a plaintiff’s 
conduct may be admissible, specifically, where the defendant alleges that the plaintiff’s voluntary assumption 
of risk, product misuse, or highly reckless conduct is relevant to the issue of causation. Gaudio v. Ford Motor 
Co., 976 A.2d 524, 540 (Pa. Super. 2009), appeal denied, 989 A.2d 917 (Pa. 2010).

The defenses of voluntary assumption of risk, product misuse, and/or highly reckless behavior are affir-
mative defenses for which the asserting defendant bears the burden of proof in a product liability action. 
Phillips v. Cricket Lighters, 576 Pa. 644, 650, 841 A.2d 1000, 1003 (2003). The defense of substantial change in 
the product after it left the manufacturer’s control is not available if the alteration would have been reason-
ably foreseeable to the manufacturer and supplier of the product, or, if the injury could have been sustained 
even if the alteration had not occurred. Burch v. Sears, Roebuck and Co., 320 Pa. Super. 444, 452, 467 A.2d 
615, 619 (1983).

Generally, the same defenses available to a manufacturer are available to a distributor. However, Penn-
sylvania does not impose on pharmacists the duty to supply information about the risks of drugs that have 
already been prescribed. “Such a rule would have the effect of undermining the physician-patient relation-
ship by engendering fear, doubt, and second-guessing.” Coyle by Coyle v. Richardson-Merrell, Inc., 526 Pa. 
208, 215, 584 A.2d 1383 (1991).

Is an Expert Required on Warning Issues?
Expert testimony is required to determine the adequacy of a warning provided to the medical community by 
the manufacturer of a prescription product. Demmler v. SmithKline Beecham Corp., 448 Pa. Super. 425, 432, 
671 A.2d 1151, 1154 (1996), appeal denied, 684 A.2d 557 (Pa. 1996).

Has the Duty to Warn Been Preempted With Respect 
to Any Product in Pennsylvania?
Absent express pre-emption, courts are not to infer pre-emption lightly, particularly in areas traditionally 
of core concern to the states such as tort law. Romah v. Hygenic Sanitation Co., 705 A.2d 841 (Pa. Super. Ct. 
1997) (claim that manufacturer was negligent in distributing toxic chemical, and express failure to warn 
claim, were preempted by Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)), aff’d, 558 Pa. 378, 
737 A.2d 249 (1999) (citations and quotations omitted). Cf. Arnoldy v. Forklift LP, 2007 Pa. Super. 143, 927 
A.2d 257 (2007) (holding that plaintiffs’ claim that a forklift was defective due to lack of adequate back-up 
warning preempted as conflicting with OSHA regulations), overruled on other grounds by Kiak v. Crown 
Equipment Corp., 989 A.2d 385 (Pa. Super. Ct. 2010). While the Superior Court of Pennsylvania gave some 
guidance on preemption issues in Hassett v. Dafoe, 74 A.3d 202, 205 (Pa. Super. Ct. 2013) (holding that 
failure-to-warn claims arising prior to the FDA Amendments Act of 2007 that are premised on the content 
of generic drug labels that conform to the brand-name label are preempted, but declining to find post-Act 
claims preempted absent a “thoughtful and careful examination of the federal law and state law applicable 
to ascertain whether state law compels what is impossible under federal law”), it remains to be seen how the 
duty to warn will play out in product liability cases in Pennsylvania involving generic and other prescription 
drugs following a string of decisions in the United States Supreme Court: Mut. Pharm. Co. v. Bartlett, 133 
S.Ct. 2466 (2013) (finding preemption where the state-law tort claim was based on failure to warn, because 
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it was impossible for the manufacturer to comply with both the state-law requirement to strengthen its 
warning label and the federal-law prohibition of a unilateral label change); PLIVA, Inc. v. Mensing, Bruese-
witz v. Wyeth Inc., and Wyeth v. Levine. See PLIVA, Inc. v. Mensing, 131 S.Ct. 2567 (2011) (holding that the 
Hatch-Waxman amendments to the federal Food, Drug, and Cosmetic Act (FDCA) preempt state failure-to-
warn claims brought against manufacturers of generic drugs); Bruesewitz v. Wyeth Inc., 131 S.Ct. 1068 (2011) 
(holding that the National Childhood Vaccine Injury Act of 1986 preempts state tort claims alleging design 
defects and failure to warn, arising from a vaccine-related injury or death); Wyeth v. Levine, 129 S.Ct. 1187 
(2009) (FDA approval of prescription drug’s warning label does not preempt state law failure to warn claim).

POST-SALE DUTIES

Generally, Pennsylvania courts have rejected a post-sale duty to warn. DeSantis v. Frick Co., 745 A.2d 624, 
632 (Pa. Super. Ct. 1999) (holding that defendant manufacturer has no duty to warn where product was not 
defective when sold), appeal dismissed as improvidently granted, 778 A.2d 619 (Pa. 2001). Consequently, 
Pennsylvania has not adopted the Restatement (Third) and its requirements that manufacturers or product 
suppliers, in certain instances, must provide post-sale warnings, or duty to recall or retrofit products. Lynch 
v. McStome & Lincoln Plaza Assoc., 378 Pa. Super. 430, 548 A.2d 1276, 1281 (1998) (holding that a manufac-
turer does not have a duty to warn users of safety advancements nor to retrofit its already sold products).

However, under Pennsylvania law manufacturers have a limited post-sale duty to warn of product 
defects that existed at the time of manufacture and sale. Walton v. Avco Corp., 530 Pa. 568, 577, 610 A.2d 454, 
459 (1992) (holding that a post-sale duty to warn exists where the product was defective at manufacture and 
the manufacturer had notice of the defect). See also Lance v. Wyeth, 624 Pa. 231, 236, 85 A.3d 434, 436 (2014) 
(holding that a drug manufacturer has a “post-sale duty to warn of any dangerous side effects produced by its 
drugs of which it knows or has reason to know as long as its drugs are sold on the market;” imposing a con-
tinuing, post-sale duty to warn on drug manufacturers). Also, there may be a limited post-sale duty to warn 
if a component manufacturer advises of a defect and a manufacturer fails to pass along the information to 
the customer. Walton, 530 Pa. at 574–75, 610 A.2d at 458.
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