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Massachusetts

By Grace V.B. Garcia and Kathleen Federico

PRE-SALE DUTIES

What Is the General Scope of the Duty to Warn in Massachusetts?
In Massachusetts, a manufacturer has a duty to adequately warn of risks associated with foreseeable uses 
of its product, of which the manufacturer knows or reasonably should know, to all persons who foreseeably 
will come into contact with the product. Laaperi v. Sears, Roebuck & Co., 787 F.2d 726, 729 (1st Cir. 1986); 
Mitchell v. Sky Climber, Inc., 396 Mass. 629, 631 (1986); MacDonald v. Ortho Pharm. Corp., 394 Mass. 131, 135 
(1985); H.P. Hood & Sons v. Ford Motor Co., 370 Mass. 69, 75 (1976); Cocco v. Deluxe Sys., Inc., 25 Mass. App. 
Ct. 151,156–57 (1987). This duty to warn, however, generally only exists if the manufacturer has some reason 
to believe that a warning is needed. H.P. Hood & Sons, 370 Mass. at 75; Maldonado v. Thomson Nat’l Press 
Co., 16 Mass. App. Ct. 911, 912 (1983). Consequently, where a product’s dangers are obvious or already within 
the knowledge of the user, there is arguably no duty to warn. Maldonado, 16 Mass. App. Ct. at 912; Fiorentino 
v. A.E. Staley Mfg. Co., 11 Mass. App. Ct. 428, 436 (1981).

Manufacturers may be held liable for failing to warn under both breach of warranty and negligence the-
ories. A failure to warn analysis under either theory is based on “the reasonableness of the manufacturer’s 
actions in the circumstances.” Hoffman v. Houghton Chem. Corp., 434 Mass. 624, 637–38 (2001); Vassallo v. 
Baxter Healthcare Corp., 428 Mass. 1 (1998). “A manufacturer will be held to the standard of knowledge of an 
expert in the appropriate field, and will remain subject to a continuing duty to warn (at least purchasers) of 
risks discovered following the sale of the product at issue.” Vassallo, 428 Mass. at 23.

Although the duty to warn has generally been placed on the manufacturer, it can be imposed on any of 
the parties within the chain of distribution. See Laaperi, 787 F.2d at 729; La Belle v. McCauley Indus. Corp., 
649 F.2d 46 (1st Cir. 1981); Mitchell, 396 Mass. 629; MacDonald, 394 Mass. 131.

What Type of Factors Go Into Deciding the Adequacy of a Warning?
Manufacturers have a duty to warn foreseeable users of dangers inherent in the use of their products, and 
the warnings provided must be accurate and complete. Mitchell, 396 Mass. at 631; Fiorentino, 11 Mass. App. 
Ct. at 436. The adequacy of a warning is measured not only by its content but also by the manner in which it 
is conveyed. MacDonald, 394 Mass. at 141. A reasonable warning will be comprehensible to the average user, 
convey a fair indication of the nature and extent of the dangers involved, and warn with a degree of intensity 
commensurate with the nature of the risk. Id. at 140–41. In addition, a warning must be promptly rendered 
upon discovery of a defect by the manufacturer. Id. at 141. Failure to do so may render the warning inade-
quate. Id.
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Who Do You Have to Warn?
A manufacturer has a duty to provide adequate warnings and instructions to foreseeable users when it knows 
or reasonably should know that its product is likely to be dangerous when used or misused in a foreseeable 
manner. Laaperi, 787 F.2d at 730; Mitchell, 396 Mass. At 631; Cocco v. Deluxe Systems, Inc., 25 Mass. App. 
Ct. 151 (1987). A warning is generally not required unless the person on whom the duty to warn rests has 
some reason to suppose a warning is needed. Maldonado, 16 Mass. App. Ct. at 156. Therefore, a duty to warn 
typically only exists when dangers in a manufacturer’s product are latent or concealed. Id.; see Laaperi, 787 
F.2d 726.

Law Regarding Drugs and Devices
Physicians and medical providers owe a duty of reasonable care to everyone put at risk and must warn 
patients of the potential side effects of treatment, including medications. Coombes v. Florio, 450 Mass. 182 
(2007). Additionally, manufacturer/seller of medical devices may have a duty to warn physician or trained 
medical personnel of the danger involved in the use of devices. Knowlton v. Deseret Med., Inc., 930 F.2d 116, 
117 (1st. Cir. 1991).

Nonetheless, the learned intermediary doctrine is an exception to the general rule that a manufacturer 
or seller has a duty to warn all foreseeable consumers of the dangers inherent in its product. Cottam v. CVS 
Pharmacy, 436 Mass. 316, 321 (2002). Pursuant to this doctrine, the duty to directly warn consumers of a 
product’s dangers may be discharged by the reasonable reliance of the manufacturer or seller on an interme-
diary, who has a duty to warn the ultimate consumer. MacDonald, 394 Mass. at 135–36. The learned interme-
diary doctrine is most commonly applied to prescription drug manufacturers, and in some circumstances to 
pharmacists, as the physician is generally deemed to be in a better position than the manufacturer or seller 
to advise the patient/consumer. Cottam, 436 Mass. at 321–23. However, manufacturers of oral contraceptives 
have been expressly excluded from the protections of the doctrine. MacDonald, 394 Mass. at 136–38; see also 
Niedner v. Ortho-McNeil Pharmaceutical, Inc., 90 Mass.App.Ct. 306 (2016).

Most recently, the Massachusetts Supreme Judicial Court addressed the duty of brand name drug 
manufacturers for the sale of generic drugs in Rafferty v. Merck & Co., Inc., 479 Mass. 141 (2018). Generic 
drug manufacturers are required under Federal law to provide its users warnings that are identical to the 
brand name drug warnings. Id. at 142. As such, approved brand name drug manufacturers have no duty 
to a plaintiff under a general negligence claim for failure to warn where it did not make the product. Id. 
at 157. Brand-name drug manufacturers, however, still owe a duty to generic drug users not to act reck-
lessly. Id.

Is It Always Necessary to Warn?
A manufacturer or supplier of a product has no duty to warn if the user knows, should know, or reasonably 
may be expected to know of a particular danger inherent in the product. Johnson v. Brown & Williamson 
Tobacco Corp., 122 F. Supp. 2d 194, 204 & 206 (2000); Fiorentino, 11 Mass. App. Ct. at 436; see also Anderson 
v. Owens-Illinois, Inc., 799 F.2d 1, 4 (1986); Laaperi, 787 F. 2d at 730–31. However, the manufacturer is obli-
gated to take reasonable steps to warn the user where a danger is known to the manufacturer but cannot rea-
sonably be expected to be within the knowledge of users generally. Anderson, 799 F.2d at 4; see Laaperi, 787 
F.2d at 730–31; Fiorentino, 11 Mass. App. Ct. at 436.
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Is There a Heeding Presumption in This State?
Massachusetts law recognizes a presumption that if adequate warning is given it will be read and heeded. 
Wolfe v. Ford Motor Co., 6 Mass. App. Ct. 346, 352 (1978). Therefore, a plaintiff need not prove that he or she 
would have received a warning if provided by the defendant. Id. Rather, the burden is on the defendant to 
present evidence rebutting the presumption that an adequate warning would have alerted the plaintiff to the 
danger. Id.

What Defenses Are Available to those within the Chain of Distribution?
With regard to manufacturers, suppliers, distributors and retailers, the following defenses may be available.

Comparative Negligence

Under the Massachusetts comparative negligence statute, a plaintiff in a negligent failure to warn action will 
be barred from recovery by his or her own negligent failure either to discover a product’s defect or to guard 
against the possible existence of such defect if his or her negligence is greater than the amount of negligence 
attributable to the parties against whom the plaintiff is seeking recovery. Colter v. Barber-Greene Co., 403 
Mass. 50, 63–64 (1988); G.L. c. 231, §85. If the plaintiff’s comparative negligence is equal to or less than the 
negligence of the parties against whom recovery is sought, any damages awarded the plaintiff will be reduced 
by the percentage of negligence attributed to the plaintiff. G.L. c. 231, §85. Comparative fault will not reduce 
a damage award based on a failure to warn in breach of warranty actions. Correia v. Firestone Tire & Rubber 
Co., 388 Mass. 342, 353–56 (1991).

This defense, however, is not available in claims for breach of implied warranty, as actions for strict lia-
bility are beyond the reach of the comparative negligence statute. M.G.L. c. 106, §2-315; c. 231, §85; Coca-Cola 
Bottling Co. of Cape Cod v. Weston & Sampson Engineers, Inc., 45 Mass. App. Ct. 120, 130 (1998).

Unreasonable Use Doctrine

The unreasonable use doctrine acts as an affirmative defense to a breach of warranty claim where a plaintiff 
knowingly and unreasonably uses a defective product. See Correia v. Firestone Tire & Rubber Co., 388 Mass. 
342 (1983); McCarthy v. Litton Industries, Inc. 410 Mass. 15 (1991). This defense, however, is not available in 
negligence actions. When a user knows that a product is defective and dangerous, he or she has a duty to act 
reasonably with respect to that product. Correia, 388 Mass. at 355. If the user fails to do so and is injured as a 
result, such conduct becomes the sole proximate cause of his or her injuries and bars recovery from the man-
ufacturer or supplier. Id. at 356; cf. McCarthy, 410 Mass. at 26–27. In order to successfully invoke this defense, 
the defendant must show “not only that the plaintiff used the product voluntarily and unreasonably, but also 
that the plaintiff subjectively appreciated the danger.” Allen v. Chance Mfg. Co., 873 F.2d 465, 473 (1st Cir. 
1989); Haglund v. Philip Morris Inc., 446 Mass. 741, 749 (2006).

Bulk Supplier Doctrine

Massachusetts has adopted the bulk supplier doctrine as an affirmative defense to products liability claims 
for failure to warn under both negligence and breach of warranty theories. Hoffman v. Houghton Chem. 
Corp., 434 Mass. 624 (2001). Pursuant to this doctrine, a manufacturer or supplier of bulk products may 
satisfy its duty to warn end users of a product’s hazards by reasonable reliance on an intermediary who has 
knowledge of the risks associated with the product and is able to provide appropriate warnings to the end 
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users. Id. at 629–30. Although this doctrine allows a bulk supplier to discharge its duty to warn end users, 
it does not obviate the bulk supplier’s duty to provide adequate warnings to the intermediary. Id. at 634. In 
order to avoid liability for failure to warn, the bulk supplier’s reliance on the intermediary to inform end 
users of a product’s hazards must be reasonable based on an objective standard. Id. at 634–36.

Open and Obvious Defense

In Massachusetts, manufacturers have no duty to warn of open and obvious dangers in their products. Ba-
vuso v. Caterpillar Indus., Inc., 408 Mass. 694 (1990); Colter v. Barber-Greene Co., 403 Mass. 50, 59 (1988). The 
rationale for obviating the duty to warn when a danger is obvious is that such a warning will not reduce the 
likelihood of injury. Bavuso, 408 Mass. at 699 (citing Colter, 403 Mass. at 59). “The duty to warn assumes some 
reason to suppose a warning is needed” and, therefore, applies only in the context of latent or concealed de-
fects. Maldonado v. Thomson Nat’l Press Co., 16 Mass. App. Ct. 911, 912 (1983). As such, a manufacturer may 
avoid liability for failure to warn if it can prove that the danger at issue was open and obvious. Carey v. Lynn 
Ladder and Scaffolding Co., 427 Mass. 1003 (1998); Bavuso, 408 Mass. 694; Maldonado, 16 Mass. App. Ct. 911.

Sophisticated User Doctrine

Massachusetts has adopted the sophisticated user doctrine as an affirmative defense to products liability 
claims for failure to warn under both negligence and breach of warranty theories. Carrel v. Nat’l Cord & 
Braid Corp., 447 Mass. 431, 441 (2006). Pursuant to this doctrine, a manufacturer or supplier has no duty 
to warn end users who know or reasonably should know the risks associated with the use of a product, as a 
warning under those circumstances would provide little deterrent effect. Id. at 440–41; Hoffman, 434 Mass. 
at 630. The end user’s level of knowledge or sophistication, rather than the manufacturer’s knowledge about 
the end user, is determinant. Id.

Unusually Susceptible Plaintiff

In actions for breach of implied warranty based on a failure to warn, a manufacturer may avoid liability by 
presenting evidence that tends to rebut the general presumption that the user is “normal” and show that the 
harm complained of was the result of a sensitivity unique to that user, rather than the result of any defect in 
the product. Casagrande v. F.W. Woolworth Co., 340 Mass 552 (1960). Under such circumstances, the man-
ufacturer has no duty to warn because the risk is unforeseeable. This defense will not be successful if the 
plaintiff can show that the product would affect a significant number of persons in the same manner. Id. at 
556. If the product is or contains a known irritant or sensitizer, a warning is required and the manufacturer 
will be held liable for failing to provide one. See Bianchi v. Denholm and McKay Co., 302 Mass. 469, 473 
(1939); cf. Taylor v. Jacobson, 336 Mass. 709, 716–18 (1958).

Statute of Limitations

A products liability action based on breach of warranty or negligence must be brought within three years 
after the date injury or damage occurs. G.L. c. 260, §2A; G.L. c. 106 §2-318. If a plaintiff fails to do so, the 
manufacturer may raise a statute of limitations defense. Zamboni v. Aladan Corp., 304 F. Supp. 2d 218 (D. 
Mass. 2004); Martinez v. Sherwin Williams, 50 Mass. App. Ct. 908 (2000). The statute of limitations begins to 
run when the plaintiff knew or reasonably should have known of both the harm and the cause of the harm. 
Zamboni, 304 F. Supp. 2d at 223–24.
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Is an Expert Required on Warning Issues?
The Supreme Judicial Court of Massachusetts has consistently held that a determination regarding the ade-
quacy of a warning involves the commonsense lay judgment of an ordinary, reasonably prudent person, not 
technical knowledge requiring the aid of an expert. Cottam, 436 Mass. at 326; MacDonald, 394 Mass. at 140. 
As such, a plaintiff may, but is not required to, prove the scope and breach of a duty to warn by expert testi-
mony. Cottam, 436 Mass. at 326.

Important to note, however, that while an expert may not be required to provide an opinion regarding 
the adequacy of a warning, an expert is required in cases involving allegations of a design defect. Enrich v. 
Windmere Corporation, 416 Mass. 83 (1993); Kourovouvacilis v. General Motors Corp., 410 Mass. 706, 708 
(1991).

Has the Duty to Warn Been Preempted with Respect 
to Any Products in Massachusetts?
State failure to warn claims against manufacturers are preempted, in certain circumstances, by federal laws 
and regulations with regard to several products or categories of products—namely, medical devices catego-
rized as Class III devices, cigarettes, pesticides, and recreational boats and associated equipment.

Class III Medical Devices

Medical devices are grouped by the Federal Drug Administration into three classes based on the degree of 
regulation deemed necessary to ensure the safety and effectiveness of the device. Class III devices, such as 
pacemakers and catheters, pose the greatest risks and, thus, are the most strictly regulated. See Mendes v. 
Medtronic, Inc., 18 F.3d 13 (1st Cir. 1994); Talbott v. C.R. Bard Ind., 865 F. Supp. 37 (Dist. Mass. 1994). The 
Medical Device Amendments to the Federal Food, Drug, and Cosmetic Act contains an express preemption 
clause, the effect of which preempts state failure to warn claims against manufacturers, sounding in negli-
gence or breach of implied warranty, involving Class III medical devices. 21 U.S.C. §360k(a); Id.

Cigarettes

The Federal Cigarette Labeling and Advertising Act preempts state negligence and breach of implied war-
ranty claims for failure to warn against cigarette manufacturers. 15 U.S.C. §1334(b); Johnson v. Brown & 
Williamson Tobacco Corp., 122 F. Supp. 2d 194 (2000). However, preemption only applies to such claims pre-
mised on facts occurring after 1969. Johnson, 122 F. Supp. 2d at 200–02.

Pesticides

The Federal Insecticide, Fungicide, and Rodenticide Act usually, but not always, preempts state negligence 
and breach of implied warranty claims based on a failure to warn. Bates v. Dow Agrosciences LLC, 544 U.S. 
431 (2005); Jillson v. Vermont Log Bldgs, Inc., 857 F. Supp. 985 (Dist. Mass. 1994). The Act’s express preemp-
tion clause, 7 U.S.C. §136v(b), precludes only those state labeling and packaging requirements that add to or 
differ from the requirements set forth in the Act and related regulations. Bates, 544 U.S. at 444; Jillson, 857 F. 
Supp. at 989. Thus, where a state labeling or packaging requirement is equivalent to its federal counterpart, 
there is no preemption of state failure to warn claims involving pesticides. Bates, 544 U.S. at 446–47.
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Recreational Boats

One Massachusetts Superior Court case, Wood v. Northside Marina, 20 Mass. L. Rep. 618, 2006 Mass. Super. 
Lexis 126 (Feb. 28, 2006), addresses the preemptive effect of the Federal Boat and Safety Act, 46 U.S.C. 
§§4301 et seq., on state failure to warn claims. Pursuant to the Act, the Coast Guard adopted regulations 
relating to ventilation equipment on recreational boats which require that a specific warning be given with 
regard to such equipment. 33 CFR 183.610(f); Id. at *7. Such regulations preempt state negligence claims 
based on a failure to warn that involve the contents of the actual warning. Id. at 10. Where the content of a 
warning at issue in a negligent failure to warn claim complies with the Act’s regulations, the claim will be 
preempted. Id.

POST-SALE DUTIES

General Duty, including Restatement
In Massachusetts, a post-sale duty to warn only arises if the defective product was negligently designed at the 
time it was originally sold. Cummings v. HPG Int’l, Inc., 244 F.3d 16, 25 (1st Cir. 2001). Under those circum-
stances, where a seller knows or reasonably should have known of the dangers associated with its product 
discovered post-sale, the seller has a duty to warn users of substantial risks of harm if: 1) a reasonable person 
in the position of the seller would provide a warning, and 2) the warning can be communicated effectively to 
persons capable of being identified. Lewis v. Ariens Co., 434 Mass. 643, 647–48 (2001); Restatement (Third) 
of Torts: Products Liability §10(b)(2), (3). Thus, persons belonging to a “universe too diffuse and too large for 
manufacturers or sellers of original equipment to identify,” such as second-hand purchasers, are generally 
not owed a post-sale duty to warn. Id. at 649 (quoting Lewis v. Ariens Co., 49 Mass. App. Ct. 301, 306 (2000)). 
In analyzing the existence of a post-sale duty to warn, manufacturers are held to the standard of knowledge 
of an expert in the relevant field. Vassallo v. Baxter Healthcare Corp., 428 Mass. 1, 23 (1998).

Massachusetts has only expressly adopted one provision of the Restatement (Third) of Torts: Products 
Liability regarding the duty to warn. In Lewis v. Ariens Co., 434 Mass. 643 (2001), the Supreme Judicial Court 
of Massachusetts expressly adopted the principles set forth in the Restatement (Third) of Torts: Products 
Liability §10 in the context of a breach of implied warranty of merchantability claim involving a manufac-
turer’s continuing duty to warn of substantial dangers discovered post-sale. In doing so, the SJC has imposed 
the Restatement’s rule of reasonableness on a seller’s post-sale duty to warn users of dangerous products. Id. 
Accordingly, where a seller knows or reasonably should have known of the dangers associated with its prod-
uct discovered post-sale, the seller has a duty to warn users of substantial risks of harm if: 1) a reasonable 
person in the position of the seller would provide a warning, and 2) the warning can be communicated effec-
tively to persons capable of being identified. Id. at 647–48; Restatement (Third) of Torts: Products Liability 
§10(b)(2), (3).

Although not expressly adopted, it is worth noting that the Restatement (Third) of Torts: Products 
Liability §2 influenced Massachusetts law regarding analysis of the duty to warn in implied warranty of 
merchantability cases. In Vassallo v. Baxter Healthcare Corp., 428 Mass. 1 (1998), the Supreme Judicial Court 
of Massachusetts abandoned the strict liability approach to breach of implied warranty of merchantabil-
ity claims for failure to warn and adopted a standard reflecting the principles set forth in the Restatement 
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(Third) of Torts: Products Liability §2(c) and comment m. Under the revised law, a “defendant will not be 
held liable under an implied warranty of merchantability for failure to warn or provide instructions about 
risks that were not reasonably foreseeable at the time of sale or could not have been discovered by way of rea-
sonable testing prior to marketing the product.” Id. at 23. Furthermore, a “manufacturer will be held to the 
standard of knowledge of an expert in the appropriate field, and will remain subject to a continuing duty to 
warn (at least purchasers) of risks discovered following the sale of the product at issue.” Id.

Relationship with the Government Regulatory Responsibilities
The safety standards of the Consumer Product Safety Commission may not preempt state laws on prod-
uct safety.

Who to Warn
Product manufacturers are subject to a continuing duty to warn of the risks it discovers after the sale of the 
product. This continuing duty to warn, post-sale, applies as long as a reasonable person in the seller’s position 
would do so and a warning can be effectively communicated to those who can be identified. Lewis v. Ariens 
Co., 434 Mass. 643 (2001). The duty to warn extends to those persons whom the manufacturer or other per-
son in the product’s distribution chain should reasonably foresee would be likely to use the product or come 
into contact with any danger inherent in the use of the product. See Mass. Gen. Laws ch. 106, §2-318.

However, a manufacturer of a component part does not have a duty to warn subsequent assemblers, or 
their customers, of any dangers that may arise after the components are assembled, as long as the manu-
facturer’s component part is not itself defective. Mitchell, 396 Mass. at 631; see also Cipollone v. Yale Indus. 
Prods., Inc., 202 F.3d 376, 379 (1st Cir. 2000); Pantazis v. Mack Trucks, Inc., 92 Mass. App. Ct. 477 (2017). 
Under such circumstances, it would be unjust to hold the manufacturer liable for failing to warn of risks 
“created solely in the use or misuse of the product of another manufacturer.” Cipollone, 202 F.3d at 379.

Warning Adequacy
The adequacy of a warning is a question for the jury. Manufacturers must call attention to the dangers to be 
avoided. Fiorentino, 11 Mass. App. Ct. at 433. “The forcefulness of the warning should be commensurate with 
the extent of the dangers involved.” Id.

Preemption
If the federal statute adopts a safety standard then the state common law is expressly preempted. Wood v. 
General Motors Corp., 865 F.2d 395, 401 (1st Cir. 1988). However, if the state common law conflicts with the 
intent of the federal statute, then there is an implied preemption of state law. Nonetheless, if the consumer’s 
end use is found to be far removed from the purposes of the federal statute, preemption will not be favored. 
Sawash v. Suburban Welders Supply Co., Inc., 407 Mass. 311, 317 (1990).

How to Defend
Massachusetts has adopted the sophisticated user doctrine as an affirmative defense to products liability 
claims for failure to warn under both negligence and breach of warranty theories. Carrel v. Nat’l Cord & 
Braid Corp., 447 Mass. 431, 441 (2006). Pursuant to this doctrine, a manufacturer or supplier has no duty 
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to warn end users who know or reasonably should know the risks associated with the use of a product, as a 
warning under those circumstances would provide little deterrent effect. Id. at 440–41; Hoffman, 434 Mass. 
at 630. The end user’s level of knowledge or sophistication, rather than the manufacturer’s knowledge about 
the end user, is determinant. Id.
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