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New Jersey

By Scott Haworth and Jennifer Bruder

Introduction
In 1987, New Jersey passed the New Jersey Product Liability Act of 1987 N.J.S.A. 2A:58C-1, (“the PLA”), after 
finding “an urgent need for remedial legislation to establish clear rules with respect to certain matters relat-
ing to actions for damages for harm caused by products, including certain principles under which liability is 
imposed.” The PLA governs all product liability claims.

Specifically, the PLA applies to “any claim or action brought by a claimant for harm caused by a product, ir-
respective of the theory underlying the claim, except actions for harm caused by breach of an express warranty.”1 
In addition to excluding harm caused by breach of an express warranty, the PLA also explicitly excludes from 
coverage an environmental tort actions.2,3 The PLA applies a strict liability, rather than a negligence standard.4 
To be successful on a product liability cause of action, a plaintiff must demonstrate by a preponderance of the 
evidence that a product was unfit for its intended purpose due to (a) a manufacturing defect; or (b) a failure to 
adequately warn or instruct; or (c) a design defect.5 Each of these three theories require a plaintiff to prove that 
the product was defective, that the defect existed when the product left the hands of the defendant and that the 
defect caused the injury to plaintiff.6 A failure to prove even one of the above will result in plaintiff’s claim being 
dismissed. A discussion of the second category, a failure to adequately warn or instruct is below.

The Duty to Warn
Section 4 of the PLA specifically addresses warning claims.7 A product will be found not “reasonably fit, 
suitable or safe for its intended purpose,” if a product “failed to contain adequate warnings or instructions.”8 
With regard to the duty to warn, the PLA places a duty on the manufacturer and/or seller9 of a product to 

 1 N.J.S.A. 2A:58C-1b(3) (emphasis added).
 2 Please note, an “environmental tort action” is defined by the Act as claims arising out of exposure to toxic chemicals 

or substances, but expressly excludes claims involving drugs or products intended for personal consumption or use.  
Meaning, claims involving prescription drugs and personal care products are subject to the Act. N.J.S.A. 2A:58C-1. 

 3 See Sinclair v. Merck & Co., 195 N.J. 51 (2008) and Stevenson v. Keene, 131 N.J. 393 (1993).
 4 Koruba v. American Honda Motor Co., Inc., 396 N.J. Super. 517 (App. Div. 2007).  
 5 N.J.S.A. 2A:58C-2.  
 6 See Myrlak v. Port Authority of New York and New Jersey, 157 N.J. 84, 97 (1999).
 7 N.J.S.A. 2A:58C-4.  
 8 N.J.S.A. 2A:58C-2.  
 9 For purposes of this article “manufacturer” will be defined as both the entity responsible for fabricating a product in 

addition to any other entity in the chain of distribution that may be held liable for a failure to warn.   
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ensure the products sold are “reasonably fit, suitable or safe for its intended purpose.”10 “A duty to warn of 
dangers inherent in a product’s use arises because a warning could make the product safer at virtually no 
added cost and without limiting its utility.”11 Simply put, a product that lacks proper warnings is not “safe” 
for use.

The language of N.J.S.A. 2A:58C-2, codified the holding of the leading case on the duty to warn, Campos 
v. Firestone Tire & Rubber Co., 98 N.J. 198 (1984). In Campos the New Jersey Supreme Court held a “manu-
facturer has a duty to warn such foreseeable users of all hidden or latent dangers that would arise out of a 
reasonably anticipated use of its product.”12 Indeed, a manufacturer must take reasonable steps to safeguard 
that its warning reaches those who will use the product.13 Furthermore, the manufacturer is required to warn 
direct users of the product in addition to reasonably foreseeable users of the product and those who may rea-
sonably be expected to come into contact with it.14 Applied in an employment context, a manufacturer can-
not simply warn an employer of a product’s danger and be relieved from liability.15 Moreover, a manufacturer 
cannot delegate its duty to provide warnings to a down-stream purchaser.16

Instead, the manufacturer must take reasonable steps to ensure warnings for safe use reach the foresee-
able users of equipment, in this case the employees.17 A determination as to “reasonable steps” will be made 
in the context of any given case.18 Not only does a manufacturer have a duty to warn all foreseeable users, 
manufacturers must also provide warnings as to foreseeable misuse of a product.19 While a plaintiff must 
demonstrate that at the time she used the product it had not been substantially altered after leaving the con-
trol of the manufacturer, a “substantial alteration” is given a broad definition.20 Specifically, a “substantial 
alteration” is a change or modification that alters the design or function of the product and has a meaningful 
effect on the product’s safety when used.21

The focus of a strict liability case is not on the manufacturer’s knowledge, but rather the product itself.22 
A plaintiff is not required to prove that a manufacturer was aware of a product’s particular defect, but rather 
that knowledge of the defect existed within the relevant industry.23 A manufacturer is considered to be an 

 10 N.J.S.A. 2A:58C-2.  
 11 Michalko v. Cooke Color & Chem. Corp., 91 N.J. 386, 402 (1982) (internal citations omitted).
 12 Campos v. Firestone Tire & Rubber Co., 98 N.J. 198, 206 (1984).  
 13 Coffman v. Keene Corp., 133 N.J. 581, 606 (1993).  
 14 Hughes v. A.W. Chesterton Co., 435 N.J. Super. 326, 338 (App. Div. 2014).  
 15 James v. Bessemer Processing Co., 155 N.J. 279, 298 (1998).
 16 Lally v. Printing Mach. Sales, 240 N.J.Super. 181, 184, 572 A.2d 1187 (App.Div.1990).
 17 James, supra at 298. 
 18 Greir v. Cochran Western Corp, 308 N.J. Super (App. Div. 1998).  
 19 Michalko, supra. at 394.  And See: Ridenour v. Bat Em Out, 309 N.J. Super. 634, 642 (App. Div. 1998); Mohr v. 

Yamaha Motor Co., 2013 WL 3762719 (N.J. Super. Ct. App. Div. July 19, 2013). 
 20 Soler v. Casemaster, Div of the H.P.M. Corp., 98 N.J. 137 (1984); and See Brown v. United States Stove Co., 98 N.J. 155 

(1984).  
 21 Id. 
 22 Suter v. San Angelo Foundry & Mach. Co., 81 N.J. 150, 169 (1979).
 23 Feldman v. Lederle Labs., 97 N.J. 429, 452-53 (1984).
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expert in its field and is required to remain cognizant of scientific advances and data.24 Unlike in negligence 
cases, in a strict liability warnings cases, the defendant bears the burden of proving what information was 
not reasonably available at the time of plaintiffs accident.25

Post-Sale Warnings

At the outset the PLA requires a manufacturer to provide adequate warnings when the product leaves the 
control of the manufacturer.26 However, the duty is even broader than simply requiring an initial warning: 
the duty is ongoing. While a manufacturer enjoys a state of the art defense for design defect claims, the same 
does not apply for a failure to warn claim.27 If a danger is discovered after the product has left the control of the 
manufacturer, the duty to warn remains. This means that, the manufacturer has a duty to warn of dangers it 
learns of (or should have learned of) even after the product has been released into the stream of commerce.28 
When “a manufacturer fails to include a warning on a product, but subsequently learns of dangers associated 
with the product, the manufacturer has a duty to warn of the dangers ‘as soon as reasonably feasible.’”29

In addition to adding warnings regarding learned danger after the sale of a product, a manufacturer 
must also update original warnings. In Dixon v. Jacobsen Mfg. Co., 270 N.J. Super. 569 (App. Div. 1994) cert. 
denied, 136 N.J. 295, (1994), the court held that a manufacturer of a snowblower had an ongoing duty to pro-
vide up-to-date warnings to the users of a product. In its opinion, the court stated:

Clearly, a manufacturer with knowledge that an original warning placed on the product is no longer 
sufficient to inform the user about dangers inherent in the product may be found liable for failing to 
change its warnings.30

“Open and Obvious” Dangers

While many states do not require a manufacturer to warn against dangers that are apparent or open and 
obvious, in New Jersey a manufacturer is not automatically relieved of the duty to warn simply because the 
danger is obvious.31 Under the PLA, a product’s “obvious danger” constitutes a defense to a design defect 
claim.32 However, the same defense is not available in a failure to warn claim. Instead, the obvious nature of 
the danger is a factor weighed to determine if a duty to warn exists.33 Specifically, when the danger is “patent 
the court will weigh the relationship of the parties, the nature of the risk and the proposed solution.34 Indeed, 

 24 Id.  
 25 Feldman, supra. at 455-56.  
 26 Hughes, surpa. at 338..
 27 Dixon v. Jacobsen Mfg. Co., 270 N.J. Super. 569, 583 (App. Div. 1994).  
 28 N.J.S.A. 2A:58C-4.  
 29 Molino v. B.F. Goodrich Co., 261 N.J. Super. 85, 93 (App. Div. 1992) (citing Feldman v. Lederle 

Laboratories, 97 N.J. 429, 456, (1984)).  
 30 Id. at 585.  
 31 Campos v. Firestone Tire & Rubber Co., 98 N.J. 198, 207 (1984).
 32 N.J.S.A.2A:58C-3a(2); And See: Dewey v. R.J. Reynolds Tobacco Co., 121 N.J. 69, 96 (1990); Fabian v. Minster Mach. 

Co., 258 N.J. Super. 261, 278–79 (App. Div. 1992).
 33 Id. And see Mathews v. Univ. Loft Co., 387 N.J. Super. 349, 356–58, (App. Div. 2006).
 34 Matthews, supra. at 357.
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the court will use the obviousness when determining the ultimate question: “whether the manufacturer 
acted in a reasonably prudent manner in designing and fabricating a product.”35 For example, in Mathews v. 
Univ. Loft Co., 387 N.J. Super. 349, 362 (App. Div. 2006), the Appellate Division held a manufacturer did not 
have a duty to warn from dangers that are “open and obvious” when a warning will not advise of anything in 
addition to the obvious.36 In the Matthews case, the court noted that a reasonably prudent person would see 
no need to warn users of lofted beds about the obvious and generally known risks inherent to products, spe-
cifically, that a person could roll out of a lofted bed.37

Component Manufacturer

With regard to component part manufacturers, such individuals may also be strictly liable for damages 
caused by a product of which the product they manufactured is a component.38 Generally, the manufacturer 
of a component part may be held strictly liable for injuries caused by a defect in that part, so long as the 
part did not undergo a substantial change after leaving the control of the component part’s manufacturer. 
Moreover, if a defect existed when the product was under the control of a defendant, a component manufac-
turer may be found to have a duty to warn or repair even if it did not create the defect.39 Additionally, when 
a rebuilder of a product or the manufacturer of a component part has the opportunity and ability to apply a 
warning yet fails to do so, the product will be deemed a defective product resulting in strict liability.40

Defining an “Adequate Warning”
It is only after a duty to warn has been established that a court will determine the adequacy of a warning.41 
While the existence of a duty is a question of law, the determination as to whether a warning is “adequate” 
is typically considered a question of fact to be determined by the jury.42 “[A]n adequate warning is one that 
includes the directions, communications, and information essential to make the use of a product safe.”43 The 
PLA defines an “an adequate warning or instruction” as follows:

one that a reasonably prudent person in the same or similar circumstances would have provided with 
respect to the danger and that communicates adequate information on the dangers and safe use of 
the product, taking into account the characteristics of, and the ordinary knowledge common to, the 
persons by whom the product is intended to be used, or in the case of prescription drugs, taking into 
account the characteristics of, and the ordinary knowledge common to, the prescribing physician.44

 35 Id. at 362.  
 36 Id.  
 37 Id. 
 38 Michalko v. Cooke Color & Chem. Corp., 91 N.J. 386, 394 (1982).
 39 Id.
 40 Zaza v. Marquess & Nell, Inc., 144 N.J. 34, 51 (1996).
 41 Matthews, supra. at 362.  
 42 Grier v. Cochran W. Corp., 308 N.J. Super. 308, 317 (App. Div. 1998).
 43 Freund v. Cellofilm Props., Inc., 87 N.J. 229, 243 (1981).
 44 N.J.S.A. 2A:58C-4 (emphasis added). 
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In summary, a jury must determine what warnings a reasonably prudent person in the position of the manu-
facturer would have provided to the individuals by whom the product was intended to be used.

The purpose of a warning is to diminish risk from a product “to the greatest extent possible without 
hindering its utility.”45 The PLA does not demand warnings in specific places or even on a product directly; 
instead warnings can be provided as labels affixed to the product or included in the printed materials pack-
aged with the product.46 While warnings may be words or pictures, “pictorial symbols, rather than simply 
words, may be required to adequately convey safety warnings to some anticipated users.”47 For example, 
when the product is likely to be used by an unskilled or semi-skilled worker with limited knowledge of 
English, warnings in the form of symbols might be required.48

Once again, as New Jersey requires warnings to be adequate based upon the intended user, different 
warnings will be demanded in a professional setting. “What a manufacturer may be reasonably required 
to do in order to transmit information to a consumer/user of a product may be quite different from what is 
required of a manufacturer of a product intended for use by many people over an extended period of time 
in an industrial environment.”49 Specifically, while a manufacturer cannot delegate its duty to warn to an 
employer, it may still fulfill its duty by alerting an employer of the dangers of a product so long as its actions 
are reasonable in the context of a given case.50

Moreover, the warnings will not be considered alone, but in the context of all the manufacturer’s com-
munications to the anticipated user.51 This means that, a “counteracting representation” may result in a 
nullification an otherwise satisfactory warning.52 If through promotions, advertisements or demonstrations 
a manufacturer encourages the use of a product in a manner in which it also warns against, the representa-
tions will be seen to override the original warning.53

An Adequate Post-Sale Warning

Of course, once sold, the product is no longer within the control of the of the manufacturer. Plainly, a 
manufacturer will face additional obstacles in placing the warnings directly on a product that is no longer 
under its control. Importantly, the manufacturer again must only act “reasonably.” As such, the court has 
determined that a manufacturer has “discharged its duty” after providing a plaintiff’s employer the owner’s 
manual, parts manual, the manufacturer’s publication on safeguarding, three safety signs to be posted on the 
product, ANSI regulations regarding the product and a letter to the employer advising that since the product 
was sold into the stream of commerce, the safety standards may have changed and offering to provide an 

 45 Beshada v. Johns–Manville Prods. Corp., 90 N.J. 191, 201, 447 A.2d 539 (1982).    
 46 Matthews, supra. at 356.  
 47 Levey v. Yamaha Motor Corp., 361 N.J.Super. 312, 318, 825 A.2d 554 *357 (App.Div.2003).
 48 Campos v. Firestone Tire & Rubber Co., 98 N.J. 198, 208 (1984).
 49 Grier v. Cochran W. Corp., 308 N.J. Super. 308, 317 (App. Div. 1998).
 50 Grier v. Cochran W. Corp., 308 N.J. Super. 308, 318 (App. Div. 1998).
 51 Koruba v. Am. Honda Motor Co., 396 N.J. Super. 517, 524–25 (App. Div. 2007).
 52 Levey v. Yamaha Motor Corp., 361 N.J. Super. 312, 319 (App. Div. 2003).
 53 Koruba, supra. at 528. 
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estimated cost for updating the machine.54 Moreover, the Appellate Division has suggested that a manufac-
turer’s duty to warn in a post-sale context may be fulfilled by adding “a bold decal on the front cover of the…
owner’s manual” or providing “a sheet of paper containing new warning labels, or an addendum advising of 
the changed warnings and updated design.”55

Learned Intermediary Doctrine

While typically an “adequate” warning must advise the foreseeable user of a particular product, the PLA 
incorporates the “learned intermediary doctrine.”56 In cases involving prescription drugs or medical devices, 
the manufacturer generally fulfills its duty to warn the ultimate user of the prescription drug or medical 
device when it supplies the prescribing physician with adequate information and warnings regarding a drug 
or device’s dangerous side effects.57 This is because the physician is viewed as the “intermediary” between 
the manufacturer and the patient.58 As such, the adequacy of the warning is based on whether it is sufficient 
to apprise a physician of the medication’s risk to allow the physician to make an informed risk-benefit anal-
ysis.59 Warnings on both prescription drugs and medical devices will be found adequate as a matter of law if 
they are accurate, clear and unambiguous.60 Moreover, the warnings must clearly state the likely result from 
exposure or use of the drug or device.61

Moreover, the PLA ensures a “rebuttable presumption shall arise”62 that a warning or instruction is 
adequate when the warning or instruction has been approved or prescribed by the Federal Drug Administra-
tion.63 However, compliance with FDA regulations provides compelling, not absolute, evidence that a man-
ufacturer satisfied its duty to warn about the dangers of its product.64 In order to overcome the rebuttable 

 54 Seeley v. Cincinnati Shaper Co., 256 N.J. Super. 1, 8 (App. Div. 1992).
 55 Dixon v. Jacobsen Mfg. Co., 270 N.J. Super. 569, 589 (App. Div. 1994).
 56 N.J.S.A. 2A:58C-4.
 57 Provenzano v. Integrated Genetics, 22 F.Supp.2d 406 (D.N.J.1998); Niemiera v. Schneider, 114 N.J. 550, 558-62 (1989).
 58 Perez v. Wyeth Labs. Inc., 161 N.J. 1, 11 (1999).
 59 Prince v. Garruto, Galex & Cantor, 346 N.J. Super. 180, 190 (App. Div. 2001).
 60 Banner v. Hoffmann-La Roche Inc., 383 N.J. Super. 364, 382 (App. Div. 2006).
 61 Id. 
 62 Presently, there is proposed legislation before the New Jersey Assembly amending the PLA, to grant immunity to 

manufacturers following FDA approval of its warnings or instructions. The proposed language states: 
If the warning or instruction given in connection with a drug or device or food or food additive has been approved or 
prescribed by the federal Food and Drug Administration under the “Federal Food, Drug, and Cosmetic Act,” 52 Stat. 
1040, 21 U.S.C. s. 301 et seq. or the “Public Health Service Act,” 58 Stat. 682, 42 U.S.C. s. 201 et seq., the manufacturer 
or seller shall be immune from liability.   

  2018 New Jersey Assembly Bill No. 1537, New Jersey Two Hundred Eighteenth Legislature—First Annual Session. 
  As similar legislation was introduced in 2014 and in 2016 without any action by the New Jersey State Assembly, this 

seems unlikely to be passed.  Moreover, a corresponding bill has yet to be proposed in the New Jersey Senate to date. 
 63 N.J.S.A. 2A:58C-4 (emphasis added).  
 64 Kendall v. Hoffman-La Roche, Inc., 209 N.J. 173, 195, 36 A.3d 541, 554 (2012).
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presumption, a plaintiff must prove that a manufacturer deliberately concealed or failed to disclose after-ac-
quired knowledge of the harmful side effects or manipulated the post-market regulatory process.65

There is one exception to the learned intermediary rule in New Jersey. Specifically, if a manufacturer 
advertises its prescription drug or medical device directly to the consuming public, the learned intermediary 
rule will not apply.66 “Directly to the consumer advertising” is not simply placing informational brochures in 
a physician’s office.67 Rather, direct to consumer advertising involves television, radio, magazines and news-
papers.68 In such an instance the manufacturer’s warning must be adequate to ensure the consumer is aware 
of the dangers associated with consumption or use.69

Proximate Cause
Even if a plaintiff establishes that there was a duty to warn and the manufacturer breached that duty by fail-
ing to provide adequate warnings, a plaintiff must also prove that the failure to provide adequate warnings 
caused her injuries. This task is made substantially easier for New Jersey plaintiffs as a result of the “heed-
ing presumption.”

Heeding Presumption

In 1993, the New Jersey Supreme Court adopted a “heeding presumption” as to all failure to warn and inad-
equate warning cases.70 Based upon this rebuttable presumption it is assumed that plaintiff would have fol-
lowed an adequate warning had one been provided.71 The effect of this presumption is to shift the burden to 
the manufacturer on the issue of proximate cause.

In order to rebut the presumption, a manufacturer must provide evidence that even if provided with a 
warning plaintiff would have failed to heed it.72 Generally, there are two methods by which a manufacturer 
may rebut the heeding presumption: (1) provide evidence concerning the plaintiff’s knowledge of the very 
risk that the inadequate warning was supposed to address, or (2) provide evidence demonstrating plaintiff’s 
indifference to safety warnings rising to the level of habit or routine practice. If a defendant fails to meet this 
burden, the trial judge shall direct a verdict in favor of plaintiff on the issue of proximate cause.

With regard to the first type of evidence, a plaintiff’s knowledge of a risk regardless of the existence of 
a warning, may affect the issue of causation.73 Simply put, plaintiff’s awareness of the danger does not nec-
essarily mean the duty to warn is extinguished. However, the plaintiff’s preexisting knowledge may negate 

 65 Cornett v. Johnson & Johnson, 211 N.J. 362, 388 (2012), abrogated on other grounds by McCarrell v. Hoffmann-La 
Roche, Inc., 227 N.J. 569 (2017).

 66 Perez v. Wyeth Labs., Inc., 161 N.J. 1 (1999).
 67 Banner v. Hoffmann-La Roche Inc., 383 N.J. Super. 364, 376–77 (App. Div. 2006).
 68 Id.  
 69 Perez, supra. at 24.  
 70 Coffman v. Keene Corp., 133 N.J. 581, 603 (1993); Theer v. Philip Carey Co., 133 N.J. 610 (l993).
 71 Id.  
 72 Id.  
 73 Coffman, supra at 603–04.
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plaintiff’s allegation that the absent or inadequate warning was a proximate cause of his or her injuries.74 For 
example, if a manufacturer is able to demonstrate that plaintiff was fully aware of the dangers of diving into 
a shallow pool yet did so anyway then the adequacy of a manufacturer’s warnings is irrelevant.75

Character evidence will not be sufficient to overcome the rebuttable presumption that plaintiff would 
have heeded an adequate warning. Instead, a manufacturer must proffer evidence demonstrating that plain-
tiff is the type of person who ordinarily does not follow safety warnings when given.76 Pursuant to N.J.R.E. 
404(a) character evidence is not admissible. Simply showing that plaintiff occasionally failed to heed safety 
warnings is not sufficient proof that plaintiff is the type of person who is indifferent to personal safety. It is 
only when character evidence, rises to the level of “habit” or “routine practice” that such evidence will be 
admissible pursuant to N.J.R.E. 406(b).77

So long as the manufacturer presents evidence such that reasonable minds could differ as to whether 
plaintiff would have heeded the warning, then the manufacturer has satisfied its burden such that plaintiff 
has lost the benefit of the presumption and shifted the burden back to the plaintiff.78

Defenses

The Seller Statute

In a strict liability action against a product seller, the product seller will be relieved of all strict liability 
claims if it files an affidavit certifying the correct identity of the manufacturer of the product.79 However, the 
seller will remain subject to strict liability in certain instances. Specifically, if the seller fails to provide the 
correct manufacturer, or if the manufacturer cannot be held accountable as it has no presence in the country, 
no attachable assets, or has been adjudicated bankrupt, the seller shall be subject to strict liability.80 More-
over, the seller will remain liable if it exercised significant control over packaging or labeling relative to an 
alleged warning defect, knew or should have known of the warning defect, or created the defect.81

The PLA defines a “product seller” as any entity who, in the course of its business:
sells; distributes; leases; installs; prepares or assembles a manufacturer’s product according to the 
manufacturer’s plan, intention, design, specifications or formulations; blends; packages; labels; mar-
kets; repairs; maintains or otherwise is involved in placing a product in the line of commerce.82

Thus, distributors, lessors, retailers and suppliers are afforded the same protection as the product seller 
under the PLA.

 74 Id.  
 75 Id.  
 76 Sharpe v. Bestop, Inc., 314 N.J. Super. 54, 75 (App. Div. 1998), aff’d, 158 N.J. 329, 730 A.2d 285 (1999).
 77 Sharpe, supra at 76-77.  
 78 Sharpe., supra at 82-3.  
 79 See N.J.S.A. 2A:58C-9(a) and (b).  See, e.g., Claypotch v. Heller, Inc., 360 N.J.Super. 472, 823 A.2d 844 (App. Div. 

2003); Agurto v. Guhr, 381 N.J.Super. 519, 887 A.2d 159 (App. Div. 2005).  
 80 See N.J.S.A. 2A:58C-9(c). 
 81 See N.J.S.A. 2A:58C-9(d). 
 82 N.J.S.A. 2A:58C-8. 
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Preemption by Federal Law

Of course, if a state law conflicts with a federal statute, the state law is preempted pursuant to the Suprem-
acy Clause.83 However, with regard a failure to warn claim under the PLA is not preempted unless Congress 
has expressed its “clear and manifest purpose” to do so.84 Moreover, while state law warning claims may be 
preempted by federal statutes or regulations, a claim will not be preempted if the state tort claim is not in 
conflict with federal regulatory requirements.85 Additionally, a plaintiff’s failure to warn claim is not pre-
empted if he or she can demonstrate that the warning in question does not comply with an applicable federal 
statute.86

FDA-approved warnings on a drug label will not serve as a complete defense to state tort law failure to 
warn claims premised on the inadequacy of the drug label’s warning.87 Where a manufacturer could have 
complied with the state law duty to modify the drug’s label without violating federal law such claims do not 
violate Congressional intent and are therefore not preempted by federal law.88

Additional Key Points
  Expert testimony is generally not required in a failure to warn case unless the jury lacks sufficient 

experienced knowledge to assess the claims.89

 Typically, judges in New Jersey will utilize the New Jersey Model Civil Jury Charges when instructing 
the jury. Pursuant to Model Civil Jury Charge 5.40C, the trial judge will instruct a jury that a plaintiff 
must prove all of the following elements by a preponderance of the evidence to establish a failure to 
warn claim:

 That the product failed to contain an adequate warning/instruction;

 That the failure to adequately warn/instruct existed when the product left the control of 
the manufacturer;

 At the time the accident occurred, the product was not being misused, or it had not been substan-
tially altered in a way that made the use not reasonably foreseeable;

 The plaintiff was a direct or reasonably foreseeable user, or a person who might reasonably be 
expected to come into contact with the product;

 The plaintiff would have followed an adequate warning/instruction if it had been provided;

 That the failure to adequately warn/instruct was a proximate cause of the accident/injury;

Comparative Negligence of Plaintiff:

 83 U.S.C.A. Const. Art. 6, cl. 2.
 84 In re Reglan Litig., 226 N.J. 315, 335 (2016), cert. denied sub nom. PLIVA, Inc. v. Kohles, 137 S. Ct. 1434, 197 L. Ed. 2d 

648 (2017).
 85 See Baird v. American Medical Optics, 301 N.J. Super. 7, 15, 693 A.2d 904 (App. Div.), aff’d. 155 N.J. 54, 73 (1998). 
 86 See Canty v. Ever-Last Supply Co., 296 N.J. Super. 68, 84, 685 A.2d 1365 (Law Div. 1996).  
 87 Wyeth v. Levine, 129 S.Ct. 1187 (2009).
 88 In re Reglan Litig., 226 N.J. 315 (2016), cert. denied sub nom. PLIVA, Inc. v. Kohles, 137 S. Ct. 1434, 197 L. Ed. 2d 648 

(2017).
 89 Macri v. Ames McDonough Co., 211 N.J. Super. 636, 643 (App. Div. 1986).
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 In a claim arising out of a workplace accident, a jury typically may not consider the plaintiff’s com-
parative negligence.90 Instead, such evidence will be pertinent only as to proximate cause.91

 In an accident outside of the workplace context, in a product liability case, plaintiff’s comparative 
fault is limited to unreasonably and intentionally proceeding in the face of a known danger.92 How-
ever, comparative negligence will not be assessed if it merely involves failing to discover a defect in 
the product or to guard against the possibility of a defect.93 If the plaintiff discovers the defect and 
is aware of the danger, yet nevertheless proceeds unreasonably to make use of the product and is 
injured by it, the plaintiff is barred from recovery.94
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