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North Carolina

By Richard T. Boyette and Molly D. Pearce

PRE-SALE DUTIES

What Is the General Scope of the Duty to Warn and Instruct in North Carolina?
The scope of the duty to warn in products liability is defined by statute in North Carolina.1 The relevant stat-
ute provides a plaintiff must prove:

the manufacturer or seller acted unreasonably in failing to provide such warning or instruction, that 
the failure to provide adequate warning or instruction was a proximate cause of the harm for which 
damages are sought, and also proves one of the following:

(1) At the time the product left the control of the manufacturer or seller, the product, without an ade-
quate warning or instruction, created an unreasonably dangerous condition that the manufacturer 
or seller knew, or in the exercise of ordinary care should have known, posed a substantial risk of 
harm to a reasonably foreseeable claimant.

(2) After the produce left the control of the manufacturer or seller, the manufacturer or seller became 
aware of or in the exercise of ordinary care should have known that the product posed a substantial 
risk of harm to a reasonably foreseeable user or consumer and failed to take reasonable steps to give 
adequate warning or instruction or to take other reasonable action under the circumstances.2

In essence, the scope of the duty to warn pre-sale is limited to situations where the plaintiff can show 
the following three elements: (1) failure to provide a warning was unreasonable, (2) proximate cause, and (3) 
knowledge of a substantial risk.3 The requisite knowledge may be actual or constructive.4

Relationship between Duty to Warn and Duty of Safe Design

Actions based on inadequate design are generally governed by N.C. Gen. Stat. §99B-6, while actions based 
on failures to warn are primarily addressed in N.C. Gen. Stat. §99B-5. These are largely separate theories for 
liability, and one will not usually preclude the other.5

However, North Carolina courts have indicated that a defendant is not liable for a failure to warn when a 
product is dangerous per se due to a defect in the product design.6 The court in Fowler reasoned that “a warn-
ing is needed when consumers can take steps on their own behalf when they have notice that possible perils 

 1 N.C. Gen. Stat. §99B-5(a) (2010).
 2 Id.
 3 See id.
 4 Stegall v. Catawba Oil Co. of N.C., 260 N.C. 459, 464, 133 S.E.2d 138, 142 (1963).
 5 N.C. Gen. Stat. §99B-6(e).
 6 Fowler v. General Elec. Co., 40 N.C. App. 301, 307–308, 252 S.E.2d 862, 866 (1979) (emphasis added).
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are associated with product use”; however, that justification does not exist where a product design is per se 
dangerous “and the only way the consumer can protect himself from injury or damage is to abstain from 
using it.”7

On the other hand, both statutory and case law appear to support a duty to warn with regard to unavoid-
ably unsafe products, at least in certain contexts.8 N.C. Gen. Stat. §99B-6(d), in addressing liability for an 
unavoidably unsafe prescription drug, clearly indicates that it is necessary to warn about such products.9 In 
fact, this provision releases a manufacturer from liability for inadequate design or formulation of an unsafe 
prescription drug, contingent on an adequate warning having been provided.10 The court in Davis v. Siloo Inc. 
also held a chemical manufacturer could be subject to liability for failure to provide adequate warnings about 
an inherently dangerous chemical.11

Theories of Liability (Including Restatement)

North Carolina products liability claims, including failure to warn, are based on a negligence theory of liabil-
ity.12 Strict liability is not imposed.13

Who Has a Duty to Warn—Component Part Supplier, 
Manufacturer, Distributor, Retailer, Employer
The statutory duty to warn applies to “manufacturers” and “sellers.”14 Manufacturers are defined to include 
any “person or entity who designs, assembles, fabricates, produces, constructs or otherwise prepares a prod-
uct or component part of a product.”15 A seller is also broadly defined and specifically includes “retailer[s], 
wholesaler[s], or distributor[s]…engaged in the business of selling a product…[and] lessor[s] or bailor[s] 
engaged in the business of leasing or bailment of a product.”16

Based on the definitions provided by statute, N.C. Gen. Stat. §99B-5 will not typically apply to an 
employer, unless the employer was also the manufacturer or seller of the product at issue.17 However, an 
employee may have alternative recourse against an employer, for example through the Workers’ Compensa-
tion Act.18

 7 Id.
 8 See N.C. Gen. Stat. §99B-6(d); Davis v. Siloo Inc., 47 N.C. App. 237, 245–46, 267 S.E.2d 354, 359 (1980).
 9 See N.C. Gen. Stat. §99B-6(d).
 10 Id.
 11 Davis, 47 N.C. App. at 245–46, 267 S.E.2d at 359.
 12 See, e.g., id.
 13 N.C. Gen. Stat. §99B-1.1.
 14 N.C. Gen. Stat. §99B-5.
 15 N.C. Gen. Stat. §99B-1(2).
 16 N.C. Gen. Stat. §99B-1(4).
 17 N.C. Gen. Stat. §§99B-1, 5.
 18 N.C. Gen. Stat. §97-1 et seq. (2010).
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On a related note, there is at least one case which hints that a manufacturer or seller can discharge its 
duty to warn by warning an employer.19 In Brown, the defendant provided the purchaser, the plaintiff’s 
employer, with a handbook of instructions along with the product.20 The court held that the warnings in the 
handbook were adequate to fulfill the defendant’s duty to warn, and the defendant could not be held respon-
sible for any failure by the employer to pass along the warnings.21

Was the Warning or Instructions Adequate?

Factors to Consider

A warning must be “sufficiently intelligible and prominent to reach and protect all those who may reason-
ably be expected to come into contact with it.”22 In determining whether a warning was adequate, a court is 
to weigh all the facts and circumstances, including, for example, the appearance of the product, the ability 
of an illiterate person to understand the danger, the size of the warning, and the constituency of foreseeable 
users.23

Simply fulfilling applicable statutory requirements for labeling certain products does not make a warn-
ing per se adequate, though it is considered some evidence of due care and should be considered along with 
the other facts and circumstances.24

Location of Warning (On Product or In Instructions)

North Carolina law has not indicated a clear preference for warnings on a product versus instructions. For 
example, in Padgett v. Synthes, Ltd., the plaintiff alleged that a medical device manufacturer was negligent in 
failing to conspicuously place warnings on the device; however, the court rejected this claim, finding warn-
ings given in an insert to the physician were sufficient notice.25 Again, it appears the analysis should depend 
on the totality of circumstances.

However, our courts have indicated that a warning may be insufficient if the manufacturer does not 
change a warning it knows is widely disregarded.26 In Salmon v. Parke, Davis & Co., the court found the suffi-
ciency of a package warning and insert for a prescription drug presented an issue for the jury to determine in 
such instance.27

 19 See Brown v. General Motors Corp., 355 F.2d 814 (1966).
 20 Id. at 820.
 21 Id.
 22 Ziglar v. E. I. Du Pont De Nemours and Co., 53 N.C. App. 147, 156, 280 S.E.2d 510, 516 (1981) (citing Prosser, Hand-

book of the Law of Torts §96, 99 (4th ed. 1971); Corprew v. Chemical Corp., 271 N.C. 485, 157 S.E.2d 98 (1967)).
 23 Ziglar, 53 N.C. App. at 156, 280 S.E.2d at 516.
 24 Ziglar, 53 N.C. App. at 155–156, 280 S.E.2d at 516 (involving the labeling of poisonous insecticide); Whitley v. Cub-

berly, 24 N.C. App. 204, 207, 210 S.E.2d 289, 292 (1974) (involving the labeling of the drug Chloromycetin).
 25 Padgett v. Synthes, Ltd., 677 F. Supp. 1329 (1988).
 26 Salmon v. Parke, Davis & Co., 520 F.2d 1359 (1975).
 27 Id.
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Content of Message—Conspicuousness

As indicated above, content and conspicuousness are relevant factors in evaluating the adequacy of a 
warning.28

In addition, as to content, our courts on at least two occasions have indicated that a warning should 
include appropriate first-aid instructions. In Ziglar v. E. I. Du Pont De Nemours and Co., the court held that 
the label on a jug of poison may have been deficient for providing inadequate first-aid instructions.29 Simi-
larly in DeWitt v. Eveready Battery Co., Inc., the court suggested that a warning may be inadequate if it does 
not include information on how to treat someone who has been dangerously exposed to the product.30

Obvious Hazards

Pursuant to N.C. Gen. Stat. §99B-5(b), there is no liability for failure to warn about “an open and obvious 
risk.”31 The Ziglar court addressed this situation with regard to retail sellers, saying “[i]t is manifest that a 
retail seller has no duty to warn of an obvious hazardous condition which a ‘mere casual looking over will 
disclose.’”32

Reasonably Foreseeable Misuse

North Carolina courts have generally stated that there is a duty to inform users of “a product’s hazards, uses, 
and misuses.”33 However, there is very little discussion of the extent of any duty to warn regarding misuse, 
and at least one case indicates such duty may be fairly limited. In Hamel v. Young Spring & Wire Corp., the 
court held the defendant manufacturer and distributor were not required to anticipate negligence on part of 
a buyer in a products liability action involving allegations of improper instructions.34

Foreign Language or Use of Pictorials

As stated above, the ability of an illiterate person to understand the danger of a product and the constituency 
of foreseeable users are factors to consider when examining all circumstances surrounding an alleged fail-
ure to warn.35 Obviously these factors would weigh in favor of including pictorials and, if the constituency 
includes foreign speaking users, warnings in those languages. Our courts have not, however, specifically 
rejected warnings for failing to include these, and again, the evaluation of adequacy is based on all facts 
and circumstances.

 28 Ziglar, 53 N.C. App. at 156, 280 S.E.2d at 516.
 29 Id. at 157, 280 S.E.2d at 517.
 30 DeWitt v. Eveready Battery Co., Inc., 144 N.C. App. 143, 153, 550 S.E.2d 511, 518 (2001).
 31 N.C. Gen. Stat. §99B-5(b).
 32 Ziglar, 53 N.C. App. at 153, 280 S.E.2d at 515 (quoting Restatement (Second) of Torts §388, Comment k (1965); 76 

A.L.R.2d 9, 28 (1961)).
 33 Millikan v. Guilford Mills, Inc. 70 N.C. App. 705, 320 S.E.2d 909 (1984); Smith v. Selco Products, Inc., 96 N.C. App. 

151, 385 S.E.2d 173 (1989).
 34 Hamel v. Young Spring & Wire Corp., 12 N.C. App. 199, 182 S.E.2d 839 (1971).
 35 Ziglar, 53 N.C. App. at 156, 280 S.E.2d at 516.
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Effect of Promotion

North Carolina courts have held that promotion or overpromotion may render an otherwise adequate prod-
uct warning defective and inadequate. The theory of overpromotion is generally applied to pharmaceutical 
companies overpromoting drugs sold to physicians. The court in Salmon v. Parke, Davis & Co. held that a 
jury could infer that the absence of warning on an advertisement provided to a doctor for a potentially dan-
gerous drug could nullify the effect of even a valid warning on the drug package.36 The court noted that the 
“likelihood of overpromotion by advertisements that lack a warning is increased when a physician writes a 
prescription without having either the package or its insert at hand and the patient obtains the drug from a 
pharmacist.”37 Similarly, the court in Holley v. Burroughs Wellcome Co. allowed claims of “inadequate warn-
ings and overpromotion” based on information provided by a pharmaceutical manufacturer to the medical 
profession through medical journals, professional literature distributions and package inserts.38

Overwarning

Overwarning, on the other hand, has not been specifically addressed. However, as indicated above, a warning 
may be insufficient if the manufacturer knows it is widely disregarded.39 Excessive or lengthy warnings may 
be a factor in that consideration.

Who Do You Have to Warn?
Although North Carolina has eliminated strict privity requirements in products liability, there is still some 
limitation on who may bring a claim for failure to warn.40 With respect to manufacturers, a claimant must be 
a buyer or “a member or a guest of a member of the family of the buyer, a guest of the buyer, or an employee 
of the buyer.”41 On the other hand, a seller may be liable to the buyer as well as “any natural person who is 
in the family or household of his buyer or who is a guest in his home if it is reasonable to expect that such 
person may use, consume or be affected by the goods.”42 However, a plaintiff may potentially escape privity 
limitations by alleging he or she is a “third-party beneficiary” to the buyer’s contract.43

The privity requirement was addressed with respect to a seller in Crews v. W.A. Brown & Son, Inc.44 In 
Crews, the plaintiff was a church volunteer who suffered injury from being locked inside a freezer sold and 
assembled by the defendant.45 The court held that the seller was not liable because the plaintiff was “not in 

 36 Salmon, 520 F.2d 1359.
 37  Id. at 1364.
 38 Holley v. Burroughs Wellcome Co., 318 N.C. 352, 360–61, 348 S.E.2d 772, 776–77 (1986).
 39 Salmon, 520 F.2d 1359.
 40 See N.C. Gen. Stat. §99B-2(b); Crews v. W.A. Brown & Son, Inc., 106 N.C. App. 324, 416 S.E.2d 924 (1992).
 41 N.C. Gen. Stat. §99B-2(b).
 42 Crews, 106 N.C. App. at 331, 416 S.E.2d at 929 (quoting N.C. Gen. Stat. §25-2-318; Bernick v. Jurden, 306 N.C. 435, 

448, 293 S.E.2d 405, 413–414 (1982)).
 43 See Crews, 106 N.C. App. at 334, 416 S.E.2d at 931 (citing Coastal Leasing Corp. v. O’Neal, 103 N.C. App. 230, 236, 405 

S.E.2d 208, 212 (1991)).
 44 Crews, 106 N.C. App. 324, 416 S.E.2d 924.
 45 Id. at 326–327, 416 S.E.2d at 926–927.
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the buyer’s ‘family’ or ‘household’ and because she was not a guest in the buyer’s ‘home.’”46 However, the 
court noted that the plaintiff did not claim to be a third-party beneficiary; therefore, it did not address that 
issue.47

Bystanders

Based on even the relaxed requirements discussed above, the duty to warn would not extend to a mere 
bystander, in the absence of additional facts.

Allergic Persons

Our courts have not discussed a specific duty to warn allergic persons; however, as discussed above, constitu-
ency of foreseeable users is a factor for consideration in evaluating a warning.48 Obviously this would support 
warnings for at least common allergies. On the other hand, one court has implicitly indicated that there may 
not be a duty to warn persons “subject to rare allergenic responses.”49

Sophisticated Users

Several North Carolina cases indicate it is not necessary to warn a sophisticated user.50 In Ziglar, the pur-
chaser was a professional farmer who frequently used toxic chemicals and had previously read the manufac-
turer’s warnings.51 In holding there was no further duty to warn this professional, the court stated, “there is 
simply no compelling reason to require a seller ‘to warn a person who in his occupation or profession regu-
larly uses the product against any risk that should be known to such a regular user.’”52

In Strickland, the plaintiff had experience operating the manufacturer’s spray gun: he had used it in the 
past, in addition to the seven hours he used it the day of his injury.53 The court noted that “when a person has 
knowledge of a dangerous condition, a failure to warn him of what he already knows is without significance”; 
therefore, defendants’ failure to warn was “insignificant,” since the plaintiff had knowledge of the relevant 
risks.54

In Holley v. Burroughs Wellcome Co., the court used the concept of failing to warn a “sophisticated user” 
in terms of causation.55 The plaintiff alleged the defendant pharmaceutical company provided inadequate 

 46 Id. at 333, 416 S.E.2d at 931.
 47 Id. at 334, 416 S.E.2d at 931.
 48 Ziglar, 53 N.C. App. at 156, 280 S.E.2d at 516.
 49 Davis, 47 N.C. App. at 245–46, 267 S.E.2d at 359.
 50 See Holley, 74 N.C. App. 736, 330 S.E.2d 228; Strickland v. Dri-Spray Division, 51 N.C. App. 57, 275 S.E.2d 503 (1981); 

Ziglar, 53 N.C. App. 147, 280 S.E.2d 510.
 51 Ziglar, 53 N.C. App. at 153, 280 S.E.2d at 514.
 52 Id. at 153, 280 S.E.2d at 515.
 53 Strickland, 51 N.C. App. at 62, 275 S.E.2d at 506.
 54 Id. at 62-63, 275 S.E.2d at 506 (quoting Jones v. Aircraft Co., 253 N.C. 482, 491, 117 S.E.2d 496, 503 (1960); citing 

Sellers v. Vereen, 267 N.C. 307, 148 S.E.2d 98 (1966); York v. Murphy, 264 N.C. 453, 141 S.E.2d 867 (1965); Spell v. 
Contractors, 261 N.C. 589, 135 S.E.2d 544 (1964); Flores v. Caldwell, 14 N.C. App. 144, 187 S.E.2d 377 (1972)).

 55 See Holley, 74 N.C. App. at 743, 330 S.E.2d at 233.
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warnings which resulted in the plaintiff’s malignant hyperthermia.56 Plaintiff’s anesthesiologist testified that 
his prior knowledge of this risk was “so sophisticated that he did not need to, and in fact did not, rely on the 
allegedly inadequate information provided by defendants.”57 The court noted if such lack of reliance could be 
proved, it would defeat the element of proximate cause.58 However, in this case, the court found the anesthe-
siologist was an interested witness, and his testimony alone was not sufficient to support defendants’ motion 
for summary judgment.59

Bulk Supplier

Typically the duty to warn runs to the ultimate consumer; however, as discussed below, warning a bulk sup-
plier, such as a wholesaler or distributor, may discharge the duty to warn.60

Learned Intermediary

In several situations, North Carolina has found no duty to warn an intermediary who was in a better position 
to assess the relevant facts and give appropriate warnings.61

First, North Carolina has applied the “learned intermediary doctrine” with respect to warning a medical 
patient. In Foyle, the manufacturer of a DPT vaccine provided warnings to the administering physician, but 
not the plaintiff patient, regarding the dangers involved with the vaccination.62 The court held that “the man-
ufacturer’s duty to warn does not extend to the patient” since “[t]he doctor is responsible for gathering the 
information, weighing the dangers and benefits, and making a decision in the best interest of the patient.”63 
Accordingly, the court granted the manufacturer’s motion for summary judgment.64

In addition, North Carolina has adopted a statutory provision that reflects the learned intermediary doc-
trine with respect to prescription drugs.65 That provision states:

Notwithstanding subsection (a) of this section, no manufacturer or seller of a prescription drug shall 
be liable in a products liability action for failing to provide a warning or instruction directly to a con-
sumer if an adequate warning or instruction has been provided to the physician or other legally autho-
rized person who prescribes or dispenses that prescription drug for the claimant unless the United 
States Food and Drug Administration requires such direct consumer warning or instruction to accom-
pany the product.66

 56 See id. at 737–740, 330 S.E.2d at 230–231.
 57 Id. at 743, 330 S.E.2d at 233.
 58 Id.
 59 Id. at 745, 330 S.E.2d at 234.
 60 Wilson v. E-Z Flo Chemical Co., 281 N.C. 506, 512, 189 S.E.2d 221, 224–225 (1972).
 61 Foyle By and Through McMillan v. Lederle Laboratories, 674 F. Supp. 530, 536 (E.D.N.C. 1987); Wilson, 281 N.C. at 

513, 189 S.E.2d at 225.
 62 Foyle, 674 F. Supp. at 535.
 63 Id. at 536.
 64 Id.
 65 See N.C. Gen. Stat. §99B-5(c).
 66 Id.
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This statutory provision is consistent with the holding in Foyle.

Further, in Wilson v. E-Z Flo Chemical Co., an herbicide manufacturer provided warnings to its distrib-
utor that were not included on the product’s container.67 These warnings included the fact that the herbicide 
should not be used “in early spring when weather is cold and wet.”68 In turn, the distributor recommended 
manufacturer’s product to plaintiff, without providing any warnings.69 Plaintiff’s squash crop was destroyed 
because the herbicide was used in March, prior to three days of freezing temperatures.70 The court refused to 
hold the manufacturer liable and placed “primary liability” on the distributor “who knew of the danger and 
failed to warn the [consumer].”71 The court noted:

[t]he manufacturer in this case serves a wide market area in which weather conditions vary greatly. 
To devise a weather warning suitable to all sections and attach it to each container would present 
some problem to the manufacturer. In this case [the manufacturer] attempted to solve the problem by 
issuing to the distributor a detailed marketing manual in which the uses and dangers of [the product] 
are explained in detail, trusting to the distributor to warn any grower known to contemplate use so 
early in the season. Surely the [distributor], a chemical company, should not recommend and sell to an 
unsuspecting grower a product without explaining the dangers of which it had knowledge.72

Although the court did not specifically cite the “learned intermediary doctrine” in this case, its analysis 
is consistent with the doctrine.

Law Regarding Drugs and Devices
As discussed above, manufacturers of prescription drugs have a duty to provide adequate warnings implied 
by N.C. Gen. Stat. §99B-6(d). This provision releases a manufacturer from liability for inadequate design or 
formulation; however, it is contingent on the fact that an adequate warning has been provided.73 As also indi-
cated above, promotion and overpromotion are considerations in the adequacy of a warning in a pharmaceu-
tical context.

Other common principles, as discussed herein, include theories based on the sophisticated user and 
learned intermediary. These principles tend to shift liability away from the pharmaceutical or medical device 
manufacturer to the medical provider.

In addition to the above, clinical tests and results may also impact the evaluation of a pharmaceutical 
or medical device manufacturer’s duty to warn. In McCauley v. Hospira, Inc., the court held that the plaintiff 
could sustain a failure to warn claim against the manufacturer of generic vancomycin by alleging evidence of 
a negative risk-benefit profile and “numerous labeling defects”—such as lack of warning of risk of adverse re-
actions.74 Going one step further, the court in Fussman v. Novartis Pharmaceuticals Corp. held evidence that a 

 67 Wilson, 281 N.C. at 507, 189 S.E.2d at 222.
 68 Id. at 508, 189 S.E.2d at 222.
 69 Id. at 508, 189 S.E.2d at 222–223.
 70 See id. at 509, 189 S.E.2d at 223.
 71 Id. at 512, 189 S.E.2d at 224–225.
 72 Id. at 513, 189 S.E.2d at 225.
 73 Id.
 74 McCauley v. Hospira, Inc. 2011 WL 3439145 (M.D.N.C. Aug. 5, 2011) (unpublished disposition).
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drug manufacturer concealed or misrepresented information regarding risk factors and clinical trial findings 
created a genuine issue of material fact as to punitive damages in connection with a failure to warn claim.75

Is It Always Necessary to Warn?
N.C. Gen. Stat. §99B-5(b) specifies situations where there is no duty to warn:

[n]otwithstanding subsection (a) of this section, no manufacturer or seller of a product shall be held 
liable in any product liability action for failing to warn about an open and obvious risk or a risk that is 
a matter of common knowledge.76

Consistent with this statutory provision, the courts have reasoned that, “[w]hen a person has knowledge 
of a dangerous condition, a failure to warn him of what he already knows is without significance.”77 In Strick-
land v. Dri-Spray Division Equipment Development, the court stated that it was a matter of common knowl-
edge that a person would get injured if he or she placed his or her hand in front of the nozzle of a pressurized 
sprayer.78 Although the plaintiff in Strickland did have prior experience using the sprayer, the court said that 
even a first-time user would be expected to have such knowledge.79

Is There a Heeding Presumption in North Carolina?
North Carolina courts have not discussed the heeding presumption. One commentator has noted that North 
Carolina’s failure to adopt or reject the presumption is not surprising, given the fact that North Carolina 
has never adopted strict liability.80 Rather than applying such a presumption, North Carolina courts tend to 
look at evidence in the record to determine whether the plaintiff was likely to have followed a warning.81 For 
example, in Bryant v. Adams, the court said that a failure to warn might make a product unmerchantable; 
however, the plaintiff must prove that the failure was the proximate cause of his or her injury.82 The court 
went on to say that the plaintiff’s “deposition testimony to the effect that he would have heeded any warn-
ings” was sufficient to create an issue of material fact that would survive summary judgment.83

Furthermore, even when a defendant has given a warning, a plaintiff may still recover even though he or 
she failed to read and take heed of the information.84 In Champs Convenience Stores, Inc. v. United Chemical 

 75 Fussman v. Novartis Pharmaceuticals Corp., 2010 WL 4273195 (M.D.N.C. Oct. 25, 2010) (unpublished disposition).
 76 N.C. Gen. Stat. §99B-5(b).
 77 Strickland, 51 N.C. App. at 62, 275 S.E.2d at 506 (quoting Jones v. Aircraft Co., 253 N.C. 482, 491, 117 S.E.2d 496, 503 

(1960)).
 78 Strickland, 51 N.C. App. at 62, 275 S.E.2d at 506.
 79 Id.
 80 James M. Beck, “Who Heeds the Heeding Presumption?” November 7, 2014. Available at https://www.drugandde-

vicelawblog.com/2014/11/who-heeds-heeding-presumption.html. 
 81 See Bryant v. Adams, 116 N.C. App. 448, 448 S.E.2d 832 (1994); Richardson v. General Motors Corp., 223 F. Supp. 2d 

753 (M.D.N.C. 2002); Edwards v. ATRO SpA, 891 F. Supp. 1074 (E.D.N.C. 1995).
 82 Bryant, 116 N.C. App. at 469, 448 S.E.2d at 843 (emphasis added).
 83 Id.
 84 Champs Convenience Stores, Inc. v. United Chemical Co., Inc., 329 N.C. 446, 406 S.E.2d 856 (1991); Bryant, 116 N.C. 

App. 448, 448 S.E.2d 832.

https://www.druganddevicelawblog.com/2014/11/who-heeds-heeding-presumption.html
https://www.druganddevicelawblog.com/2014/11/who-heeds-heeding-presumption.html
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Co., Inc., the defendant claimed that plaintiff’s failure to read and take heed of warnings should bar recov-
ery if the failure was a proximate cause of the damage. However, the Supreme Court of North Carolina held 
the trial court should have considered whether plaintiff exercised reasonable care even though he failed to 
read the instructions or warnings.85 In sum, a plaintiff may still recover if he or she fails to read defendant’s 
warnings as long as he or she exercised reasonable care.86 This is consistent with the statutory language and 
requirements in N.C. Gen. Stat. §99B-4(1).

What Defenses Are Available to those within the Chain of Distribution?
Some defenses are available to a defendant regardless of its status as a manufacturer, bulk supplier, distrib-
utor, retailer, etc. Other defenses, however, may depend on whether the defendant is a “manufacturer” or 
“seller” under the Products Liability Act.87

Contributory Negligence

In North Carolina, the plaintiff’s contributory negligence will bar recovery against a defendant who has 
failed to provide an adequate warning.88 While contributory negligence is based in the common law of 
negligence, it is also codified with respect to products liability actions in N.C. Gen. Stat. §99B-4.89 The stat-
ute provides:

No manufacturer or seller shall be held liable in any product liability action if:
(1) The use of the product giving rise to the product liability action was contrary to any express and 

adequate instructions or warnings delivered with, appearing on, or attached to the product or on its 
original container or wrapping, if the user knew or with the exercise of reasonable and diligent care 
should have known of such instructions or warnings; or

(2) The user knew of or discovered a defect or dangerous condition of the product that was inconsistent 
with the safe use of the product, and then unreasonably and voluntarily exposed himself or herself 
to the danger, and was injured by or caused injury with that product; or

(3) The claimant failed to exercise reasonable care under the circumstances in the use of the product, 
and such failure was a proximate cause of the occurrence that caused the injury or damage com-
plained of.90

As reflected in the first line of this statutory provision, this defense applies equally to manufacturers and 
sellers.91

 85 Champs, 329 N.C. at 454, 406 S.E.2d at 860.
 86 Id. at 454, 406 S.E.2d at 860–861; see also Bryant, 116 N.C. App. at 472, 448 S.E.2d at 845.
 87 See N.C. Gen. Stat. §99B-1(2) and (4).
 88 Champs, 329 N.C. at 455, 406 S.E.2d at 861. See also Eason v. Cleveland Draft House, LLC, 195 N.C. App. 785, 673 

S.E.2d 883 (2009).
 89 Champs, 329 N.C. at 452–453, 406 S.E.2d at 860 (citing Smith v. Fiber Controls Corp., 300 N.C. 669, 678, 268 S.E.2d 

504, 510 (1980); Lee v. Crest Chemical Co., 583 F. Supp. 131 (M.D.N.C. 1984)).
 90 N.C. Gen. Stat. §99B-4.
 91 See id.
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Contributory negligence is only a bar to liability where the claimant personally used the product. In 
Fontenot v. Taser Intern., Inc., the Fourth Circuit, applying North Carolina law, addressed as a matter of 
first impression whether contributory negligence could be raised as a defense when the plaintiff had not 
“used” the product.92 A seventeen year old died from cardiac arrest after being struck in the chest by a 
taser deployed by a Charlotte police officer.93 The administrator of the man’s estate brought a products 
liability action against the manufacturer of the taser, alleged that the manufacturer knew that the device 
posed a risk of ventricular fibrillation, particularly when the taser’s current is deployed near the heart but 
failed to warn users to avoid deploying the electrical current in proximity to the heart.94 The manufac-
turer argued that the decedent was contributorily negligent in refusing to comply with the police officer’s 
instructions, thus, the estate was barred from recovery.95 However, the Court concluded that N.C. Gen. 
Stat. §99B-4(3) requires that the claimant have “used” the product in order to apply contributory negli-
gence as a defense.96

Lack of Proximate Cause

Under N.C. Gen. Stat. §99B-5(a), causation is an essential element that the plaintiff must prove in a failure to 
warn claim.97 A manufacturer or seller will not be liable for a failure to warn that is not the proximate cause 
of a plaintiff’s injury.98 For example, in DeWitt v. Eveready Battery Co., Inc., the court held the manufacturer 
was not liable for a failure to warn because such failure was not the proximate cause of the plaintiff’s injury.99 
Similarly, the court in Evans v. Evans held that the manufacturer of a clamp used in an irrigation system was 
not liable for failure to warn because the plaintiff did not offer evidence regarding proximate causation.100

Lack of Knowledge

Actual or constructive knowledge is also an essential element that the plaintiff must prove in a failure to 
warn claim.101 A manufacturer or seller with no knowledge of the dangerous nature of its product will not be 
liable for failure to warn about that condition.102

For example, the court in Wells v. French Broad Elec. Membership Corp. held a distributor not liable for 
its failure to warn of a risk about which it had no actual or constructive knowledge.103 In Wells, the defendant 

 92 Fontenot v. Taser Intern., Inc., 736 F.3d 318, 326 (4th Cir. 2013). 
 93 Id. at 321. 
 94 Id. 
 95 Id.at 322.
 96 Id. at 326. 
 97 See N.C. Gen. Stat. §99B-5(a).
 98 See id.
 99 DeWitt, 144 N.C. App. at 153–154, 550 S.E.2d at 518.
 100 Evans v. Evans, 153 N.C. App. 54, 59, 569 S.E.2d 303, 307 (2002).
 101 See N.C. Gen. Stat. §99B-5(a).
 102 See id.
 103 See Wells v. French Broad Elec. Membership Corp., 68 N.C. App. 410, 415–416, 315 S.E.2d 316, 320 (1984).
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was an electric utility.104 The plaintiff was a dairy farmer whose herd allegedly contracted “mastitis” as a 
result of defendant’s distribution of electricity.105 The appellate court affirmed the jury’s verdict in favor of the 
defendant, noting that there was no evidence that defendant had any prior knowledge of potential danger to 
plaintiff’s herd.106

Case law has also applied a dual knowledge requirement for retail sellers or “suppliers.”107 More spe-
cifically, when a product is manufactured by another entity, a retail seller has a duty to warn only if two 
requirements are met: “(1) the supplier has actual or constructive knowledge of a particular threatening 
characteristic of the product and (2) the supplier has reason to know that the purchaser will not realize the 
product’s menacing propensities for himself.”108 The court in Ziglar, after citing these two requirements, said 
that in the absence of evidence to the contrary, it would assume that any failure to warn constituted a hidden 
defect that the retailer had “no duty to detect or remedy.”109 This holding is consistent with the idea that a 
seller, acting as a “mere conduit” for a reputable manufacturer, is “under no affirmative duty to inspect or test 
for a latent defect, and therefore, liability cannot be based on a failure to inspect or test in order to discover 
such defect and warn against it.”110

Alteration or Modification of the Product

N.C. Gen. Stat. §99B-3(a) also provides a defense for a manufacturer or seller whose product has been altered 
by another entity:

No manufacturer or seller of a product shall be held liable in any product liability action where a prox-
imate cause of the personal injury, death, or damage to property was either an alteration or modifica-
tion of the product by a party other than the manufacturer or seller, which alteration or modification 
occurred after the product left the control of such manufacturer or such seller unless:

(1) The alteration or modification was in accordance with the instructions or specifications of such 
manufacturer or such seller; or

(2) The alteration or modification was made with the express consent of such manufacturer or such 
seller.111

Subsection (b) of the statute defines an alteration or modification as, “changes in the design, formula, 
function, or use of the product from that originally designed, tested, or intended by the manufacturer. It 
includes failure to observe routine care and maintenance, but does not include ordinary wear and tear.”112

 104 Id. at 411, 315 S.E.2d at 318.
 105 Id. at 412, 315 S.E.2d at 318.
 106 See id. at 416, 315 S.E.2d at 320.
 107 See Ziglar, 53 N.C. App. at 151, 280 S.E.2d at 513 (citing Stegall v. Oil Co., 260 N.C. 459, 133 S.E.2d 138 (1963)).
 108 Id.; see also Bryant, 116 N.C. App. at 465, 448 S.E.2d at 841 (citing Ziglar).
 109 Ziglar, 53 N.C. App. at 152, 280 S.E.2d at 514.
 110 Id. (quoting 2 Frumer and Friedman, Products Liability §18.03(1)(a) (1979); Cockerham v. Ward, 44 N.C. App. 615, 

262 S.E.2d 651, rev. denied, 300 N.C. 195, 269 S.E.2d 622 (1980)).
 111 N.C. Gen. Stat. §99B-3(a).
 112 N.C. Gen. Stat. §99B-3(b).
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Sealed Container

For “sellers” that meet the statutory requirements, N.C. Gen. Stat. §99B-2(a) provides a “sealed container” 
defense.113 The relevant provision states:

No product liability action, except an action for breach of express warranty, shall be commenced or 
maintained against any seller when the product was acquired and sold by the seller in a sealed con-
tainer or when the product was acquired and sold by the seller under circumstances in which the seller 
was afforded no reasonable opportunity to inspect the product in such a manner that would have or 
should have, in the exercise of reasonable care, revealed the existence of the condition complained of, 
unless the seller damaged or mishandled the product while in his possession; provided, that the provi-
sions of this section shall not apply if the manufacturer of the product is not subject to the jurisdiction 
of the courts of this State or if such manufacturer has been judicially declared insolvent.114

However, this defense is not available if the seller leads the public to believe that it was the manufacturer.115

The court in Davis v. Siloo Inc. applied the “sealed container” defense to a distributor.116 In Davis, the 
court affirmed the dismissal of negligence claims against the distributors of a toxic substance, noting that the 
product was in its original package, and the distributors were merely “middlemen.”117

Warned Intermediary

A manufacturer may also escape liability if it warns the distributor, who then fails to warn the ultimate 
purchaser.118 In Wilson v. E-Z Flo Chemical Co., an herbicide manufacturer provided its distributor with a 
marketing manual containing detailed descriptions and warnings.119 The manufacturer did not provide an 
express warranty on its product; however, the court interpreted the warnings contained in the marketing 
manual as limitations on the manufacturer’s implied warranty of fitness.120 In the absence of an express war-
ranty by the manufacturer, the court held that “as between the distributor who knew of the danger and failed 
to warn the [consumer], and the manufacturer who had amply warned the distributor of the danger, the pri-
mary liability must rest on the distributor.”121

Unanticipated Misuse of Product

A manufacturer may also escape liability if the consumer or user misuses a product in an unanticipated 
manner.122 The court in Brown v. General Motors Corp., quoting a 10th Circuit case, said that “while a 

 113 See N.C. Gen. Stat. §99B-2(a).
 114 Id.
 115 See Warzynski v. Empire Comfort Systems, Inc., 102 N.C. App. 222, 225, 401 S.E.2d 801, 803 (1991) (adopting §400 of 

the Restatement (Second) of Torts).
 116 See Davis, 47 N.C. App. at 247, 267 S.E.2d at 360.
 117 Id.
 118 Wilson, 281 N.C. at 512, 189 S.E.2d at 224–225.
 119 Id. at 507–508, 189 S.E.2d at 222.
 120 Id. at 512, 189 S.E.2d at 224.
 121 Id. at 512, 189 S.E.2d at 224–225.
 122 N.C. Gen. Stat. §99-B-4(1), (3); Brown v. General Motors Corp., 355 F.2d 814, 820 (4th Cir. 1966) (quoting Marker v. 

Universal Oil Prods. Co., 250 F.2d 603, 606 (10th Cir. 1957)).
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designer or manufacturer may have a duty to warn of a latent limitation in even a perfectly made article, no 
such duty extends to the potential danger involved in the totally unanticipated misuse of an item.”123

Is an Expert Required on Warning Issues?
An expert may testify regarding warning issues, including whether a warning is insufficient124 and as to the 
element of proximate cause.125 However, no North Carolina case or statute specifically states that an expert is 
absolutely and always required in warning issues. In Ziglar, the court gave examples of evidence the plaintiff 
could have presented to show the defendant’s alleged knowledge of the inadequacy of the warning:

[P]laintiff might have asserted the [retail seller’s] actual or constructive knowledge about the defective 
nature of the manufacturer’s warnings by showing that other customers had complained about [the 
product’s] dangerous propensity for being confused with water, that it had received special instructions 
from the manufacturer regarding this danger, or that the manufacturer had notified it that [the prod-
uct] was now available in a safer form, with amber coloration.126

None of these examples mentioned or seemed to require expert testimony. Therefore, while expert testi-
mony may be used, it does not appear to be required as to the adequacy of a warning.

Expert testimony may also be used to establish proximate cause, particularly in medical or healthcare 
contexts. In Fussman v. Novartis Pharmaceuticals Corp., the court specifically held that proximate cause in a 
warning claim against a pharmaceutical company could be established through other healthcare providers, 
not just the prescribing physician.127

Has the Duty to Warn Been Preempted With Respect 
to Any Product in North Carolina?
To date, North Carolina courts have held that the duty to warn is preempted by several federal acts: the Fed-
eral Insecticide, Fungicide and Rodenticide Act (FIFRA); the Medical Device Amendments (MDA); and in 
certain limited circumstances, the Federal Food, Drug, and Cosmetic Act (FDCA).

FIFRA

In Hopkins v. CIBA-GEIGY Corp., the court held that FIFRA preempts state common law claims based on the 
inadequate labeling of pesticides.128 As long as the label complies with the requirements of FIFRA, a plaintiff 
does not have a common law claim based on the failure to warn.129 The court specifically noted that the “leg-
islative history of FIFRA demonstrates a Congressional intent to preempt state regulation of pesticide label-

 123 Id.
 124 See Holley, 74 N.C. App.at 743, 330 S.E.2d at 233; Evans, 153 N.C. App. at 58–59, 569 S.E.2d at 306.
 125 Fussman, 2010 WL 4104707.
 126 Ziglar, 53 N.C. App. at 151, 280 S.E.2d at 514.
 127 Fussman, 2010 WL 4104707 (citing Holley, 74 N.C. App. at 746, 330 S.E.2d at 235; Restatement of Torts (Third) §6 

and comment (c)).
 128 See Hopkins v. CIBA-GEIGY Corp., 111 N.C. App. 179, 185, 432 S.E.2d 142, 146 (1993).
 129 See id. at 185, 432 S.E.2d at 145.
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ing and packaging.”130 The court in Helms v. Sporicidin Int’l likewise held that FIFRA preempts state failure 
to warn claims.131

MDA

In Covert v. Stryker Corp., the court held that a state law action was preempted by an express preemption 
clause in the Medical Device Amendments (MDA) to the Federal Food, Drug, and Cosmetic Act (FDCA).132

FDCA

In most cases, North Carolina courts have held that FDA regulations do not preempt state law failure to warn 
claims; however, one case has found preemption.

In Horne v. Novartis Pharmaceuticals Corp., the court found the plaintiff’s failure to warn claim preempted 
by FDA regulations.133 The court found direct conflict as to the plaintiff’s claim that the defendant pharmaceu-
tical company should have provided additional warnings regarding risks of birth defects and fetal injury in a 
woman’s first trimester, because the FDA had determined that such risks did not exist in the first trimester.134

On the other hand, in Couick v. Wyeth, Inc., the court found the plaintiff’s failure to warn claim was not 
preempted by FDA regulations.135 In Couick, the court found it was not impossible for the manufacturer of 
a generic drug to comply with both state and federal law; therefore no direct conflict existed which would 
warrant preemption.136 Similarly, the court in Foyle, although admitting the applicable FDA regulations 
were “pervasive,” followed the majority of courts in holding that “the intent of Congress to preserve state tort 
actions overrides the pervasive nature of the FDA regulations.”137 The court in Sarli v. Mylan Bertek Pharma-
ceuticals, Inc., also found the plaintiff’s state law claim was not preempted by FDA regulations.138

POST-SALE DUTIES

General Duty, Including Restatement
In North Carolina the duty to warn continues after the product is sold.139 N.C. Gen. Stat. §99B-5(a)(2) provides:

 130 Id. at 184, 432 S.E.2d at 145.
 131 See Helms v. Sporicidin Int’l, 871 F. Supp. 837, 840 (E.D.N.C. 1994).
 132 Covert v. Stryker Corp., 2009 WL 2424559 (M.D.N.C. Aug. 5, 2009) (unpublished disposition); 21 U.S.C. §360k(a).
 133 Horne v. Novartis Pharmaceuticals Corp., 541 F. Supp. 2d 768 (2008).
 134 Id.
 135 Couick v. Wyeth, Inc., 2009 WL 4644394 (W.D.N.C. Dec. 7, 2009) (unpublished disposition).
 136 Id.
 137 Foyle, 674 F. Supp. at 533. (citing Patten v. Lederle Laboratories, 655 F. Supp. 745 (D. Utah 1987); Martinkovic 

v. Wyeth Laboratories, 669 F. Supp. 212 (N.D.Ill. 1987); Graham v. Wyeth Laboratories, 666 F. Supp. 1483 (D. 
Kan. 1987)).

 138 Sarli v. Mylan Bertek Pharmaceuticals, Inc., 2007 WL 2111577 (M.D.N.C. July 19, 2007) (unpublished disposition).
 139 See N.C. Gen. Stat. §99B-5(a)(2).
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After the product left the control of the manufacturer or seller, the manufacturer or seller became 
aware of or in the exercise of ordinary care should have known that the product posed a substantial 
risk of harm to a reasonably foreseeable user or consumer and failed to take reasonable steps to give 
adequate warning or instruction or to take other reasonable action under the circumstances.140

Several cases have addressed this principle.141 In Corprew v. Geigy Chemical Corp. and Davis v. Siloo Inc., 
the courts stated that the duty to warn “continues even after the sale, when the seller first discovers that the 
product is dangerous.142 Both Corprew and Davis were based on the common law prior to the enactment of 
North Carolina’s Products Liability Act.143 Smith v. Selco Products, Inc., decided after the enactment of the 
Act, follows Davis without citing the statute.144

In Fontenot v. Taser Intern., Inc., the Court affirmed the jury’s finding that a taser manufacturer unreason-
ably failed to provide adequate warning or instruction after failing to update its warnings and training materials 
based on study results indicating that the taser could cause heart issues.145 The results of a study indicated that 
the taser, when applied directly to a person’s chest, could result in ventricular fibrillation.146 These results directly 
conflicted with prior training materials and instructions which indicated that the taser was safe, even when ap-
plied directly to a person’s chest, and encouraged taser users to aim directly at the target’s center mass.147

Relationship with Government Regulatory Responsibilities
As mentioned above, fulfilling applicable regulatory requirements for labeling certain products does not typ-
ically make a warning per se adequate, though it is considered some evidence of due care and should be con-
sidered along with the other facts and circumstances.148 However, if a state law claim has been preempted or 
would directly conflict with federal regulations, as discussed above, fulfilling such regulatory responsibilities 
should be sufficient to avoid a claim based on failure to warn.149

Who to Warn
Post-sale, the statutory duty to warn requires a manufacturer or seller to take “reasonable steps to give ade-
quate warning or instruction or to take other reasonable action under the circumstances.” 150 Our courts have 
not discussed or interpreted what such “reasonable” measures may require.

 140 Id.
 141 See Corprew v. Geigy Chemical Corp., 271 N.C. 485, 491, 157 S.E.2d 98, 103 (1967); Davis, 47 N.C. App. at 245, 267 

S.E.2d at 359.
 142 Davis, 47 N.C. App. at 245, 267 S.E.2d at 359 (citing Corprew, 271 N.C. at 491, 157 S.E.2d at 103).
 143 Davis, 47 N.C. App. at 243, 267 S.E.2d at 358.
 144 Smith, 96 N.C. App. at 158, 385 S.E.2d at 176–77.
 145  Fontenot, 736 F.3d at 325. 
 146  Id. at 326.
 147  Id. 
 148 Ziglar, 53 N.C. App. at 155–156, 280 S.E.2d at 516 (involving the labeling of poisonous insecticide); Whitley v. Cub-

berly, 24 N.C. App. 204, 207, 210 S.E.2d 289, 292 (1974) (involving the labeling of the drug Chloromycetin).
 149 Horne, 541 F. Supp. 2d 768.
 150 See N.C. Gen. Stat. §99B-5(a)(2).
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Warning Adequacy
The factors influencing the adequacy of a warning do not appear to change post-sale. See factors discussed at 
length above.

Preemption
See preemption discussion above.

How to Defend
In addition to the defenses discussed above, it is important to note in the post-sale context the potential 
application of the statute of repose.151 The statute of repose runs from the date of initial purchase for use or 
consumption, and the continuing duty to warn does not change or extend this time period.152 The courts in 
both Davidson v. Volkswagenwerk, A.G., and Mills v. G.M.C., dismissed the plaintiffs’ claims because they 
were brought outside of the six-year statute of repose that was applicable at the time, despite the plaintiffs’ 
arguments based on the continuing duty to warn.153 When those two cases were decided, the applicable 
statute of repose was six years. Since then, the North Carolina legislature has extended the statute of repose 
to twelve years.154 The new twelve-year statute of repose became effective October 1, 2009, and applies to 
causes of action that accrue on or after that date.155 In sum, despite the continuing duty to warn, liability 
extinguishes absolutely and a claim cannot be brought outside the statute of repose, though this defense may 
become less common now that the limitations period has been doubled.
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