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Tennessee

By Todd Presnell

T his chapter examines the scope of the duty to warn in Tennessee, including who owes the duty, when 
the duty arises, the scope of the duty, and exceptions to the duty. This article examines the duty to warn 

under Tennessee common law, as interpreted by state and federal courts in Tennessee, as well as under the 
Tennessee Products Liability Act, and specifically addresses the following issues:

I. Pre-Sale Duty to Warn

A. What is the general scope of the duty to warn and instruct in this state?

1. Relationship between duty to warn and duty of safe design

2. Theories of liability

3. Who has duty to warn?

B. Who do you have to warn?

C. Were the warnings or instructions adequate?

D. Law regarding drugs and devices

E. Is there a heeding presumption in this state?

F. What defenses are available to those within the chain of distribution?

G. Is an expert required on warning issues?

H. Has the duty to warn been preempted with respect to any product in this state?

II. Post-Sale Duty to Warn

PRE-SALE DUTY TO WARN

What Is the General Scope of the Duty to Warn in Tennessee?
Failure to warn cases involving products are governed by the Tennessee Products Liability Act of 1978, as 
amended. Tenn. Code Ann. §§29-28-101 to 29-28-108. This Act creates a “product liability action” against 
manufacturers and, in limited circumstances, sellers of products. The Act provides that a product manu-
facturer or seller is liable for injury to a person or property when the product was in a defective condition 
or unreasonably dangerous at the time it left the manufacturer or seller’s control. Tenn. Code Ann. §29-28-
105(a). A plaintiff must prove either that the product was in a defective condition or was unreasonably dan-
gerous, but not both. Roysdon v. R.J. Reynolds Tobacco Co., 849 F.2d 230 (6th Cir. 1988); Davis v. Komatsu Am. 
Indus. Corp., 46 F. Supp. 2d 745 (W.D. Tenn. 1991).

The Tennessee Products Liability Act specifically defines a “product liability action” as including actions 
caused by the warning or labeling of any product, Tenn. Code Ann. §29-28-102(6), and authorizes a cause of 
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action for “breach of or failure to discharge a duty to warn or instruct.” Id. And Tennessee courts have long 
held that a manufacturer may be held strictly liable for failing to warn consumers of the dangers of a particu-
lar product at the time of sale. Flax v. Daimler Chrysler Corp., 272 S.W.3d 521, 541 (Tenn. 2008).

In order to establish a products liability action in Tennessee under a failure-to-warn theory, a plaintiff must 
show: “(1) the warnings at issue were defective; (2) the defective warning made the product unreasonably 
dangerous; and (3) the inadequate labeling proximately caused the claimed injury.” Lee v. Metropolitan Gov’t 
of Nashville & Davidson Cty., 596 F. Supp. 2d 1101, 1127 (M.D. Tenn. 2009) (citing Barnes v. Kerr Corp., 418 
F.3d 583, 590 (6th Cir. 2005)).

Relationship between Duty to Warn and Duty of Safe Design

Tennessee law requires a manufacturer to produce a product that is as safe as reasonably possible in light of 
scientific technology available to the manufacturer as well as industry customs and practices existing at the 
time the product was marketed. Ellithorpe v. Ford Motor Co., 503 S.W.2d 516 (Tenn. 1973) (abrogated on other 
grounds); Allen v. Upjohn Co., C/A No. 833, 1981 WL 649508 (Tenn. Ct. App. Dec. 31, 1981). The Tennessee 
Products Liability Act imposes liability upon a manufacturer only when its product is in a “defective condi-
tion” or is “unreasonably dangerous.” Tenn. Code Ann. §29-28-105(a). A product is in a “defective condition” 
if it is “unsafe for normal or anticipatable handling and consumption.” Id. §29-28-102(2); see also Brown v. 
Crown Equip. Corp., 181 S.W.3d 268, 281–82 (Tenn. 2005). A product is “unreasonably dangerous” if it is 
“dangerous to an extent beyond that which would be contemplated by the ordinary consumer who purchases 
it, with the ordinary knowledge common to the community as to its characteristics, or that the product 
because of its dangerous condition would not be put on the market by a reasonably prudent manufacturer or 
seller, assuming that the manufacturer or seller knew of its dangerous condition.” Tenn. Code Ann. §29-28-
102(8). Under Tennessee law, an injury in and of itself is insufficient to establish that a product was defective 
or unreasonably dangerous. Fulton v. Pfizer Hosp. Prod. Grp., Inc., 872 S.W.2d 908, 911 (Tenn. Ct. App. 1993). 
A manufacturer is not an insurer of its product and is not required to design a perfect or accident-proof 
product. Curtis v. Universal Match Corp., 778 F. Supp. 1421 (E.D. Tenn. 1991). And a showing that there was 
a better, safer, or different design that might have avoided the injury is likewise insufficient. Kerley v. Stanley 
Works, 553 S.W.2d 80 (Tenn. Ct. App. 1977).

Consequently, the Tennessee Product Liability Act provides that “[a] product is not unreasonably dan-
gerous because of a failure to adequately warn of a danger or hazard that is apparent to the ordinary user.” 
Tenn. Code Ann. §29-28-105(d). And following this statute and Comment j to the Restatement (Second) of 
Torts §402A, Tennessee courts hold that a manufacturer has no duty to warn of dangers that are open and 
obvious. Shoemake v. Omniquip Internat’l, Inc., 152 S.W.3d 567, 574 (Tenn. Ct. App. 2003). Moreover, when 
the danger is evident to most users of the product, there is no duty to warn an occasional, inexperienced user. 
Id. Under Tennessee law, a manufacturer’s duty is to warn of hidden and unknown dangers in their products. 
Id. (citing Pemberton v. Am. Distilled Spirits Co., 664 S.W.2d 690, 693 (Tenn. 1984)).

Theories of Liability (Including Restatement)

In 1967, Tennessee adopted Section 402A of the Restatement (Second) of Torts, thereby imposing strict liability 
on manufacturers for products in a defective condition unreasonably dangerous to the consumer. See Olney v. 
Beaman Bottling Co., 418 S.W.2d 430 (Tenn. 1967). And one year later, Tennessee recognized a common-law 
strict liability claim for failing to provide adequate warnings of non-obvious dangers, following Comment j to 
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§402A. Trimble v. Irwin, 441 S.W.2d 818, 821 (Tenn. Ct. App. 1968); see also Allen v. Upjohn, No. 833, 1981 WL 
649508 (Tenn. Ct. App. Dec. 30, 1981); Dunkin v. Syntex Lab., Inc., 443 F. Supp. 121 (W.D. Tenn. 1977) (holding 
that a drug manufacturer has duty to warn of dangers associated with prescription drugs).

In 1978, Tennessee adopted the Tennessee Products Liability Act recognizing a cause of action against 
manufacturers for failure to warn of non-obvious dangers. Tenn. Code Ann. §29-28-102. Under this statutory 
scheme, a “product liability action” includes, inter alia, “breach of or failure to discharge a duty to warn or 
instruct, whether negligent, or innocent.” Id. §29-28-102(6). And to sustain a “product liability action,” the 
plaintiff must show that the product at issue was “in a defective condition or unreasonably dangerous” at the 
time it left the manufacturer’s control. Id. §29-28-105(a). Consequently, while Tennessee recognizes Restate-
ment (Second) of Torts §402A at common law, and still refers to §402A for interpretation and analysis, the 
Tennessee Products Liability Act requires the same proof to sustain a failure to warn claim—defective con-
dition or unreasonably dangerous—regardless whether the theory of liability is strict liability or negligence. 
See, e.g., Higgs v. General Motors Corp., 655 F. Supp. 22, 23 (E.D. Tenn. 1985) (“Indeed, it makes no difference 
whether the complaint is couched in terms of negligence, strict liability, or breach of warranty, it has gen-
erally been held in the State of Tennessee that in order for a plaintiff to recover under any theory of product 
liability, the plaintiff must establish that the product was defective and unreasonably dangerous at the time 
the product left the control of the manufacturer.”); Ponthieux v. Danek Medical, Inc., No. 96–3141, 1999 WL 
33486689 (W.D. Tenn. May 28, 1999) (stating that, “regardless of theory, the plaintiff must show that some-
thing is wrong with a product that makes it defective or unreasonably dangerous”).

Tennessee courts have not addressed whether to adopt Restatement (Third) of Torts: Products Liability 
§2. This section provides that “[a] product is defective when, at the time of sale or distribution, it…is defec-
tive because of inadequate instructions or warnings.” This section further elaborates on the proof necessary 
to sustain a failure to warn case.

A product:…(c) is defective because of inadequate instructions or warnings when the foreseeable 
risks of harm posed by the product could have been reduced or avoided by the provision of reasonable 
instructions or warnings by the seller or other distributor, or a predecessor in the commercial chain of 
distribution, and the omission of the instructions or warnings renders the product not reasonably safe.

Restatement (Third) Torts: Products Liability §2(c). This section, much like the definition of a “products lia-
bility action” under the Tennessee Products Liability Act, see Tenn. Code Ann. §29-28-102(6), sets the proof 
requisites without regard to the theory of liability. See Restatement (Third) Torts: Products Liability §2 cmt. 
n. (stating that, “[a]s long as these requisites are met, doctrinal tort categories such as negligence or strict lia-
bility may be utilized in bringing the claim”). And in this light, the Third Restatement argues that allowing 
failure to warn claims under both negligence and strict liability theories would confuse the trier of fact and 
increase the risk of inconsistent verdicts. See id. (“To allow two or more factually identical risk-utility claims 
to go to a jury under different labels, whether ‘strict liability,’ ‘negligence,’ or ‘implied warranty of merchant-
ability,’ would generate confusion and may well result in inconsistent verdicts.”).

Tennessee, like the Restatement (Third) of Torts: Products Liability §2, requires the same proof to sus-
tain a failure to warn claim regardless whether the theory is based on negligence or strict liability. And while 
Tennessee courts have looked to the Third Restatement for guidance in other areas, see, e.g., Lind v. Beaman 
Dodge, Inc., 356 S.W.3d 889, 904 n.3 (Tenn. 2011); Mercer v. Vanderbilt Univ., Inc., 134 S.W.121, 129 (Tenn. 
2004), they have not addressed whether to adopt §2 and merge the strict liability and negligence causes of 
action. As it remains, both theories remain viable in Tennessee.
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Who Has a Duty to Warn?

The Tennessee Products Liability Act imposes a duty to warn on two broad categories of entities: manu-
facturers and sellers. The Act provides that a “manufacture or seller of a product” is liable if its product “is 
determined to be in a defective condition or unreasonably dangerous at the time it left the control of the 
manufacturer or seller.” Tenn. Code Ann. §29-28-105(a). The Act defines a “manufacturer” in broad terms to 
include “the designer, fabricator, producer, compounder, processor or assembler of any product or its com-
ponent parts.” Id. §29-28-102(4). The Court of Appeals of Tennessee interpreted “manufacturer” to include 
suppliers because suppliers also process goods before sale. See Bissinger v. New Country Buffet, No. M2011  
–02183  –COA  –R9  –CV, 2014 WL 2568413, at *9 (Tenn. Ct. App. June 6, 2014). The term “seller” is defined 
equally as broad, and includes a retailer, wholesaler, distributor, lessor, bailor, or any individual or entity 
engaged in the business of selling or reselling a product. Id. §29-28-102(7).

Component Part Manufacturers

Component part manufacturers are subject to liability for failure to warn claims under the Act. See Davis 
v. Komatsu Am. Industs. Corp., 42 S.W.3d 34 (Tenn. 2001); see also Michelle R. Chapman, Torts—Davis v. 
Komatsu America Industries Corp.: The Restatement Third’s Effect on the Liability of Component Part Man-
ufacturers, 33 U. Mem. L. Rev. 987 (2003). In Davis, the Tennessee Supreme Court ruled that component 
part manufacturers are subject to liability under the Tennessee Products Liability Act. 42 S.W.3d at 38. And 
in doing so, the court adopted Restatement (Third) of Torts: Products Liability §5 defining the scope of that 
liability. Id. at 40–41. The court held that, consistent with §5, “a manufacturer who supplies a non-defective 
and safe component part generally will not be held liable for a defective or unreasonably dangerous final 
product.” Id. at 38. But when a component part manufacturer “participates in designing a defective or unrea-
sonably dangerous final product, the component manufacturer may be held liable for injuries caused by the 
final product even though the component itself was not defective or unreasonably dangerous.” Id.

The court did not adopt the component parts doctrine in the context of a failure to warn claim; nor did 
it address a component part manufacturer’s liability for failure to warn. But the court’s adoption of Restate-
ment (Third) of Torts: Products Liability §5 offers a prediction of how the court may decide when squarely 
presented with the issue. The Third Restatement provides this theory of liability:

The component seller is required to provide instructions and warnings regarding risks associated with 
the use of the component product. However, when a sophisticated buyer integrates a component into 
another product, the component seller owes no duty to warn either the immediate buyer or ultimate 
consumer of dangers arising because the component is unsuited for the special purpose to which the 
buyer puts it.

Restatement (Third) of Torts: Products Liability §5 cmt. b. If Tennessee courts follows the lead of Davis, then 
they will likely apply the Third Restatement to failure to warn claims for component manufacturers. But 
until a court is faced with the issue, the extent and scope of a component manufacturer’s failure to warn lia-
bility remains open.

Sellers, Retailers, Distributors, Lessors, and Bailors

In 2011, the Tennessee General Assembly adopted a statute redefining a product seller’s liability for product 
liability causes of action, including failure to warn claims. See Tenn. Code Ann. §29-28-106. This new statute 
precludes a products liability cause of action against a seller unless:
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• The seller exercised substantial control over that aspect of the design, testing, manufacture, packag-
ing or labeling of the product that caused the alleged harm for which recovery of damages is sought;

• The seller altered or modified the product, and the alteration or modification was a substantial factor 
in causing the harm for which recovery of damages is sought;

• The seller gave an express warranty;

• The manufacturer or distributor of the product or part in question is not subject to service of process 
in Tennessee and the long-arm statutes of Tennessee do not serve as the basis for obtaining service of 
process; or

• The manufacturer has been judicially declared insolvent.

This statute “substantially simplifies” prior statutory language governing sellers’ liability for product 
liability causes of action.See Lind v. Beamon Dodge, Inc., 356 S.W.3d 889 (Tenn. 2011). Moreover, the statute 
protects sellers from liability when sellers are not in a position to discover the dangerous condition of a prod-
uct, such as when distributing products manufactured in sealed containers. See Bissinger v. New Country 
Buffet, No. M2011  –02183  –COA  –R9  –CV, 2014 WL 2568413, at *9 (Tenn. Ct. App. June 6, 2014). Instead, the 
statute shifts the burden solely to manufacturers for providing the unreasonably dangerous product, includ-
ing unreasonably dangerous products resulting from a failure to warn. Id.

Tennessee law regarding negligent failure to warn claims against sellers needs development. Currently, 
negligent failure to warn is not a free-standing claim, but rather an element of several types of claims, 
including simple negligence and product liability claims. Id. (citing Flax, 272 S.W.3d at 542). The Tennessee 
Products Liability Act expressly defines a “product liability action” to include failure to warn claims based 
in negligence and strict liability tort theories. Tenn. Code Ann. §29-28-102(6). And under this definition, 
whether liability is imposed depends on whether the warning or instruction renders the product in a defec-
tive condition or unreasonably dangerous. Id. §29-28-105(a). The statute further provides that a seller is not 
liable for failing to adequately warn of a danger that is apparent to the ordinary user. Id. §29-28-105(d). Yet, 
Tennessee state and federal courts have applied the negligent failure to warn standard outlined in Section 
388 of the Restatement (Second) of Torts, which provides, generally, that sellers are liable when they fail to 
exercise reasonable care to inform end users of the product’s dangerous condition. See Whitehead v. Dycho 
Co., 775 S.W.2d 593 (Tenn. 1989); Jacobs v. E.I. du Pont de Nemours & Co., 67 F.3d 1219 (6th Cir. 1995). At 
least one court has questioned whether negligent failure to warn claims should be analyzed under the Ten-
nessee Products Liability Act or Second Restatement §388. See Privette v. CSX Transp., Inc., No. 02–5312, 
2003 WL 22514347 (6th Cir. Nov. 4, 2003). But no Tennessee court has analyzed this issue in any detail.

Who Do You Have to Warn?

Sophisticated Users

The Tennessee Supreme Court distinguishes between the sophisticated user doctrine and the sophisticated 
purchaser/bulk supplier/learned intermediary doctrines. Nye v. Bayer Cropscience, Inc., 347 S.W.3d 686 
(Tenn. 2011). The sophisticated user doctrine “focuses on the end user or consumer of the product, whereas 
the learned intermediary or sophisticated purchaser doctrine focuses on the knowledgeable intermediary 
who intercedes between the supplier or manufacturer and the ultimate user.” Id. at 690 n. 4. Further, the 
sophisticated user doctrine holds that a supplier has no duty to warn whereas the learned intermediary doc-
trine allows a supplier or manufacturer to satisfy its duty to warn the ultimate user through adequate warn-
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ings to the intermediary. See generally 63A Am. Jur. 2d §1095 (2010). Despite recognizing this distinction, 
Tennessee courts have not addressed whether the sophisticated user doctrine is viable under Tennessee law. 
See Whitehead v. Dycho Co., 775 S.W.2d 593, 597 (Tenn. 1989) (“we neither adopt nor reject the sophisticated 
user exception in Tennessee.”); cf. McAbee v. Overhead Door Corp., No. 88–5405, 1989 WL 40145 (6th Cir. 
Apr. 10, 1989) (stating that Tennessee has not adopted the sophisticated user doctrine)

Bulk Supplier, Learned Intermediary, and Sophisticated Purchaser

The Tennessee Supreme Court clarified, and limited, the learned intermediary, bulk supplier, and sophisti-
cated purchaser doctrines. See Nye v. Bayer Cropscience, Inc., 347 S.W.3d 686 (Tenn. 2011). Prior to the Nye 
decision, Tennessee courts had consistently applied the learned intermediary rule in failure to warn cases 
against pharmaceutical and medical device manufacturers. See Pittman v. Upjohn Co., 890 S.W.2d 425 (Tenn. 
1994); King v. Danek Medical, Inc., 37 S.W.3d 429 (Tenn. Ct. App. 2000). But some courts applied the doctrine 
in areas outside the medical arena, based largely on the supreme court’s opinion in Whitehead v. Dycho Co., 
775 S.W.2d 593 (Tenn. 1989). See Jacobs v. E.I. du Pont Nemours & Co., 67 F.3d 1219 (6th Cir. 1995); Byrd 
v. Brush Wellman, Inc., 753 F. Supp. 1403 (E.D. Tenn. 1990). The Whitehead decision arguably applied the 
learned intermediary doctrine in a failure to warn case against a chemical supplier. Id. at 599 (stating that 
“the Defendants had a right to expect the warnings which it had given to [the employer] to be passed along to 
the ultimate users”).

The Tennessee Supreme Court clarified Tennessee law on the learned intermediary doctrine in Nye v. 
Bayer Cropscience, Inc., 347 S.W.3d 686 (Tenn. 2011). The Nye court equated the learned intermediary doc-
trine to the sophisticated purchaser doctrine, id. at 700 n. 15, and ruled that the Whitehead decision did not 
extend the learned intermediary doctrine or any related doctrine to non-medical arenas. Id. at 702. The court 
limited the learned intermediary doctrine to “failure to warn suits where a physician is the intermediary 
between a defendant pharmaceutical or other medical product manufacturer and an injured patient.” Id. at 
701. For example, if a drug company adequately warned and instructed a doctor but the doctor failed to ade-
quately warn and instruct the patient, the learned intermediary doctrine places liability solely on the doctor 
rather than the drug company. See Payne v. Novartis Pharm. Corp., 767 F.3d 526, 530–31 (6th Cir. 2014). The 
Tennessee Supreme Court distinguished pharmaceutical and other medical device manufacturers from all 
other manufacturers, and agreed that “[t]he rationale for the doctrine limits its application to the unique 
circumstances of the medical arena where a physician seeks to find the optimal treatment for a particular 
patient.” Nye, 347 S.W.3d at 703.

Was the Warning or Instruction Adequate?
By statute, manufacturers or sellers have no duty to warn “of a danger or hazard that is apparent to the ordi-
nary user.” Tenn. Code Ann. §29-28-105(d). And following this statute and Comment j to the Restatement 
(Second) of Torts §402A, Tennessee courts hold that a manufacturer has no duty to warn of dangers that are 
open and obvious. Shoemake v. Omniquip Internat’l, Inc., 152 S.W.3d 567, 574 (Tenn. Ct. App. 2003). More-
over, when the danger is evident to most users of the product, there is no duty to warn an occasional, inexpe-
rienced user. Id. Under Tennessee law, manufacturers have a duty to warn of hidden and unknown dangers 
in their products. Id. (citing Pemberton v. Am. Distilled Spirits Co., 664 S.W.2d 690, 693 (Tenn. 1984)).

Tennessee courts do not outline the specific contours of what constitutes an adequate warning. And 
while the adequacy of a warning is generally a question for the jury, “[a]n adequate warning is ‘one calculated 
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to bring home to a reasonably prudent user of the product the nature and the extent of the danger involved 
in using the product.’” Evridge v. Am. Honda Motor Co., 685 S.W.2d 632, 636–37 (Tenn. 1985) (quoting Trim-
ble v. Irwin, 441 S.W.2d 818, 822 (Tenn. 1968)). The factors considered by courts in determining a warning’s 
adequacy include (1) whether the warning adequately indicates the scope of the danger; (2) whether it com-
municates the seriousness of the harm that could result from misuse; (3) whether the physical aspects of the 
warning alert a reasonably prudent person to the danger; and (4) the means used to convey the warning. 
Lee v. Metro. Gov’t of Nashville & Davidson Cty., 596 F. Supp. 2d 1101, 1127 (M.D. Tenn. 2009) (citing Barnes 
v. Kerr Corp., 418 F.3d 583, 590 (6th Cir. 2005)); See also Pittman v. Upjohn Co., 890 S.W.2d 425, 429 (Tenn. 
1994) (providing similar criteria to determine the adequacy of product warning).

Manufacturers and sellers may also receive a rebuttable presumption that their warnings were adequate 
if the labeling, warning, or instructions complied with applicable federal or state statutory law or adminis-
trative regulations. Tenn. Code Ann. §29-28-104. See Goins v. Clorox Co., 926 F.2d 559, 561 (6th Cir. 1991). 
Notably, this rebuttable presumption fails to provide a presumption that the warning did not render the 
product defective, only that the product was not unreasonably dangerous. No court, however, has had the 
opportunity to apply this presumption distinction in a failure to warn case.

Law Regarding Drugs and Devices
Tennessee courts recognize that prescription drugs are unavoidably unsafe products and, as such, pharma-
ceutical manufacturers “have a duty to market and distribute their products in a way that minimizes the risk 
of danger.” Pittman v. Upjohn Co., 890 S.W.2d 425, 428 (Tenn. 1994). Drug and medical device manufacturers 
may discharge their duty to warn by distributing the products “with proper directions and adequate warn-
ings to those who foreseeably could be injured by the use of their products.” Id. Tennessee follows the learned 
intermediary doctrine in pharmaceutical and medical device cases. See Nye v. Bayer Cropscience, Inc., 347 
S.W.3d 686 (Tenn. 2011). Under this doctrine, manufacturers of unavoidably safe products who have a duty 
to warn may rely on intermediaries to transmit their warnings and instructions. And in the pharmaceutical 
and medical device context, “[p]hysicians are such intermediaries because of the pivotal role they play in the 
unique system used to distribute prescription drugs.” Pittman, 890 S.W.2d at 429. Consequently, these man-
ufacturers may discharge their duty to warn “by providing the physician with adequate warnings of the risks 
associated with the use of its drug.” Id.

Plaintiffs pursuing a failure to warn cause of action against pharmaceutical manufacturers under the 
Tennessee Products Liability Act must show that the manufacturer failed to warn the physician of a risk 
associated with the product’s use, not otherwise known by the physician, and that the failure to warn was 
both the cause in fact and proximate cause of the plaintiff’s injuries. Harden v. Danek Medical, Inc., 985 
S.W.2d 449, 451 (Tenn. Ct. App. 1998); King v. Danek Medical, Inc., 37 S.W.3d 429, 453 (Tenn. Ct. App. 2000). 
Physicians are learned intermediaries only when they receive adequate warnings from the manufacturer; 
therefore, the question in each case is whether the pharmaceutical or medical device manufacturer provided 
adequate warnings to the physician. Pittman, 890 S.W.2d at 429.

Whether a pharmaceutical or medical device manufacturer’s warning is adequate is normally a question 
of jury, but may be decided as a matter of law “when the instructions are accurate and unambiguous.” Id. at 
429–30 (citing Miles Lab., Inc. v. Superior Court of Orange Cty., 184 Cal. Rptr. 98, 114 (Ct. App. 1982); Felix 
v. Hoffman-LaRoche, Inc., 540 So. 2d 102, 105 (Fla. 1989)). Warnings in this context are adequate when they 
“contain a full and complete disclosure of the potential adverse reactions to the drug.” Pittman, 890 S.W.2d 



8   Product Liability: Warnings, Instructions, and Recalls   Tennessee

at 429. The warning should convey a fair indication of the dangers involved and the degree of intensity 
required by the nature of the risk. Id. And in making this adequacy determination, Tennessee courts follow 
these criteria:

1. the warning must adequately indicate the scope of the danger;

2. the warning must reasonably communicate the extent or seriousness of the harm that could result 
from misuse of the drug;

3. the physical aspects of the warning must be adequate to alert a reasonably prudent person to 
the danger;

4. a simple directive warning may be inadequate when it fails to indicate the consequences that might 
result from failure to follow it; and

5. the means to convey the warning must be adequate.

Id. (quoting Serna v. Roche Lab., 684 P.2d 1187, 1189 (N.M. Ct. App. 1984)); see also Barnes v. Kerr Corp., 418 
F.3d 583, 590 (6th Cir. 2005).

Is There a Heeding Presumption in This State?
Section 402A of the Second Restatement provides that, “[w]here a warning is given, the seller may reasonably 
assume that it will be read and heeded.” Restatement (Second) of Torts §402A cmt j. And Tennessee’s Pattern 
Jury Instructions authorize the jury instruction that, “[w]here proper instructions for use and an adequate 
warning are given, the seller may reasonably assume that they will be read and followed.” 8A Tenn. Pract. 
§10.02 (emphasis added). The distinction between the Second Restatement’s Comment j and Tennessee’s 
jury instruction is that the jury instruction presupposes an adequate warning. This distinction and rule 
derives from the Tennessee Supreme Court’s decision in Evridge v. Am. Honda Motor Co., 685 S.W.2d 632 
(Tenn. 1985). In Evridge, the defendant manufacturer argued for the adoption of the heeded presumption of 
Comment j, but the supreme court questioned the comment’s circular logic. Id. at 636. The court agreed that 
“adequate warnings can be relied upon by a manufacturer or seller to escape liability for failure to warn of 
non-obvious dangers associated with a product,” id., but noted that the heeding presumption rule in Com-
ment j “presupposes warnings which are adequate.” Id. And if Comment j did not presuppose adequate warn-
ings, then the Comment was not persuasive and would not be adopted. Id. The court reasoned as follows:

The Restatement presumption would apply when a warning is actually given and, because it does not 
take into account whether that warning is adequate, it is in reality meaningless. If an adequate warn-
ing is given, then there is no liability for failing to provide an adequate warning, and it hardly matters 
whether that adequate warning was read and heeded.

Id. (quoting J. Beasley, Products Liability and the Unreasonably Dangerous Requirement 439 (1981)). Conse-
quently, the supreme court found a heeding presumption unnecessary because “the question remains as to 
whether or not the warnings were adequate as a matter of law.” Id. at 636.

What Defenses Are Available to those within the Chain of Distribution?
Manufacturers, which include designers, fabricators, producers, compounders, processors, or assemblers of 
any product or its component parts, and sellers, which include distributors, retailers, wholesalers, lessors, 
bailers, and any person or entity engaged in the selling of a product, see Tenn. Code Ann. §29-28-102(4) & (7), 
have a variety of defenses to failure to warn causes of action.
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Rebuttable Presumption

To impose liability for a product liability action, a plaintiff must prove that the product was defective or 
unreasonably dangerous due to its inadequate warning. Manufacturers and sellers receive a rebuttable pre-
sumption that the warning did not render the product unreasonably dangerous (but not defective) if the 
warning complied with federal or state statutes or administrative regulations governing the warning. Tenn. 
Code Ann. §29-28-104(a).

Exemplary or Punitive Damages

Under the Tennessee Civil Justice Act of 2011, a manufacturer or seller of pharmaceutical products or medi-
cal devices shall not be liable for exemplary or punitive damages if:

(1) The product alleged to have caused the harm was designed, manufactured, packaged, labeled, sold, 
or represented in relevant and material respects in accordance with the terms of approval, license or 
similar determination of a government agency; or

(2) The product was in compliance with a statute of the state or the United States, or a standard, rule, 
regulation, order, or other action of a government agency pursuant to statutory authority, when 
such statute or agency action is relevant to the event or risk allegedly causing the harm and the 
product was in compliance at the time the product left the control of the manufacturer or seller.

Tenn. Code Ann. §29-28-104(b). This exemption will not apply, however, if the manufacturer or seller sold the 
product after a government agency removed the product from the market or withdrew the agency’s approval 
of the product; nor will the exemption apply if the manufacturer or seller withheld or misrepresented infor-
mation to the approving agency and that information is relevant to the harm suffered by the claimant. Id. 
§29-28-104(c).

Punitive damages are subject to the caps imposed by the Tennessee Civil Justice Act of 2011, which lim-
its punitive damages to the greater of two times the compensatory damages award or $500,000. Tenn. Code 
Ann. §29-39-104(a)(5). This limitation will not apply, however, if the jury finds that the manufacturer or seller 
engaged in intentional conduct. Id. §29-39-104(a)(7).

Statute of Limitations

Plaintiffs alleging personal injury must bring a product liability cause of action within one year from the date 
that the person was injured, not the date of the negligence or sale of the product. Tenn. Code Ann. §§29-28-
103, 28-3-104(b). Plaintiffs alleging property damage must bring a products liability suit within three years of 
the date the cause of action accrues. Tenn. Code Ann. §§29-28-103,28-3-105. Plaintiffs alleging breach of war-
ranty under UCC Article 2 must generally bring the action within four years of the date the product or good 
is delivered. Tenn. Code Ann. §§29-28-103, 47-2-725.

Statute of Repose

The Tennessee Products Liability Act includes a statute of repose that precludes any product liability cause 
of action filed after the expiration of one year after the expiration of the anticipated life of the product or ten 
years, whichever is shorter. Tenn. Code Ann. §29-28-103(a); Montgomery v. Wyeth, 580 F.3d 455 (6th Cir. 
2009); Penley v. Honda Motor Co., 31 S.W.3d 181 (Tenn. 2000).

The statute of repose has two exceptions. The statute of repose does not apply to product liability causes 
of action involving asbestos exposure; and the statute of repose for product liability causes of action involv-
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ing silicone gel breast implants is twenty-five years, except that no plaintiff may bring a silicone gel breast 
implant after four years from the date the plaintiff knew or should have known of the injury. Tenn. Code 
Ann. §29-28-103(b) & (c).

Open and Obvious Dangers

The Tennessee Products Liability Act offers a defense to manufacturers and sellers by providing that “[a] 
product is not unreasonably dangerous because of a failure to adequately warn of a danger or hazard that is 
apparent to the ordinary user.” Tenn. Code Ann. §29-28-105(d); Shoemake v. Omniquip Internat’l, Inc., 152 
S.W.3d 567, 574 (Tenn. Ct. App. 2003); Irion v. Sun Lighting, Inc., No. M2002–00766–COA–R3–CV, 2004 WL 
746823 (Tenn. Ct. App. Apr. 7, 2004).

Intervening Cause

Liability for failing to warn of non-obvious dangers is “one of continuing liability to successive purchasers, 
subject to being destroyed, however, by the intervening act of an agency which is (1) independent, (2) effi-
cient, (3) conscious, and (4) not reasonably to have been anticipated.” Whitehead v. Dycho Co., 775 S.W.2d 
593, 599 (quoting Ford Motor Co. v. Wagoner, 192 S.W.2d 840, 843 (Tenn. 1946)); see also Nye v. Bayer Crop-
science, Inc., 347 S.W.3d 686, 702–03 (Tenn. 2011).

Comparative Fault

Manufacturers and sellers sued for a products liability cause of action, whether under strict liability or neg-
ligence theories, may assert a defense of comparative fault. Whitehead v. Toyota Motor Corp., 897 S.W.2d 684 
(Tenn. 1995); McKinnie v. Lundell Mfg.Co., 825 F. Supp. 834, 840–41 (W.D. Tenn. 1993).

Learned Intermediary Doctrine

Manufacturers and sellers may assert as an affirmative defense that a products liability cause of action is 
barred by the learned intermediary doctrine. But this defense is limited to manufacturers and sellers of 
pharmaceutical or medical device products. Nye v. Bayer Cropscience, Inc., 347 S.W.3d 686, 702–03 (Tenn. 
2011). To sustain this defense, the manufacturer or seller must demonstrate that it provided adequate warn-
ings to the physician prescribing the pharmaceuticals to the patient. Pittman v. Upjohn Co., 890 S.W.2d 425, 
428 (Tenn. 1994). And courts will consider the following criteria in determining whether the warnings to the 
physician were adequate: (1) the warning must adequately indicate the scope of the danger; (2) the warning 
must reasonably communicate the extent or seriousness of the harm that could result from misuse of the 
drug; (3) the physical aspects of the warning must be adequate to alert a reasonably prudent person to the 
danger; (4) a simple directive warning may be inadequate when it fails to indicate the consequences that 
might result from failure to follow it and, (5) the means to convey the warning must be adequate. Id. (quoting 
Serna v. Roche Lab., 684 P.2d 1187, 1189 (N.M. Ct. App. 1984)). see also Barnes v. Kerr Corp., 418 F.3d 583, 590 
(6th Cir. 2005).

Limited Liability of Sellers

Non-manufacturing Sellers, defined to include distributors, retailers, wholesalers, lessors, bailers, and any 
person or entity engaged in the selling of a product, see Tenn. Code Ann. §29-28-102(7), enjoy limited liabil-
ity under the Tennessee Product Liability Act. Under a statute adopted by the Tennessee General Assembly 
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in 2011, no product liability cause of action, including a failure to warn cause of action, may be commenced 
against a seller, which is not also a manufacturer, unless the seller “exercised substantial control” over the 
labeling of the product that allegedly caused the injuries; altered or modified the product that allegedly 
caused the injury; provided an express warranty under UCC Article 2; or where the product manufacturer 
is not subject to service of process in Tennessee or has been judicially declared insolvent. Tenn. Code Ann. 
§29-28-106.

Is an Expert Required on Warning Issues?
Under the Tennessee Products Liability Act, liability attaches to a manufacturer only where its product is 
defective or unreasonably dangerous. Tenn. Code Ann. §29-28-105(a). A product may be defective or unrea-
sonably dangerous due to the manufacturer’s failure to adequately warn product users of the non-obvious 
dangers associated with the product. In determining whether a product is defective or unreasonably danger-
ous, “the state of scientific and technological knowledge available to the manufacturer or seller at the time 
the product was placed on the market…is applicable.” Tenn. Code Ann. §29-28-105(b).

Previously, Tennessee federal and state courts ruled that expert testimony was required to prove that 
a product was defective or unreasonably dangerous under the Tennessee Products Liability Act. See, e.g., 
Pride v. BIC Corp., 218 F.3d 566, 580–81 (6th Cir. 2000) (stating that “under Tennessee law, expert testimony 
is required to establish liability in cases alleging manufacturing and design defects”) (citing Fulton v. Pfizer 
Hosp. Prod. Grp., Inc., 872 S.W.2d 908, 912 (Tenn. Ct. App. 1993)). However, the Sixth Circuit recently limited 
Pride’s expert testimony requirement to dicta.. Bradley v. Ameristep, Inc., 800 F.3d 205, 210 (6th Cir. 2015). 
The court in Bradley held that, although Tennessee law dictates a need to trace an injury to a specific design 
or manufacturing defect, it does not limit proof exclusively to expert testimony. Id.

The court furthered that the particular test used to establish a dangerous defect affects the requirement 
of expert testimony. Id. Tennessee law recognizes two different tests—the consumer-expectation test and 
the prudent-manufacturer test—in determining “whether a product is unreasonably dangerous.” Johnson v. 
Manitowoc Boom Trucks, Inc., 484 F.3d 426, 429 (6th Cir. 2007). These tests are neither mutually exclusive 
nor mutually inclusive but contain different elements and require different forms of proof. Johnson v. Manito-
woc Boom Trucks, Inc., 406 F. Supp. 2d 852, 857 (M.D. Tenn. 2005).

Consumer-Expectation Test

The consumer-expectation test is used for simplistic products that, when defective, are “dangerous to an 
extent beyond that which would be contemplated by the ordinary consumer who purchases it.” Ray v. BIC 
Corp., 925 S.W.2d 527, 530 (Tenn. 1996). When using the consumer-expectation test, expert testimony is not 
required to prove a defect. Bradley, 800 F.3d at 213. In Bradley, the plaintiff alleged a defect in ratchet straps 
that deteriorated while attached to a tree stand for a prolonged period. The court determined that because the 
consumer-expectation test was appropriate, the plaintiff was entitled to a jury trial without providing expert 
testimony to determine whether “relevant warnings provided the ordinary consumers with knowledge of 
how to effectively avoid or minimize the risks” associated with the product. Id. at 213. The court furthered 
that “expert testimony is not the only way to prove a claim that a consumer product was defectively designed 
or manufactured,” and requiring expert testimony to prove defect would render the consumer-expectation 
test a nullity. Id. at 210–11.
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Prudent-Manufacturer Test

The prudent-manufacturer test asks whether a reasonable manufacturer would market a product with a 
dangerous defect. Ray, 925 S.W.2d at 530. Products subject to this test often include complex products or 
simple products with complex issues such as crane trucks and medicine. See Johnson, 406 F. Supp. 2d at 852; 
In re Aredia & Zometa Prods. Liability Litig., 2009 WL 8638121, at *2 (M.D. Tenn. Aug. 13, 2009). Due to the 
complexity of products that are beyond the “common knowledge of layman,” Whaley v. Rheem Mfg. Co., 900 
S.W.2d 296, 301 (Tenn. App. 1995), the prudent-manufacturer test requires an evaluation of several factors, 
such as safety aspects of the product, likelihood of injury, and cost efficiency. Johnson, 406 F. Supp. 2d at 857. 
Unlike the consumer-expectation test, expert testimony is essential to prove the factors of the prudent-man-
ufacturer test. Id. at 867; see also Ray, 925 S.W.2d at 531. Has The Duty To Warn Been Preempted With 
Respect To Any Product In Tennessee?

Cigarettes

Congress has preempted product liability causes of action premised on failure to warn, whether based on 
strict liability or negligence theories, under Tennessee law. Greene v. Brown & Williamson Tobacco Corp., 72 
F. Supp. 2d 882, 889 (W.D. Tenn. 1999).

Class III Medical Devices

Pacemakers, which are Class III medical devices, are regulated under the Medical Device Amendments to 
the Food, Drug and Cosmetics Act. Product liability claims premised on failure to warn of dangers associated 
with Class III medical devices are preempted by federal law. Isbell v. Medtronic, Inc., 97 F. Supp. 2d 849, 861 
(W.D. Tenn. 1998). Similarly, failure to warn claims pertaining to other Class III medical devices, such as 
coronary stents, bone graft devices, and surgically implanted penile prostheses, are preempted by federal law. 
Hughes v. Cook, 452 F. Supp. 2d 832 (W.D. Tenn. 2006); Hafer v. Medtronic, Inc., 99 F. Supp. 3d 844, 858 (W.D. 
Tenn. 2006); Spier v. Coloplast Corp., 121 F. Supp. 3d 809, 187 (E.D. Tenn. 2015).

Pesticides

The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) preempts product liability causes of action 
based on failure to warn claims. Wadlington v. Miles, Inc., 922 S.W.2d 520 (Tenn. Ct. App. 1995).

POST-SALE DUTY TO WARN

Although one Tennessee Supreme Court Justice advocates its adoption, Tennessee does not recognize a 
post-sale duty to warn cause of action. See Trevino v. Blitz USA, Inc., 2011 WL 1458725 (M.D. Tenn. Apr. 15, 
2011) (dismissing post-sale duty to warn claim for lack of recognition under Tennessee law). Two Tennessee 
appellate courts have expressly rejected claims based upon a post-sale duty to warn. In Irion v. Sun Lighting, 
Inc., No. M2002–00766–COA–R3–CV, 2004 WL 746823 (Tenn. Ct. App. Apr. 7, 2004), the Tennessee Court of 
Appeals noted that the Restatement (Third) of Torts: Products Liability established a post-sale duty to warn, 
but stated that Tennessee had never recognized the cause of action and questioned how the defendant could 
practically comply with any such post-sale duty. See also Mohr v. Daimlerchrysler Corp., 2008 WL 4613584 
(Tenn. Ct. App. Oct. 14, 2008); Rodriguez v. Bridgestone/Firestone N. Am. Tire, LLC, No. M2013–01970–COA–
R3–CV, 2017 WL 4513569 (Tenn. Ct. App. May 24, 2017).
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The Tennessee Supreme Court also refused a potential opportunity to reject or adopt a post-sale duty to 
warn cause of action. In Flax v. Daimlerchrysler Corp., 272 S.W.3d 521 (Tenn. 2008), the plaintiffs persuaded the 
trial judge to instruct the jury on a claim for post-sale duty to warn of dangers associated with the seatbacks 
in Dodge Caravan vehicles. The supreme court, however, reversed this claim, but on the grounds that the facts 
did not reveal a true post-sale warning claim. Id. at 541–42. The plaintiffs did not allege that the defendant 
discovered problems after the date of sale of which it failed to warn, but rather that the defendant continued its 
failure to warn of dangers it discovered prior to the sale. Consequently, the Tennessee Supreme Court, by a 4 to 
1 majority, ruled that the trial court erred by adopting the post-sale failure to warn claim “in this case,” and “ex-
press[ed]” no opinion…as to the merits of recognizing that cause of action in an appropriate case.” Id. at 542.

One justice dissented and argued for the adoption of a post-sale duty to warn cause of action. Id. at 547–
551 (Wade, J., dissenting). The dissent argued that the definition of a “product liability action” found in the 
Tennessee Products Liability Act, see Tenn. Code Ann. 29-28-102(6), was broad enough to encompass a claim 
for post-sale failures to warn. 272 S.W.3d at 551. The dissent advocated the adoption of post-sale failure to 
warn claim found in Section 10 of Restatement (Third) of Torts: Products Liability, and posited that “a post-
sale duty comports with both public policy and traditional tort theory.” Id. at 550. Noting that “[c]onsumer 
protection is always a priority,” the dissent argued that “a claim for damages should be permitted when the 
manufacturer is aware that the product is defective or unreasonably dangerous after the sale and fails to take 
reasonable steps to warn those buyers who have purchased the product.” Id.

While the Flax majority declined to adopt a post-sale failure to warn cause of action, it did not foreclose 
the possibility of the claims’ recognition “in an appropriate case.” Id. at 542. And if the supreme court is 
faced with this issue in the future, the Flax dissent will likely serve as the primary basis supporting adoption 
of the claim. But until that day arrives and a complete debate from all five justices is heard, no post-sale fail-
ure to warn claim exists in Tennessee.

Additionally, the District Court for the Middle District of Tennessee recently refused to extend a post-sale 
duty to warn based on a “special relationship” between consumer and internet sales providers. Fox v. Amazon.
com, Inc., No. 3:16-cv-03013, 2018 WL 2431628, at *10 (M.D. Tenn. May 30, 2018). In Fox, the plaintiffs pur-
chased a hoverboard from Amazon through a third-party salesperson that spontaneously combusted, result-
ing in a house fire. Id. at *1. Plaintiffs contended that Amazon had a post-sale duty to warn of the risk of fire 
damage based on the special relationship of the internet-sales provider through the third-party entity. Id. at 
*10. The court held that Amazon was entitled to summary judgment because the “relationship between Ama-
zon and those who use its website to purchase items offered and sold by others is not of the same character as 
the ‘special relationships’ for which the Tennessee courts impose a duty to warn,” such as the relationship be-
tween innkeeper and guest, common carrier, or social hosts and guests. Id. The court furthered that Tennessee 
courts have specifically refused to extend a post-sale duty to warn on manufacturers and sellers and that it is 
a reasonable implication that such a duty is not imposed upon operators of a website to facilitate sales. Id. See 
also Irion, 2004 WL 746823, at *17; Mohr, 2008 WL 4613584, at *19; Trevino, 2011 WL 1458725. at *2.
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