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PRE-SALE DUTIES

What Is the General Scope of the Pre-Sale Duty to Warn and Instruct in Indiana?
The Indiana Product Liability Act (“IPLA”) governs all actions brought by a user or consumer against a man-
ufacturer or seller for physical harm caused by a product regardless of the substantive legal theories upon 
which the action is brought. Ind. Code §34-20-1-1. The IPLA imposes liability on manufacturers and sellers 
of a product in a defective condition unreasonably dangerous to the user or consumer, which includes the 
failure of manufacturers and sellers to provide adequate warnings on their products. See Ind. Code §34-20-4-
2; Ford Motor Co. v. Rushford, 868 N.E.2d 806, 809 (Ind. 2007) (citing Morgen v. Ford Motor Co., 797 N.E.2d 
1146, 1148 (Ind. 2003)).

Under the IPLA, a product is defective if the seller fails to:
(1) properly package or label the product to give reasonable warnings of danger about the product; or

(2) give reasonably complete instructions on proper use of the product;

 when the seller, by exercising reasonable diligence, could have made such warnings or instructions 
available to the use or consumer.

Ind. Code §34-20-4-2.

Whether a duty to warn exists in a particular context is traditionally a question of law reserved for the 
court, while the adequacy of warnings is classically a question reserved for the factfinder. Cook v. Ford Motor 
Co., 913 N.E.2d 311, 319 (Ind. Ct. App. 2009) (citing Rushford, 868 N.E.2d at 810)). “Factual questions, how-
ever, may be interwoven in the issue of duty, which render the existence of a duty to be a mixed question of 
law and fact to be determined by the factfinder.” Birch v. Midwest Garage Door Sys., 790 N.E.2d 504, 510 (Ind. 
Ct. App. 2003) (citing Jacques v. Allied Bldg. Servs. of Ind., Inc., 717 N.E.2d 606, 608 (Ind. Ct. App. 1999)). 
However, a court may decide the adequacy of a warning as a matter of law when the facts are undisputed and 
only a single inference can be drawn from those facts. Cook, 913 N.E.2d at 327.

Relationship between Duty to Warn and Duty of Safe Product

Manufacturers have a duty to design products that are free from defects that cause injury in the product’s 
use. Whitted v. Gen. Motors Corp., 58 F.3d 1200, 1206 (7th Cir. 1995) (applying Indiana law). But, under Indi-
ana law, there is a duty to warn reasonably foreseeable users of all latent dangers inherent in a product’s use 
and foreseeable misuse, even if there is no defect in the product itself. First Nat’l Bank & Trust Corp. v. Am. 
Eurocopter Corp., 378 F.3d 682, 690 (7th Cir. 2004) (applying Indiana law); McClain v. Chem-Lube Corp., 759 
N.E.2d 1096, 1103 (Ind. Ct. App. 2001) (citing Natural Gas Odorizing, Inc. v. Downs, 685 N.E.2d 155, 161 (Ind. 
Ct. App. 1997)). Indeed, under the IPLA, a product is considered defective if the manufacturer or seller fails 
to provide either proper warnings about the product or complete instructions on proper use of the product as 
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to which the average consumer would not be aware. Ind. Code §34-20-4-2; Rushford, 868 N.E.2d at 810 (citing 
Hoffman v. E.W. Bliss Co., 448 N.E.2d 277, 281 (Ind. 1983)).

Manufacturers and sellers, therefore, have a twofold duty to warn: (1) a duty to provide adequate warn-
ings as to dangers inherent in improper use of a product and (2) a duty to provide adequate instructions for 
the safe use of a product. Rushford, 868 N.E.2d at 810. The duty to warn stems from the view that a product 
supplier should have superior knowledge of its product. Natural Gas Odorizing, Inc., 685 N.E.2d at 163.

With respect to the adequacy of its warnings, a manufacturer or seller is held to a “reasonable care” 
standard. The IPLA provides that “in an action based on…an alleged failure to provide adequate warnings 
or instructions regarding the use of the product, the party making the claim must establish that the manu-
facturer or seller failed to exercise reasonable care under the circumstances in…providing the warnings or 
instructions.” Ind. Code §34-20-2-2. Accordingly, so long as a manufacturer or seller exercised reasonable 
care under the circumstances in providing the warnings or instructions, no additional warnings need to be 
furnished where such warnings would not add to the user’s understanding of the characteristics of the prod-
uct. Birch, 790 N.E.2d at 518.

Theories of Liability

A product is “defective” where the seller or manufacturer fails to warn of a danger or instruct on the proper 
use of the product as to which the average consumer would not be aware. Rushford, 868 N.E.2d at 810. A 
claim against the manufacturer’s or seller of a defective product for failure to warn may be based upon the 
manufacturer or seller’s actual or constructive knowledge of the danger. Ortho Pharm. Corp. v. Chapman, 
388 N.E.2d 541, 546 (Ind. Ct. App. 1979).

To prevail on a claim that a product is defective because a manufacturer or seller breached its a duty to 
warn, a plaintiff must prove negligence. Specifically, a plaintiff is required to prove: (1) a duty owed by the 
manufacturer or seller to the plaintiff; (2) a breach of that duty by the manufacturer or seller; and (3) an 
injury to the plaintiff proximately caused by the breach. Rushford, 868 N.E.2d at 810.

Who Has a Duty to Warn?

Manufacturers and Suppliers

Under the IPLA, a manufacturer or supplier has a duty to warn persons it should reasonably foresee would 
likely use or come into contact with its product. Natural Gas Odorizing, Inc., 685 N.E.2d at 162. A manufac-
turer or supplier has a duty to warn of latent dangerous characteristics of a product even were the product is 
not defective. Id.

Generally, the discharge of this duty is non-delegable. But, in some cases, a manufacturer can fulfill 
its duty to warn by informing persons responsible for receiving and setting up the product of the dangers 
associated with the use of the product. York v. Union Carbide Corp., 586 N.E.2d 861, 869 (Ind. Ct. App. 1992). 
“This is so where, for instance, the product is one installed as a component of a multifaceted operation, and 
the manufacturer has no control over the work space, the instrumentality causing the injury or the hiring, 
instruction or placement of personnel.” Id.

In other words, if a supplier cannot foresee how, in the multifaceted operation, adequate warnings 
regarding the component product should be given, the supplier may discharge its duty by warning the per-
sons responsible for receiving the component product and incorporating it into the multifaceted operation. 
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Shanks v. A.F.E. Indus., Inc., 416 N.E.2d 833, 837 (Ind. 1981). Thus, the supplier’s duty to warn is satisfied 
when the receiver of the product is adequately warned. Id.

But this does not allow manufacturers to exculpate themselves from liability merely by claiming that 
they have no control over their product once it is shipped. Id. The standard under the IPLA still requires rea-
sonable warnings and reasonably complete instructions on the product’s use. Id. When warnings are given to 
an employer or other third party, “[t]he question remains whether this method gives a reasonable assurance 
that the information will reach those whose safety depends upon their having it.” Id.

Distributors

Distributors have a duty to warn the parties to whom they distribute the product, which is often the end user. 
A supplier’s duty to warn a retailer or distributor is satisfied if the distributor knows of the dangers of the 
product. Downs v. Panhandle Eastern Pipeline Co., 694 N.E.2d 1198, 1208 (Ind. Ct. App. 1998). If a distributor 
has received adequate instructions and warnings as to the dangers of the product, the supplier has no duty to 
warn the ultimate consumer. Id. The duty to warn the ultimate consumer, therefore, lies with the distributor.

Retailers

At the time of sale and delivery, a retailer has a duty to warn a buyer of the dangers posed by a product it 
sells. Ford Motor Co. v. Rushford, 868 N.E.2d 806, 807, 811 (Ind. 2007). However, if the manufacturer provides 
adequate warnings and the seller passes these warnings along to the buyer or consumer, the retailer has dis-
charged its duty to warn and has no obligation to provide additional warnings. Id. at 807, 811. Thus, in the 
absence of any evidence that the product has been modified and that the seller knew or should have known of 
such modification, the retailer’s duty to warn is satisfied by passing along the manufacturer’s adequate warn-
ings and instructions. Id. at 811.

Employers

If an employer utilizes a product as part of a larger system, the employer has a duty to instruct employees as 
to the proper use of the system and to warn employees of its dangers. Shanks, 416 N.E.2d at 838. The duty lies 
with the employer because the employer has the superior knowledge and control as to the use and foreseeable 
dangers of the product in the context of the larger system. See id.

Was the Warning or Instruction Adequate?

Factors to Consider

Determination of the adequacy of warnings is classically a question of fact reserved for the jury. Rushford, 
868 N.E.2d at 810. Adequacy of warnings is a question of law only where the facts are undisputed and only 
a single inference can be drawn from those facts. Cook v. Ford Motor Co., 913 N.E.2d 311, 319 (Ind. Ct. 
App. 2009).

Under Indiana law, where the existence of a defect depends on matters outside the understanding of lay 
jurors, admissible expert testimony is required to sustain the plaintiff’s burden on the question of defect. 
Mere speculation is insufficient. See Cansler v. Mills, 765 N.E.2d 698, 706 (Ind. Ct. App. 2002). But a plaintiff 
may prove the inadequacy of a warning without expert testimony if the issue is within the common under-
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standing of a lay juror. Conley v. Lift-All Co., 2005 WL 1799505, at *13 (S.D. Ind. July 25, 2005) (citing Cansler, 
765 N.E.2d at 706).

Implicit in the duty to warn is to discharge the warning with a degree of intensity that would cause a rea-
sonable man to exercise caution commensurate with the potential danger. Ortho Pharm. Corp. v. Chapman, 
388 N.E.2d 541, 551 (Ind. Ct. App. 1979). Factors to consider in determining the adequacy of the warning 
include: (1) the location of the warning; (2) the content of the warning; and (3) whether the warning stands 
out from elements such as startling colors or signal symbols. See, e.g., Jarrell v. Monsanto Co., 528 N.E.2d 
1158, 1163 (Ind. Ct. App. 1988). A warning that alerts a reasonably prudent person to the nature and extent 
of the product’s danger shifts the risk of harm from the manufacturer to the user. Ortho Pharm. Corp., 388 
N.E.2d at 552.

A plaintiff asserting a failure to warn claim must specify why the warning was inadequate, including 
what a proper warning should have said and where it should have been placed. Morgen v. Ford Motor Co., 
797 N.E.2d 1146, 1152 (Ind. 2003). The plaintiff also must offer evidence of an alternative warning that would 
have prevented the danger posed by the product’s alleged defective warning. Id. (“[S]upporting…evidence 
relevant to a determination of what a proper warning should state is indispensable to a rational conclusion 
that the product was defective and unreasonably dangerous to the user without warnings.”).

Providing a warning in the same method used throughout the manufacturer’s industry is evidence of the 
warning’s adequacy, but it is not dispositive as to whether the method of warning is reasonable. Id. at *9.

If the instructions and warnings convey to a user that failure to follow the instructions may result in 
personal injury, no additional warnings need to be furnished where such warnings would not supplement 
the user’s understanding of the nature and characteristics of the product. Weigle v. SPX Corp., 729 F.3d 724, 
733 (7th Cir. 2013) (holding that the defendant “was not required to explain the physics of [its product] to sat-
isfy its duty to provide adequate instructions and warnings. Rather, it is enough that [defendant] instructed 
users on how to use the [product] properly…and warned users of the inherent dangers of not following those 
instructions (‘personal injury’ with a pictogram [depicting potential injury from the product]).”).

Location of Warning

A warning must have an adequate method of conveyance, McClain v. Chem-Lube Corp., 759 N.E.2d 1096, 
1104 (Ind. Ct. App. 2001) (citing Jarrell, 528 N.E.2d at 1162), which includes the location of the warning. The 
warning must be in such a place that it could reasonably be expected to catch the attention of the reasonably 
prudent man in the circumstances of its use. Ortho Pharm. Corp., 388 N.E.2d at 552. Determination of the ade-
quacy of a warning, including its location, is typically made by the trier of fact. Rushford, 868 N.E.2d at 810.

Content of Message—Conspicuity

A warning must have adequate factual content and adequate manner of expression. McClain, 759 N.E.2d at 
1104 (citing Jarrell, 528 N.E.2d at 1162). The content of the warning must be of such a nature as to be compre-
hensible to the average user and to convey a fair indication of the nature and extent of the danger to the mind 
of a reasonably prudent person. Ortho Pharm. Corp., 388 N.E.2d at 552. The conspicuousness of a warning—
which includes the readability, location, and number of warnings—influences the adequacy of the warning’s 
content. See Corbin v. Coleco Indus., Inc., 748 F.2d 411, 418 (7th Cir. 1984) (applying Indiana law); Fort Wayne 
Traction Co. v. Hardendorf, 72 N.E. 593, 595 (Ind. 1904). Like the adequacy of a warning’s location, the ade-
quacy of the content of a warning is normally a question of fact for the jury. Rushford, 868 N.E.2d at 810.
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Obvious Hazards

Under Indiana law, a manufacturer or seller does not have a duty to warn of open and obvious hazards. First 
Nat’l Bank & Trust Corp., 378 F.3d at 690; Welch v. Scripto-Tokai Corp., 651 N.E.2d 810, 815–16 (Ind. Ct. App. 
1995); Schooley v. Ingersoll Rand, Inc., 631 N.E.2d 932, 938 (Ind. Ct. App. 1994). A danger is open and obvious 
if an objectively reasonable user or consumer should have known of the danger. Schooley, 631 N.E.2d at 939. 
The question of whether a particular plaintiff’s claim is barred under the open and obvious rule may be a 
question of fact for the jury if the facts of the case or reasonable inferences to be drawn therefrom are con-
flicting. Gleaves v. Messer Construction Co., 77 N.E.3d 1244, 1250 (Ind. Ct. App. 2017).

Reasonably Foreseeable Misuse

While a manufacturer or seller does not have to warn of misuse that is not reasonably expected, Ind. Code 
§34-20-6-4, there is a duty to warn of reasonably foreseeable misuse. Leon v. Caterpillar Indus., Inc., 69 F.3d 
1326, 1343 (7th Cir. 1995) (applying Indiana law).

Foreign Language or Use of Pictorials

Indiana case law has not developed specific rules as to the use of pictorials or foreign languages in the failure 
to warn context. But the use of pictorials is a factor in determining the adequacy of a warning. See Moss v. 
Crossman Corp., 945 F. Supp. 1167, 1174 (N.D. Ind. 1996). Pictorials and symbols can augment the adequacy 
of a warning. See, e.g., Ford Motor Co. v. Rushford, 845 N.E.2d 197, 198, 203 (Ind. Ct. App. 2006) (reversing 
the denial of the manufacturer’s motion for summary judgment in response to a failure to warn claim, as the 
vehicle contained both a written warning and a pictogram on the passenger side visor regarding air bags and 
car seats). Similarly, because the content of the warning must be comprehensible to the average user, use of 
foreign languages would be a factor in determining a warning’s adequacy.

Effect of Promotion

In some states, manufacturers can be liable for warnings which, although adequate, are diluted or nullified 
by over-promotion. See, e.g., Stevens v. Parke, Davis & Co., 507 P.2d 653, 661 (Cal. 1973). But under Indiana 
law, there is no heightened duty to warn when a product is promoted.

Overwarning

While courts can find manufacturers liable for not providing enough warnings for their products, many also 
caution against overwarning. In the context of prescription drugs, the Seventh Circuit has cautioned: “While 
it is important for a manufacturer to warn of potential side effects, it is equally important that it not over-
warn because overwarning can deter potentially beneficial uses of the drug by making it seem riskier than 
warranted and can dilute the effectiveness of valid warnings.” Mason v. SmithKline Beecham Corp., 596 F.3d 
387, 392 (7th Cir. 2010).

Who Do You Have to Warn?
Indiana law states that a manufacturer, supplier, or seller’s duty to warn extends to all who may reasonably 
be foreseen as coming in contact with a dangerous product. McClain, 759 N.E.2d at 1103 (citing Jarrell, 528 
N.E.2d at 1162). Generally, a manufacturer must warn the reasonably foreseeable end user of its product. 
Natural Gas Odorizing Co. v. Downs, 685 N.E.2d 155, 162 (Ind. Ct. App. 1997). “User” includes those who are 
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passively enjoying the benefit of a product and those who are doing work on the product. Montgomery Ward 
& Co. v. Gregg, 554 N.E.2d 1145, 1152 (Ind. Ct. App. 1990). Accordingly, a manufacturer or seller does not 
have to be in privity with the user or consumer to have a duty to warn. Natural Gas Odorizing Co., 685 N.E.2d 
at 161.

But courts have articulated several exceptions that permit delegation of the duty to warn or limit the 
general obligation of a manufacturer or distributor to supply warnings to the ultimate user. Id. at 163. For 
example, a manufacturer has satisfied the duty to warn and instruct ultimate users when it “warned or 
instructed employees of the purchaser who were responsible for receiving the product.” Shanks v. A.F.E. 
Indus., Inc., 416 N.E.2d 833, 837 (Ind. 1981).

Bystanders

The 1978 IPLA declared itself to be a codification and restatement of the common law in Indiana. State Farm 
Fire & Casualty Co. v. Structo Division, King Seeley Thermos Co., 540 N.E.2d 597, 597 (Ind. 1989). Prior to 
codification, “Indiana courts had recognized the rights of reasonably foreseeable bystanders to recover for 
injuries caused by defective products.” Id. Accordingly, under the IPLA, manufacturers and sellers may be 
liable for injuries to reasonably foreseeable bystanders in the same way that they may be liable for injuries to 
reasonably foreseeable users and consumers of the defective product. Id.; see also Traylor v. Husqvarna Motor, 
988 F.2d 729, 731 (7th Cir. 1993) (applying Indiana law).

Allergic Persons

Due to the learned intermediary doctrine, infra, Indiana law does normally does not impose on pharmacists 
a duty to warn. But a duty to warn may exist where a pharmacist has information about a specific patient’s 
drug allergies and knows that a drug prescribed contains the substance to which the individual patient is 
allergic. Allberry v. Parkmor Drug, Inc., 834 N.E.2d 199, 202-03 (Ind. Ct. App. 2005) (citation omitted)).

Sophisticated Users

Under the sophisticated user exception, there is no duty to warn when the dangers posed by the product are 
already known to the sophisticated user. Natural Gas Odorizing, Inc., 685 N.E.2d at 163. A sophisticated user 
has knowledge equal or superior to the manufacturer regarding the product’s dangers or is engaged in the 
type of business in which the dangers of the manufacturer’s product are commonly known so that the man-
ufacturer could reasonably have expected the user to know of the dangers. Westchester Fire Ins. Co v. Am. 
Wood Fibers, Inc., 2006 WL 3147710, at *2 (N.D. Ind. Oct. 31, 2006).

This exception has been extended to limit the manufacturer’s duty to warn the ultimate user when the 
product is sold to a “sophisticated intermediary.” See Natural Gas Odorizing, Inc., 685 N.E.2d at 163; First 
Nat’l Bank & Trust Corp. v. Am. Eurocopter Corp., 378 F.3d 682, 691-92 (7th Cir. 2004) (finding that, under 
the “sophisticated intermediary doctrine,” defendant helicopter manufacturer satisfied its duty to warn the 
passengers of the dangers of stepping in front of the helicopter while the blades were rotating because the 
pilots understood the dangers of the blade flaps). In Am. Eurocopter Corp., the court found that the manu-
facturer could rely upon the pilots to be “sophisticated intermediaries” because they were licensed, trained, 
and professional; had access to safety manuals and government regulations that warned of the dangers; and 
reasonably could be expected to pass the warnings to their passengers. Id. at 693.
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Bulk Suppliers

Bulk suppliers do not have a duty to warn the end user or consumer if the distributor was adequately warned 
of the dangers or has adequate knowledge of the dangers associated with the product. Downs v. Panhandle 
Eastern Pipeline Co., 694 N.E.2d 1198, 1208-09 (Ind. Ct. App. 1998).

Learned Intermediary

If a product is sold to a learned intermediary, Indiana law recognizes that a manufacturer’s duty to warn 
extends only to the learned intermediary and does not extend to the end user. Ortho Pharm. Corp., 388 
N.E.2d at 548. Indiana courts have limited the learned intermediary exception to prescription drugs and 
medical devices. Natural Gas Odorizing, Inc., 685 N.E.2d at 162 n.10 (citing Ortho Pharm. Corp., 388 N.E.2d 
at 549). Whether a manufacturer has provided adequate warnings to the learned intermediary is almost 
always a question for the factfinder. Id. at 163.

The court in Ortho Pharm Corp. found that “[w]here a product is available only on prescription or 
through the services of a physician, the physician acts as a ‘learned intermediary’ between the manufacturer 
or seller and the patient.” The court suggests that physicians are “learned intermediaries” because they are in 
the unique position of possessing both understanding of the characteristics of the drug and knowledge of the 
individual patient: “It is [the physician’s] duty to inform himself of the qualities and characteristics of those 
products which he prescribes for or administers to or uses on his patients, and to exercise an independent 
judgment, taking into account his knowledge of the patient as well as the product.”

The learned intermediary exception should not be confused with the “sophisticated user” or “sophisti-
cated intermediary” doctrine. These doctrines are related but have distinct concepts. Natural Gas Odorizing, 
Inc., 685 N.E.2d at 162 n.10. Because the terminology of these doctrines is often confused, courts will look to 
the substance of the argument over its form and apply the appropriate applicable exception. Id.

What Is the Duty to Warn Regarding Drugs and Devices?
Generally, a prescription drug or medical device manufacturer’s duty to warn is adequately discharged by 
communicating the warnings to doctors, who are “learned intermediaries.” Ortho Pharm. Corp., 388 N.E.2d 
at 552. Under the learned intermediary exception, a drug or device manufacturer’s duty to provide warnings 
extends only to doctors and not directly to patients. Because doctors are “learned intermediaries” between 
the manufacturer and the ultimate user, doctors have a duty to provide the warning to the patient. See id.

Prescription drugs are commonly considered inherently unsafe products incapable of being made safe 
for their intended and ordinary use. Restatement (Second) of Torts §402A cmt. k. Indiana courts have inter-
preted Section 402A, Comment K of the Second Restatement to apply to all prescription drugs. In re Eli Lilly 
& Co., 789 F. Supp. 1448, 1453 (S.D. Ind. 1992). To determine if marketing the prescription drug is proper in 
light of the known risks, the public interest in the availability of such a product must be balanced against 
the attendant risks. Ortho Pharm. Corp., 388 N.E.2d at 545. When this balancing leads to the conclusion that 
marketing the drug is justified, the seller has a responsibility to inform the user or consumer of the risk of 
harm. Id. at 546. Failure to provide adequate warnings renders the drug unreasonably dangerous. Id.

A drug manufacturer’s duty to warn of risks attendant in the use of its product does not arise until the 
manufacturer knows or should know of a risk involving the drug’s use. Id. at 548. In a product liability suit, 
because a manufacturer cannot be required to warn of an unknown risk, the manufacturer’s knowledge is 
limited to the period during which a plaintiff was using the product in question. Id. A proper warning by 
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a manufacturer of prescription drugs communicates risks accompanying the use of the product which are 
known to experts in the field during the period in which the product is used by the plaintiff. Id. at 549.

Federal Regulations

Federal regulations govern the proper content of labels of and advertisements for prescription and over-the-
counter drugs. See 21 C.F.R. §201.1 et seq.; 21 C.F.R. §202.1 et seq.

Preemption

Negligence claims related to medical devices are preempted by the Medical Device Amendments of 1976 
(“MDA”) to the Food, Drug, and Cosmetic Act to the extent that they allege negligence on the part of the 
manufacturer despite adherence to FDA standards. Mitchell v. Collagen Corp., 126 F.3d 902, 913 (7th Cir. 
1997) (applying Indiana law). Thus, failure to warn claims related to medical devices are preempted by 
the MDA if they would allow a jury to impose a standard of care different from or in addition to the FDA’s 
specific federal requirements. McGookin v. Guidant Corp., 942 N.E.2d 831, 838 (Ind. Ct. App. 2011); but see 
Medtronic, Inc. v. Malander, 996 N.E.2d 412, 419 (Ind. Ct. App. 2013) (holding that failure to warn claim 
based on “negligent oral representations by Medtronic’s technicians” when interacting when physician was 
not preempted by the MDA).

Claims related to pharmaceuticals are not expressly or impliedly preempted by the MDA. Bell v. Lollar, 
791 N.E.2d 849, 853, 855 (Ind. Ct. App. 2003).

Is It Always Necessary to Warn?
There can be no actionable failure to warn without a duty to warn. See Am. Optical Co. v. Weidenhamer, 457 
N.E.2d 181, 187-88 (Ind. 1983) (“[A]lthough a hammer, not of defective design, may hurt the user if it slips, 
and the manufacturer cannot manufacture a knife that will not cut, or a stove that will not burn a finger, the 
law does not require him to warn of such common dangers.”). Under well-established Indiana law, neither 
manufacturers nor sellers of a product have a duty to warn of a danger that is commonly known or obvious. 
Id. Such warnings would be redundant. See First Nat’l Bank & Trust Corp., 378 F.3d at 690; Welch, 651 N.E.2d 
at 815–16; Schooley, 631 N.E.2d at 938 (“[Manufacturer] has no duty to warn if the danger is open and obvi-
ous to all.”) (quoting Bemis Co. v. Rubush, 427 N.E.2d 1058, 1061 (Ind. 1981)). Under the open and obvious 
rule, a manufacturer of a product is liable only for defects which are hidden and not normally observable, 
constituting a latent danger in the use of the product. Welch, 651 N.E.2d at 815; Schooley, 631 N.E.2d at 938.

Indiana courts have found a variety of products to contain open and obvious dangers. In McMahon v. 
Bunn-O-Matic Corp., the Seventh Circuit found no duty existed for a manufacturer to remind consumers of 
the fact that coffee is served hot, a known danger. McMahon v. Bunn-O-Matic Corp., 150 F.3d 651, 655 (7th 
Cir. 1983) (applying Indiana law). In Weidenhamer, the Indiana Supreme Court held that there is no duty to 
warn where “the risk of injury from the breaking of the lens [of safety glasses] through some fortuitous event 
is obvious to all.” 457 N.E.2d at 188.

Is There a Heeding Presumption in Indiana?
Under Indiana law, there is a presumption that warnings given will be read and heeded. “Where warning is 
given, the seller may reasonably assume that it will be read and heeded; and a product bearing such a warn-
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ing, which is safe for use if it is followed, is not in defective condition, nor is it unreasonably dangerous.” 
Rushford, 868 N.E.2d at 811 (quoting Dias v. Daisy-Heddon, 390 N.E.2d 222, 225 (In. Ct. App. 1979)) (follow-
ing Restatement (Second) of Torts §402A cmt. j (1976)).

Where an adequate warning is present, the heeding presumption works in favor of the manufacturer. 
Ortho Pharm. Corp., 388 N.E.2d at 555 n.12. But if the user follows the warning and is still hurt, this may 
provide prima facie evidence that the warning was inadequate. Jarrell, 528 N.E.2d at 1168 n.6. Where there is 
no warning, the presumption that the user would have read and heeded an adequate warning works in favor 
of the user. Id. The heeding presumption, may, however, be rebutted if the manufacturer comes forward with 
evidence that even if an adequate warning was provided, the user still would not have read it. Id.

The heeding presumption does not satisfy a plaintiff’s burden to prove proximate causation. Kovach v. 
Caligor Midwest, 913 N.E.2d 193, 199 (Ind. 2009). While the presumption establishes that a warning would 
have been read and heeded, it does not establish that the defect caused the plaintiff’s injury. Id. A plaintiff 
invoking the heeding presumption still must show that the danger that would have been prevented by an 
appropriate warning is the same danger caused the plaintiff’s injuries. Id.

What Defenses Are Available?
A number of possible defenses are available for manufacturers and sellers to raise in a failure to warn action 
in Indiana. See Ind. Code §34-20-6-1 et seq. The burden of proof for a defense is always on the party raising 
the defense. Ind. Code §34-20-6-2.

The IPLA provides that a product liability action must be commenced “within two (2) years after the 
cause of action accrues” or “within ten (10) years after the delivery of the product to the initial user or con-
sumer.” Ind. Code §34-20-3-1. This two-year statute of limitations applies to all product liability actions, 
regardless of the theory of liability. Id. Additionally, under the IPLA, the statute of limitations for a product 
liability action is not tolled until the injured person/child attains the age of majority. Ind. Code §34-20-3-1(a).

Comparative Fault

Under the IPLA, comparative fault applies in product liability actions. Ind. Code §34-20-8-1. The trier of fact 
must compare the fault of the person suffering the injury against the fault of all others who caused or con-
tributed to the cause of the harm, including nonparties. Id. In an action based on fault, the claimant is barred 
from recovery if the claimant’s contributory fault is greater than the fault of all persons whose fault proxi-
mately contributed to the claimant’s damages. Id. §34-51-2-6.

Misuse

A manufacturer or seller is not liable for injuries caused by “misuse of the product by the claimant or any 
other person not reasonably expected by the seller.” Ind. Code §34-20-6-4. “A manufacturer, therefore, is lia-
ble only for its own defects in the products, and not for defects caused by the…misuse of its products.” Tober 
v. Grace Children’s Prods., 431 F.3d 572, 580 (7th Cir. 2005) (applying Indiana law). Although not defined 
in the IPLA, “misuse” has a well-recognized meaning in product liability law: “to use a product in a way in 
which it was not intended to be used.” Leon v. Caterpillar Indus., Inc., 69 F.3d 1326, 1342 (citation omitted).

But if a manufacturer or seller knows that its product is being widely misused, it may have a duty to 
make reasonable efforts to warn against the consequences of misuses. Leon, 69 F.3d at 1343. Reasonably fore-
seeable use or misuse is based on the “ordinary prudent person.” Id. The issue of what is reasonably expected 
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use or misuse is normally a question of fact to be determined by the jury. Id.; Montgomery Ward & Co., 554 
N.E.2d at 1156.

The defense of product misuse has been interpreted by Indiana courts as an element of comparative 
fault, Morgen v. Ford Motor Co., 797 N.E.2d at 1146, 1148 n.3 (Ind. 2003) (citing Chapman v. Maytag Corp., 
297 F.3d 682, 689 (7th Cir. 2002) (applying Indiana law); Barnard v. Saturn Corp., 790 N.E.2d 1023, 1030 (Ind. 
Ct. App. 2003)). “Misuse is not a complete defense but instead is considered along with all other fault in the 
case under the comparative fault scheme.” Campbell Hausfeld/Scott Fetzer Co. v. Johnson, 90 N.E.3d 1205, 
1211 (Ind. Ct. App. 2017). As of July 17, 2018, the Indiana Supreme Court is considering whether to grant 
transfer in the Campbell case, including on the issue of whether misuse is a complete defense. Oral argument 
on the issue of transfer occurred on June 7, 2018.

Substantial Modification or Alteration

A manufacturer is liable only for its own defects in its products, not for defects caused by unforeseeable alter-
ation of its products. Tober, 431 F.3d at 580. Under Indiana law, a defendant may raise the defense that the 
plaintiff’s physical harm was proximately caused by an unforeseeable alteration of the product made after 
the product’s delivery to the initial user or consumer, rather than by an inadequate warning. Ind. Code §34-
20-6-5. To be considered a substantial modification or alteration, the change must increase the likelihood 
of malfunction and must be the proximate cause of the plaintiff’s harm. Schooley v. Ingersoll Rand, Inc., 631 
N.E.2d 932, 938 (Ind. Ct. App. 1994). The modification or alteration of the product must be independent of 
the expected and intended use to which the product is put. Smock Materials Handling Co. v. Kerr, 719 N.E.2d 
396, 404 (Ind. Ct. App. 1999) (citing Montgomery Ward & Co., 554 N.E.2d at 1157).

The modification defense frees the defendant of fault if the product was modified in a manner not rea-
sonably expected by the manufacturer. Westchester Fire Ins. Co., 2006 WL 3147710, *2. The applicability of 
the modification defense, therefore, depends on foreseeability. Leon, 69 F.3d at 1339. The defense does not 
apply if it is foreseeable to the manufacturer that the alteration would be made. Schooley, 631 N.E.2d at 938 
(citing Craven v. Niagara Mach. & Tool Works, Inc., 425 N.E.2d 654, 655 (Ind. Ct. App. 1981)). The issue of 
foreseeability of an alteration is normally a question for the trier of fact. Id. (citing Montgomery Ward & Co., 
554 N.E.2d at 1156).

Sophisticated User

Under the sophisticated user exception, a manufacturer has no duty to warn if the dangers posed by a prod-
uct are already known to the user. Natural Gas Odorizing, Inc., 685 N.E.2d at 163. To be considered a sophisti-
cated user, the user must have knowledge equal or superior to the manufacturer regarding a product’s danger 
or be engaged in a type of business in which the dangers of the manufacturer’s product are commonly known 
so that the manufacturer could reasonably have expected the user to know of the dangers. Westchester Fire 
Ins. Co., 2006 WL 3147710, at *2. Actual or constructive knowledge of a product’s dangers may arise where 
either the supplier has provided an adequate explicit warning of such dangers or information of the product’s 
dangers is available in the public domain. Natural Gas Odorizing, Inc., 685 N.E.2d at 164.

The applicability of the sophisticated user exception is almost always a question for the trier of fact. 
Smock Materials Handling Co., 719 N.E.2d at 403 (citing Natural Gas Odorizing, Inc., 685 N.E.2d at 163. Fac-
tors to consider include the product’s nature, complexity and associated dangers, dangers posed to the ulti-
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mate consumer by an inadequate or nonexistent warning, and the feasibility of directly warning the products 
ultimate consumers. Id. (citing Natural Gas Odorizing, Inc., 685 N.E.2d at 163).

This exception has been extended to limit the duty to warn the ultimate user when the product is sold to 
a “learned intermediary” or a “sophisticated intermediary.” Natural Gas Odorizing, Inc., 685 N.E.2d at 162. 
For more information, please see Who Do You Have To Warn, supra.

Learned Intermediary

Indiana law recognizes the “learned intermediary” exception to the duty to warn, but limits the exception 
to prescription drugs and medical devices. Natural Gas Odorizing, Inc., 685 N.E.2d at 162 n.10 (citing Ortho 
Pharm. Corp., 388 N.E.2d at 549). The learned intermediary defense provides that manufacturer’s duty to 
warn extends only to the medical profession and not to the ultimate user—the patient. Ortho Pharm. Corp., 
388 N.E.2d at 548. For more information, please see Who Do You Have To Warn, supra.

Sophisticated Intermediary

The sophisticated intermediary defense is similar to the learned intermediary defense. Though they are 
distinct concepts, the terms have sometimes been used interchangeably. Smock Materials Handling Co., 719 
N.E.2d at 403 n.4. The duty to warn end users of potential dangers is generally non-delegable, but Indiana law 
has recognized an exception to this general rule, the sophisticated intermediary doctrine. Ritchie v. Glidden 
Co., 242 F.3d 713, 724 (7th Cir. 2001) (applying Indiana law). The sophisticated intermediary exception to a 
defective warning claim provides that the manufacturer has no duty to warn the ultimate consumer or user 
when the product is sold to a sophisticated intermediary whom the manufacturer has adequately warned. Id. 
(citing Taylor v. Monsanto Co., 150 F.3d 806, 808 (7th Cir. 1998), overruled in part on other grounds by Hill 
v. Tangherlini, 724 F.3d 965, 967 n.1 (7th Cir. 2013)). Delegation of the duty to warn makes particular sense 
where the manufacturer cannot control how the intermediary will use the product or when the form of the 
product does not easily lend itself to direct labeling. Taylor, 150 F.3d at 808.

The sophisticated intermediary doctrine is applicable if (1) the product is sold to an intermediary with 
knowledge or sophistication equal to that of the manufacturer; (2) the manufacturer adequately warns this 
intermediary; and (3) the manufacturer can reasonably rely on the intermediary to warn the ultimate con-
sumer. Hathaway v. Cintas Corp. Servs., Inc., 903 F. Supp. 2d 669, 676 (N.D. Ind. 2012) (citing First Nat. Bank 
and Trust Corp., 378 F.3d at 691).

Whether a manufacturer has discharged its duty under the sophisticated intermediary doctrine is gen-
erally a question of fact for determination by the jury. Ritchie, 242 F.3d at 724; Smock Materials Handling 
Co., 719 N.E.2d at 402 (citing Natural Gas Odorizing, Inc., 685 N.E.2d at 163). For the exception to apply, the 
intermediary must have a level of sophistication and knowledge equal to that of the manufacturer. Ritchie, 
242 F.3d at 724. The manufacturer must also be able to reasonably rely on the intermediary to warn the ulti-
mate user. Id. Other factors to be considered in determining whether the sophisticated intermediary defense 
applies include the “likelihood or unlikelihood that harm will occur if the intermediary does not pass on the 
warning to the ultimate user, the trivial nature of the probable harm, the probability or improbability that 
the particular intermediary will not pass on the warning and the ease or burden of the giving of the warning 
by the manufacturer to the ultimate user.” Id. (citing Natural Gas Odorizing, Inc., 685 N.E.2d at 163). The 
product’s nature and the complexity and associated dangers are also factors that must also be considered in 
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determining whether a manufacturer has discharged its duty under the sophisticated intermediary doctrine. 
Natural Gas Odorizing, Inc., 685 N.E.2d at 163.

Seller’s Defense

A seller may raise the defense that it provided the buyer with the manufacturer’s warning of the danger 
at issue, so long as the manufacturer’s warning was adequate. Rushford, 868 N.E.2d at 811. Absent special 
circumstances, if the manufacturer provides adequate warnings of the danger of its product, and the seller 
passes this warning along to the buyer or consumer, then the seller has no obligation to provide additional 
warnings. Id.

Rebuttable Presumption

The IPLA provides that there is a rebuttable presumption that “the product that caused the physical harm 
is not defective and that the manufacturer or seller of the product was not negligent” if the product “was in 
conformity with the generally recognized state of the art applicable to the safety of the product at the time 
the product was designed, manufactured, packaged and labeled” or “complied with applicable codes, stan-
dards, regulations, or specifications established, adopted, promulgated, or approved by the United States or 
by Indiana, or by an agency of the United States or Indiana.” Ind. Code §34-20-5-1. The last sentence of Ind. 
R. Evid. 301 gives this presumption a “continuing effect” throughout trial. Schultz v. Ford Motor Co., 857 
N.E.2d 977, 985 (Ind. 2006). The “continuing effect” language of Ind. R. Evid. 301 authorizes a jury instruc-
tion on Ind. Code §34-20-5-1. Flis v. Kia Motors Corp., 2005 WL 1528227, at *5 (S.D. Ind. June 20, 2005). How-
ever, evidence of compliance with a standard is not relevant in a product liability case when the standard is 
unrelated to the alleged defect. See Terex-Telelect, Inc. v. Wade, 59 N.E.3d 298, 305 (Ind. Ct. App. 2016), trans. 
denied, 80 N.E.3d 179 (Ind. 2017).

Is an Expert Required on Warning Issues?
A plaintiff must provide supporting testimony or evidence regarding the content or placement of a warning 
that would have prevented the danger posed by the alleged defect. Morgen, 797 N.E.2d at 1152. This evidence 
must assist the trier of fact in rationally deciding between the efficacy of two warnings. Id. But Indiana law 
allows a plaintiff to prove that a warning is inadequate without expert testimony on the subject. Id. (citing 
Montgomery Ward & Co., 554 N.E.2d at 1159). Expert testimony is required to fulfill the plaintiff’s burden 
of proof as to the existence of a defect only where the issue is beyond the common understanding of a lay 
juror. Id. A plaintiff may present his failure to warn argument without expert testimony because alternative 
warnings cases may not always require the same degree of technical analysis as design defect cases. Id. The 
Indiana Court of Appeals explained in Cansler v. Mills:

Expert testimony is not always required to establish an element of a products liability action, if there 
is sufficient circumstantial evidence within a lay person’s understanding that would constitute a basis 
for a legal inference and not mere speculation. In order to justify dismissing a case because the plaintiff 
has failed to present expert testimony, a court must find that the facts necessary to establish a prima 
facie case cannot be presented to any reasonably informed factfinder without the assistance of expert 
testimony. Cansler v. Mills, 765 N.E.2d 698, 706 (Ind. Ct. App. 2002).

While scientific testimony is not necessarily required, parties may offer expert testimony regarding the 
necessity or adequacy of warnings. Jarrell, 528 N.E.2d at 1163. Such expert testimony is only admissible if the 
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court is satisfied that the scientific principles upon which the expert testimony rests are reliable. Ind. R. Evid. 
702(b). The opponent of any expert testimony may challenge both the credibility of the expert and the weight 
of his testimony. Ford Motor Co. v. Ammerman, 705 N.E.2d 539, 550 (Ind. Ct. App. 1999).

Opinions applying the Federal Rules of Evidence to expert witnesses developed under Daubert v. Mer-
rell Dow Pharms., Inc., 509 U.S. 579 (1993), are helpful in interpreting Ind. R. Evid. 702(b), but are not con-
trolling. Carter v. State, 766 N.E.2d 377, 381 (Ind. 2002) (citing McGrew v. State, 682 N.E.2d 1289, 1290 (Ind. 
1997). In applying Ind. R. Evid. 702(b), the trial judge is to act as a “gatekeeper” and make certain that an 
expert’s testimony is relevant and rests on a reliable foundation. Rogers v. Cosco, Inc., 737 N.E.2d 1158, 1168 
(Ind. Ct. App. 2000) (citation omitted).

Has the Pre-Sale Duty to Warn Been Preempted in Indiana?
Indiana courts are reluctant to find federal preemption of state common law warnings claims, but the Court 
of Appeals has found preemption in at least one case. See, e.g., Natural Gas Odorizing, Inc. v. Downs, 685 
N.E.2d 155, 163 (Ind. Ct. App. 1997); Cook v. Ford Motor Co., 913 N.E.2d 311, 319 (Ind. Ct. App. 2009); but see 
McGookin v. Guidant Corp., 942 N.E.2d 831, 838 (Ind. Ct. App. 2011) (finding that failure to warn claim “that 
would allow a jury to impose a standard of care different from or in addition to the FDA’s specific federal 
requirements” was preempted).

POST-SALE DUTIES

Indiana courts have not adopted the Third Restatement, which provides for a post-sale duty to warn. Restate-
ment (Third) of Torts: Products Liability §10 (1998), and no Indiana opinion has found a post-sale duty to 
warn to exist. Although the Seventh Circuit cites the proposed Third Restatement in McMahon v. Bunn-O-
Matic Corp., 150 F.3d 651, 655 (7th Cir. 1998), there is no case law support for a post-sale duty to warn. Apply-
ing Indiana law, the Seventh Circuit has held that a manufacturer did not have a post-sale duty to warn where 
“the product’s underlying defect was present at the time of the initial sale[.] … [T]he post-sale duty to warn 
claim does not circumvent the Statute of Repose.” Land v. Yamaha Motor Corp., 272 F.3d 514, 517-18 (7th 
Cir. 2001).

But see Reed v. Ford Motor Co., 679 F. Supp. 873 (S.D. Ind. 1988) (denying defendant’s motion to dismiss 
plaintiff’s “continuing duty to warn” claims because defendant failed to cite authority for its assertion that 
the seller’s duty to warn is limited to the time of sale).
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