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Scope of the Failure to Warn
The 1988 Ohio Product Liability Act (“OPLA”) codified common law product liability causes of action. Under 
the OPLA, a plaintiff could recover for a defect (1) in manufacture or construction, (2) in design or formula-
tion, (3) due to inadequate warning or instruction, or (4) due to non-conformity with a specific representa-
tion. Ohio Rev. Code (“O.R.C.”) §2307.73(A) (1).

Actions for personal injuries allegedly sustained by a product that arise on or after April 7, 2005 are 
governed by the OPLA. O.R.C. §2307.71-2307.80; Schmiedebusch v. Mallinckrodt, Inc., 2011 U.S. Dist. Lexis 
125765. At *4 (D. Ohio Sept. 13, 2011) (“The Ohio Product Liability Act (OPLA) is ‘intended to abrogate all 
common law product liability claims or causes of action.’”). The OPLA has been amended as part of tort 
reform in Ohio, causing significant changes in products liability law. The OPLA specifically abrogates all 
common law claims. O.R.C. §2307.71(B). A “products liability claim” is a claim or cause of action asserted in 
a civil action pursuant to sections 2307.71 to 2307.80 of the Ohio Revised Code and that seeks to recover com-
pensatory damages from a manufacturer or supplier for death, physical injury to person, emotional distress, 
or physical damage to property other than the product in question. O.R.C. §2307.71(A) (13). Claims that are 
authorized by the OPLA should be pled with reference to the applicable provision of the OPLA. Saraney v. 
TAP Pharm. Prods., 2007 U.S. Dist. Lexis 3113, at *26 (S.D. Ohio Jan. 16, 2007); Delahunt v. Cytodyne Techs, 
241 F. Supp. 2d 827, 843 (S.D. Ohio 2003).

In order to succeed on a product liability claim alleging an inadequate/defective warning or instruction, 
Plaintiff must establish that Defendants:

(1) knew or, in the exercise of reasonable care, should have known about the risk that is associated with 
the product and that allegedly caused harm for which the claimant seeks to recover compensatory 
damages; and

(2) failed to provide the warning or instruction that a manufacturer exercising reasonable care would 
have provided concerning that risk, in light of the likelihood that the product would cause harm of 
the type for which the claimant seeks to recover compensatory damages and in light of the likely 
seriousness of that harm.

R.C. 2307.76. Additionally, Plaintiff must show that the defect in the warning or instruction was the prox-
imate cause of her injuries. R.C. 2307.73(A); Seley v. G.D. Searle & Co., et al, 67 Ohio St.2d 192, 200, 423 
N.E.2d 831 (1981); Freas v. Prater Construction Corp., Inc., et al, 60 Ohio St.3d 6, 8, 573 N.E.2d 27 (1991); 
Lykins v. Fun Spot Trampolines, Inc. 172 Ohio App.3d 226, 2007-Ohio-1800, 874 N.E.2d 811, ¶13 (12th Dist.).

This compendium includes recent and historical interpretations of Ohio failure to warn legal princi-
ples. While common law causes of action for product liability no longer exist in Ohio, historical case law is 
included where it is persuasive or clarifies the OPLA’s provisions.
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Relationship between Duty to Warn and Duty of Safe Design

A warning or lack thereof that accompanies a product can be part of a product’s design. Graham v. Am. 
Cyanamid Co., 2000 U.S. Dist. Lexis 22739, at *36, fn. 11 (S.D. Ohio Dec. 21, 2000) (“In strict products liabil-
ity, the focus is on the condition of the product. Thus, the warning is part of the design of the product and the 
product itself is considered unreasonably dangerous if the warning is inaccurate.”). Such a claim, however, is 
susceptible to the same challenges a manufacturer can assert against a failure to warn claim. See, e.g., Krum-
pelbeck v. Breg, Inc., 759 F. Supp. 2d 958, 974–975 (S.D. Ohio 2010).

Moreover, with respect to pharmaceutical products, so long as adequate warning has been provided, the 
manufacturer cannot be strictly liable for design defect regardless of whether there is a causal connection 
between the plaintiff’s use of the drug and the plaintiff’s injury or whether the product was unavoidably dan-
gerous. Wimbush v. Wyeth, 619 F.3d 632, 637 (6th Cir. 2010); Frey v. Novartis Pharms. Corp., 642 F. Supp. 2d 
787, 794 (S.D. Ohio 2009). See generally Miller v. Alza Corp., 759 F. Supp. 2d 929, 940 (S.D. Ohio 2010) (clarify-
ing that the Court does not read Wimbush as holding that “the defense in O.R.C. §2307.75(D) is applicable to 
cases where the subject prescription drug is avoidably safe”; rather, “O.R.C. §2307.75(D), by its clear language, 
applies only to instances where the ethical drug at issue is unavoidably unsafe.”) (emphasis in original).

The Restatement

At the time of drafting, there has been no Ohio case law applying the Restatement Third in the area of prod-
ucts liability or failure to warn. However, courts have repeatedly recognized the role of the Second Restate-
ment of Torts in Ohio.

Who Has a Duty To Warn

The Manufacturer

A manufacturer is liable for compensatory damages on a failure to warn claim only if the plaintiff establishes 
by a preponderance of the evidence both (1) that the product was defective due to an inadequate warning or 
instruction and (2) this defect was a proximate cause of the harm from which the plaintiff seeks recovery. 
O.R.C. §2307.73. A product is defective due to an inadequate warning or instruction if, when it left the man-
ufacturer’s control, both of the following applied: (1) the manufacturer knew or should have known (with 
the exercise of reasonable care) about a risk associated with the product that caused the harm for which the 
plaintiff seeks to recover compensatory damages; and (2) the manufacturer failed to provide the warning or 
instruction that a manufacturer exercising reasonable care would have provided concerning that risk, in light 
of the likelihood that the product would cause harm of the type suffered by the claimant and in light of the 
likely seriousness of that harm. O.R.C. §2307.76. A manufacturer has the duty to warn or instruct in accor-
dance with what a reasonable person would have done in presenting the product to the public. Miles v. Kohli 
& Kaliher Assoc., Ltd., 917 F.2d 235, 243–45 (6th Cir. 1990); Crislip v. TCH Liquidating Co., 556 N.E.2d 1177, 
1182 (Ohio 1990).

The Supplier

Under the OPLA, a “supplier” is defined as any person who, in the course of a business conducted for such a 
purpose, either (1) sells, distributes, leases, prepares, blends, packages, labels, or otherwise participates in the 
placing of a product in the stream of commerce, or (2) installs, repairs, or maintains any aspect of a product 
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that causes harm. O.R.C. §2307.71(O). A person who leases a product whose selection, possession, mainte-
nance, or operation is controlled by someone else is excluded from the definition. Id.; Sheets v. Schmidt & 
Assoc., Inc., 2003 Ohio App. Lexis 2877, at **19 (Ohio Ct. App. June 20, 2003).

Such a supplier is subject to liability for compensatory damages on a statutory product liability claim 
under OPLA if the plaintiff establishes, by a preponderance of the evidence, either that (1) the supplier was 
negligent and such negligence was the proximate cause of the harm suffered by the plaintiff; or (2) the prod-
uct did not conform, when it left the supplier’s control, to a representation made by the supplier, and such 
representation and failure to conform were the proximate cause of the harm. O.R.C. §2307.78(A).

Under Ohio law, a negligent failure-to-warn claim requires proof of these elements: (1) a duty to warn 
against a reasonably foreseeable risk; (2) breach of that duty; and (3) injury proximately caused by that 
breach. Graham v. Am. Cyanamid Co., 350 F.3d 496, 514 (6th Cir. 2003); Freas v. Prater Constr. Corp., 573 
N.E.2d 27, 30 (Ohio 1991). In general, Ohio courts refer to the principles set forth in sections 388 and 401 of 
the Restatement (Second) of Torts to determine whether a supplier should be liable for failure to warn, which 
require proof that the supplier (1) knows or has reason to know that the product is likely to be dangerous for 
the use for which it is supplied; (2) has no reason to believe that the users will realize its dangerous condition; 
and (3) fails to exercise reasonable care to users them of its danger. In short, the supplier must exercise rea-
sonable care in informing those who are to use the product with information which the supplier possesses 
that they need to know to use it safely. Boyd v. Lincoln Elec. Co., 902 N.E.2d 1023, 1028 (Ohio Ct. App. 2008); 
Hanlon v. Lane, 648 N.E.2d 26, 28–29 (Ohio Ct. App. 1994). For a supplier to be liable on such a claim, the 
plaintiff must show that the supplier knew or should have known of the danger. Chamberlain v. Am. Tobacco 
Co., 70 F. Supp. 2d 788, 798 (N.D. Ohio 1999).

A product supplier may also become liable for compensatory damagesas if it were the manufacturer 
(“substituted liability”) where the manufacturer itself would be liable but (1) is not subject to judicial process 
in Ohio; (2) is insolvent; (3) is owned in whole or in part by the supplier; (4) owns the supplier in whole or 
in part; or (5) used a design provided by the supplier; or where (6) the supplier’s alteration, modification, 
or failure to maintain the product rendered it defective; (7) the product was marketed under the supplier’s 
own label or trade name; or (8) the supplier has failed to identify the manufacturer to the claimant. O.R.C. 
§2307.78(B). “Insolvency is defined as an inability to pay one’s debts. Although filing bankruptcy may be an 
assertion of insolvency, not all bankruptcy actions necessarily result in insolvency.” Potts v. 3M Co., 8th Dist. 
Cuyahoga No. 87977, 2007-Ohio-1144, P20, discretionary appeal not allowed, Potts v. 3M Co., 15 Ohio St. 3d 
1412, 2007-Ohio-4884, 873 N.E.2d 1316 (Ohio 2007).

The Component Part Supplier

The duty to warn does not extend to speculative anticipation of how a non-defective part can become poten-
tially dangerous upon integration into a unit designed and assembled by another without the manufacturer’s 
involvement. Brenaman v. R.M.I. Co., 639 N.E.2d 425, 431 (Ohio 1994); Wells v. Komatsu Am. Int’l Co., 835 
N.E.2d 771, 777 (Ohio Ct. App. 2005). If the manufacturer has knowledge of the specific use of its component 
part and possible danger from such use, however, then the manufacturer has a duty to warn. Phan v. Presrite 
Corp., 653 N.E.2d 708, 711 (Ohio Ct. App. 1994). A component manufacturer is not responsible for installing 
safety devices or ensuring that a device is properly installed where the purchaser modifies the original device 
through installation, even when the manufacturer knows that the assembly process needs to be completed. 
Sikorski v. Link Elec. & Safety Control Co., 691 N.E.2d 749, 755 (Ohio Ct. App. 1997). Moreover, a component 
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part manufacturer is not required to “procure plans of the entire system, review those plans, and inde-
pendently determine whether their respective component parts would function in a safe fashion.” Searls v. 
Doe, 29 Ohio App.3d 309, 312, 29 Ohio B. 408, 505 N.E.2d 287 (10th Dist.1986).

Adequacy of a Warning
A warning is adequate only if it reasonably discloses all inherent risks and the product is safe when used as 
directed. McConnell v. Cosco, Inc., 238 F. Supp. 2d 970, 976 (S.D. Ohio 2003); Phan v. Presrite Corp., 653 N.E.2d 
708,711 (Ohio Ct. App. 1994). A warning must disclose all risks that face the product’s user. Hisrich v. Volvo Cars 
of N. Am., Inc., 226 F.3d 445, 452 (6th Cir. 2000). A warning may be adequate even if it does not list all possible 
consequences of the risks, however, as long as it identifies the magnitude of the potential consequences. Woeste 
v. Wash. Platform Saloon & Rest., 836 N.E.2d 52, 60 (Ohio Ct. App. 2005). In order to succeed on a failure-to-
warn claim, the plaintiff must prove that an additional or more explicit warning would have prevented the in-
jury incurred. Sheets, 2003 Ohio App. Lexis 2877, at **14. A warning must indicate the scope of the danger and 
reasonably communicate the extent or seriousness of the harm that could result from using the product other 
than as directed. In re Meridia Prod. Liab. Litig., 328 F. Supp. 2d 791, 812 (N.D. Ohio 2004). A simple directive 
warning may be inadequate when it fails to indicate the consequences that might result from failure to follow 
it. Id.; e.g., McConnell, 238 F. Supp. 2d at 978. Further, the means used to convey the warning must be adequate; 
an otherwise adequate warning or instruction may be inadequate if it is placed in a location where a reasonable 
person would not notice it. Id. Thus, the court will consider not only the actual warning, but the method of de-
livery of the warning. Boyd v. Lincoln Elec. Co., 902 N.E.2d 1023, 1030 (Ohio Ct. App. 2008).

Location of Warning

A warning should be placed in plain view. Lawrence v. Raymond Corp., 2011 U.S. Dist. Lexis 85798, at*29 
(N.D. Ohio Aug. 4, 2011) (warning facing the operator at approximately eye-level was sufficient). A reason-
able person most likely would notice a conspicuous warning placed on the product itself. See, e.g., Mohney v. 
USA Hockey, Inc., 300 F. Supp. 2d 556, 580 (N.D. Ohio 2004) (finding that the warning was adequate, in part, 
because the warning on the helmet was in plain view and the plaintiff saw the label hundreds of times); Phan 
v. Presrite Corp., 653 N.E.2d 653, 711 (Ohio Ct. App. 1994) (placing warning on the foot switch of a power 
press was adequate because it was seen by employees who operated the press and because there was no other 
place to put such a warning where employees would have read it).

Placing a warning on the container of a product has been deemed insufficient where the manufacturer 
has some knowledge that the end user usually does not see the container. Boyd, 902 N.E.2d at 1033.

Warnings set forth in an instructional manual will not, in all situations, be sufficient to absolve a manu-
facturer of liability where there exists a duty to provide further warnings to the ultimate user of its product. 
Newell Rubbermaid, Inc. v. Raymond Corp., 2010 U.S. Dist. Lexis 65564, at *47 (N.D. Ohio July 1, 2010) (warn-
ing on both the product and in the instruction manual was adequate); Freas, 573 N.E.2d at 32 (“We are aware 
there are, and will be, many situations that require a manufacturer to supply warnings on the product itself 
as well as in an instructional manual.”).

Content of Message/Obvious Hazards

Although the general risk attendant with a product’s use may be somewhat obvious, the risk of the specific 
mechanism leading to the injury suffered may not be. If the specific mechanism leading to the injury is not 
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addressed in the warning, courts may turn the issue of “obviousness of the risk” over to the jury to deter-
mine. See, e.g., Kaiser v. ODB Co., 2011 U.S. Dist. Lexis 80479, at **13 (N.D. Ohio July 25, 2011) (holding “that 
although the general risk of having one’s hand caught in the impeller was somewhat obvious, the risk of 
the specific mechanism leading to the injury suffered—that is, having the clutch slip into gear after being 
disengaged—was not as clearly open and obvious”); Patterson v. Cent. Mills, Inc., 112 F. Supp. 2d 681, 690 
(N.D. Ohio 2000) (denying motion for summary judgment where t-shirt caught fire because the general risk 
of flammability was known but the extent of the risk was not); Cincinnati v. Beretta U.S.A. Corp., 768 N.E.2d 
1136, 1148 (Ohio 2002) (stating that the danger of being shot by a gun was open and obvious but that many 
of the features of the gun that could cause it to fire unexpectedly were not necessarily open and obvious); 
Bouher v. Aramark Servs., 910 N.E.2d 40, 44 (Ohio Ct. App. 2009) (cautioning that the water was “hot” was 
adequate to warn the consumer of the risk of potential injury and a warning that the water was approxi-
mately 200 degrees was unnecessary); Lykins v. Fun Spot Trampolines, 874 N.E.2d 811, 820 (Ohio Ct. App. 
2007) (holding that the general danger of jumping on trampoline open and obvious but that many of the 
ways that harm could occur were not necessarily open and obvious).

Foreseeable Misuse

“[F]oreseeable misuse will not relieve a manufacturer from failure to warn.” Hall v. Sun Oil Petroleum Prods., 
1984 Ohio App. Lexis 11130, at *10 (Ohio Ct. App. Sept. 28, 1984) (citing White v. Dealers Transit, Inc., 4 Ohio 
App.3d 40 (1980)).

Dilution/Overwarning

A failure to warn claim may fail where plaintiff’s alleged alternate or additional warnings frustrate federal 
policy of ensuring that federally mandated warning information not be diluted by information overload. 
Fisher v. Ford Motor Co., 13 F. Supp. 2d 631, 637 (N.D. Ohio 1998) (“[R]equiring that manufacturers provide 
more detailed air bag warning labels that include information that NHTSA did not consider to be of the 
utmost importance is likely to lead vehicle occupants to disregard the most important information or even 
the warning label altogether, in derogation of NHTSA’s anti-dilution policy. Therefore, to the extent that 
plaintiffs claim that alternate warning labels should have been placed in other locations in the car, that claim 
is impliedly preempted, because requiring such alternate warnings would frustrate the federal policy of 
ensuring that important warning information is not diluted by information overload.”)

Who to Warn

Allergic Persons

“In order to prevent the product from being unreasonably dangerous, the seller may be required to give 
directions or warning, on the container, as to its use. The seller may reasonably assume that those with com-
mon allergies, as for example to eggs or strawberries, will be aware of them, and he is not required to warn 
against them. Where, however, the product contains an ingredient to which a substantial number of the 
population are allergic, and the ingredient is one whose danger is not generally known, or if known is one 
which the consumer would reasonably not expect to find in the product, the seller is required to give warn-
ing against it, if he has knowledge, or by the application of reasonable, developed human skill and foresight 
should have knowledge, of the presence of the ingredient and the danger.” Brown v. McDonald’s Corp., 655 
N.E.2d 440, 444 (Ohio Ct. App. 1995) (citing and quoting comment j to section 402 of 2 Restatement of the 
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Law (Second) Torts 353); see also Woeste, 836 N.E.2d at 60 (although ill-effects of eating oysters were confined 
to small segment of population, supplier still had a duty to warn).

Sophisticated Users/Bulk Supplier

A manufacturer discharges its duty to warn by providing the necessary information to an intermediary 
upon whom it reasonably relies to supply the information to the ultimate user of the product. The primary 
question is whether reliance on the intermediary to provide necessary warnings to users was reasonable. A 
manufacturer does not act unreasonably by failing to warn intermediate purchasers of dangers of which they 
are already knowledgeable. The purpose of a warning is to notify someone of dangers of which he has no 
knowledge so that he can take appropriate action to protect against those dangers. Midwest Specialties, Inc. v. 
Crown Indus. Prod. Co., 940 F. Supp. 1160, 1166 (N.D. Ohio 1996).

Learned Intermediaries

A manufacturer is not liable for marketing an unavoidably unsafe prescription drug as long as adequate 
warnings (e.g., potential adverse reactions described in drug package inserts) have been provided to the 
prescribing physician. Seley v. G.D. Searle & Co., 423 N.E.2d 831, 837 (Ohio 1981). Under the “learned inter-
mediary” doctrine, an ethical drug is not defective due to an inadequate warning or instruction if its manu-
facturer provides an otherwise adequate warning and instruction to the physician or other legally authorized 
person who prescribes and dispenses an ethical drug, unless the FDA has provided that the warning or 
instruction relative to that drug must be given directly to its ultimate user. The drug manufacturer’s primary 
responsibility is to provide adequate warnings concerning its product to prescribing physicians. Jones v. 
Roche Lab., 616 N.E.2d 545 (Ohio Ct. App. 1992). A manufacturer discharges its duty by adequately warning 
the physician; it may reasonably assume that the physician will exercise informed judgment in the patient’s 
best interests if the product labeling fully informs the physician of the risks involved and the procedures for 
use. Tracy v. Merrell Dow Pharm., Inc., 569 N.E.2d 875 (Ohio 1991). An adequate warning includes those risks 
that an expert in the field knew or should have known about at the time of marketing. Seley, 423 N.E.2d at 
197–198. The physician, acting as the learned intermediary, has the obligation to convey pertinent warnings 
to the patient; this does not relieve the manufacturer of the duty to provide an adequate warning to the ulti-
mate user, but provides only a different method for conveying that warning. Vaccariello v. Smith & Nephew 
Richards, Inc., 763 N.E.2d 160, 164 (Ohio 2002). The “learned intermediary” doctrine also applies in cases 
involving implantable medical devices. Id.; Skerl v. Arrow Int’l, 202 F. Supp. 2d 748, 753 (N.D. Ohio 2001).

Law Regarding Drugs and Devices
Actions for personal injuries allegedly sustained by use of a prescription drug that arise on or after April 
7, 2005 are governed by the OPLA. O.R.C. §2307.71-2307.80; In re Heparin Prod. Liab. Litig., 2011 U.S. Dist. 
Lexis 98936, at *6 (D. Ohio Sept. 1, 2011) (OPLA “specifically applies to drugs which are ‘prescription drugs 
that are prescribed or dispensed by a physician or any other person who is legally authorized to prescribe or 
dispense a prescription drug.’”). Medical devices that are regulated by the Federal Food, Drug, and Cosmetic 
Act are also covered by the OPLA. O.R.C. §2307.71(5). The FDA’s review, analysis, and approval of a drug 
package warning does not necessarily insulate a drug manufacturer from a claim that the warning is inade-
quate. Wagner v. Roche Labs., 671 N.E.2d 252, 258 (Ohio 1996) (the FDA policy of discouraging information 
overload by requiring disclosure of only known hazards “does not relieve the drug manufacturer from pro-
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viding a warning of all potential adverse reactions inherent in the use of the drug of which the manufac-
turer, being held to the standards of an expert in the field, knew or should have known to exist at the time of 
marketing,” citing Seley v. G.D. Searle & Co., 423 N.E.2d 831 (Ohio 981)). It should be noted, however, that a 
manufacturer is not liable for punitive or exemplary damages if the device was “manufactured and labeled 
in relevant and material respects in accordance with the terms of an approval or license issued by the federal 
food and drug administration under the ‘Federal Food, Drug, and Cosmetic Act,’ 52 Stat. 1040 (1938), 21 
U.S.C. 301-392, as amended.” O.R.C. §2307.80(C) (1) (a). Additionally, the OPLA preempts actions under the 
Ohio Consumer Sales Practices Act (“OCSPA”) “where OCSPA claims are primarily rooted in product liability 
claims.” Mitchell v. Proctor & Gamble, No. 2:08-CV-426, 2010 U.S. Dist. LEXIS 17956, 2010 WL 728222, at *4 
(S.D. Ohio Mar. 1, 2010); Hendricks v. Pharmacia Corp., 2014 U.S. Dist. LEXIS 76125, at *12 (S.D. Ohio June 
4, 2014) (finding that Plaintiff’s claims pursuant consumer protection laws that defendant made misleading 
statements about the risks of a drug were preempted by the OPLA).Adequacy of a drug’s warning label is 
generally a question of fact, though it can become a question of law where the warning is accurate, clear and 
unambiguous. Meridia Prod. Liab. Litig. v. Abbot Laboratories, 447 F.3d 861, 867 (6th Cir. 2006). “A warning 
is ‘adequate’…where, under all the circumstances, it reasonably discloses to the medical profession all risks 
inherent in the use of the drug which the manufacturer knew or should have known to exist.” Saraney v. TAP 
Pharmaceutical Products, Inc., 2007 U.S. Dist. Lexis 3113, at **15 (N.D. Ohio Jan. 16, 2007) (internal cita-
tions omitted).

Courts use at least five factors to determine whether a warning is adequate: (1) the warning must ade-
quately indicate the scope of the danger; (2) the warning must reasonably communicate the extent or seri-
ousness 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 inad-
equate when it fails to indicate the consequences that might result from the failure to follow it; and (5) the 
means to convey the warning must be adequate. DeGidio v. Centocor Ortho Biotech, Inc., 2010 U.S. Dist. Lexis 
118406, at *12 (N.D. Ohio Nov. 5, 2010; In re Meridia Prod. Liab. Litig., 328 F. Supp. 2d 791, 812 (N.D. Ohio 
2004).). A manufacturer’s “claimed violations of FDA regulations would not be…relevant in helping the jury 
determine the adequacy of the warning.” Renfro v. Smith Lab., Inc., 1988 Ohio App. Lexis 4941, at *16 (Ohio 
Ct. App. Dec. 16, 1988); see also Krumpelbeck, 759 F. Supp. 2d at 971.

According to Ohio law, so long as adequate warning has been provided for a pharmaceutical product, 
then the manufacturer cannot be strictly liable for design defect under Ohio law, regardless of whether there 
is a causal connection between the plaintiff’s use of the drug and the plaintiff’s injury or whether the product 
was unavoidably dangerous. Frey, 642 F. Supp. 2d at 794; Wimbush, 619 F.3d at 637.

Necessity of a Warning

Commonly Known and Open and Obvious Dangers

Under Ohio law, the question of whether a defendant had a duty to warn is a question of law. Sikorski v. Link 
Elec. & Safety Control Co., 691 N.E.2d 749, 755 (Ohio Ct. App. 1997). A manufacturer has no duty to warn or 
instruct about a risk that is a matter of common knowledge, nor does a manufacturer have a duty to warn or 
instruct regarding open and obvious risks. O.R.C. §2307.76(B); Lawrence v. Raymond Corp., 2011 U.S. Dist. 
Lexis 85798, at *16 (N.D. Ohio Aug. 4, 2011) (no claim lies where the risk is “open and obvious” or “a matter 
of common knowledge”). The nature of the risk claimed by the plaintiff will determine whether it was open 
or obvious. Livengood v. ABS Contractors Supply, 710 N.E.2d 770, 773 (Ohio Ct. App. 1998). The inquiry cen-
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ters upon what a reasonable person would have perceived. Although one aspect of a product presents an open 
and obvious risk, other non-obvious risks may give rise to a duty to warn. Cervelli v. Thompson/Center Arms, 
183 F. Supp. 2d 1032, 1047 (S.D. Ohio 2002). Although O.R.C. §2307.76 does not indicate who has the burden 
of proof on these issues, there is some case law placing it on the plaintiff. Comment to Ohio Jury Instruction 
351.07 (citing Schremp v. Haugh’s Prod., 1997 Ohio App. Lexis 5204 (Ohio Ct. App. Nov. 19, 1997) and Hughes 
v. Plastivax, Inc.,1997 Ohio App. Lexis 2815 (Ohio Ct. App. June 27, 1997)).

Actually Known Risks

If the plaintiff product user had actual knowledge of a risk, the manufacturer may be held to have had no 
duty to warn that plaintiff, regardless of whether the risk was open or obvious. Livengood, 710 N.E.2d at 770. 
See also discussion of the affirmative defense of assumption of risk, below.

Subcontractors on Unfinished Products

The product must have left the manufacturer’s control in order for a plaintiff to establish a product liability 
claim. A manufacturer can have control of a product even if the product is not housed at its facility. For 
example, if a product is sent to a subcontractor for finishing touches, such as painting, courts have held that 
the product remains under the manufacturer’s control and no duty exists under the OPLA to warn the paint-
ing subcontractor of a risk associated with the product. See, e.g., Moeller v. Auglaize Erie Mach. Co., 2009 
Ohio 301 (Ohio Ct. App. 2009).

Unknown and Unknowable Hazards

“There is no duty to warn of unknown and unknowable hazards.” Bartel v. John Crane, Inc., 316 F. Supp. 2d 
603, 611–12 (N.D. Ohio 2004). Moreover, “knowledge of a mere possibility of danger does not necessarily 
translate to a legal warning requirement, nor does it necessarily imply liability.” In re Welding Fume Prod. 
Liab. Litig., 2005 U.S. Dist. Lexis 46164, at *39 (N.D. Ohio Aug. 8, 2005); Am. Winds Flight Acad. v. Garmin 
Int’l, 2010 U.S. Dist. Lexis 97651, at *15–16 (N.D. Ohio Sept. 17, 2010) (“The mere possibility that the device 
could be used in a dangerous fashion if a pilot disregarded his acknowledged duty to scan for other traffic—a 
duty specifically put in place to ensure safe flight practices—does not suffice to establish manufacturer’s 
knowledge of the risk that it would, in fact, be used that way.”).

Heeding Presumption
In Ohio, there is a presumption that an adequate warning, if given, will be read and heeded. Thompson v. 
Sunbeam Prod., 2011 U.S. Dist. Lexis 110677, at *32 (D. Ohio Sept. 28, 2011). Where a warning is given, a 
seller may reasonably assume that it will be read and heeded, and a product bearing such a warning, which 
is safe for use if it is followed, is not in defective condition, nor is it unreasonably dangerous. Crislip v. TCH 
Liquidating Co., 556 N.E.2d 1177 (Ohio 1990). A defendant cannot be held liable for harm resulting from the 
plaintiff’s failure to read an adequate warning. Woeste, 836 N.E.2d at 52. Where a plaintiff has failed to read 
a warning or instructions, proximate cause is rebutted. Mohney v. USA Hockey, Inc., 138 Fed. Appx. 804, 816 
(6th Cir. 2005).

Under the proximate cause analysis, the plaintiff is given the benefit of a presumption that he would have 
heeded an adequate warning, if an adequate warning had been given, it would have been read and heeded. 
Seley v. G.D. Searle & Co., 423 N.E.2d 831 (Ohio 1981), paragraph one of the syllabus. But a manufacturer may 



Product Liability: Warnings, Instructions, and Recalls   Ohio   9

rebut the presumption by establishing that the plaintiff neither read nor heeded the warning or instruction 
it provided, Id.; Hisrich v. Volvo Cars of N. Am., 226 F.3d 445 (6th Cir. 2000), or even by offering proof that 
a plaintiff was indifferent to safety warnings, such as prior disregard of warnings. Mohney, 138 Fed. Appx. 
At 816. If, however, the display of warnings is inadequate, the failure to read the warnings does not always 
absolve a manufacturer of liability. Boyd v. Lincoln Elec. Co., 902 N.E.2d 1023 (Ohio Ct. App. 2008); “Rather, 
a warning that is inadequate because it is not properly displayed can be the proximate cause of harm even if 
the user did not read the warning.” McConnell v. Cosco, Inc., 238 F. Supp. 2d 970, 978 (S.D. Ohio 2003).

Defenses

Assumption of Risk

Express or implied assumption of risk will act as a complete defense in a product liability case if it was a 
direct and proximate cause of the plaintiff’s injury. O.R.C. §2307.711. To establish the defense, a manufac-
turer must show that the plaintiff knew of the product’s condition, that it was patently dangerous, and volun-
tarily exposed himself or herself to it. Curtis v. Hoosier Racing Tire Corp., 299 F. Supp. 2d 777, 784 (N.D. Ohio 
2004) (citing Carrel v. Allied Prod. Corp., 677 N.E.2d 795 (Ohio 1997)). The plaintiff must have discovered the 
precise product defect, been aware of the danger it presented, and yet proceeded to unreasonably make use 
of the product; a plaintiff’s mere negligent failure to discover or guard against a defect does not establish the 
defense. Id.

Contributory Negligence

A plaintiff’s contributory fault may be asserted as an affirmative defense. O.R.C. §2315.32. Such contribu-
tory fault does not bar the plaintiff from recovering damages if it was not greater than the combined tor-
tious conduct of all other persons. Any compensatory damages recoverable by the plaintiff are diminished 
by an amount proportionately equal to the percentage of the plaintiff’s tortious conduct. O.R.C. §2315.33. 
Procedurally, the court in a nonjury action makes findings of fact, and the jury in a jury action returns 
answers to interrogatories, that specify the total amount of the compensatory damages that would have been 
recoverable but for the plaintiff’s tortious conduct and the percentage of tortious conduct attributable to all 
other persons; then, the court reduces the plaintiff’s recovery accordingly. O.R.C. §2315.34; see also O.R.C. 
§2307.23(A). However, if the plaintiff’s percentage is greater than the sum of the percentages of the tortious 
conduct of all other persons (whether or not they are parties), the court enters judgment in favor of the 
defendants. O.R.C. §2315.35. If the plaintiff is entitled to recover compensatory damages from more than one 
defendant, the court enters a judgment in favor of the plaintiff and imposes liability pursuant the principles 
set forth in O.R.C. §2307.22 (relating to whether a defendant is liable only for its proportionate share or is 
jointly and severally liable).

Note that under prior Ohio law, principles of comparative negligence or comparative fault had no appli-
cation to a products liability case based upon strict liability in tort. Bowling v. Heil Co., 511 N.E.2d 373, 380 
(Ohio 1987).

Tortious Conduct of Non-Parties

A defendant may raise as an affirmative defense, at any time before trial, that a percentage of the tortious 
conduct which proximately caused the loss for which the plaintiff seeks recovery is attributable to one or 
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more third persons. O.R.C. §2307.23(C). Such third persons may include others who have settled with the 
plaintiff or who have been dismissed from the case. O.R.C. §2307.011(H).

Economic Damages

Under OPLA, the plaintiff cannot recover economic damages alone. To state a “product liability claim,” the 
complaint must allege damages other than purely economic ones. City of Cincinnati v. Beretta U.S.A. Corp., 
768 N.E.2d 1136 (Ohio 2002). If the plaintiff can recover for damages for such non-economic harm, however, 
the plaintiff may also recover damages for some economic loss that proximately resulted from the defective 
aspect of the product. O.R.C. §2307.79; see Queen City Terminals, Inc. v. Gen. Am. Transp. Corp., 653 N.E.2d 
661, 668 (Ohio 1995).

Limitations on Damages

The 2005 Ohio tort reform law added some significant limitations on damage awards in product liability 
cases. First, compensatory damages for non-economic loss (such as pain and suffering, loss of society, dis-
figurement, mental anguish, or other intangible loss) may not exceed the greater of $250,000 or an amount 
equal to three times the plaintiff’s economic loss (such as lost compensation, medical costs, and other mone-
tary losses), up to a maximum of $350,000 per plaintiff or $500,000 per occurrence. However, these limits do 
not apply if the non-economic loss relates to one or more types of permanent and significant physical injury. 
O.R.C. §2315.18.

Second, the court may not enter judgment for punitive damages in excess of two times the amount of 
the compensatory damages. If the defendant is a small employer (for a manufacturer, having no more than 
500 full-time workers) or individual, the judgment may not exceed two times the amount of compensatory 
damages or ten percent of the defendant’s net worth when the tort was committed, up to a maximum of 
$350,000. In addition, with certain exceptions, a defendant may avoid a punitive damages award if it shows 
that it already paid punitive damages based on the same misconduct that injured the plaintiff in an aggregate 
amount exceeding such maximums. O.R.C. §2315.21.

Expert Testimony on Warning Issues
Expert testimony may be required on certain specialized failure-to-warn issues. Plaintiffs must produce 
expert testimony to establish that the defect at issue proximately caused their claimed injuries. Graham 
v. Am. Cyanamid Co., 350 F.3d 496, 513 (6th Cir. 2003). Plaintiffs must also prove through expert medical 
testimony that a warning given to a physician regarding a drug was inadequate. Id. There is no general rule 
requiring expert testimony to establish the standard of care, but expert testimony may be received on this 
issue. State Farm Mut. Auto. Ins. Co. v. Kia Motors Am., Inc., 828 N.E.2d 701, 706 (Ohio Ct. App. 2005); Kem-
per v. Builder’s Square, Inc., 671 N.E.2d 1104 (Ohio Ct. App. 1996).

Pre-Emption of the Duty to Warn
Ohio product liability law may be impliedly preempted by certain federal laws. Whether state law is pre-
empted will typically be determined by considering the intent of Congress when passing the federal statute 
and whether the federal regulation is somehow compromised by enforcing different state requirements. 
For example, a failure-to-warn claim was not preempted where a paint stripping product was a hazard-
ous substance covered by the Federal Hazardous Substances Act and state law imposed identical labeling 
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requirements to those required under the Act. Jenkins v. James B. Day & Co., 634 N.E.2d 998 (Ohio 1994). By 
contrast, there was preemption of claims based on failure to post airbag warnings containing language dif-
ferent from that required by the Federal Motor Vehicle Safety Act, since alternate warnings would frustrate 
the federal policy of ensuring that warning information required by the federal standard not be diluted by 
information overload. Fisher, 13 F. Supp. 2d at 636. Likewise, claims premised on the adequacy of warnings 
reviewed and approved by the Food & Drug Administration are preempted. Kemp v. Medtronic, Inc., 231 
F.3d 216, 236 (6th Cir. 2000); see also Pliva, Inc. v. Mensing, 564 U.S. 604, 609, 131 S.Ct. 2567, 180 L.Ed.2d 580 
(2011) (holding that state law failure to warn claims against manufacturers and suppliers of generic drugs are 
preempted by federal law); Strayhorn v. Wyeth Pharms, Inc., 737 F.3d 378, 391 (6th Cir.2013) In addition, the 
FAA preempts failure to warn claims regarding skydiving harnesses, and the Medical Device Act preempts 
failure to warn claims involving cardiac pacemakers. McWilliams v. S.E., Inc., 581 F. Supp. 2d 885, 889 (N.D. 
Ohio 2008) (harnesses); Grant v. Memry Corp., 2006 U.S. Dist. Lexis 31423, at *8 (N.D. Ohio May 5, 2006) 
(pacemakers).

Post-Market Warnings
A product is defective due to inadequate post-market warning or instruction if the plaintiff establishes that: 
(1) at a relevant time after a product left the manufacturer’s control, it knew or (in the exercise of reasonable 
care) should have known about a risk that is associated with the product that allegedly caused harm for 
which the plaintiff seeks to recover compensatory damages, and (2) the manufacturer failed to provide the 
post-marketing warning or instruction that a manufacturer exercising reasonable care would have provided 
concerning that risk, in light of the likelihood that the product would cause harm of the type for which the 
claimant seeks to recover compensatory damages and in light of the likely seriousness of that harm. O.R.C. 
§2307.76(A) (2). “[A] claim for failing to warn after the product is sold is separate from a claim that a warning 
should have been given at the point of sale.” Linert v. Foutz, 149 Ohio St. 3d 469, 477 (Ohio 2016) (finding that 
Ford had no post-sale duty to warn of risks it knew of prior to sale).

A manufacturer has no duty to provide post-market warnings about a danger relating to use of an inte-
grated product into which its product has been put where the manufacturer neither designed nor sold the 
integrated product, even if it has become aware of the danger. Wells v. Komatsu Am. Int’l. Co., 835 N.E.2d 771 
(Ohio Ct. App. 2005).

The information provided above with regard to warning adequacy, preemption and possible defenses is 
equally applicable to post-sale duty to warn cases. See, e.g., Linert, 149 Ohio St. 3d at 478.
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