D. Safety Instructions and Warnings


After having considered the design of the product, we turn to the search for defects in the words--instructions and warnings--that accompany the product whether on the package, on the product or on an insert that comes with the product.  These words may reduce risk by instructing users in how to obtain the benefits from the product's intended use and by alerting users to the dangers of using the product in ways unintended by the manufacturer. Words may also alert potential buyers and users to irreducible dangers in the product, dangers that cannot be reasonably reduced by the manufacturer nor avoided by consumers no matter how careful they may be. Warnings of side effects of pharmaceuticals are perhaps the most common examples of the latter. Keep this distinction in mind in considering the types of words discussed in this section.


A Threshold Question: Common Knowledge and the Duty to Warn. The first issue in these cases is whether any words at all are needed to address the risk in question. In Brown Forman Corp. v. Brune, 893 S.W.2d 640 (Tex.App.1994), the court held that no notice was required on a bottle of tequila to warn against the dangers of drinking a large quantity in a short period of time.  The underage plaintiff, already intoxicated from other drinking, died after drinking unmixed tequila from a glass, and then the bottle, "heavily and rapidly."  The dangers were apparent even to an 18-year-old person.  No warning would have averted what happened.

Nor is there a duty to warn about the dangers of riding unrestrained in the cargo bed of a pickup truck. In Maneely v. General Motors Corp., 108 F.3d 1176 (9th Cir. 1997), the court, suing California law, noted the pervasiveness of “buckle-up” campaigns and the “manifest danger” of “being ejected from the vehicle during a crash or being slammed against an unforgiving hard surface of the vehicle itself.”   From all of this “we conclude that the dangers of riding unrestrained in a moving motor vehicle have become common knowledge and are firmly engraved upon the public consciousness.” (As to design defect, the consumer expectations test would yield the same analysis. The truck passed risk-utility analysis because the design outweighed its dangers as a matter of law: to redesign a pickup truck to provide protective seats “and occupant packaging” would “transform the cargo-hauling pickup truck into just another passenger-carrying vehicle and would eliminate its utility in carrying cargo.)  


Compare Hon v. Stroh Brewery Co., 835 F.2d 510 (3d Cir.1987), in which the 26-year-old decedent drank two or three cans of defendant's beer nightly an average of four nights per week over six years.  Plaintiff claimed that decedent had died of pancreatitis as a result of the drinking.  The product was alleged to be defective for lack of a warning because although "medical science has now established that either excessive or prolonged, even though moderate, use of alcohol may result in diseases of many kinds, including pancreatic disease," this was not commonly understood at the time by consumers.  The trial judge's grant of summary judgment to Stroh, predicated on Pennsylvania law, was reversed.  On this record a jury could properly have found that although the amount consumed "was potentially lethal, that fact was known neither to [decedent] nor to the consuming public."


In Benedi v. McNeil-P.P.C., Inc., 66 F.3d 1378 (4th Cir.1995), the court, using Virginia law, upheld plaintiff's negligence award after his liver failed when he used defendant's Tylenol for a few days while drinking three or four glasses of wine per evening.  Defendant argued that it had had no notice of the danger before plaintiff took the tablets--a claim the court held that the jury could properly have rejected.  Once the defendant makes that argument can it also argue that no warning was needed?


In Emery v. Federated Foods, Inc., 863 P.2d 426 (Mont. 1993), 2½-year-old Chad choked on marshmallows. The court held, 5-2, that a jury should decide whether it was common knowledge that young children were at risk in eating marshmallows (because they expand “when they are soaked with liquid secretions that are present in the breathing tubes of the lungs."  Further, an "aspirated piece of marshmallow can be very difficult to dislodge. . . An aspirated marshmallow fragment might not be reachable with a finger and could be difficult to dislodge with a Heimlich maneuver."


We turn now to cases in which defendant does not contest the need for a warning. The issue, rather, is the adequacy of the warning from a variety of perspectives. 

---

HOOD v. RYOBI AMERICA CORPORATION

United States Court of Appeals, Fourth Circuit, 1999.

181 F.3d 608.

Before WILKINSON, Chief Judge, and WIDENER and KING, Circuit Judges.

WILKINSON, Chief Judge:


. . .


Hood purchased a Ryobi TS-254 miter saw in Westminster, Maryland on February 25, 1995, for the purpose of performing home repairs. The saw was fully assembled at the time of purchase. It had a ten-inch diameter blade mounted on a rotating spindle controlled by a finger trigger on a handle near the top of the blade. To operate the saw, the consumer would use that handle to lower the blade through the material being cut.


Two blade guards shielded nearly the entire saw blade. A large metal guard, fixed to the frame of the saw, surrounded the upper half of the blade.   A transparent plastic lower guard covered the rest of the blade and retracted into the upper guard as the saw came into contact with the work piece.


A number of warnings in the operator's manual and affixed to the saw itself stated that the user should operate the saw only with the blade guards in place.   For example, the owner's manual declared that the user should "KEEP GUARDS IN PLACE" and warned:  "ALWAYS USE THE SAW BLADE GUARD.   Never operate the machine with the guard removed";  "NEVER operate this saw without all guards in place and in good operating condition"; and "WARNING: TO PREVENT POSSIBLE SERIOUS PERSONAL INJURY, NEVER PERFORM ANY CUTTING OPERATION WITH THE UPPER OR LOWER BLADE GUARD REMOVED."  The saw itself carried several decals stating "DANGER: DO NOT REMOVE ANY GUARD.   USE OF SAW WITHOUT THIS GUARD WILL RESULT IN SERIOUS INJURY";  "OPERATE ONLY WITH GUARDS IN PLACE"; and "WARNING . . . DO NOT operate saw without the upper and lower guards in place."


The day after his purchase, Hood began working with the saw in his driveway. While attempting to cut a piece of wood approximately four inches in height Hood found that the blade guards prevented the saw blade from passing completely through the piece.   Disregarding the manufacturer's warnings, Hood decided to remove the blade guards from the saw. Hood first detached the saw blade from its spindle. He then unscrewed the four screws that held the blade guard assembly to the frame of the saw. Finally, he replaced the blade onto the bare spindle and completed his cut.


Rather than replacing the blade guards, Hood continued to work with the saw blade exposed. He worked in this fashion for about twenty minutes longer when, in the middle of another cut, the spinning saw blade flew off the saw and back toward Hood. The blade partially amputated his left thumb and lacerated his right leg.


Hood admits that he read the owner's manual and most of the warning labels on the saw before he began his work. He claims, however, that he believed the blade guards were intended solely to prevent a user's clothing or fingers from coming into contact with the saw blade. He contends that he was unaware that removing the blade guards would permit the spinning blade to detach from the saw. But Ryobi, he claims, was aware of that possibility. In fact, another customer had sued Ryobi after suffering a similar accident in the mid-1980s.


[In Hood’s diversity case he] raised claims of failure to warn and defective design under several theories of liability. On cross-motions for summary judgment the district court entered judgment for the defendants on all claims, finding that in the face of adequate warnings Hood had altered the saw and caused his own injury. [ ]. Hood appeals.

II.


A manufacturer may be liable for placing a product on the market that bears inadequate instructions and warnings or that is defective in design. Moran v. Faberge, Inc., [332 A.2d 11, 15 (Md.1975)]; [ ]. Hood asserts that Ryobi failed adequately to warn of the dangers of using the saw without the blade guards in place. Hood also contends that the design of the saw was defective. We disagree on both counts.1
A.


Hood first complains that the warnings he received were insufficiently specific.   Hood admits that Ryobi provided several clear and conspicuous warnings not to operate the saw without the blade guards. He contends, however, that the warnings affixed to the product and displayed in the operator's manual were inadequate to alert him to the dangers of doing so. In addition to Ryobi's directive "never" to operate a guardless saw, Hood would require the company to inform of the actual consequences of such conduct. Specifically, Hood contends that an adequate warning would have explained that removing the guards would lead to blade detachment.


We disagree. Maryland does not require an encyclopedic warning.  Instead, "a warning need only be one that is reasonable under the circumstances."  Levin v. Walter Kidde & Co., [248 A.2d 151, 153 (Md. 1968). A clear and specific warning will normally be sufficient--"the manufacturer need not warn of every mishap or source of injury that the mind can imagine flowing from the product." [ ]; see Levin, [ ] (declining to require warning of the danger that a cracked syphon bottle might explode and holding "never use cracked bottle" to be adequate as a matter of law). In deciding whether a warning is adequate, Maryland law asks whether the benefits of a more detailed warning outweigh the costs of requiring the change.  [Moran].


Hood assumes that the cost of a more detailed warning label is minimal in this case, and he claims that such a warning would have prevented his injury. But the price of more detailed warnings is greater than their additional printing fees alone. Some commentators have observed that the proliferation of label detail threatens to undermine the effectiveness of warnings altogether. See James A. Henderson, Jr. & Aaron D. Twerski, Doctrinal Collapse in Products Liability: The Empty Shell of Failure to Warn, 65 N.Y.U. L.Rev. 265, 296-97 (1990). As manufacturers append line after line onto product labels in the quest for the best possible warning, it is easy to lose sight of the label's communicative value as a whole. Well-meaning attempts to warn of every possible accident lead over time to voluminous yet impenetrable labels--too prolix to read and too technical to understand.


By contrast, Ryobi's warnings are clear and unequivocal. Three labels on the saw itself and at least four warnings in the owner's manual direct the user not to operate the saw with the blade guards removed. Two declare that "serious injury" could result from doing so. This is not a case where the manufacturer has failed to include any warnings at all with its product. [ ] Ryobi provided warnings sufficient to apprise the ordinary consumer that it is unsafe to operate a guardless saw--warnings which, if followed, would have prevented the injury in this case.


It is apparent, moreover, that the vast majority of consumers do not detach this critical safety feature before using this type of saw. Indeed, although Ryobi claims to have sold thousands of these saws, Hood has identified only one fifteen-year-old incident similar to his. Hood has thus not shown that these clear, unmistakable, and prominent warnings are insufficient to accomplish their purpose. Nor can he prove that increased label clutter would bring any net societal benefit. We hold that the warnings Ryobi provided are adequate as a matter of law.


[The court then rejected plaintiff’s claim based on design defect, discussed below in note __.] 


Warned never to operate his miter saw without the blade guards in place, Hood nonetheless chose to detach those guards and run the saw in a disassembled condition.   We hold that Ryobi is not liable for Hood's resulting injuries under any of the theories of recovery raised here. The judgment of the district court is therefore affirmed. 

Notes and Questions


1. Adequacy.  What are the strongest arguments for inadequacy in Hood?  What would it take to create a jury question here? Several cases have developed criteria for determining the adequacy of a warning.  Consider this summary from Pittman v. Upjohn Co., 890 S.W.2d 425 (Tenn.1994):


A reasonable warning not only conveys a fair indication of the dangers involved, but also warns with the degree of intensity required by the nature of the risk.  [ ]  Among the criteria for determining the adequacy of a warning are:  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.  [ ]

Are these appropriate factors?  How does the warning in Hood fare under them?


The adequacy of a warning may be a question even where the plaintiff did not read the warning that was given.  In Johnson v. Johnson Chemical Co., 588 N.Y.S.2d 607 (App.1992), plaintiff was hurt when an anti-roach fogger exploded while plaintiff was using it in the kitchen--with the pilot light on the stove still lit, despite a warning to shut off pilot lights among other possible sources of flame.  When defendant argued that the adequacy of the warning was irrelevant when the warning was not read, the court responded:

This argument loses its persuasive force, however, once it is understood that the intensity of the language used in the text of a warning is only one of the factors to be considered in deciding whether such warning is adequate.  A second factor to be considered is the prominence with which such language is displayed.  [ ].  For example, the warning "harmful if swallowed" is less intense than the warning, "swallowing will result in death";  however, the former, less intense warning, when displayed prominently in block letters on the front label of a product, may be ultimately more effective than the latter, more intense warning, when [the latter is] displayed unobtrusively in small letters in the middle of a 10-page package insert [ ].  A consumer such as Ms. Kono who, by her own admission, tends to ignore one sort of label, might pay heed to a different, more prominent or more dramatic label.


Although the question of adequacy has generally been held to be a question of fact, courts recognize that in clear cases it may become one of law.  See Martin v. Hacker, 628 N.E.2d 1308 (N.Y. 1993), involving a warning accompanying the drug reserpine.  The court reviewed the text at length and, using the same factors listed in Pittman, found no question for a jury.  Some courts treat the issue as one of law in the first instance on the ground that the text of the warning is before the court and it can make that decision.  See, e.g., Mackowick v. Westinghouse Electric Corp., 575 A.2d 100 (Pa. 1990).


2. Causation and the “heeding presumption.” Several recent cases have invoked a "heeding presumption"--requiring the party responsible for the inadequate warning to show that the user would not have heeded an adequate warning.  See Coffman v. Keene Corp., 628 A.2d 710 (N.J. 1993), in which the defendant argued that the presumption could not be justified empirically because "it is nearly impossible to go through a day without consciously ignoring warnings designed to protect health and safety."  The court accepted that assertion but concluded that the presumption was justified because it would operate as a "powerful incentive" to manufacturers.  If they omitted needed warnings they could no longer argue that the plaintiff might not have heeded one even if it had been there.  A possible subject for "speculation" was removed from the jury's consideration.


Compare General Motors Corp. v. Saenz, 873 S.W.2d 353 (Tex.1993), in which the court rejected a heeding presumption where plaintiffs claimed that they had not been adequately warned about the dangers of overloading a truck.  Although warnings to that effect were placed in the owner's manual and in the door jamb, plaintiffs argued that the wording was inadequate.  The court found no reason to conclude that if the wording had been better the accident would not have happened.

3. Safety Instructions.  Words that can help make the product safer might include statements that certain uses should be avoided or more specific directions about how to use or apply a product.  Consider the following examples.


a. In Moran v. Fabergé, Inc., cited in Hood, two teenagers decided to try to scent a candle by pouring cologne on it somewhat below the flame.  As one did this, the cologne, containing 82% alcohol, instantly ignited causing serious burns to the other teenager.  After the jury found defendant negligent for failing to warn of the cologne's flammability, the trial judge granted judgment n.o.v.  The appellate court reinstated the verdict.  Although this particular accident was unforeseeable, other similar accidents, such as a woman accidentally spilling the cologne onto a lighted candle, might warrant a warning.  The "cost of giving an adequate warning is usually so minimal, amounting only to the expense of adding some more printing to a label, that this balancing process will almost always weigh in favor of an obligation to warn of latent dangers, if the manufacturer is otherwise required to do so."  Is it relevant that the cologne had not caused a known accident in 27 years?  What might the safety directions say?  Might the defendant also need to warn against ingesting?  Against keeping it within reach of infants?  Against not cleaning it up after it spills? Can Hood be reconciled with Moran?


b. Even the most explicit language may not suffice.  See Campos v. Firestone Tire & Rubber Co., 485 A.2d 305 (N.J. 1984), suggesting that a jury might find that pictorial messages were required if the product was likely to be used by migrant workers who did not speak English. 


c. In Ragans v. Miriam Collins-Palm Beach Laboratories Co., 681 So.2d 1173 (Fla.App. 1996), plaintiff hairstylist was using a permanent wave kit that she had used 30-50 times before. It contained wave lotion in a clear bottle and neutralizer in a white plastic bottle. The activator came in a tube that said “ADD TO CLEAR BOTTLE ONLY.” The instructions also stated that adding the activator “to other than wave lotion can cause serious injury.” Plaintiff inadvertently poured a few drops of activator into the neutralizer bottle. “The resulting mixture reacted explosively and shot out of the neutralizer bottle with enough force to hit the ceiling” and cause severe chemical burns and permanent facial injuries. The court concluded that a jury question was presented because the words failed to warn of the dangerous consequences of not following the five-word direction. Neither did a leaflet inside the box which, in step number 5, again simply warned of “serious injury.” Is it relevant that plaintiff argued that she understood the instructions to mean that an improper mixture could damage a customer’s scalp or hair?


4. Why does the court reject plaintiff’s argument that Ryobi should have told him about the precise danger of removing the guard? If a user thinks that a warning is addressed to getting fingers or clothing caught in the machine, and thinks correctly that such a peril can be avoided, and Ryobi knows another (not widely known) reason for keeping the guard on why shouldn’t they have to tell the user about that peril as well? Hood suggests that information has costs as well as benefits. Consider Cotton v. Buckeye Gas Prods.  Co., 840 F.2d 935 (D.C.Cir.1988), in which plaintiff was hurt when propane tanks on the job site exploded.  He argued that the labels were inadequate.  In the course of rejecting the claims, the court observed:

The primary cost [of added warning] is, in fact, the increase in time and effort required for the user to grasp the message.  The inclusion of each extra item dilutes the punch of every other item.  Given short attention spans, items crowd each other out;  they get lost in fine print. . . . 

[Plaintiff] discounts altogether the warnings in the pamphlet, without even considering what the canister warning would have looked like if Buckeye had supplemented it not only with the special items he is personally interested in--in hindsight--but also with all other equally valuable items (i.e., "equally" in terms of the scope and probability of the danger likely to be averted and the incremental impact of the information on user conduct).  If every foreseeable possibility must be covered, "[T]he list of foolish practices warned against would be so long, it would fill a volume."  [ ]

Is this analysis relevant to Mr. Hood’s claim?


5. The addressee.  An important question in judging the need for, and adequacy of, warnings is whom they are to reach.  The normal rule is that they must reach the person who is likely to use the product. Sometimes, though, that may not be feasible, as where children may be users.  One cluster of cases involves the claim that disposable cigarette lighters were dangerous because they were likely to fall into the hands of very young children who could easily get them to work.  In addition to attacks on the design, claims were also made that a warning was needed.  Compare Bean v. BIC Corp., 597 So.2d 1350 (Ala.1992)(jury question whether warnings on package and lighter were adequate) with Kirk v. Hanes Corp., 16 F.3d 705 (6th Cir.1994)(Michigan law imposes no duty to warn since danger of lighter is obvious to adult buyers). Recall the Tokai case, p. ___, supra and note ___, infra.. 

6. On the design part of the case, the Hood court understood plaintiff to be asserting that “Ryobi should have designed its saw to operate equally well with the guards in place or removed.” The court responded that Maryland imposed “no duty to predict that a consumer will violate clear, easily understandable safety warnings such as those Ryobi included with this product.” Assume that a power lawnmower has a large hole over the place where the blades turn and that it could be covered by a safety screen with minimal impairment of performance at the cost of 75 cents. Can you frame a warning clear enough to protect the manufacturer against liability? The Hood court adverted to that question in the following passage on the link between design and warning:


We recognize that the American Law Institute has recently underscored the concern that comment j of the Second Restatement, read literally, would permit a manufacturer of a dangerously defective product to immunize itself from liability merely by slapping warning labels on that product. See [Products Restatement § 2 cmt. l  & Reporter's Note]. We are all afflicted with lapses of attention; warnings aimed simply at avoiding consumer carelessness should not absolve a manufacturer of the duty to design reasonable safeguards for its products. See cmt. l , illus. 14 (when warning could not eliminate the possibility of accidental contact with a dangerous shear point, decal declaring "keep hands and feet away" does not bar a design defect claim).


The Maryland courts have already made clear, however, that warnings will not inevitably defeat liability for a product's defective design. [ ] (such warnings as "never leave tool running unattended" and "do not place fingers or hands in the path of the saw blade" are too vague to defeat manufacturer's liability for failing to include blade guards on its saws). Maryland has thus sought to encourage manufacturers to rid their products of traps for the unwary, while declining to hold them responsible for affirmative consumer misuse.

Why were the warnings in the principal case not “too vague”? What kind of a warning could “eliminate the possibility of accidental contact with a dangerous shear point”?

7. When, if ever, can the supplier choose to give a safety instruction instead of making the intrinsic product safer?  Assume that Honda, rejecting the advice of its marketing department, had placed in large print on every item that lacked leg guards the following conspicuous statement:  "WARNING.  THIS PRODUCT CONTAINS NO LEG GUARDS.  ANY ACCIDENT IS LIKELY TO CAUSE THE OCCUPANT SERIOUS LEG INJURIES."  Might this have affected the result in Camacho?  Suppose the statement were supplemented by language stating that the guards were available as optional equipment?  On the more expensive models of Honda motorcycles?  Only on specified models sold by competitors?  What if the statement indicated the number of motorcyclists who had suffered leg injuries during the preceding year and the kinds of injuries they had sustained? Would it have mattered whether the leg guards could have been added for a cost that was lower than the expected benefits?


States that hold that products with open and obvious dangers cannot be defective would follow the dissent in Camacho and deny liability using either that rule itself or a consumer expectations test.  For a discussion of events that led a state to overturn its "open and obvious" rule in a motorcycle leg guard case, see Satcher v. Honda Motor Co., 52 F.3d 1311 (5th Cir.1995)(Mississippi law).

8. In Tokai, p. ___, supra, the court considered the approach to design defects in the context of disposable cigarette lighters. Part of that analysis noted that a “product intended for adults need not be designed to be safe for children solely because it is possible for the product to come into a child's hands. . . . The risk that adults, for whose use the products were intended, will allow children access to them, resulting in harm, must be balanced against the products' utility to their intended users.”  The court expressed concern lest products liability overly restrict consumer choice:

The [Products Restatement] offers two examples:  a smaller car that is not as crashworthy as a larger car merely because it is not as large, and a bullet proof vest that offers only front-and-back protection but is more flexible and comfortable and less expensive than a wrap-around model. Consumers are entitled to consider the risks and benefits of the different designs and choose among them.   The briefs in this case suggest other examples:  a chemistry set for teenagers that includes a Bunsen burner and chemicals that most younger children should not be allowed to use; a high-power nail gun that should be used only by experienced carpenters;  and a sailboat designed for speed rather than stability that is safe only for more experienced sailors.   A chemistry set designed for the ordinary teenager is not unreasonably dangerous solely because it is possible that a younger sibling could get into it and harm himself or others.   Products liability law does not force experienced carpenters to use only nail guns that are safe for the garage workshop.   A sailboat pilot may choose between speed and stability.   To make such products safe for the least apt, and unintended, user would hold other users hostage to the lowest common denominator.


The court also noted that the “utility of disposable lighters must be measured with reference to the intended adult users. Consumer preference--that is, that users like [plaintiff’s parents] simply prefer lighters without child-resistant features--is one consideration. Tokai also argues that adults whose dexterity is impaired, such as by age or disease, cannot operate child-resistant lighters, but [plaintiff] disputes this. If Tokai were shown to be correct, then that would be an additional consideration in assessing the utility of non-child-resistant lighters.”


If one accepts this line of reasoning for the design defect claim, does it have implications for the warning question? 


9. Relationship between design and warning. Notes 6, 7 and 8 have indicated that questions of design and warning often overlap. Recall O’Brien v. Muskin, p.___ supra.  Recall also the discussion in the Products Restatement of the way a product is portrayed or marketed as being relevant to risk-utility analysis, p. ___, supra. We turn now to a more explicit discussion of the interplay between the two. 

Although most courts have separated the product’s design from the words accompanying the product, that separation has recently begun to be challenged. In Hansen v. Sunnyside Products, Inc., 65 Cal.Rptr.2d 266 (App. 1997), plaintiff was injured when defendant’s household cleanser, which contained hydrofluoric acid, came through a tiny hole in a glove she was wearing to protect against contact with the cleanser. The defendant sought to present evidence about the warnings on the package in an effort to show that the warnings had prevented harm in the past. The court agreed that this was permissible since it might help the jury to decide the design question: “The bottom-line issue is whether the product is likely to cause harm. Warnings are appropriately considered in that determination.” The two theories differ because “whereas an adequate warning will avoid liability on a failure to warn theory, it is but one factor to be weighed in the balance in a design defect case.” Finally:

We do not think that the risk to the consumer of the design of many household products can be rationally evaluated without considering the product’s warnings. Thus, for example, what is the risk of the design of a power saw, or other power tools or equipment, without considering the product’s directions and warnings? We dare say that the risk would be astronomically, and irrationally high.  The same could be said about common garden pesticides, or even the household microwave oven. In our view, were we to ask jurors to evaluate the risks of the design of many household products without considering their directions or warnings, the practical result would be the withdrawal from the market of many useful products that are dangerous in the abstract but safe when used as directed. 


Compare Uniroyal Goodrich Tire Co. v. Martinez, 977 S.W.2d 328 (Tex. 1998), involving a tire that exploded while being mounted on the wrong-sized rim. The court, 5-4, held that if there was a safer way to make a product, the manufacturer could be held liable even though the injury could have been avoided if the user had followed the warnings. The dissenters noted that § 2, comment f, of the Products Restatement, citing Hansen, included among the factors to be considered in risk-utility analysis “the nature and strength of consumer expectations regarding the product, including expectations arising from product portrayal and marketing.” The dissenters asserted that another example of the role of warnings in design cases was the aerosol can: “Such cans are not defective merely because they could be redesigned so as not to explode if punctured or incinerated. A warning against such misuse ought to be sufficient.”  Is that sound? Is it consistent with the discussion of warning in Hood? 


10. Misuse.  As Camacho and Hood suggest, injuries often result from "unintended" uses of the product.  As these cases and Soule make clear, this is not a complete defense if the "misuse" or "unintended use" was one that was reasonably foreseeable.  At its simplest, a manufacturer of screwdrivers is expected to know that its product is widely used to pry open the lids of tins and other containers.  So, too, a supplier of chairs must anticipate that many people use them to stand on instead of using ladders.  How wide a range of uses must suppliers anticipate?  Consider these examples and whether a warning would have mattered.


a. In Ellsworth v. Sherne Lingerie, Inc., 495 A.2d 348 (Md. 1985), plaintiff wore a nightgown manufactured by defendant inside out, so that the pockets were "flapping or protruding."  As she put a tea kettle on the front burner of her electric stove, she reached above the stove for a coffee filter.  Her nightgown ignited and she was severely burned.  A defense judgment entered on a jury verdict was reversed on appeal.  The court agreed that the question of misuse was part of the plaintiff's case on defectiveness.  In this case:


Clearly, and concededly, Appellant was using the nightgown for a reasonably foreseeable purpose.  We conclude that her manner of use of the nightgown, though possibly careless, was reasonably foreseeable as a matter of law.  It certainly may be foreseen that wearing apparel, such as nightgowns and robes, will occasionally be worn inside out.  It is also foreseeable that a loosely fitting gown will come into contact with sources of ignition in the environment where it may be expected to be worn, and particularly when worn in the kitchen and near a stove.  Momentary inattention or carelessness on the part of the user, while it may constitute contributory negligence, does not add up to misuse of the product under these circumstances.

If misuse is established should it be a complete bar to recovery?  The role of contributory fault in defective product cases is discussed at p. ___, infra.


b. A young child threw a beer bottle against a telephone pole.  The bottle broke and hurt the child.  Venezia v. Miller Brewing Co., 626 F.2d 188 (1st Cir.1980).  The manufacturer was absolved of liability because the court concluded that under Massachusetts law this would not be held a "foreseeable" use of the bottle.  Would the analysis differ if the plaintiff was hurt when the bottle fell from his grasp and landed on a concrete floor?


c. Sometimes the question of defect is affected by the marketing scheme.  In Lugo v. LJN Toys, Ltd., 552 N.E.2d 162 (N.Y. 1990), a playmate threw a detachable part of a doll made by defendant into the eye of plaintiff.  The claim was that the doll was a replica of a well-known television cartoon character, Voltron, who overcame enemies by hurling his shield at them.  The detachable part of the doll that was thrown was variously described as a "shield," "blade," or "star."


The court held that summary judgment was properly denied.  Product suppliers had to anticipate uses that were "unintended but reasonably foreseeable."  Here, plaintiff "has submitted expert evidence that, based upon customs and standards in the toy safety community, the part was defective because detachable from the doll and that throwing it was foreseeable because of the extensive television exposure in which Voltron did so."


d. In Port Authority of New York and New Jersey v. Arcadian Corp., 189 F.3d 305 (3d Cir. 1999), victims of the terrorist blast at the World Trade Center sued the manufacturers of the fertilizer products used in making the bomb, claiming that it was foreseeable that the fertilizer would be used in such a manner. Plaintiffs presented evidence that some states had tried to force the defendants to alter their formula to avoid this risk and that foreign countries regulated such products to prevent such use. The court concluded that the laws of New York and New Jersey (where the planning and construction of the bomb occurred) were the same—and that a supplier of raw material had no duty to prevent buyers from incorporating new material that might or might not be dangerous.  The product was not in and of itself dangerous.  Second, there was no duty to prevent criminal misuse of a product that was foreign to the product’s intended use.  The misuse here was “not objectively foreseeable.”  No jury “could conclude that one accidental explosion 50 years ago [Texas City], one terrorist act in this country almost 30 years ago [at the University of Wisconsin], and scattered terrorist incidents throughout the world over the course of the last 30 years would make an incident like [this bombing] anything more than a remote or theoretical possibility.” New York cases like Lugo were distinguishable because the product there “was unsafe even when used precisely in the manner that the manufacturer anticipated.” 


The court also concluded that there was no proximate cause as a matter of law because the intervening conduct was a superseding cause. The “terrorists’ intentional acts to create an explosive device and to cause harm” were the proximate causes of the damage to the Center and the harm to its occupants.   Warning claims would not have helped because the terrorists knew the potential risks.  (Does this cause-in-fact analysis bar liability for all terrorist and other deliberative misuse? 


One judge concurred in the Port Authority case to say that the lack of foreseeability of the intervening criminal act “rests largely on a slender and temporal reed. . . . We live in a society in which the disgruntled more and more resort to violence.  Appellees’ products, so easily convertible to dangerous qualities, need not—with proper treatment—become a part of that violence.” Could the product have been called non-defective under a risk-utility analysis? Is throwing drain cleaner in another’s face “unforeseeable”? See Briscoe v. Amazing Products, Inc., 2000 WL 377944 (Ky.App.2000) (no liability where high school student throws defendant’s drain cleaner in a rival’s face). Recall Riss, p. ___ supra.


e. In Binakonsky v. Ford Motor Co., 133 F.3d 281 (4th Cir. 1998), plaintiff drunk driver was killed when he ran into a tree at 40-47 mph.  His death was attributable to a fire caused by the use of plastic pipes in the fuel system.  The court, 2-1, held under Maryland law that the design defect claim should be submitted to the jury because the defendant must anticipate a variety of ways in which their cars may hit trees or be involved in other high-speed collisions. The dissent disagreed that a manufacturer should be forced to worry about this type of crash.


Are there common themes among all these different examples of misuse?


11. Misrepresentations. So far the discussion in this section has revolved around cases in which either there was no warning at all or the warning was claimed to be inadequate. What about words that affirmatively mislead? Section 9 of the Products Restatement addresses this issue by providing that a seller or distributor who “makes a fraudulent, negligent, or innocent misrepresentation of fact concerning the product is subject to liability for harm to persons or property caused by the misrepresentation.”  The comments make clear that this section intended no change in existing law. Can the failure to require a showing of fault in this situation be justified?


In Denny v. Ford Motor Co., 662 N.E.2d 730 (N.Y. 1995), a jury could have found that an off-road vehicle that had certain advantages off the normal highway had been advertised and sold as appropriate for normal driving. The features that made it useful for off-road driving--high center of gravity, narrow track width, and short wheel base--made it dangerous when drivers took evasive action on paved roads.  The court developed a dual-purpose doctrine under which a product that might pass the risk-utility test for one purpose could be defective if offered as suitable for another purpose that might not be appropriate.  Could Denny, which used a warranty analysis, be analyzed under § 9?


See also Castro v. QVC Network, Inc., 139 F.3d 114 (2d Cir. 1998), in which the defendant advertised a pan on television as fit for cooking 25-pound turkeys. In fact, the pan was fit for many other purposes but was allegedly inadequate for this one because its handles were too small. Plaintiff was burned when the pan tipped over due to the small handles. The court, using New York law and following Denny, held that “a jury could have found that the roasting pan’s overall utility for cooking low-volume foods outweighed the risk of injury when cooking heavier foods, but that the product was nonetheless unsafe for the purpose for which it was marketed and sold—roasting a twenty-five pound turkey—and as such was defective under the consumer expectations test.”  What gave rise to this expectation—the kind of knowledge that comes with everyday experience or the words that defendant used to sell the product? 


12. As discussed in note ___, ordinarily warnings must reach the ultimate user who is most affected by the product and who is expected to use the instructions or warnings to avoid harm. The note suggested that with products aimed at children or that might harm children the appropriate addressee is the parent or guardian. The following case suggests another important exception to the supplier’s obligation to convey needed warnings to the user.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      

---

EDWARDS v. BASEL PHARMACEUTICALS

Supreme Court of Oklahoma, 1997.

933 P.2d 298.


[The federal court of appeals certified to the state supreme court the question of the scope the state gives to the “learned intermediary” rule.]

SUMMERS, Vice Chief Justice:


 The facts provided in the Order of Certification are these. Alpha Edwards brought a wrongful death action for the death of her husband. He died of a nicotine-induced heart attack as a result of smoking cigarettes while wearing two Habitrol nicotine patches. Habitrol is manufactured by Basel Pharmaceuticals. Plaintiff's theory of liability was that the warnings given in conjunction with the Habitrol patches were inadequate to warn her husband of the fatal risk associated with smoking and overuse of the product. A relatively thorough warning was given to physicians providing the Habitrol patch, but the insert provided for the user did not mention the possibility of a fatal or cardiac related reaction to a nicotine overdose, cautioning that an "overdose might cause you to faint."


 The pamphlet provided to Dr. Howard and other physicians prescribing the patch said:

Prostration, hypotension and respiratory failure may ensue with large overdoses.   Lethal doses produce convulsions quickly and death follows as a result of peripheral or central respiratory paralysis or, less frequently, cardiac failure.


[The court took it “as fact” that defendant complied with the FDA’s mandate that specific warnings reach the ultimate consumer.] 


Basel contends that the "learned intermediary doctrine" bars liability, because the prescribing physicians were given complete warnings regarding the use of the patches.   Basel concedes that consumer warnings were required by the FDA, but argues that by complying with those FDA warning requirements the case again is controlled by the learned intermediary doctrine, with its attendant shield affording protection to the manufacturer.   Mrs. Edwards disagrees, stating that the warnings given to her late husband were inadequate, regardless of whether FDA requirements were met.


Our products liability law generally requires a manufacturer to warn consumers of danger associated with the use of its product to the extent the manufacturer knew or should have known of the danger. [ ] Certain products, prescription drugs among them, are incapable of being made safe, but are of benefit to the public despite the risk.   Their beneficial dissemination depends on adequate warnings . . . The user must be adequately warned. [ ]


There is, however, an exception known as the "learned intermediary doctrine", which Oklahoma has recognized as applicable in prescription drug cases, [ ], and prosthetic implant cases, [ ]. The doctrine operates as an exception to the manufacturer's duty to warn the ultimate consumer, and shields manufacturers of prescription drugs from liability if the manufacturer adequately warns the prescribing physicians of the dangers of the drug. [ ]  The reasoning behind this rule is that the doctor acts as a learned intermediary between the patient and the prescription drug manufacturer by assessing the medical risks in light of the patient's needs. [ ]

Where 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. It is his 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 independent judgment, taking into account his knowledge of the patient as well as the product. The patient is expected to and, it can be presumed, does place primary reliance upon that judgment. The physician decides what facts should be told to the patient.   Thus, if the product is properly labeled and carries the necessary instructions and warnings to fully apprise the physician of the proper procedures for use and the dangers involved, the manufacturer may reasonably assume that the physician will exercise the informed judgment thereby gained in conjunction with his own independent learning, in the best interest of the patient.

Wooderson v. Ortho Pharmaceutical Corp., [681 P.2d 1038, 1052 (Kan.), cert. denied 469 U.S. 965 (1984)].  The doctrine extends to prescription drugs because, unlike over the counter medications, the patient may obtain the drug only through a physician's prescription, and the use of prescription drugs is generally monitored by a physician. [ ] The learned intermediary doctrine has been held applicable to prescription nicotine gum, because there was a sufficient relationship established between doctor and patient. [ ]

EXCEPTIONS TO THE LEARNED INTERMEDIARY DOCTRINE


Two exceptions have been recognized which operate to remove the manufacturer from behind the shield of the learned intermediary doctrine. The first involves mass immunizations. [ ] Mass immunizations fall outside the contemplated realm of the learned intermediary doctrine because there may be no physician-patient relationship, and the drug is not administered as a prescription drug. [ ] Under these conditions individualized attention may not be given by medical personnel in assessing the needs of the patient. The only warnings the patient may receive are those from the manufacturer. Oklahoma has adopted this exception. [ ]


The second exception, which has been adopted by several jurisdictions including Oklahoma, arises when the Food and Drug Administration mandates that a warning be given directly to the consumer. [ ] By this exception several states have held that the learned intermediary doctrine itself does not protect the manufacturer.  MacDonald v. Ortho Pharmaceutical Corp., [475 N.E.2d 65 (Mass.), cert. denied 474 U.S. 920 (1985);  [plus three federal district court cases]. But see [one Delaware case and two federal district court cases].  Most of the cases adopting this exception have dealt with contraceptives and the FDA's extensive regulation of contraceptive drugs and devices. See 21 C.F.R. § 310.501 and § 310.502 (requirements for patient and physician warnings with regard to intrauterine devices and birth control pills). However, courts have not limited the exception to this arena alone.


We see no reason that this second exception should not apply to nicotine patches available by prescription. When direct warnings to the user of a prescription drug have been mandated by a safety regulation promulgated for the protection of the user, an exception to the learned intermediary doctrine exists, and failure on the part of the manufacturer to warn the consumer can render the drug unreasonably dangerous. According to the material certified by the Federal Court, the FDA has found a need to require that prescriptions for nicotine patches be accompanied by warnings to the ultimate consumer as well as to the physician, as is required in the distribution of oral contraceptives and intrauterine devices.


[The court next rejected the defendant’s contention that compliance with the FDA’s requirement that it warn users should serve as a defense to plaintiff’s state common law tort claim. Recall the discussion of the role of statutes in Edwards at p. ___, supra.]


Oklahoma requires that the manufacturer warn of dangers which are foreseeable and known to the manufacturer. [ ]  Those warnings must be adequate to inform the user of the dangers associated with the product's use. [ ] The manufacturer is not, however, required to warn of obvious dangers. [ ]


In the present case it appears the manufacturer clearly had knowledge of the dangers associated with the Habitrol patch; it furnished detailed warnings to the prescribing physicians.   However, as to the warnings the late Mr. Edwards received in his Habitrol insert, state products liability law must be applied to determine their adequacy.

CONCLUSION


We hold that when the FDA requires warnings be given directly to the patient with a prescribed drug, an exception to the "learned intermediary doctrine" has occurred, and the manufacturer is not automatically shielded from liability by properly warning the prescribing physician . . . . The required warnings must not be misleading, and must be adequate to explain to the user the possible dangers associated with the product.   Whether that duty has been satisfied is governed by the common law of the state, not the regulations of the FDA, and necessarily implicates a fact-finding process, something beyond our assignment in response to this certified question.


 Question Answered.

[Five justices concurred, one of them adding that compliance was not an issue in the case. One justice dissented in part on the ground that compliance was an issue and one justice dissented without opinion.]

Notes and Questions


1. What justifies the learned intermediary rule in the first instance? Are the two exceptions consistent with the justification? Should the second exception extend to nicotine patches? 


2. Might the cases under the “second exception” be extended broadly to “well patients”—those who see a physician because they wish to enhance their quality of life, rather than because they are in a downward spiral and “need” help? Might this category include prescription drugs for such matters as baldness and erectile dysfunction as well as contraception? Who should be warned about two baldness treatments, one of which is much faster but carries a 1% risk of total baldness, the other being much slower but having no known risks? Is the case for the defense stronger or weaker if the 1% risk is of a serious chronic skin condition?


3. Another exception to the doctrine was articulated in Perez v. Wyeth Laboratories, 734 A.2d 1245 (N.J. 1999), in which the court held, in a Norplant contraceptive implant case, that the doctrine does not apply where the defendant advertises prescription drugs directly to the consumer. In such cases, the manufacturer must discuss the product’s risks in its advertisements.  Perez refused to follow In re Norplant Contraceptive Products Liability Litigation, 165 F.3d 374 (5th Cir. 1999), in which the court, predicting Texas law, held that the learned intermediary doctrine applied to prescription drugs even when advertising is directed at the consumer. Is there a difference between the approach in Perez and that in the main case?


4.  In learned intermediary cases there may be further variations. In the first, when the physician is given adequate instructions, what claims might the patient have against the physician?   In the second, the claim is that the physician was given inadequate information. If the physician testifies that even with an adequate warning, the physician would still have prescribed the medicine in question, what impact might that have on plaintiff’s suit against the manufacturer? Against the physician? Is there room here for a heeding presumption?


5. On the question of adequacy, the Edwards court leaves the issue to the federal court in which the trial record is being compiled. Could a trier of fact find the warning that actually reached the patient in Edwards inadequate? In the cited MacDonald case, the warning received by the contraceptive user warned of the risk of “abnormal blood clotting” but not of “stroke.” The court held that a jury could find that the failure to warn of stroke could render the warning inadequate. Is the inadequacy in MacDonald a closer call than that alleged in the main case? Is the MacDonald approach to adequacy consistent with that of Hood?


6. Would the differences between strict liability and negligence affect the analysis of safety instruction or warning cases? Note, once again, that the Products Restatement makes no reference to this terminology in section 2(c ), p. ___, supra..

---


The following case raises the question of liability where a needed instruction or warning has not been given and the question is whether the defendant is liable if it did not know of nor should have known of the need for that warning. The court uses warranty terminology because of a peculiarity of state law, but the discussion is addressed to tort cases in both Restatements. 

---

VASSALLO v. BAXTER HEALTHCARE CORPORATION

Supreme Judicial Court of Massachusetts, 1998.

428 Mass. 1, 696 N.E.2d 909.

 Before WILKINS, C.J., and ABRAMS, LYNCH, GREANEY and MARSHALL, JJ.

 GREANEY, Justice.

[Plaintiff sued defendants claiming that silicone breast implants, manufactured by a predecessor company, that had been implanted in her were negligently designed, accompanied by negligent product warnings, and breached the implied warranty of merchantability, with the consequence that she was injured. Her husband claimed loss of consortium. . 


[The jury could have found that in 1977 plaintiff was given breast implants that were manufacturered in 1976. In 1992, Mrs. Vassallo underwent a mammogram after complaining of chest pains that extended up under her left armpit. The mammogram revealed that her breast implants possibly had ruptured. The silicone gel implants were subsequently removed in April, 1993, and were replaced with saline implants. During the course of the explant surgery, the surgeon noted severe, permanent scarring and other adverse reactions. There was also evidence that defendant knew of the risk and failed to warn, including internal correspondence that showed awareness of FDA reports of migration of liquid silicone to various parts of the body. In addition, defendant could have been found to have softened the warnings that it distributed in a letter in 1976. The court asserted that the 1976 letter] “did not completely address the potential effects of silicone migration on the body's immune system. Mrs. Vassallo stated that, if she had known that the implants could cause permanent scarring, chronic inflammation, and problems with her immune system, she would not have gone ahead with the implantation procedure.”


[A jury returned verdicts on the negligence and warranty counts in favor of the plaintiffs. On direct appeal, the court first upheld the admission of the testimony of several experts over the objection of defendants. The court also upheld trial court rulings that the experts could testify as to the causal connection between the tearing of the implants and the harm plaintiff suffered despite the “absence of classical epidemiological studies.” The court also upheld other rulings that inhibited defense experts from testifying about the views of other experts. One trial court error was held not to be prejudicial.]


Because the plaintiffs' recoveries can be upheld on the jury's findings of negligence, we need not address the defendants' claims of error concerning the breach of warranty count. We take this opportunity, however, to consider the defendants' argument that we should change our products liability law concerning the implied warranty of merchantability from what is stated in Hayes v. Ariens Co., 462 N.E.2d 273 (Mass. 1984), and that the law should be reformulated to adopt a "state of the art" standard that conditions a manufacturer's liability on actual or constructive knowledge of the risks.


Our current law, regarding the duty to warn under the implied warranty of merchantability, presumes that a manufacturer was fully informed of all risks associated with the product at issue, regardless of the state of the art at the time of the sale, and amounts to strict liability for failure to warn of these risks. [ ] This rule has been justified by the public policy that a defective product, "unreasonably dangerous due to lack of adequate warning[s], [is] not fit for the ordinary purposes for which [it is] used regardless of the absence of fault on [a defendant's] part." [ ]


At trial, the defendants requested a jury instruction that a manufacturer need only warn of risks "known or reasonably knowable in light of the generally accepted scientific knowledge available at the time of the manufacture and distribution of the device."  The judge declined this request, and instead gave an instruction using language taken almost verbatim from that in [Hayes]. While the judge's instruction was a correct statement of our law, we recognize that we are among a distinct minority of States that applies a hindsight analysis to the duty to warn. 


The majority of States, either by case law or by statute, follow the principle expressed in Restatement (Second) of Torts § 402A comment j (1965), which states that "the seller is required to give warning against [a danger], if he has knowledge, or by the application of reasonable, developed human skill and foresight should have knowledge, of the . . . danger."  [ ]; [Products Restatement, Reporters' Note to §2 comment m, at 104 (1998)] ("An overwhelming majority of jurisdictions supports the proposition that a manufacturer has a duty to warn only of risks that were known or should have been known to a reasonable person"). At least three jurisdictions that previously applied strict liability to the duty to warn in a products liability claim have reversed themselves, either by statute or by decision, and now require knowledge, or reasonable knowability as a component of such a claim.  [Colorado]; Feldman v. Lederle Labs., [479 A.2d 374 (N.J.1984)]; La.Rev.Stat. Ann. § 9:2800.59(B) (West 1997). The change in the law of New Jersey is particularly relevant, because we relied in part on New Jersey law in formulating the strict liability standard expressed in the Hayes decision.  See [Hayes] citing Beshada v. Johns-Manville Prods. Corp., [447 A.2d 539 (N.J.1982)].


The thin judicial support for a hindsight approach to the duty to warn is easily explained. The goal of the law is to induce conduct that is capable of being performed. This goal is not advanced by imposing liability for failure to warn of risks that were not capable of being known. See Henderson, Doctrinal Collapse in Products Liability: The Empty Shell of Failure to Warn, 65 N.Y.U. L.Rev. 265, 274 & n. 32 (1990).


The [Products Restatement § 2(c)] reaffirms the principle expressed in Restatement (Second) of Torts, at § 402A comment j, by stating that a product "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 . . . and the omission of the instructions or warnings renders the product not reasonably safe."  The rationale behind the principle is explained by stating that "[u]nforeseeable risks arising from foreseeable product use . . . by definition cannot specifically be warned against."  [ ] However, comment m  also clarifies the manufacturer's duty "to perform reasonable testing prior to marketing a product and to discover risks and risk-avoidance measures that such testing would reveal.   A seller is charged with knowledge of what reasonable testing would reveal."  [ ]


We have stated that liability under the implied warranty of merchantability in Massachusetts is "congruent in nearly all respects with the principles expressed in Restatement (Second) of Torts § 402A." [ ] The main difference has been our application of a hindsight approach to the duty to warn of (and to provide adequate instructions regarding) risks associated with a product.  We recognize that this approach has received substantial criticism in the literature . . . 


In recognition of the clear judicial trend regarding the duty to warn in products liability cases, and the principles stated in Restatement (Third) of Torts: Products Liability, supra at § 2(c) and comment m, we hereby revise our law to state that a defendant will not be held liable under an implied warranty of merchantability for failure to warn or provide instructions about risks that were not reasonably foreseeable at the time of sale or could not have been discovered by way of reasonable testing prior to marketing the product. A manufacturer will be held to the standard of knowledge of an expert in the appropriate field, and will remain subject to a continuing duty to warn (at least purchasers) of risks discovered following the sale of the product at issue.  In accordance with the usual rule governing retroactivity in this type of action, the standard just expressed will apply to all claims on which a final judgment has not been entered, or as to which an appeal is pending or the appeal period has not expired, and to all claims on which an action is commenced after the release of this opinion. [ ].


[The court noted that the jury’s sustainable verdict on negligence in failing to warn of known risk precluded the defendant from taking advantage of the change in the law. The judgment was affirmed.]

Notes and Questions


1. Does the use of warranty language explain the earlier Hayes outcome? Is there any reason to think the outcome would have been different if the court had been using tort language before Vassallo?


2. What are the arguments for and against each view on this issue? In approaching this question consider developments in states whose courts have articulated or followed positions of strict liability and then retreated to at least some extent. In the cited Beshada case, workers injured by handling asbestos products before 1960 sued the manufacturers of asbestos.  Defendants argued that the medical profession did not recognize these particular health hazards from asbestos until the 1960s.  Plaintiffs responded that, even if true, this fact was no defense to a strict liability claim.  The New Jersey court agreed:  "Strict liability focuses on the product, not the fault of the manufacturer."


This result was said to be consistent with the three main reasons the court had adopted strict liability--risk spreading, accident avoidance, and reducing administrative costs by avoiding "complicated, costly, confusing and time-consuming" trials about the distant past.  On the second point, the court asserted that the " 'state of the art' at a given time is partly determined by how much industry invests in safety research.  By imposing on manufacturers the costs of failure to discover hazards, we create an incentive for them to invest more actively in safety research."  In addition, "fairness" suggested that "manufacturers not be excused from liability because their prior inadequate investment in safety rendered the hazards of their product unknowable."


In the cited Feldman case, the court reversed course.  Plaintiff's teeth were discolored by a drug that was prescribed for respiratory infections.  No warning was given about this side effect until late in the course of the plaintiff's use of the product.  Defendant claimed that the danger had only then become apparent and could not have been warned about earlier.  The court noted that once knowledge of danger is imputed to a supplier "strict liability analysis becomes almost identical to negligence analysis in its focus on the reasonableness of the defendant's conduct."  The issue was the imputation.  The court concluded that as to design and warning questions, "generally conduct should be measured by knowledge at the time the manufacturer distributed the product."  The courts should ask when the manufacturer had "actual or constructive knowledge of the danger."  In making this determination the manufacturer should be "held to the standard of an expert in the field."  This implied the "notion that at least in some fields, such as those impacting on public health, a manufacturer may be expected to be informed and affirmatively to seek out information concerning the public's use of its own product."  The court “restrict[ed] Beshada to the circumstances giving rise to its holding.” The Feldman court did, however, shift the burden of proof to the defendant on the question of whether and when the relevant technical information became available:


The defendant is in a superior position to know the technological material or data in the particular field or specialty.  The defendant is the expert, often performing self-testing.  It is the defendant that injected the product in the stream of commerce for its economic gain.  As a matter of policy the burden of proving the status of knowledge in the field at the time of distribution is properly placed on the defendant.


Does the shift in the burden of proof and the emphasis on the defendant as "an expert in the field" undermine any practical difference between Beshada and Feldman?  See generally, Rabin, Indeterminate Risk and Tort Reform, 14 J.Legal Stud. 633 (1985).


The assumption of the asbestos industry’s inability to know of the danger underlying Beshada was suspect from the beginning.  See generally, P. Brodeur, Outrageous Misconduct:  The Asbestos Industry on Trial (1985).  See also, Bragg v. OwensCorning Fiberglas Corp., 734 A.2d 643 (D.C.App. 1999) (noting that Pliny the Elder “reported a lung disease in slaves weaving asbestos”). For the imposition of punitive damages, see BMW Corp.v. Gore, in Chapter X. 


In James v. Bessemer Processing Co., 714 A.2d 898 (N.J. 1998), chemical and petroleum manufacturers were sued for failing to warn workers who reconditioned container drums that the drums contained toxic products. The court, after noting that plaintiffs could proceed under either strict liability or negligence, undertook to identify the differences:


In cases proceeding under a theory of strict liability, knowledge of the harmful effects of a product will be imputed to a manufacturer on a showing that "knowledge of the defect existed within the relevant industry." [ ]  Once proof of such knowledge in the industry has been established, triggering the duty to warn, the plaintiff must show that an adequate warning was not provided.  When proceeding under a theory of negligence, the plaintiff must demonstrate that the specific defendant knew or should have known of the potential hazards of the product. 

Is this an intelligible distinction? After either theory is established, the "heeding presumption" comes into play so that a plaintiff need  "introduce evidence that the defendant's failure to warn . . . led to plaintiff's exposure only if it becomes necessary to defeat a defendant's attempt to rebut the heeding presumption with its own proofs." 


3. Compare Ferayorni v. Hyundai Motor Co., 711 So.2d 1167 (Fla.App. 1998), which concerned the proper jury instructions in a claim of a defective restraint system that hurt a very small driver. The appellate court rejected Hyundai’s claim that failure to warn “is nothing more than a negligence case.” For the court, the “issue, specifically, is whether a claim of strict liability failure to warn requires, like its counterpart in negligence, proof that the manufacturer knew or should have known of the product's dangerous propensities.” The court held that: 

This infusion of knowledge and reasonableness requirements [in comment j to §402A] has led some courts to hold that strict liability failure to warn has merged with negligence. [ ] We reject this view, and specifically hold that a prima facie case of strict liability failure to warn does not require a showing of negligence.   In so holding, we note that the policy behind strict products liability is to facilitate a plaintiff's recovery where a manufacturer places on the market a potentially dangerous product and thereby “undertakes a certain and special responsibility toward the consuming public who may be injured by it.”  

Yet, the court realized that “[s]trict liability does not make the manufacturer or seller an insurer. [ ] Thus, it may not be appropriate to entirely do away with a requirement that the manufacturer have some actual or constructive knowledge of the risk to which the failure to warn attaches.” The court then adopted what it understood to be the California position spelled out in Anderson v. Owens-Corning Fiberglas Corp., 810 P.2d 549 (Cal. 1991) and Carlin v. Superior Court, 920 P.2d 1347 (Cal. 1996). The Florida court understood these cases to hold “that the required showing of scienter for strict liability is not as burdensome as in the negligence context:” 

While we recognize that a required showing of knowledge or constructive knowledge makes strict liability "to some extent a hybrid of traditional strict liability and negligence doctrine," [Carlin], we find that this result best serves to promote the countervailing policies underlying strict liability articulated in [an earlier Florida case]. As we construe [Anderson], manufacturers are to be held to a higher standard than that imposed under negligence jurisprudence, but are not reduced to insurers; manufacturers are not required to warn of every risk which might be remotely suggested by any obscure tidbit of available knowledge, but only of those risks which are discoverable in light of the "generally recognized and prevailing best" knowledge available.

Is this the same position as in Bessemer, supra?


4. State of the Art. This discussion implicates an often-used phrase in this type of litigation: “state of the art.” The Products Restatement, states that the term “has been variously defined by a multitude of courts.  For some, it refers to industry custom or industry practice; for others, it means the safest existing technology that has been adopted for use; for others it means cutting edge technology.” § 2, comment c. 

Test these various meanings of "state of the art" in several situations: (a) in the months before a product with an unknown risk is marketed in the United States, a small company in Finland had discovered that very risk and, without public announcement, had begun preparing a new product that avoided the risk; (b) a few months before defendant's product was marketed, the risk had first been reported in a Finnish scientific journal; (c) a few weeks before the product was marketed someone accurately told an Internet chat group that the Finnish company had developed a prototype of a new product because it had become aware of danger in the product that the American company had previously announced. Should "negligence principles" and "strict liability principles" lead to different results in these cases? Would Vassallo and Ferayorni reach different results? 


5. Discovery of danger after distribution.  Whether or not defendants are liable for the first totally unexpected injuries that occur after their product is marketed, what is their obligation when the first hint of trouble does appear?


In Lovick v. Wil-Rich, 588 N.W.2d 688 (Iowa 1999), an experienced farmer was injured when a design defect caused a linkage to break and the wing of a farm cultivator to fall unexpectedly. Defendant began marketing this type of cultivator in 1971. Plaintiff’s model was made in 1981 and he bought it in “the late 80s.”  In 1983, defendant received the first report of a falling wing. Since that time it received eight more. In 1988 it began attaching warnings to new cultivators. In 1994, it began trying to notify owners of existing cultivators of the danger and providing a backup safety kit. Plaintiff introduced evidence that Deere & Co., defendant’s competitor, had begun a safety program in 1983 for its similarly designed cultivator after learning of instances of wing malfunction. Deere’s efforts included trying to locate owners of previously sold cultivators and equipping them with a safety latch and upgraded warning. The court states that defendant, although it learned of Deere’s 1983 actions in 1987, did not start its campaign until 1994 “essentially due to the practical difficulties of identifying and locating the owners and users of previously sold cultivators.” The trial judge submitted to the jury “a general reasonableness standard of care instruction.”  The jury returned a verdict for compensatory and punitive damages.


On appeal, the court rejected defendant’s first argument that it owed no duty as to dangers discovered after the sale. The court noted that most states to address the issue recognized such a duty, and that a state statute implied it. Other courts reject a post-sale duty. See cases cited in Patton v. Hutchinson Wil-Rich Mfg.Co., 861 P.2d 1299 (Kan. 1993), noting contrary cases in an opinion in which it upheld a post-sale duty to warn in a case involving the same cultivator as in Lovick.


The Lovick court then turned to the nature of that duty. Although the rationale for a duty to warn after the sale was “nearly identical” to those supporting a duty to warn at time of sale, “the parameters of those duties must be separately identified.” The court noted that § 10 of the Products Restatement asserted that a reasonable seller would warn if (1) the seller knows or reasonably should know that the product poses a substantial risk of harm to persons or property; (2) those who would benefit from the warning can be identified and are likely unaware of the risk; (3) a warning can effectively be communicated to and acted upon by recipients; and (4) that the “risk of harm is sufficiently great to justify the burden of providing a warning.” 


The court agreed that negligence was the proper standard in this area. The general reasonableness charge was inadequate to convey the different considerations that apply to post-sale warnings. The judge should charge on all four factors to help the jury focus on the obligation—even though the Restatement factors were stated as issues for judges to consider. 

How different is this question from the case of a physician who acts reasonably at the time, but later discovers that the conduct created an unexpected danger to the patient, p. ___, supra?


Should the duty to warn include the duty to pay for the safety kits that Deere and Wil-Rich were providing? The Patton court, supra, though imposing a duty to warn refused to impose a duty to retrofit or to recall the product. Administrative agencies were “better able to weigh the benefits and costs involved in locating, recalling, and retrofitting products.” Is there a difference between locating the new owners to warn them and locating the products themselves?


Is there a difference between subsequently acquired knowledge of danger and after-acquired knowledge of a technique for reducing a known danger? See De Santis v. Frick Co., 745 A.2d 624 (Pa. Super. 1999), in which plaintiff died from inhaling anhydrous ammonia while working with an industrial freezer. The danger of leaking ammonia was known at the time the freezer was sold but there was no known technique for avoiding the problem. One was developed after the sale but the manufacturer did not alert the buyers of earlier models. (The sale occurred in 1964; the new technique was developed in the mid-1980s, and plaintiff died in 1993.) The court held that there was no duty to inform earlier buyers where the product was not defective at the time it was marketed. The court read section 10’s factors to apply to this situation—and then rejected the section. Should the section apply to both situations?
1 Hood raises these claims under three theories of recovery: strict liability, negligence, and breach of warranty.   The principles of Maryland law governing these three theories, at least as relevant to this case, are virtually identical.








