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PRODUCT  LIABILITY  
 
 
UNITED STATES COURT OF APPEALS, FIRST CIRCUIT, MAY 02, 2012  
 
 
The First Circuit Court of Appeals has upheld a jury verdict of $21.06 million in 
compensatory damages awarded to a women allegedly injured by a generic drug she took 
for shoulder pain, finding, among other matters, that her state law-based design-defect 
claims were not preempted by federal law. 
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This products liability case arises out of severe and permanent injuries sustained by plaintiff 
Karen Bartlett after taking sulindac, a generic non-steroidal anti-inflammatory drug 
(“NSAID”) manufactured by (among others) defendant Mutual Pharmaceutical Company 
(“Mutual”). Sulindac is known to cause, in rare instances, a hypersensitivity reaction called 
Stevens–Johnson Syndrome and its more generous cousin toxic epidermal necrolysis 
(“SJS/TEN”). In December 2004, Bartlett's doctor prescribed (for her shoulder pain) 
sulindac under the brand-name Clinoril made by the original provider, and her pharmacist 
dispensed generic sulindac. 
The consequences were disastrous. Bartlett developed SJS/TEN early in 2005. TEN is 
diagnosed when 30 percent or more of the outer skin layer on a patient's total body surface 
area has deteriorated, been burned off or turned into an open wound. In Bartlett's case, the 
percentage rose to 60–65 percent of her body; she spent 70 days at Massachusetts General 
Hospital-including over 50 in its burn unit. Both her suffering and permanent injury, 
including permanent near-blindness, are described below in connection with the award of 
damages. 
Bartlett brought a bevy of claims against Mutual in New Hampshire state court, including 
claims for breach of warranty, fraud, and negligence, as well as the perennial trio of 
products liability claims: design defect, failure to warn, and manufacturing defect. After 
Mutual removed the case to federal court on diversity grounds, all but the design defect 
claim were dismissed by the district court on summary judgment or voluntarily by Bartlett. 
Bartlett v. Mutual Pharm. Co., No. 08–cv–358, 2010 WL 3659789 (D.N.H. Sept. 14, 2010); 
Bartlett v. Mutual Pharm. Co., 731 F.Supp.2d 135 (D.N.H.2010). 
Bartlett originally planned her evidence across a range of possible claims, including an attack 
on the adequacy of the warning label and information that accompanied Mutual's sulindac 
drug. It was not until after the trial was completed that further legal developments 
(discussed below) foreclosed a direct attack on the adequacy of the label; but the district 
court dismissed Bartlett's warning claim because her prescribing doctor admitted that he 
had not read the box label or insert. Bartlett, 731 F.Supp.2d at 146–49. 
Although Bartlett's experts had prepared their initial reports to cover multiple theories 
advanced in the complaint, by trial the core remaining theory of design defect was narrowed 
to this: that sulindac's risks outweighed its benefits making it unreasonably dangerous to 
consumers, despite the federal Food and Drug Administration (“FDA”) having never 
withdrawn its statutory “safe and effective” designation that the original manufacturer had 
secured and on which Mutual was entitled to piggyback. See 21 U .S.C. §§ 355(b)(1), (d) 
(2006); id. § 355(j)(2)(A). 
A 14–day trial occurred in late August and early September 2009, during which Bartlett 
called witnesses to her suffering and her treatment, including two important experts: a burn 
surgeon and—more critical to design defect-a pharmacologist/toxicologist. The latter 
expert in particular sought to show from incident reports made to the FDA and other 
information that sulindac had a worse record of causing SJS/TEN than other available 
drugs, and a safety profile similar to other drugs deemed dangerous enough to have been 
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withdrawn from the market—such as valdecoxib, another NSAID sold under the brand 
name Bextra, which was withdrawn in 2005. 
Mutual had designated its own expert in the same field as well as other witnesses but 
ultimately chose to put on no affirmative case of its own, although it cross-examined 
Bartlett's experts vigorously and offered substantial legal arguments to the judge as to why it 
should not be found liable. After several days of deliberation, the jury found for Bartlett and 
awarded $21.06 million in compensatory damages. The district court denied Mutual's 
motion for judgment as a matter of law, Fed.R.Civ.P. 50(b), and motion for a new trial, 
Fed.R.Civ.P. 59. Bartlett v. Mutual Pharm. Co., 760 F.Supp.2d 220 (D.N.H.2011). 
Mutual now appeals, arguing that the district court misunderstood New Hampshire law on 
design defect claims; that such claims as to generic drugs are preempted under federal law; 
that causation was not proved; that Bartlett's expert evidence was inadmissible on multiple 
grounds; that instructions as to label warnings were inaccurate; that misconduct by Bartlett's 
counsel required a new trial; and that damages were excessive and required a new trial. The 
standard of review depends upon the issue, the first two raising strictly issues of law that we 
review de novo. U.S. ex rel. Loughren v. Unum Grp., 613 F.3d 300, 307–08 (1st Cir.2010). 
Design Defect. Although courts “traditionally have refused to review the reasonableness of 
the designs of prescription drugs,” Restatement (Third) of Torts: Products Liability § 6, 
cmt. f, at 156 (1998), this court reads New Hampshire law now to permit such review, 
Brochu v. Ortho Pharm. Corp., 642 F.2d 652, 655 (1st Cir.1981). Brochu is consistent with 
the New Hampshire Supreme Court's adoption of Restatement (Second) of Torts § 402A 
(1965), see Buttrick v. Lessard, 260 A.2d 111, 113 (N.H.1969), which “imposes liability for 
selling ‘any product in a defective condition unreasonably dangerous to the user or 
consumer’ when the product causes injury to the user or consumer.” 
However, Mutual interprets Buckingham v. R.J. Reynolds Tobacco Co., 713 A.2d 381 
(N.H.1998), to require not merely unreasonable dangerousness but also proof that there 
exists an alternative, safer design for the product (like a new guard on a motorized table 
saw), see id. at 384. The claim in Brochu could satisfy such a test, because the drug at issue 
there contained a mix of progestogen and estrogen, and its unreasonable dangerousness 
could be attributed to the design-flaw of an unnecessarily high proportion of estrogen. 
By contrast, Mutual says that Bartlett failed to allege and prove that sulindac could be made 
in a different and safer form, and this almost certainly has to be true: sulindac is a one-
molecule drug; and the variations in suldinac as sold consist of inactive ingredients that 
ordinarily do not have significant pharmacological effects. But Buckingham does not clearly 
say that a safer alternative is a necessary element of design defect over and above an 
unreasonably dangerous product, and a subsequent decision disavows any such 
requirement. 
In Vautour v. Body Masters Sports Indus., Inc., 784 A.2d 1178, 1183 (N.H.2001), which 
followed after Buckingham, the New Hampshire Supreme Court held that proof of a safer 
alternative design “should be neither a controlling factor nor an essential element that must 
be proved in every [design defect] case.” Rather, it said that “a product is defective as 
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designed ‘if the magnitude of the danger outweighs the utility of the product.’ “ Id. at 1182 
(quoting Keeton et al., Prosser and Keeton on the Law of Torts § 99, at 699 (5th ed.1984)). 
Buckingham involved a design defect claim against cigarette manufacturers, and the court 
dismissed the claim on the ground that cigarettes are inherently dangerous and commonly 
known to be so. 713 A.2d at 384; see also Restatement (Second) of Torts § 402A, cmt. i 
(danger “beyond that which would be contemplated by the ordinary consumer”). But an 
ordinary consumer would hardly know without further warning that sulindac or any other 
ordinary analgesic carries a risk of the kind of ill effects and suffering that Bartlett 
encountered. 
Accordingly, the district court properly allowed Bartlett to show that sulindac was in a 
“defective condition” by showing that it was “unreasonably dangerous” due to its 
propensity to cause SJS/TEN—a harrowing hypersensitivity reaction characterized by 
necrosis of the skin and mucous membranes, and often causing blindness or death. 
Although Mutual could still have avoided liability by proving that sulindac was unavoidably 
unsafe but was highly useful and had an adequate safety warning, Bartlett, 731 F.Supp.2d at 
150–51; Restatement (Second) Torts § 402A, cmt. k, Mutual abandoned that defense on the 
eve of trial.1  
Mutual restates its no-defect argument as an issue of causation; but given the overwhelming 
evidence that sulindac triggered Bartlett's reaction, “but for” cause is plainly established, 
Bartlett, 760 F.Supp.2d at 246. Mutual's position that “Bartlett could not present evidence 
that a non-existent defect in the sulindac proximately caused her injury,” merely restates the 
argument about New Hampshire law that we have just rejected. 
Preemption. The most far-reaching of Mutual's objections is that Bartlett's design defect 
claim is preempted by the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq. 
(“FDCA”), and—in particular—by the Drug Price Competition and Patent Term 
Restoration Act of 1984, Pub.L. No. 98–417, 98 Stat. 1585 (1984) (codified at 21 U.S.C. § 
355(j)(2)(A)) (“Hatch–Waxman Amendments”), and its regulations. Whether and to what 
extent the FDCA preempts design defect claims against generic drug manufacturers is a 
question of exceptional importance that the Supreme Court has yet to decide. 
Because prescription drugs and their warnings are closely regulated by the FDA, Congress 
might explicitly, or the Supreme Court by implication, have preempted state design defect 
or inadequate warning claims that allow state juries to second-guess the FDA's seal of 
approval. But the statute contains no general preemption provision, and in Wyeth v. Levine, 
555 U.S. 555 (2009), the Supreme Court rejected implied preemption, saying that “Congress 
did not intend FDA oversight to be the exclusive means of ensuring drug safety and 
effectiveness,” id. at 575, and that state law serves as a “complementary form of drug 
regulation,” id. at 578. 
Although Wyeth 's holding was technically limited to failure-to-warn claims,2 its logic 
applies to design defect claims as well. See Wyeth, 555 U.S. at 574 (state tort suits 
“motivat[e] manufacturers to produce safe and effective drugs and to give adequate 
warnings”) (emphasis added); cf. Wimbush v. Wyeth, 619 F.3d 632, 645 & n. 7 (6th 
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Cir.2010) (negligent marketing claim not preempted). The lower courts agree that the 
FDCA does not preempt state tort suits against drug manufacturers. See Riegel v. 
Medtronic, Inc., 552 U.S. 312, 340 n. 11, 343 n. 16 (2008) (Ginsburg, J., dissenting) 
(collecting cases). 
However, in PLIVA, Inc. v. Mensing, 131 S.Ct. 2567 (2011), the Court carved out an 
exception to Wyeth, finding that the FDCA preempts failure-to-warn claims against generic 
drug manufacturers. Generic drug manufacturers, unlike brand-name manufacturers, cannot 
unilaterally change their labels, 21 C.F.R. § 314.94(a)(8)(iv) (2011), and thus cannot comply 
with both federal labeling standards and state law requirements deviating from those 
standards. PLIVA, 131 S.Ct. at 2578. 
There is no doubt that Congress wanted to reduce medical costs by spurring generic 
copycat drugs, and accordingly generic manufacturers do not, after patent protection lapses, 
need separate FDA approval to manufacture approved drugs or employ their approved 
labeling. See PLIVA, 131 S.Ct. at 2574, id. at 2582; see also 21 U.S.C. § 355(j)(2)(A). But, as 
the generic maker cannot alter the labeling, PLIVA held that Congress cannot have wanted 
the generic to pay damages under state law for a label that the FDA required. 
Mutual argues with some force that the generic maker also cannot alter the composition of 
the drug and so PLIVA 's policy of encouraging generics by preempting state tort claims 
should extend to design defect as well as claims based on inadequate warning. But although 
Mutual cannot legally make sulindac in another composition (nor is it apparent how it could 
alter a one-molecule drug anyway), it certainly can choose not to make the drug at all; and 
the FDCA might permit states to tell Mutual it ought not be doing so if risk-benefit analysis 
weights against the drug, despite what the Supreme Court made of similar arguments in the 
labeling context. 
This is second-guessing the FDA (unless new information emerged known to the maker but 
not the FDA), but Wyeth resolved the conflict against general preemption. And, not only 
has the Supreme Court not yet said it would extend PLIVA 's exception to design defect 
claims, but—while the generic maker has no choice as to label—the decision to make the 
drug and market it in New Hampshire is wholly its own. Thus, Bartlett having lost her 
warning claim by the mere chance of her drug store's selection of a generic, the Supreme 
Court might be less ready to deprive Bartlett of her remaining avenue of relief. 
True, such arguments can be turned on their head.3 To refuse preemption here is consistent 
with Wyeth but in tension not with the holding but with part of PLIVA 's rationale; a 
generic maker can avoid defective warning lawsuits as well as design defect lawsuits by not 
making the drug; and while PLIVA is itself a limited departure from a general rule of 
Wyeth, an extension of PLIVA to design defect claims would comprise a general rule for 
generics (although not one PLIVA expressly adopted). 
On balance, we conclude that the Court adopted a general no-preemption rule in Wyeth 
and that it is up to the Supreme Court to decide whether PLIVA 's exception is to be 
enlarged to include design defect claims. Cf. Khan v. State Oil Co., 93 F.3d 1358, 1362–64 
(7th Cir.1996), vacated and remanded, 522 U.S. 3 (1997). Given the widespread use of 
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generic drugs and the developing split in the lower courts, see note 3, above, this issue 
needs a decisive answer from the only court that can supply it. 
Expert Testimony. Next in the crosshairs are Bartlett's experts—
pharmacologist/toxicologist Randall Tackett and burn surgeon Roger Salisbury. Mutual 
argues they were not qualified to offer their opinions, and that the opinions were either 
unreliable or undisclosed in their expert reports. The governing law is set forth in the 
Federal Rules of Evidence and Civil Procedure,4 and Daubert v. Merrell Dow Pharms., Inc., 
509 U.S. 579 (1993), which makes the judge the gatekeeper to assure that purported 
scientific evidence has legitimate basis. We review for abuse of discretion, Milward v. Acuity 
Specialty Prods. Grp., 639 F.3d 11, 13 (1st Cir.2011), cert. denied, 132 S.Ct. 1002 (2012), 
and find none here. 
Tackett and Salisbury offered a variety of opinions, the most relevant here relating to 
sulindac's risks and benefits. The district court found unreliable any explicit opinion that 
sulindac has a higher risk of causing SJS/TEN than other NSAIDs—what it called an 
opinion about “relative risk.” But otherwise, the district court allowed Bartlett's experts: 
-to opine that sulindac's overall risk/benefit profile was unfavorable for marketing 
-to opine that aspirin and acetaminophen, which have no known connection to SJS/TEN, 
are safer alternatives to sulindac 
-to discuss voluntary “adverse event reports” (AERs) from prescribing doctors to the FDA, 
and the limitations of such data 
-to opine—based on the number of AERs and an estimated number of sulindac 
prescriptions-on the “reporting rate” of SJS/TEN, and to compare drugs' reporting rates 
-to offer various opinions about the inadequacy of sulindac's warning to counteract its 
dangerousness 
-and to opine that the FDA lacks the resources to ensure that all marketed drugs are safe 
and effective. 
Mutual argues that the two experts were not qualified, noting that neither witness ever 
prescribed an NSAID, and Tackett is not authorized to prescribe any drugs. But Salisbury is 
a burn surgeon with over 35 years' experience who treated more than 400 patients with 
SJS/TEN. Tackett is a pharmacologist and pharmacology professor with over 30 years' 
experience. Both had some experience with the FDA through their 2005 Citizen's Petition 
requesting an SJS/TEN risk assessment and labeling change for ibuprofen. And their 
reports demonstrate substantial familiarity with the relevant medical literature. 
Alternatively, Mutual argues that the opinions lack scientific basis and were inadmissibly 
unreliable, focusing on their use of AERs, voluntary reports from medical professionals and 
consumers to the FDA regarding patients' adverse reactions to pharmaceuticals. The FDA 
collects this information; and relevant data for sulindac included 89 reports of SJS/TEN 
from 1980 to 1997, increasing to 134 by 2004; 39 cases of death; and one of the highest 
SJS/TEN reporting rates among NSAIDs. 
Mutual says there are no quality controls on spontaneous reports; that various biases may 
increase reporting, including increased reporting following introduction of a new warning (a 
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phenomenon called the “Weber effect”); and the difficulty of determining the number of 
total prescriptions (“denominator data”) to determine a reporting rate. The FDA itself 
warns that “[a]ccumulated case reports cannot be used to calculate incidence or estimates of 
drug risk.” Mutual also argues there is no accepted methodology for comparing drugs based 
on adverse event data. 
But proof that a significant number of adverse reports exists is part of the calculus and 
surely relevant input for a witness who is prepared to opine on the risk-benefit ratio based 
on a range of considerations. Mutual's own designated expert, Robert Stern, relied on 
adverse event data and comparative reporting rates in a peer-reviewed publication designed 
to quantify the risk of SJS/TEN associated with the use of NSAIDs (“Mockenhaupt 
2003”). And the FDA itself considered the SJS/TEN reporting rate of Bextra—another 
NSAID—in recommending its withdrawal, and published a study comparing SJS/TEN 
reporting rates among certain NSAIDs. 
As for biases that might distort the level of reporting, these are usually matters to be 
developed on cross-examination and go to the weight of the evidence unless the biases are 
so overwhelming as to make the data useless. And, as icing on the cake, at least one well-
recognized limitation of adverse event data—under reporting—actually works in Bartlett's 
favor. Bartlett, 760 F.Supp.2d at 234. Controlled studies would likely be superior but 
apparently none were available to quantify sulindac's incidence of causing SJS/TEN. Id. at 
237. 
Mutual is correct that in some cases courts found AERs and similar case reports insufficient 
to establish that a drug caused a certain adverse event, but these involved adverse events 
with innumerable possible causes (e.g. suicidal behavior, strokes, or birth defects).5 Here, 
sulindac is a recognized cause of SJS/TEN and the evidence is that it caused Bartlett's 
SJS/TEN. Cf. Thomas v. Hoffman–LaRoche, Inc., 949 F.2d 806, 815 n. 38 (5th Cir.), cert. 
denied, 504 U.S. 956 (1992) (10 seizure reports of dubious connection to the drug at issue). 
Further, the district court excluded opinions based on what Tackett admitted to be 
unreliable-namely, a direct comparison of sulindac's risk of SJS/TEN to other NSAIDs 
(including Bextra). The district court also admonished counsel not to confuse “reporting 
rates” with “actual incidence rates,” and instructed the jury that, while it had heard evidence 
about sulindac's SJS/TEN reporting rate, it had not heard evidence about the actual rate at 
which sulindac causes SJS/TEN. But it was at least a sufficient danger that sulindac's 
labeling, whether adequately or not, warned doctors about it. 
Next, Mutual argues that Bartlett's experts failed to account for various shortcomings in 
adverse event data—for example, that they failed to consider whether the “Weber effect” 
increased sulindac's adverse event reporting; that sulindac's reporting rate in certain years 
may have been inflated because prescription data had to be approximated; and that 
Tackett's initial report count was inflated by duplicate reports and reports in which sulindac 
was not the cause of the adverse effect (Tackett later supplied corrected data). 
But these objections were raised mid-trial although apparently known to Mutual much 
earlier, and Mutual was free to—and did—highlight the flaws on cross-examination. Mutual 
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was also free to develop evidence to show lesser benefits or greater dangers from alternative 
NSAIDs or similar drugs like acetaminophen. Mutual finally objects that the experts did not 
testify to the ultimate issue of “unreasonable dangerousness,” but that was at the district 
court's order and was meant to work to Mutual's benefit. 
Finally, Mutual argues that the opinions, bases and supporting materials used by Bartlett's 
experts at trial were not adequately disclosed in the pre-trial disclosures for expert 
testimony. The original expert reports focused on some issues—labeling and marketing in 
particular—that were downplayed or dropped as the case was narrowed; but, as the district 
court declared, “the reports were filled with opinions about sulindac's risks and benefits,” 
the weighing of which determines unreasonable dangerousness and, ultimately, design 
defect. Bartlett, 760 F.Supp.2d at 233. So Mutual was hardly ambushed by the main thrust 
of the experts' testimony. 
But Mutual does claim that some important underpinnings were not adequately disclosed in 
Tackett's expert report which, together with expert depositions, is what allows the other 
side to prepare its own experts and effectively cross-examine at trial. Metavante Corp. v.. 
Emigrant Sav. Bank, 619 F.3d 748, 762 (7th Cir.2010), cert. denied, 131 S.Ct. 1784 (2011). 
This kind of policing is primarily a matter for the district judge, Gay v. Stonebridge Life Ins. 
Co., 660 F.3d 58, 64 (1st Cir.2011), but in extreme cases, appellate review is a backstop, see 
Licciardi v. TIG Ins. Grp., 140 F.3d 357, 363–64 (1st Cir.1998). 
In this case, Mutual lays special stress on two documents. One concerns a 2005 FDA 
analysis of NSAID risks (the “Bextra Memo”) connected to the ultimate withdrawal of 
Bextra, a different NSAID, because of undue SJS/TEN risk. Contrary to Mutual's assertion, 
the Bextra Memo was cited in Tackett's report not merely for the proposition that the FDA 
had approved NSAID labeling changes; it also was cited to draw comparisons between 
Bextra and sulindac, and Mutual cannot properly claim to have been ambushed by this use. 
More dangerous to Mutual were data relied on by Tackett from a draft report on NSAID 
SJS/TEN risk, prepared by Robert Stern (who, again, was Mutual's designated expert) for 
the drug company Pharmacia (the “Pharmacia Report”), in forming his opinion about 
sulindac's high reporting rate of SJS/TEN. The Pharmacia Report has a storied history in 
this litigation-with Bartlett faulting Stern for failing to disclose the report during discovery, 
and the district court ordering supplemental deposition of Stern about it, only to discover 
that Tackett knew about the report all along. 
Tackett at least cited the eventually-published version (“Mockenhaupt 2003”) in support of 
statements in his expert report that “Sulindac had significantly and substantially higher rates 
of reported SJS/TEN reactions relative to the office visits compared to other NSAIDs,” 
that “Sulindac ranked in the top 5 of all drugs to cause SJS and TEN between 1980–1997,” 
and “[c]ompared to other NSAIDs Sulindac had a higher reporting rate of SJS and TEN.” 
Although the Pharmacia Report added that sulindac may have had the highest SJS/TEN 
reporting rate among NSAIDs from 1980 to 1997, neither the report nor Tackett's opinion 
about sulindac's high SJS/TEN reporting rate were a surprise to Mutual by the time of trial. 
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Labeling Instructions. Mutual next faults the district court for telling the jury it could 
“consider the FDA's requirements for drug labels” in determining whether sulindac's 
warning mitigated its unreasonable dangerousness, and for failing to instruct the jury that 
Mutual could not legally change sulindac's label. Mutual argues that the jury must have 
inferred, incorrectly, that it could consider whether Mutual should have improved the 
warnings. As already explained, under current law the original maker, but not the generic 
provider, can alter the label. 
But the label was relevant to the design defect claim since, although unalterable by Mutual, 
its arguable inadequacies put limits on the extent to which its dangerousness was offset by 
adequate warnings; so the lack of a clearer warning made the product itself more dangerous 
under the risk-benefit test prescribed by Vautour. The district court's instructions, in a 
section covering “The warning” did make clear that this was the relevance of the label.6 If 
Mutual wanted a further caution in the instructions, it should have sought it. 
Of course, at the time of the trial, PLIVA had not yet been decided, so such a caution might 
not have been at the forefront of Mutual's thoughts. But the legal argument for such a 
caution was available to Mutual without PLIVA, cf. note 2; indeed, Mutual made this very 
argument in seeking a new trial before PLIVA was decided. Mutual failed to seek such an 
instruction before the jury retired; and the instructions given were not plain error. 
Counsel's Conduct. In its motion for a new trial, Mutual argued that the conduct of 
plaintiff's counsel was improper in various respects and that a new trial was justified on this 
count alone. In a post-trial motion of this sort, our review is for abuse of discretion; and 
where the charges involve judgments about degrees of impropriety, prejudice and 
cumulative effect, the trial judge has a special advantage over a reviewing court. Hatfield–
Bermudez v. Aldanondo–Rivera, 496 F.3d 51, 64 (1st. Cir.2007). 
Of the many charges, several relating to alleged non-disclosures in the expert reports have 
already been answered; others are fairly trivial (a rhetorical claim that sulindac “stole” 
Bartlett's freedom) or had no conceivable impact (a sequestration order violation where 
Bartlett's husband observed his sister-in-law testify but in the end did not himself appear as 
a witness). We pass over such issues and focus on those that are potentially more serious. 
First, in voir dire Bartlett's counsel asked the jury to consider whether it could award “$20 
million or more in damages”; but Bartlett's counsel had expressed their intent to mention 
specific damages figures, and Mutual did not seek to prevent the question in advance. After 
Mutual objected at voir dire, Bartlett's counsel were prohibited from mentioning total dollar 
figures again until closing, and the jury was told that any amount mentioned by counsel was 
“not evidence in this case.”7  
Second, counsel also—despite an order prohibiting discussion of Mutual's financial 
condition, Bartlett v. Mutual Pharm. Co., No. 08–cv–358, 2010 WL 3092649, at *8 (Aug. 2, 
2010)—displayed to the jury a silent deposition clip whose captioning indicated Mutual's 
$480 million sales figure from 2007, before that clip skipped ahead to the next admissible 
question-and-answer. The parties vigorously dispute whether this was merely accidental, but 
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we accept the district court's judgment that this isolated silent deposition clip, never again 
mentioned, is not basis enough for a new trial. 
Finally, Bartlett's counsel can be faulted in many instances for their manner of offering 
evidence. Counsel frequently led their own witnesses, although perhaps in some instances 
to avoid eliciting inadmissible information. Bartlett, 760 F.Supp.2d at 257. Counsel also 
mischaracterized the record, including in closing argument. Counsel left prejudicial images 
of Bartlett's injuries visible to the jury for longer than necessary. And counsel attempted to 
use other demonstrative aids in a misleading manner. 
The district court frequently reprimanded counsel, on occasion in front of the jury. Bartlett, 
760 F.Supp.2d at 253. The judge was pro-active when he noticed Bartlett's counsel misusing 
demonstrative and other visual aids, sometimes intervening even where Mutual had not 
objected. And in some instances the judge gave curative instructions to limit or erase any 
prejudice. 
In the end, weighing the effect on a verdict of various missteps by counsel is a judgment 
call, and the district court in denying the motion for a new trial gave reasoned consideration 
to Mutual's arguments based on individual incidents. Given the comparative strength of 
Bartlett's expert evidence, the prior instances of sulindac-SJS/TEN events, and the 
enormous harm wrought in this instance, a judgment that misconduct did not cause the 
verdict for Bartlett is not unreasonable. 
Excessive Verdict. Mutual next argues that the jury's damages award is excessive. A new 
trial is warranted where the jury award is “grossly excessive, inordinate, shocking to the 
conscience of the court, or so high that it would be a denial of justice to permit it to stand.” 
Franceschi v. Hosp. Gen. San Carlos, Inc., 420 F.3d 1, 5 (1st Cir.2005). The facts are taken 
in the light most favorable to the plaintiff, but nevertheless the figure must be in the 
“universe of acceptable awards.” Blinzler v. Marriott Int'l, Inc., 81 F.3d 1148, 1162 (1st 
Cir.1996). 
The jury awarded Bartlett $26.01 million-$4.56 million in largely uncontested special 
damages ($1.25 million past medical expenses, $2 .377 million for future medical expenses, 
and $933,000 for lost wages), and $16.5 million for pain, suffering, and loss of enjoyment of 
life. All but the last figure rest on specific evidence that the jury accepted; but the last is, of 
course, the largest number and the target of Mutual's attack. 
Mutual says that this is the largest award in New Hampshire history—and more than twice 
the award against a car manufacturer, following a crash in which a young child died and 
another was left permanently disabled. Trull v. Volkswagen of Am., Inc., 320 F.3d 1, 3 (1st 
Cir.2002), cert. denied, 540 U.S. 938 (2003). Arguably, the more pertinent comparison is to 
the surviving child Nathaniel who, economic damages aside, was awarded just under $4 
million for pain and suffering and other intangible elements of damage. Id. at 9–10. 
Nathaniel suffered a skull fracture and bleeding that required an operation to remove the 
fluid, and his experts opined that the head trauma exacerbated a preexisting condition so 
that he would have to live indefinitely under supervised and structured conditions. Trull, 
320 F.3d at 10. The trauma of the crash, whatever suffering attended recovery from the 
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operation and intangible losses from a more constrained life were thus valued by the jury at 
about a quarter of the amount awarded to Bartlett for pain and suffering. 
Nevertheless, Bartlett's injuries were truly horrific. She spent almost two months in MGH's 
burn unit, spent months in a medically-induced coma, and suffered burns over nearly two-
thirds of her body. Her burn surgeon described the experience as “hell on earth.” She spent 
a year being tube fed and endured two major septic shock episodes. She suffered through 
12 eye surgeries and has many more ahead of her. This is a brief summary of the suffering 
detailed for the jury. 
In addition, the permanent damage is severe. Bartlett cannot eat normally due to esophageal 
burns, cannot have sexual relations due to vaginal injuries, and cannot engage in aerobic 
activities due to lung injuries. She is almost blind now and faces some likelihood of 
complete and permanent blindness. She cannot read or drive or work. And she is seriously 
disfigured in face and body. In sum, the jury's award is not so clearly disproportionate to the 
harm suffered that a court must set it aside. 
The outcome of this case, at least on this record, is not surprising or, with respect to 
sulindac, patently alarming. True, that drug has a minuscule risk of causing SJS/TEN, but 
sulindac is a recognized cause of SJS/TEN-potentially a leader among NSAIDs in that 
respect—and the drug carries other risks as well. And how far it has advantages over similar 
medicines with less or no risk is unclear in light of the limited defense offered; at most 
cross-examination suggested that sulindac may be the only approved NSAID for certain 
forms of arthritis. 
Whether or not our present regime of drug regulation and compensation for harm is 
optimal is debatable; but the ability of judges to reshape the regime in any fundamental way 
may be quite limited. As for the trial itself, the district judge handled a very difficult case 
with skill and insight and he deserves this court's special thanks for his thoughtful and very 
helpful opinions. 
Affirmed. 
FOOTNOTES 
1.  Although Mutual has not explained its strategy, the district court had already rejected 
Bartlett's claims based on failure to warn for lack of causation, and Mutual may have hoped 
to exclude entirely any evidence of the warnings actually employed by Mutual, which had 
listed SJS/TEN as a potential “adverse reaction” in its package insert without explicitly 
naming SJS/TEN on the label's “warnings” section. Or, it may have thought that Bartlett's 
expert testimony could be undermined without risking cross-examination of its own expert 
who might have had to concede some of the dangers posited by Bartlett. 
2.  More specifically, Wyeth held that the FDCA does not preempt failure-to-warn claims 
against brand-name drug manufacturers. Because the FDA's “changes being effected” 
regulations, 21 C.F.R. § 314.70(c)(6)(iii)(A), (C) (2008), permit brand-name manufacturers to 
strengthen their labels unilaterally—albeit temporarily, while application for permanent 
change is pending with the FDA—the Court concluded it is possible for brand-name 
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manufacturers to comply with both federal labeling requirements and state tort law 
effectively requiring a stronger label. 555 U.S. at 568, 573. 
3.  Cf. In re Darvocet, Darvon & Propoxyphene Prods. Liab. Litig., No. 2:11–md–2226, 
2012 WL 718618, at *2–*3 (E.D.Ky. Mar. 5, 2012); Lyman v. Pfizer, Inc., No. 2:09–cv–262, 
2012 WL 368675, at *4 (D.Vt. Feb. 3, 2012); In re Pamidronate Prods. Liab. Litig., Nos. 
09–MD–2120, 10–CV–1860, 2012 WL 272889, at *3 (E.D.N.Y. Jan. 30, 2012). 
4.  Fed.R.Evid. 702 (permitting qualified experts with specialized technical knowledge to 
provide opinions if based on application of reliable principles, methods, and data); 
Fed.R.Civ.P. 26(a)(2)(B) (expert report must contain “a complete statement of all opinions 
the witness will express and the basis and reasons for them”); Fed R. Civ. P. 37(c)(1) 
(prohibiting use of undisclosed information). 
5.  E.g., Miller v. Pfizer, Inc., 196 F.Supp.2d 1062, 1077 (D . Kan.2002); Siharath v. Sandoz 
Pharms. Corp., 131 F.Supp.2d 1347, 1361 (N.D.Ga.2001); Wade–Greaux v. Whitehall 
Labs., Inc., 874 F.Supp. 1441, 1481 (D.V.I.1994); DeLuca v. Merrell Dow Pharms ., Inc., 
791 F.Supp. 1042, 1050–51 (D.N.J.1992). 
6.  Mutual directs us to an allegedly contradictory statement by the district court that 
“[l]iability may exist if the manufacturer did not take available and reasonable steps to lessen 
or eliminate the danger of even a useful and desirable product.” In context, it is clear these 
statements were made regarding product design and not labeling. 
7.  In closing, counsel suggested between $20 and $30 million for pain and suffering alone. 
Although allowing counsel to do so was error under First Circuit precedent, Davis v. 
Browning–Ferris Indus., Inc., 898 F.2d 836, 837–38 (1st Cir.1990), Mutual apparently 
assented to counsel doing so, provided the district court instructed the jury as described, 
Bartlett, 760 F.Supp.2d at 254 n. 39. 
BOUDIN, Circuit Judge. 
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RESPONSABILITÁ DA PRODOTTO DIFETTOSO: UN CONFRONTO CON 
L’ESPERIENZA AMERICANA. 
 

 
MARIA MARCHESE 

     
 
SOMMARIO: 1. Considerazioni preliminari: il fatto e le sue prospettive - 2. La 
responsabilità del produttore;  profili di responsabilità civile. 
 
 
 
    1. Nell’ambito del diritto della responsabilità civile si è giunti alla determinazione che 
approdare a forme di imputazione del danno causato da prodotti difettosi è la naturale 
conseguenza dell’inarrestabile evoluzione dei processi produttivi. Paradigmatica, difatti, 
risulta essere la disciplina statunitense1  nella quale il difetto viene concepito in linea 
generale come la particolare pericolosità del prodotto, ossia il suo essere maggiormente 
pericoloso rispetto a quanto possa attendersi il consumatore ordinario che lo acquisti 
(consumer expectation test)2.  

                                                      
1 Visione diametralmente opposta era quella del liberalismo tipico del secolo XIX ove gli interessi 
delle imprese si anteponevano a quelli della collettività. Scrivevano quei giudici, nella sentenza 
emessa nel 1871 dalla Corte distrettuale di New York nella causa “Losee vs Buchanan”: “diventando 
membro di una società civile io sono obbligato a rinunciare ad alcuni miei diritti naturali, ma ricevo 
in cambio ben più di una compensazione dal fatto che anche gli altri uomini rinunciano ai miei stessi 
diritti, alla sicurezza, ai vantaggi ed alla protezione che il diritto naturale mi concede, [….] io 
(l’imprenditore) non sono affatto responsabile dei danni che accidentalmente ed inevitabilmente essi 
(i macchinari) possono provocare: perché il danneggiato ottiene il risarcimento di questi danni dal 
benessere sociale”.  
2 Già da tempo comunque anche i teorici della responsabilità civile si interrogano sul punto. Per la 
dottrina italiana e per ulteriori riferimenti: G. CALABRESI, The cost of acidents. A legal and economic 
analysis, New Haven, 1970; R. A. POSNER, The economic analysis of the law, 7° ed., Boston, 2007; S. 
SHAVELL, Liability versus Other Approaches to the Control of Risk, in ID., Economic analysis of Accident 
Law, Cambridge, 1987; G. PONZANELLI, L'attualità del pensiero di Guido Calabresi: un ritorno alla 
deterrenza, in Nuova giur. civ. comm., 2006, VI, 293 ss.; la raccolta di saggi P. H. SCHUCK (a cura di), 
Tort Law and the Public Interest. Competition, innovation and Consumer Welfare, New York-London, 1991; 
K. N. HYLTON, When should we prefer Tort Law to Enviromental Regultion, 2001, accessibile su 
http://www.bu.edu/law/faculty/papers; da ultimo F. CAFAGGI - H. MUIR WATT (a cura di), 
The Regulatory Function of European Private Law, Northampton, M A, 2009, e M. R. MAUGERI - O. 
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    Di particolare interesse per le tendenze maggioritarie nel settore è il recente caso Karen L. 
Bartlett vs. Mutual Pharmaceutical Company, Inc, 2 maggio 2012, n. 10-2277. La Corte del New 
Hampshire afferma la necessità di verificare se gli eventuali contratti di compravendita 
tutelino adeguatamente il consumatore, con particolare attenzione: alle clausole di garanzie 
implicite (implied warranties);  al risarcimento del danno indiretto (consequential damages); alle 
azioni di responsabilità per breach of contract e breach of express warranties e alle clausole con 
limitazione di responsabilità (queste ultime dovrebbero essere concepite in modo tale da 
ripartire equamente il rischio d'impresa con il distributore locale e gli altri soggetti 
partecipanti alla catena distributiva3. 
    Il caso in esame si riferisce ad un farmaco4 - il Sulindac - prodotto dalla Società Mutual 
Pharmaceutical, un generico antinfiammatorio non steroideo, noto per causare, in rari casi, 
una reazione di ipersensibilità, chiamata sindrome di Stevens-Johnson. Le conseguenze derivate 
dall’assunzione di questo medicale sono state devastanti ed hanno provocato  lesioni gravi e 
permanenti. 
    La richiesta di risarcimento del danno si è fondata sull’evidente difetto di progettazione 
del farmaco e la principale motivazione della Corte - richiamando due casi, Brochu v. Ortho 
Pharm. Corp., 642 F.2d 652, 655 (1 ° Cir. 1981) e Buttrick v. Lessard, 260 A.2d 111, 113 (NH 
1969) - ha posto in luce anche l’irragionevolezza della somministrazione di un farmaco in 
cui il rischio di gravi effetti dannosi sono assai superiori rispetto al beneficio della sua 

                                                                                                                                                             
ZOPPINI (a cura di), Funzioni del diritto privato e tecnica di regolamentazione dei mercati, Bologna, si 
rimanda in particolare a F. D. BUSNELLI, voce «Illecito civile», in Enc. giur. Treccani, XV, Roma, 
1989 e ID., Danno e responsabilità civile, Torino, 2003; S. SICA - P. STANZIONE, Professioni e 
responsabilità civile, Bologna, 2006; P. STANZIONE, Trattato della responsabilità civile, Padova, 2012. 
Per un’analisi comparatistica G. PONZANELLI, La responsabilità civile: profili di diritto comparato, 
Bologna, 1992; G. COMANDÈ, Risarcimento del danno alla persona e alternative istituzionali. Studio di 
diritto comparato, Torino, 1999; F. MACIOCE (a cura di), La responsabilità civile nei sistemi di Common 
Law, Padova 1989. 
3 La giurisprudenza americana sul tema della “product liability” è rimasta sostanzialmente  immutata 
fin dagli anni ottanta, in particolare da quando nel 1987 i giudici della Corte Suprema degli Stati 
Uniti non riuscirono a raggiungere un accordo nel caso M. I. Co. A., Ltd. v. Corte Superiore della 
California, 480 US 102 (1987). 
4 Nel caso Bradley v. Boston and Maine Railroad, 56 Mass. 539, 543 (1948), si affermava appunto che se 
un’industria farmaceutica avesse pur ottenuto dalla Food and Drug Administration l’approvazione per 
un nuovo vaccino, questa non sarebbe comunque stata esonerata dalla responsabilità per colpa 
relativamente alla scarsa qualità dei controlli sulla produzione. Le Corti hanno adottato questo 
approccio anche in materia di product safety. E’ stato infatti stabilito, ad es., che il Food, Drug and 
Cosmetic Act, sancisse solo dei livelli minimi e non potesse per contrario inibire ulteriori azioni di 
danno. 
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assunzione5. La Corte  ha ritenuto talmente certa e grave la responsabilità del produttore del 
farmaco da giustificare un risarcimento di ventuno milioni di dollari6. 
    La difesa della società produttrice del Sulidac richiamava al contrario come precedente il 
caso Buckingham v. R.J. Reynolds - Tobacco Co., 713 A.2d 381 (NH 1998), nel quale si nega il 
risarcimento da danno da fumo in base alla considerazione che: “le sigarette sono 
oggettivamente pericolose (A.2d 713 a 384, vedi anche Restatement (Second) of Torts § 402A, 
CMT. I) perché basta essere un  consumatore ordinario per conoscerne i gravi rischi alla 
salute”. Ma la Corte ha concluso che un consumatore ordinario7 difficilmente possa 
“oggettivamente” essere consapevole dei gravi rischi che l’assunzione del Sulidac o qualsiasi 
altro normale analgesico possano comportare uniformandosi, altresì, al principio cardine in 
tema di product liability8 - ricavato dalla giurisprudenza delle principali corti americane e come 

                                                      
5 La somministrazione di un farmaco può comportare il rischio di un effetto collaterale (side effect) 

dovuto alla sua combinazione con i processi chimici e fisiologici del corpo umano: “Drugs are 
different than other products because they can be toxic. This unique property of pharmaceuticals agents is why there 
are a myriad of statutes, rules and regulations...that govern each aspect of drug distribution from initial testing in 
animals to ultimate consumption by the patient. Furthermore, unlike products that are designed to be safe when 
properly used, a drug can cause a catastrophe even when the most elaborate precautions known to  medical 
science  have  been  carefully  followed.  The  drug,  however,  may  be  very  beneficial  and  life-saving  despite  these 
dangers” : F.C. WOODSIDE e G.M. SEALINGER, Manufacturer’s Liability, in F.C. Woodside, Drug 
Product Liability, Newark-San Francisco, 2007, II, cap. 14, 6. 
6 Sono molti i casi in cui le giurie americane concedono risarcimenti di vaste proporzioni, con 
l’intento non solo di reintegrare la vittima dei danni effettivamente subiti a causa del cattivo 
funzionamento o della pericolosità del prodotto immesso sul mercato, ma anche e soprattutto con 
lo scopo di punire il responsabile e a prevenire il ripetersi di simili comportamenti in futuro (danni 
punitivi). 
7 G. CALABRESI, Some Thoughts on Risk Distribution and the Law of Tort, Yale L.J., 1961, 497. 
8 Negli Stati Uniti, la normativa sulla responsabilità per danni causati da prodotto difettoso ("Product 
Liability"), trova origine tanto nella disciplina sull'illecito extracontrattuale ("Law of Torts") quanto in 
quella che regola il contratto ("Law of Contracts"). Per molti anni, la causa più comune su cui si 
fondavano le richieste di risarcimento danni è stata la colpa ("Negligence"), sebbene il diritto di agire 
in base ad essa fosse subordinato all’esistenza di un rapporto contrattuale ("privity of contract") tra la 
parte danneggiata e il produttore o il venditore. Nel corso del tempo, però, questo requisito venne 
progressivamente eroso e virtualmente soppresso in seguito ad una sentenza emessa nel 1916 nel 
caso McPherson vs. Buick Motor Company, che sancì, di fatto, la legittimazione del consumatore 
all'azione di risarcimento direttamente nei confronti del fabbricante. Il problema era allora se il 
convenuto avesse il dovere di tenere un comportamento diligente verso altre persone che non 
fossero il compratore immediato. Proprio la previsione di un obbligo di protezione nei confronti 
della generalità dei soggetti, unita all'affermazione della pericolosità potenziale di ogni cosa, ha reso 
la pronuncia in oggetto rivoluzionaria per l’epoca in cui è stata emessa. Il caso McPherson apriva, così, 
la strada ad un orientamento giurisprudenziale poco incline ai formalismi della tradizione, sostituiti 
da una spregiudicata analisi delle circostanze volta ad individuare i principi di distribuzione dei danni 
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tale riconosciuto universalmente da tutti gli Stati della Confederazione (successivamente 
elaborati dalla dottrina e dalla pratica) - che prevede la responsabilità in capo al 
venditore/produttore che metta in commercio un prodotto difettoso nella progettazione o 
nella fabbricazione9, oppure, che le istruzioni o le avvertenze che accompagnano il prodotto 
non sono sufficientemente chiare e comprensibili a chi è chiamato ad utilizzarlo. 
     Si sono ribaditi i doveri di diligenza del produttore e l’obbligo di informare coloro ai 
quali il prodotto è destinato anche di eventuali pericoli occulti che possano derivare da un 
uso ragionevole e del quale uso il produttore era o avrebbe dovuto essere a conoscenza 
(Rastelli v. Tire & Rubber Co., 79 NY2d 289,297) nonché di prevenire eventuali pericoli 
derivanti da un uso inappropriato, qualora si tratti di un utilizzo che possa essere 
ragionevolmente previsto dal produttore (Lugo v. LJN Toys, Ltd., 75 NY2d 850)10. 
 

                                                                                                                                                             
secondo criteri di negligence. Sul versante della responsabilità contrattuale, nei primi decenni del secolo 
si consolidano tendenze volte a superare i principi contrattuali in materia di vendita. La decisione 
che per prima ha seguito tale strada sembra risalire al 1927 e si deve ad una corte del Mississippi, che 
avrebbe sancito la regola secondo cui la garanzia contrattuale si estenderebbe al di là dei limiti 
imposti dalla privity of contract, seguendo la merce, nel senso di estendersi sino all'ultimo rapporto 
contrattuale stipulato dal dettagliante con l'acquirente finale. Questo principio è stato poi 
definitivamente affermato nella pronuncia emessa nel 1960 dalla Corte Suprema del New Jersey nel 
caso Henningsen vs. Bloomfield Motor Co. Fino all’approvazione del National Traffic and Motor Vehicle 
Safety Act nel 1966 non vi erano agenzie federali che si occupassero della sicurezza automobilistica. 
Nel 1965, l’automobile rappresentava la prima causa di mortalità per la popolazione sotto i 44 anni; 
solo in quell’anno infatti più di 5000 persone avevano perso la vita a causa di incidenti. In un 
periodo in cui l’infatuazione per la tecnologia e la fede nel progresso erano espressione di un 
comune sentire nell’America degli anni ’60, il Congresso americano era dunque fortemente motivato 
ad una radicale modifica. I promotori di questa riforma erano infatti animati da una «engineering 
utopia», secondo cui «cars would be safe despite their drivers». Nel libro di Mashaw e Harfst (52 ss.) 
vengono inoltre riportati alcuni significativi passaggi dei dibattiti parlamentari sul tema. In 
particolare si segnala questo scambio di battute fra un deputato e l’assemblea: «“If we can send a man to 
the moon and back […], why can't we design a safe automobile here on Earth?” Congress answered 
resoundingly:"We can!"» (p. 64). Il provvedimento, politicamente sostenuto sia dall'amministrazione 
Johnson che dal movimento dei consumatori guidato dall’allora giovane Ralph Nader (si veda in 
particolare il suo celebre Unsafe at any speed. The daesigned-in dangers of the american Automobile, New 
York, 1965), venne infatti approvato all’unanimità sia alla Camera e al Senato. Tuttavia, lo slancio 
della NHTSA non durò a lungo. 
9   In tal senso J. L. MASHAW - D.L. HARFST, The Struggle for Auto Safety, particolarmente 232, 236, 
242. 
10 Il produttore non è, invece, responsabile dei danni causati da un prodotto che è stato 
sostanzialmente modificato da un terzo dopo la vendita e che lo ha reso difettoso o poco sicuro 
(Robinson v. Reed Prentice, 49 NY2d 471), tuttavia, risponde dei danni causati da prodotti usati senza 
l’apposito sistema di sicurezza qualora questi siano stati progettati per essere utilizzati in proprio. 
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     2. La descritta visione ha consentito il superamento del principio della privity of contract  ed 
ha in un certo senso coinciso con l'estensione delle regole di garanzia (di commerciabilità e 
idoneità allo scopo della cosa venduta), sancite con la codificazione dei principi dello 
Uniform Commercial Code11.  
    Il principio di diritto enunciato dalla sentenza Karen L. Bartlett vs. Mutual Pharmaceutical 
Company, se comparato con la soluzione italiana scaturente in particolare dalla disciplina 
contenuta nel Codice del Consumo12 rende ancora più severo il giudizio su quelle 
disposizioni che aggravano notevolmente la posizione del consumatore danneggiato 
dall’assunzione del farmaco. Ci si riferisce alle regole in tema di  decorrenza del termine a 
quo, per la conoscenza o conoscibilità del difetto di un farmaco (finalizzato alla 
determinazione del periodo di prescrizione), che vengono manifestate solo quando del 
farmaco non sia stata disposta la revoca dell'autorizzazione al commercio da parte 
dell'autorità sanitaria. 
    Questa argomentazione non può condividersi perché l'accertamento di un eventuale 
difetto di un farmaco deriva dagli effetti collaterali nocivi che seguono all'assunzione di esso 
per cui, palesandosi in modo differente da quanto accade per prodotti di altre categorie 
(come i giocattoli in cui la verifica di un difetto consegue ad un diretto esame tecnico del 
prodotto)13, i farmaci assumono un connotato tecnico singolare e come tale meritano 
maggiori garanzie e tutele. 
                                                      
11 I lavori di redazione dell’Uniform Commercial Code iniziarono nel 1942, sotto l’impulso di Karl N. 
Llewellyn e giunsero alla prima conclusione nel 1952. Oggi l’Uniform Commercial Code è stato adottato 
almeno in parte, in tutti gli Stati dell’Unione. 
12 Il Codice del Consumo viene emanato con Decreto legislativo 6 settembre 2005, n. 206. 
13 Sono moltissimi i prodotti che prima dell’immissione in commercio necessitano di una 
autorizzazione od omologazione amministrativa anche ai fini della valutazione di « sicurezza » ex art. 
117 Codice del Consumo. Si pensi oltre ai farmaci, agli autoveicoli (Direttiva 2007/46/CE),  ai 
motoveicoli a due o tre ruote (Direttiva 2002/24/CE), agli pneumatici (Direttive 1992/23/CE; 
2001/43/CE; 2005/11/CE, ecc.). Più nello specifico per i farmaci, il d.lgs. n. 219/2006 (attuativo 
delle Direttive 2001/83/CE e 2003/94/CE) dispone che la domanda di autorizzazione 
all'immissione in commercio (AIC) deve essere presentata, con la relativa documentazione tecnico-
scientifica, all'AIFA (Agenzia Italiana del Farmaco), ma che il rilascio di essa « non esclude la 
responsabilità anche penale del produttore e del titolare dell'AIC » (art. 39, d. lgs. cit.; si veda anche 
l'art. 5, comma 4, che fa salva espressamente la responsabilità per prodotti difettosi di cui al Codice 
del Consumo). Risulta palese che l'accertamento della natura difettosa di un farmaco e della 
conseguente responsabilità del produttore è del tutto indipendente dal fatto che il farmaco sia stato 
regolarmente commercializzato sulla base di una AIC, la quale non vale neppure ad integrare una 
presunzione di  sicurezza del farmaco stesso. Il medesimo principio, ancorché non espressamente 
enunciato, deve valere anche per gli altri casi di autorizzazione od omologazione. A ritenere 
diversamente la valutazione di « sicurezza » di un prodotto, di cui all'art. 117 Codice del Consuno, 
verrebbe in sostanza affidata ad organi dell'amministrazione statale, anziché alla magistratura. La 
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     Risultano così determinanti i principi affermati dalla giurisprudenza di legittimità - 
Sezioni Unite, 11 gennaio 2008, n. 5814 -  che nel caso di danni c.d. lungolatenti, per 
determinare il dies a quo si ricorre alle norme in tema di prescrizione ordinaria (art. 2947 c.c.) 
ove al principio della «conoscibilità del danno» deve essere unito quello della « rapportabilità 
causale », perciò il danno deve essere percepito come danno ingiusto conseguente al 
comportamento doloso o colposo di un terzo usando l'ordinaria diligenza15 e tenuto conto 
delle comuni conoscenze scientifiche dell'epoca, affinché sì permetta al danneggiato di avere  
«una conoscenza ragionevolmente completa circa i dati necessari per l'instaurazione del giudizio»16.  
    Prima dell'entrata in vigore del D.P.R. 224 del 198817, il consumatore danneggiato da un 
prodotto difettoso aveva a disposizione solo lo strumento codicistico in cui le norme 

                                                                                                                                                             
funzione delle autorizzazioni od omologazioni amministrative si esaurisce in un controllo prima facie 
del prodotto al fine della sua successiva immissione in commercio: controllo che non elimina la 
legittimità di un successivo : controllo che non elimina la legittimità di un successivo più penetrante 
controllo giudiziale sulla « sicurezza » del prodotto medesimo qualora esso abbia causato un danno 
al consumatore, in questo senso si sono espresse dottrina e giurisprudenza tedesche: cfr., anche per 
ulteriori riferimenti, WAGNER, in Münchener Kommentar zum BGB, § 823, Rz 625, V ed., München, 
2009, 2024. Questione completamente diversa il cui esame esula dagli scopi del presente scritto è 
quella che riguarda le certificazioni di conformità dei prodotti ai requisiti stabiliti da Direttive 
comunitarie/europee che vengono confezionate dagli organismi a ciò autorizzati dal Ministero. 
Come è noto, per numerose categorie di prodotti le Direttive comunitarie/europee stabiliscono in 
dettaglio degli standard di costruzione (requisiti essenziali di sicurezza), la conformità ai quali qualifica 
il prodotto come costruito a regola d'arte e sicuro, con la precisazione che la conformità alle norme 
tecniche europee fa presumere l'esistenza, nel prodotto, dei requisiti essenziali di sicurezza. Al 
riguardo rinvio, anche per indicazioni bibliografiche in DE CRISTOFARO-ZACCARIA (a cura di), 
Commentario breve al diritto dei consumatori, Padova, 2010, 728 e 743 (per un elenco delle principali 
direttive di settore che stabiliscono i requisiti essenziali di sicurezza). Il tema è strettamente connesso 
con quello della certificazione di qualità (sugli aspetti giuridici della quale si rinvia all'ampia analisi di 
BELLISARIO, Certificazione di qualità e responsabilità civile, Milano, 2011). 
14 Commento alla sentenza Sezioni Unite, 11 gennaio 2008, n. 581 in www.personaedanno.it. 
15 In questo senso, per il rinvio all'ordinaria diligenza, WAGNER, Produkthaftungsgesetz, § 12, Rz 5, in 
Münchener Kommentar zum BGB, cit., 2761. 
16 Sulla medesima linea la sentenza delle Sezioni Unite, 11 gennaio 2008, n. 582  in cui si precisa che 
il parametro dell'ordinaria diligenza è interno al soggetto danneggiato e il parametro delle 
conoscenze scientifiche dell'epoca è esterno ad esso, nel senso che riguarda i sanitari ai quali si è 
rivolta (o avrebbe dovuto rivolgersi) la persona lesa -  in www.altalex.it. 
17 Tale disciplina si inquadra in una questione assai più ampia, che riguarda il rapporto (se di 
specialità o meno) tra la normativa comunitaria in tema di danno da prodotto difettoso, ora trasfusa 
nel Codice del Consumo (artt. 114 ss.) , e il diritto comune in tema di responsabilità contrattuale ed 
extracontrattuale. L'art. 15, comma 1, del d.P.R. n. 224/1988 e il corrispondente art. 127, comma 1, 
Codice del Consumo, dispongono che le norme di origine comunitaria non escludono, né limitano i 
diritti attribuiti al danneggiato « da altre leggi »: di qui la questione quali siano queste « altre leggi » e 
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riguardanti la vendita e in particolare la garanzia per vizi, per quanto interpretate alla luce di 
nuovi criteri, non potevano dare una risposta sufficiente alle richieste del consumatore18.  
    Le rare pronunzie in tema di responsabilità da prodotto difettoso (antecedenti all'entrata 
in vigore della disciplina specifica), hanno visto di massima l'attore-consumatore vittorioso 
fondare la richiesta di risarcimento ora sulla clausola generale di responsabilità, ora per il 
tramite dell'art. 2050 c.c. Più in particolare, il produttore di un bene difettoso è stato 
dichiarato civilmente responsabile dalla nostra giurisprudenza: 
a) a titolo di colpa, ma secondo criteri di responsabilità oggettiva, per i c.d. difetti di 
fabbricazione, relativi cioè, ad un singolo esemplare di una categoria produttiva del tutto 
immune da difetti o da altre anomalie; 
b) in termini effettivi di colpa per i difetti di progettazione, che riguardano, cioè, prodotti 
mal concepiti originariamente, nei quali il difetto non riguarda il singolo esemplare ma 
l'intera categoria di prodotti; 
c) secondo il criterio dell'attività pericolosa ex art. 2050 cod. civ., norma applicata anche alle 
ipotesi di c.d. rischi da sviluppo, vale a dire quando un prodotto immesso in commercio si 
rivela successivamente come difettoso o dannoso in virtù di un progresso scientifico-
tecnologico. 
    Oggi, invece, l’attualità della tematica pone il legislatore e la giurisprudenza (specie 
comunitaria) ad argomentare decisioni che toccano inevitabilmente i diritti fondamentali 

                                                                                                                                                             
quali siano questi « diritti » da esse attribuiti al consumatore. Al riguardo si rinvia all'ampia e 
articolata analisi di P. STANZIONE-A. MUSIO, La tutela del consumatore, Torino, 2009; P. 
STANZIONE-G. SCIANCALEPORE, Commentario al codice del consumo, Milano, 2006; RUFFOLO, in 
ALPA - CARNEVALI - DI GIOVANNI-GHIDINI-RUFFOLO-VERARDI, La responsabilità per danno da 
prodotti difettosi, Milano, 1990, 315 ss., spec. 333 ss.;  G. ALPA, La responsabilità per danno da prodotti 
difettosi,  Milano, 1990, pp. 84-85. Per quanto riguarda gli artt. 2043 e 2049 - 2051 c.c. Peraltro, la 
Corte di giustizia delle Comunità Europee ha interpretato in senso molto restrittivo l'art. 13 della 
Direttiva 85/374/CEE (recepito dagli artt. 15 e 127 cit.). Invero, con tre sentenze in data 25 aprile 
2002 (nn. 52, 154 e 183) la Corte ha respinto l'interpretazione secondo cui la normativa europea 
conterrebbe delle regole minime comuni e di conseguenza l'art. 13 della Direttiva non sarebbe 
d'ostacolo a norme nazionali tendenti a dare ai consumatori un più elevato livello di tutela, e ha 
affermato che l'art. 13 della Direttiva intende fare salvi solo altri regimi di responsabilità contrattuale 
od extracontrattuale che si basino su presupposti diversi da quelli su cui si fonda la Direttiva, come 
la generale responsabilità per colpa o la garanzia per vizi occulti, non potendo invece le disposizioni 
nazionali offrire una specifica tutela in subjecta materia maggiore di quella data dalla Direttiva, tranne 
che per settori produttivi determinati. Cfr., anche per il testo delle tre sentenze, i commenti di 
PONZANELLI, Armonizzazione del diritto v. protezione del consumatore, in Danno resp., 2002, 717 ss.; 
PALMIERI-PARDOLESI, Difetti del prodotto e del diritto privato europeo, inForo it., 2002, IV, 294 ss. 
18 L’incompletezza della normativa si riscontra anche nella libertà di azione, in termini di modifiche 
o esclusioni della garanzia per i vizi della cosa oggetto di scambio, di cui godono le parti in causa in 
un contratto di vendita, salvo a non rientrare nel campo di applicazione degli artt. 1469 bis e ss. c.c . 
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della persona (ed in modo particolare quello alla salute)19 che si concretizzano, specialmente 
negli ultimi anni,  in cambi di tendenza nell’ambito dei principi della responsabilità civile.  
   Questo trend giurisprudenziale e dottrinale fa in modo che si ricerchino soluzioni comuni 
che garantiscano una tutela forte a favore dei consumatori al fine di eliminare squilibri in 
quei modelli di responsabilità (accreditatisi anche a livello sovranazionale) che potrebbero 
creare differenti regole fra chi produce e mette in commercio prodotti difettosi. Per questo, 
le parti continuano a seguire la via della responsabilità per attività pericolose quando 
agiscono contro il produttore di farmaci; e quella della responsabilità contrattuale, nel caso 
in cui sia convenuto in giudizio ad es. il singolo medico, che abbia disposto la prescrizione 
del farmaco.  
   Sicuramente un ulteriore aiuto potrebbe derivare anche dall’adozione più pressante di 
misure volte ad evitare il verificarsi di danni in un’ottica precauzionale. Pertanto, la strada da 
percorrere sembra essere quella di dare effettivo rilievo al principio di precauzione, 
assicurando, da un lato, lo sviluppo della ricerca scientifica e tecnologica e, dall’altro, la 
tutela della salute dell’uomo. 
 
 

                                                      
19 G. COMANDÉ, Diritto privato europeo e diritti fondamentali, Torino, 2004, 25, evidenzia che: 
«appare legittimo domandarsi se la tutela dei diritti fondamentali passi necessariamente, o solo 
prioritariamente, attraverso le tecniche di tutela della responsabilità civile oppure ancora se sia 
possibile individuare linee di protezione che sfruttino tecniche diverse». 


