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Vermont

By Walter E. Judge, Jr.

What Is the General Scope of the Duty to Warn?
Strict liability and negligence become identical where liability rests on failure to warn. McCullock v. H.B. 
Fuller Co., 61 F.3d 1038, 1044 (2d Cir. 1995). A manufacturer’s duty to warn arises when: (1) it knows of or 
has reason to know of dangers inherent in the product at the time the product is sold; or (2) a product is 
dangerous to an extent beyond that which would be contemplated by an ordinary purchaser, i.e., a consumer 
possessing ordinary and common knowledge of the community as to the product’s characteristics. Needham 
v. Coordinated Apparel Group, Inc., 174 Vt. 263, 268, 811 A.2d 124 (2002); Webb v. Navistar Int’l Transp. Corp., 
166 Vt. 119, 127 (1996); Ostrowski v. Hydra-Tool Corp., 144 Vt. 305, 479 A.2d 126, 127–28 (1984); see also Jugle 
v. Volkswagen of Am., Inc., 975 F. Supp. 576, 582 (D. Vt. 1987).

To sustain a verdict premised on a failure-to-warn theory, the plaintiff must prove that: (1) defendant 
owed a duty to warn plaintiff; (2) lack of warning made the product unreasonably dangerous and therefore 
defective; and (3) defendant’s failure to warn was the proximate cause of plaintiff’s injury. Kellogg v. Wyeth, 
762 F. Supp. 2d 694 (D. Vt. 2010); Blanchard v. Eli Lilly & Co., 207 F. Supp. 2d 308 (D. Vt. 2002); Town of Brid-
port v. Sterling Clark Lurton Corp., 166 Vt. 304, 693 A.2d 701, 704 (1997); McCullock, 61 F.3d at 1044.

Who Has a Duty to Warn?

Vermont imposes no unique duty to warn by component manufacturers. In 2012, the federal court for the 
District of Vermont declined the defendant component part supplier’s request to predict that Vermont courts 
would adopt the component parts doctrine set out in Section 5 of the Third Restatement, which precludes 
liability for a component part supplier except in certain circumstances. In Wilson v. Glenro, Inc., No. 5:10-cv-
185, 2012 WL 1005007, at *9 n.3 (D. Vt. Mar. 23, 2012) an injured manufacturing employee brought a failure 
to warn case against the supplier (Glenro) of a component in an assembly line. The court granted summary 
judgment in favor of Glenro on the grounds that Glenro had no knowledge of the employer’s particular use of 
Glenro’s part in the assembly line, and therefore had no duty to warn the employer or the employee of poten-
tial hazards. The court therefore found that it did not need to decide whether Vermont would adopt Section 
5. Id.

The Adequacy of the Warning
To be adequate, a warning must be displayed in a manner that catches the eye of a reasonably prudent per-
son. Town of Bridport v. Sterling Clark Lurton Corp., 166 Vt. 304, 309, 693 A.2d 701 (1997). Moreover, where 
a user does not read a warning given, a plaintiff may show proximate cause only by providing evidence that 
the warning should have been more conspicuous. Id. at 310. While the adequacy of a warning is generally a 
question for the jury, in a proper case the court may conclude that a warning is adequate as a matter of law. 
Id.; see also Drake v. Allergan, 63 F.Supp.3d 382, 392 (D. Vt. 2014) (denying defendant’s motion for summary 
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judgment on the adequacy of the Botox warning because a reasonable jury could determine that it did not 
adequately address the risk of seizures).

To establish strict liability for a manufacturer’s inadequate warning, a plaintiff must prove that the inad-
equate warning made the product unreasonably dangerous and was the proximate cause of the injury. Need-
ham v. Coordinated Apparel Group, Inc., 174 Vt. 263, 268, 811 A.2d 124 (2002).

There is no duty to warn if the danger is obvious or within the common knowledge. Farnham v. Bombar-
dier, Inc., 161 Vt. 619, 621, 640 A.2d 47 (1994) (snowmobile racing); Menard v. Newhall, 135 Vt. 53, 373 A.2d 
505 (1977) (BB gun fight).

Whom Do You Have to Warn?
The duty to warn has been held to extend to employees of the purchaser. McCullock v. H.B. Fuller Co., 981 
F.2d 656, 658 (2d Cir. 1992), aff’d, 61 F.3d 1038 (2d Cir. 1995); Ostrowski, 479 A.2d at 128. But see Wilson v. 
Glenro, Inc., No. 5:10-cv-185, 2012 WL 1005007, at *9 n.3 (D. Vt. Mar. 23, 2012) (federal court for Vermont 
held that supplier of component part in industrial assembly line had no duty to warn manufacturer or man-
ufacturer’s employee of potential hazards because supplier was not aware of manufacturer’s particular use of 
the component).

In Levine v. Wyeth, 183 Vt. 76 (2006), the plaintiff, a patient at a clinic, sued Wyeth for failure to warn 
about the dangers of injecting the anti-nausea drug Phenergan directly into a vein. The plaintiff obtained a 
verdict. On appeal, the Vermont Supreme Court affirmed the verdict, rejecting Wyeth’s argument that the 
suit was preempted by federal drug-labeling law. 183 Vt. 76 (2006). Wyeth appealed to the United States 
Supreme Court, which, in a significant decision on federal preemption in drug labeling cases, also found no 
preemption. Wyeth v. Levine, 555 U.S. 555, 129 S. Ct. 1187 (2009). The end result is that the plaintiff’s verdict 
was sustained, but it is not clear whether the supposed “duty to warn” in the case was a duty that ran, on the 
one hand, to the clinic or nurse who administered the drug, or, on the other hand, directly to the plaintiff-pa-
tient. This issue seems to have gotten lost in the argument over federal preemption.

Learned Intermediary

There is no authority in Vermont on the informed, or “learned,” intermediary defense. It is not clear what 
effect the case of Levine v. Wyeth, 183 Vt. 76 (2006), aff’d, 555 U.S. 555, 129 S. Ct. 1187 (2009) might have on 
the development of the learned intermediary rule in Vermont, if any. The case did not directly address the 
rule, but the facts show that the drug that was the subject of the failure-to-warn claim was administered by a 
nurse at a clinic, not self-administered by the patient. See Kellogg v. Wyeth, 762 F. Supp. 2d 694 (D. Vt. 2010) 
(acknowledging that Vermont has neither adopted nor rejected the learned intermediary rule). See also Drake 
v. Allergan, Inc., 63 F.Supp.3d 382 (D. Vt. 2014) (reiterating that the Vermont Supreme Court has not accepted 
or rejected the learned intermediary rule and declining to predict whether the Vermont Supreme Court 
would adopt the doctrine).

Law Regarding Drugs and Devices
In a case arising out of Vermont, Levine v. Wyeth, 183 Vt. 76 (2006), a divided U.S. Supreme Court, affirming 
the Vermont Supreme Court, held that lawsuits against prescription drug companies based on state fail-
ure-to-warn theories are not preempted by federal law. Wyeth v. Levine, 555 U.S. 555, 129 S. Ct. 1187 (2009). 
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See also Kellogg v. Wyeth, 612 F. Supp. 2d 421 (D. Vt. 2008) (denying generic drug manufacturers’ motions 
to dismiss based on federal preemption) (decided while Levine v. Wyeth was on appeal to U.S. Supreme 
Court); Kellogg v. Wyeth, 762 F. Supp. 2d 694 (D. Vt. 2010) (denying summary judgment to brand name drug 
manufacturer; adopting Conte rule that brand name manufacturers may be liable for generic manufactur-
ers’ conduct).

In Drake, 63 F.Supp.3d at 382, the parents of a child with cerebral palsy alleged that Allergan, manufac-
turer of Botox, failed to warn about the maximum safe dosage for children. The federal court for Vermont 
denied Allergan’s motion for summary judgment, finding that the Drakes sufficiently demonstrated that 
Allergan’s failure to warn proximately caused their son’s injuries and that there were disputed issues of mate-
rial fact regarding the adequacy of the warning provided. Id. at 391-92. The Drakes later dropped the strict 
liability failure to warn claim but succeeded on the negligence claim; a jury ultimately awarded them over 
$2.7 million in compensatory damages and $4 million in punitive damages. Drake v. Allergen, 111 F.Supp.3d 
562, 566 (D. Vt. 2014).

In Otis-Wisher v. Fletcher Allen Health Care, 951 F.Supp.2d 592 (D. Vt. 2013), aff’d, 616 Fed.Appx. 433 
(2nd Cir. 2015), the federal court held that Otis-Wisher’s failure to warn claim was preempted by the Medical 
Device Amendments (MDA) to the Federal Food, Drug, & Cosmetic Act because the state law claims imposed 
“safety-related requirements on the device or its labeling beyond those imposed by the FDA.” Id. at 434.

In Lyman v. Pfizer, No. 2:09-cv-262, 2012 WL 2970627, at *1 (D. Vt. July 20, 2012), the plaintiff sued sev-
eral generic manufacturers of metoclopramide (sold under the brand name Reglan) for failure to warn about 
the risks of taking the drug for longer than 12 weeks. The federal court held that plaintiff’s state law failure to 
warn claims were preempted as far as they required defendants to label the drug differently than the brand 
name drug. Id. at *7. However, the court held that plaintiff properly brought a state law failure to warn claim 
based on the defendants’ failure to update the generic drug’s label in accordance with FDA-approved changes 
to the brand name drug label. Id. at *9-11. Despite extensive briefing by the parties, the court declined to 
decide “whether a generic drug manufacturer has a duty under Vermont law to communicate its revised label 
to prescribed and/or patients, or the scope of that duty, if it exists.” Id. at *14 n.12.

Is It Always Necessary to Warn?
No. A manufacturer’s duty to warn of known defects arises when the product manufactured is dangerous to 
an extent beyond that which would be contemplated by the ordinary purchaser, i.e., a consumer possessing 
the ordinary and common knowledge of the community as to the product’s characteristics. Ostrowski v. 
Hydra-Tool Corp., 144 Vt. 305, 308, 479 A.2d 126 (1984). No warning of obvious dangerousness is required if a 
product is not defective. Menard v. Newhall, 135 Vt. 53, 373 A.2d 505 (1977) (BB gun). Where danger is man-
ifestly within the common knowledge of the ordinary consumer, the product is not unreasonably dangerous. 
Farnham v. Bombardier, Inc., 161 Vt. 619, 621, 640 A.2d 47 (1994) (snowmobile racing).

Is There a Heeding Presumption?
Yes. A manufacturer’s duty to warn of the dangers associated with the use of its product creates a presump-
tion that the user would have read the warning and heeded it. Drake v. Allergan, Inc., 63 F.Supp.3d 382, 390 
(D. Vt. 2014); Kellogg v. Wyeth, 762 F. Supp. 2d 694 (D. Vt. 2010); Blanchard v. Eli Lilly & Co., 207 F. Supp. 2d 
308 (D. Vt. 2002); Needham v. Coordinated Apparel Group, Inc., 174 Vt. 263 (2002); Town of Bridport v. Ster-
ling Clark Lurton Corp., 166 Vt. 304, 693 A.2d 701 (1997); Menard v. Newhall, 135 Vt. 53, 54–55, 373 A.2d 505 
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(1977). This presumption of causation does not impose absolute liability on the manufacturer, but shifts the 
burden to the manufacturer to proceed with the evidence. Id. at 55. Further, the heeding presumption disap-
pears if the user was cautioned of the risk and ignored the caution. Town of Bridport, 166 Vt. 304.

What Defenses Are Available to those within the Chain of Distribution?
Vermont recognizes no special defenses for manufacturers, bulk suppliers, distributors, or retailers. Presum-
ably, all those within the chain of distribution may assert applicable products liability defenses.

Is an Expert Required on Warning Issues?
Although the precise issue has not been addressed by Vermont courts, expert testimony does not appear to 
always be required on warning issues. Expert testimony may, however, be necessary to demonstrate the ex-
istence of a material fact regarding the adequacy of a warning on a motion for summary judgment. Town of 
Bridport v. Sterling Clark Lurton Corp., 166 Vt. 304, 310–11, 693 A.2d 701 (1997) (Vermont Supreme Court af-
firmed summary judgment for manufacturer, holding that plaintiff cannot survive summary judgment merely 
by claiming that the warning-adequacy issue was for the jury to decide without providing specific evidence 
that the warning was inadequate). See also Blanchard v. Eli Lilly & Co., 207 F. Supp. 2d 308 (D. Vt. 2002) (ex-
cluding plaintiff’s experts and granting summary judgment for defendant on causation); Needham v. Coordi-
nated Apparel Group, Inc., 174 Vt. 263 (2002) (plaintiff’s expert sufficiently supported need for warning).

Has the Duty to Warn Been Preempted With Respect to Any Product in Vermont?
No. In fact, it was a case from Vermont that resulted in the U.S. Supreme Court’s significant 2009 decision 
that found no federal preemption of state failure-to-warn claims with respect to prescription drugs whose 
warnings labels are regulated by the FDA. In Levine v. Wyeth, 183 Vt. 76 (2006), the plaintiff, a patient at a 
clinic, sued Wyeth for failure to warn about the dangers of injecting the anti-nausea drug Phenergan directly 
into a vein. The plaintiff obtained a verdict. On appeal, the Vermont Supreme Court affirmed the verdict, 
rejecting Wyeth’s argument that the suit was preempted by federal drug-labeling law. 183 Vt. 76 (2006). 
Wyeth appealed to the United States Supreme Court, which also found no preemption. Wyeth v. Levine, 555 
U.S. 555, 129 S. Ct. 1187 (2009). That said, this is the only products liability preemption case decided so far by 
the Vermont Supreme Court.

Other preemption cases have been decided by the Vermont federal court. See Kellogg v. Wyeth, 612 F. 
Supp. 2d 421 (D. Vt. 2008) (denying generic drug manufacturers’ motions to dismiss based on federal pre-
emption) (decided while Levine v. Wyeth was on appeal to U.S. Supreme Court).

In Otis-Wisher v. Medtronic, Inc., 919 F.Supp.2d 592, aff’d, 616 Fed.Appx. 433, 434 (2nd Cir. 2015), the 
federal court for Vermont dismissed plaintiff’s claim for strict liability failure to warn as expressly preempted 
under §360k(a) of the Medical Device Amendments (MDA) to the Federal Food, Drug, & Cosmetic Act, 21 
U.S.C. §301 et seq. In this case, plaintiff brought suit against Medtronic, the manufacturer of Infuse, a device 
used to fuse the spine, after she allegedly suffered excessive bone growth once the device was implanted. Id. 
The court followed the MDA preemption analysis set out by the U.S. Supreme Court in Riegel v. Medtronic, 
Inc., 552 U.S. 312 (2008). Because the common law claims were not “parallel” claims consistent with the 
requirements of federal law and instead sought to “impose safety-related requirements on the device or its 
labeling beyond those imposed by the FDA,” the court held that the claims were preempted.
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In Lyman v. Pfizer, No. 2:09-cv-262, 2012 WL 2970627, at *1 (D. Vt. July 20, 2012), the plaintiff sued 
several generic manufacturers of metoclopramide (sold under the brand name Reglan) for failure to warn 
about the risks of taking the drug for longer than 12 weeks. Following the Supreme Court’s ruling in PLIVA, 
Inc. v. Mensing, 565 U.S. 604 (2011), the federal court held that plaintiff’s state law claims about the fail-
ure to strengthen or modify the label were preempted under federal regulations that require generic drug 
labels to match the brand name drug’s label. Id. at *7. However, because the generic drug manufacturers 
failed to update their labels to reflect the risks of long-term use of the drug in accordance with Reglan, the 
court found that plaintiff’s strict products liability claim that defendants failed to update and communicate 
FDA-approved warnings was not preempted. Id. at *9-11.

Post-Sale Duty to Warn
This duty was recognized and a jury verdict based upon it was upheld without definition or analysis in Lavoie 
v. Pacific Press & Shear Co., 975 F.2d 48 (2d Cir. 1992). It is not clear what the Vermont Supreme Court would 
say on this issue.

Restatement (Third) of Torts: Products Liability
Although Vermont courts have not yet discussed or adopted the provisions of the new Restatement, eventual 
endorsement seems likely, given the prior wholesale adoption of the products liability doctrines set out in 
Section 402A of the Second Restatement. See Zaleskie v. Joyce, 133 Vt. 150, 333 A.2d 110 (1975). On the other 
hand, the Vermont Supreme Court was fragmented with respect to the comparative fault provisions that 
appeared in the early drafts of the Third Restatement. See Webb v. Navistar Int’l Transp. Corp., 166 Vt. 119, 
692 A.2d 343 (1996). No consensus has been achieved since that time. A recent decision of the Second Circuit, 
Allstate Insurance Co. v. Hamilton Beach/Proctor Silex, Inc., 473 F.3d 450 (2d Cir. 2007) predicts that Vermont 
will adopt the Third Restatement.
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