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Proposed FDA Rule Could Bring Failure-To-Warn Liability 

Law360, New York (January 23, 2014, 1:36 AM ET) -- A rule proposed by the U.S. Food and Drug 
Administration in early November could increase generic drug manufacturers’ exposure to legal liability. 
Specifically, the FDA is proposing to amend 21 C.F.R. part 314 — Applications for FDA Approval to 
Market a New Drug, in order to allow generic drug manufacturers to update labels independently from 
brand-name manufacturers. According to the FDA, this rule would operate to permit generic drug 
manufacturers to update drug labels themselves when they acquire new information about a drug and 
submit a “changes being effected” ("CBE") supplement for the FDA’s review. Under the current rule, 
only brand-name manufacturers can update labels and submit CBE supplements. 
 
The Current FDA Rule: Reporting and Labeling by Generic vs. Brand-Name Manufacturers 
 
The current FDA rule requires both generic drug manufacturers and brand-name manufacturers to 
update safety information as soon as it becomes available. However, under the current rule, only the 
brand-name manufacturer has the authority to unilaterally update the warning label. The brand-name 
manufacturer accomplishes this through the CBE supplement process. This process allows the brand-
name manufacturer to simultaneously update the warning label and submit the new label for the FDA’s 
review. Until the FDA approves the CBE supplement, the label is considered to be updated on a 
temporary basis. 
 
Unlike brand-name manufacturers, a generic manufacturer cannot update a label itself. Instead, the 
generic manufacturer can do nothing more than report a change and wait for action. If the generic 
manufacturer discovers new safety information that must be added to the label, its only obligation, and 
in fact all it is allowed to do, is inform the FDA and the brand-name manufacturer of the updated safety 
information. At that point, either the FDA will approve the label, which would result in both the brand-
name manufacturer and the generic manufacturer changing their labels at the same time, or the brand-
name manufacturer will update the label on a temporary basis and submit a CBE supplement. Practically 
speaking, this means that under the current FDA regulations, all updated safety information runs 
through the FDA and the brand-name manufacturer. 
 
The Mensing Decision 
 
Despite their inability to unilaterally change labels under the current rule, generic drug manufacturers 
were regularly named in drug product cases based on failure-to-warn claims until the U.S. Supreme 
Court’s 2011 decision in PLIVA Inc. v. Mensing. 
 
In Mensing, on a theory of impossibility preemption, the Supreme Court held that generic drug 
manufacturers could not be held liable on state law failure-to-warn claims. Specifically, the court found 
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that the state law claims were preempted because the generic manufacturer could not comply with 
state law without action (that is, approval) by the FDA, a third-party. Moreover, the court explained that 
generic drug manufacturers have an “ongoing duty of sameness,” which mandates that they have 
warning labels identical to those of brand-name drug manufacturers. The generic manufacturer could 
not simultaneously update its label to comply with state law and adhere to its “duty of sameness,” thus 
preempting state law failure-to-warn claims. 
 
The Supreme Court’s reasoning in this case in light of the current rule was sound. If a generic 
manufacturer discovers new safety information, all it can do is pass the information along to the FDA 
and the brand-name manufacturer, and then wait. The generic manufacturer is not allowed to update 
its label before it is told that it can do so. Therefore, as the court made clear, a generic drug 
manufacturer should not and cannot be held liable for failing to do something that it is specifically 
prohibited from doing pursuant to federal regulation. 
 
Impact of the Proposed FDA Rule 
 
The problem that generic drug manufacturers now face is that the proposed FDA rule completely 
undercuts the underlying reasoning in Mensing. The court in Mensing relied on the fact that generic 
drug manufacturers were powerless to take unilateral action to update labels to reflect new safety 
information. However, the proposed rule grants generic drug manufacturers access to the CBE process, 
which would allow them to take the lead on updating a label to reflect new safety information. 
 
Unfortunately for generic drug manufacturers, with great power comes great liability: Because the 
proposed regulation gives generic drug manufacturers an independent right (and responsibility) to 
update warning labels when they become aware of new safety information, state laws with similar 
requirements could no longer be preempted. Instead, generic drug manufacturers could be held liable 
on state failure-to-warn claims. In fact, the FDA has predicted such a result. In a discussion of decisions 
applying the current rule, which precedes the proposed rule in the Federal Register, the FDA notes that 
[i]f this proposed regulatory change is adopted, it may eliminate the preemption of certain failure-to-
warn claims with respect to generic drugs.” 
 
Not surprisingly, the proposed rule has come under fire for its potential to expose generic 
manufacturers to large lawsuits and drive up the cost of prescription drugs. For example, according to 
Lisa Rickard, President of the U.S. Chamber Institute for Legal Reform: 

"The FDA’s proposal writes a prescription for mega lawsuits against generic drug makers by plaintiffs’ 
lawyers alleging that generic labels are somehow inadequate. 
 
The proposed change would make warning labels inconsistent and confusing for consumers. It would 
also force generic manufacturers to conduct costly research and create a structure to assess their labels, 
which would in turn lead to higher drug costs. 
 
It is unfortunate that the FDA is considering a change that could drive up the cost of generic drugs, 
perhaps by billions of dollars."[1] 
 
These concerns are real, and it is clear that if this rule is enacted, generic drug manufacturers will need 
to increase their vigilance in obtaining and disseminating new safety information to health care 
professionals through the CBE process, and once again be prepared to defend drug product liability 
suits. 



 

 

 
The commenting period for the proposed FDA rule was originally Jan. 13. The FDA has since extended 
the comment period to March 13 in order to provide interested parties more time to respond. 
 
—By Julia M. Rafferty and Alex L. Rubenstein, Stradley Ronon Stevens & Young LLP 
 
Julia Rafferty is counsel in Stradley Ronon’s Philadelphia office where she practices in the areas of 
products liability and mass tort litigation; life sciences FDA regulation, compliance, risk management and 
litigation; health care intellectual property litigation and regulation; and insurance coverage litigation.  
 
Alex Rubenstein is an associate in Stradley Ronon’s Philadelphia office where he focuses his practice on 
complex civil litigation, representing corporate and institutional clients in a wide variety of business 
litigation matters, including insurance coverage and securities defense.  
 
The opinions expressed are those of the author(s) and do not necessarily reflect the views of the firm, its 
clients, or Portfolio Media Inc., or any of its or their respective affiliates. This article is for general 
information purposes and is not intended to be and should not be taken as legal advice.  
 
[1] http://www.instituteforlegalreform.com/resource/a-proposal-for-higher-costs--more-lawsuits/ 
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