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Mind the Gap:  Sixth Circuit Finds Room for Suit 
Against Generic Manufacturers After Mensing 
By James W. Huston, Erin M. Bosman, Julie Y. Park and Jeffrey M. David 

Yesterday, the Sixth Circuit issued its decision in Fulgenzi v. PLIVA, Inc., a case involving a state law claim for 
failure to warn against a generic drug manufacturer.  Case No. 12-3504 (6th Cir. March 13, 2013).  The court held 
that a failure-to-warn claim could proceed against a generic manufacturer that had failed to timely follow the 
brand-name label, creating a narrow exception to the preemption defense established by PLIVA, Inc. v. Mensing, 
131 S. Ct. 2567 (2011). 

In Mensing¸ the Supreme Court held that failure-to-warn claims against generic drug manufacturers were 
preempted.  The Court reasoned that, because federal law requires generic manufacturers to maintain the “same” 
labels as that of the branded drug, generic manufacturers cannot independently change their drugs’ labels. 

After Mensing, numerous courts have dismissed failure-to-warn claims against generic manufacturers, finding that 
federal law preempted the claims.  See, e.g., Smith v. Wyeth, 657 F.3d 420, 423 (6th Cir. 2011); Gross v. Pfizer, 
Inc., 825 F. Supp. 2d 654, 659 (D. Md. 2011); Bowdrie v. Sun Pharm. Indus., No. 12-CV-853, 2012 U.S. Dist. 
LEXIS 161239, at **14-18 (E.D.N.Y. Nov. 9, 2012).  

However, recent appellate court decisions have identified potential avenues for users of generic drugs seeking 
relief in court.  See Weeks v. Wyeth, No. 1101397, 2013 Ala. LEXIS 2 (Ala. Jan. 11, 2013) (brand-name 
manufacturer could be liable for failure to warn a patient who ingested the generic drug); Stengel v. Medtronic, 
Inc., 704 F.3d 1224 (9th Cir. 2013) (manufacturer could be liable for failing to report adverse events to the FDA).  
The Sixth Circuit’s decision provides yet another path for plaintiffs claiming injury from a generic drug. 

Eleanor Fulgenzi had taken metoclopramide, a generic equivalent of Reglan, from September to November 2004 
and again in 2006 and 2007, resulting in tardive dyskinesia. 

In July 2004, the FDA had approved a change to the brand-name labeling for Reglan:  “Therapy should not 
exceed 12 weeks in duration.”  PLIVA did not update its own label for generic metoclopramide, and Fulgenzi 
sued.  The district court applied Mensing in dismissing Fulgenzi’s failure-to-warn claims.  Fulgenzi appealed. 

The Sixth Circuit found that PLIVA could not invoke preemption under this set of facts.  The court emphasized 
that Mensing had relied on the impossibility for a generic drug manufacturer to comply simultaneously with its duty 
of sameness to the branded label and an alleged duty to strengthen its warning.  In Fulgenzi, no such 
impossibility existed.  The branded drug’s label had already been updated.  PLIVA could have updated its label 
without violating its duty of sameness. 

The Sixth Circuit was careful to limit its holding.  Liability might be found only to the extent a generic 
manufacturer’s actions would be permitted under federal law.  The decision does not allow plaintiffs to claim the 
generic manufacturer should have included a warning different than the FDA-approved warnings for the branded 
drug. 
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The court rejected the notion that Fulgenzi was simply attempting to enforce a federal law violation even though 
the Federal Food, Drug and Cosmetic Act excludes a private cause of action.  Instead, Fulgenzi was asserting a 
failure-to-warn claim grounded firmly in state law.  Where a traditional, preexisting independent state law tort was 
brought parallel to federal safety requirements, the state law claim would be allowed to continue.  The Sixth 
Circuit did concede that evidence of federal law violations might be excluded under Buckman Co. v. Plaintiffs’ 
Legal Comm., 531 U.S. 341, 348 (2001) (holding that fraud-on-the-FDA claims are preempted) but noted there is 
a “gap” between Mensing and Buckman through which a plaintiff may pass. 

Generic drug manufacturers should note this “gap” of liability and take steps to minimize their exposure.  Under 
Fulgenzi, manufacturers cannot simply cite Mensing and rely on a preemption defense, but must show diligence 
and timeliness in keeping their labels up to date.  Delay may be enough to defeat a motion to dismiss. 

* * * 

Our Product Liability Group represents some of the world’s most recognized pharmaceutical and medical device 
companies, frequently serving as their national counsel in multiple jurisdictions. Our team includes talented trial 
lawyers with top-notch technical expertise, supported by more than 130 life sciences lawyers and 350 intellectual 
property experts. With this deep bench, we can address any challenge that our pharmaceutical and medical-
device clients face. 

To read our other product liability client alerts, please click here. 
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We are Morrison & Foerster—a global firm of exceptional credentials. Our clients include some of the largest 
financial institutions, investment banks, Fortune 100, technology and life science companies.  We’ve been 
included on The American Lawyer’s A-List for nine straight years, and Fortune named us one of the “100 Best 
Companies to Work For.”  Our lawyers are committed to achieving innovative and business-minded results for our 
clients, while preserving the differences that make us stronger.  This is MoFo.  Visit us at www.mofo.com. 

Because of the generality of this update, the information provided herein may not be applicable in all situations 
and should not be acted upon without specific legal advice based on particular situations.  Prior results do not 
guarantee a similar outcome. 
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