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FDA PROPOSES NEW RULE TO BY PASS MENSNG

A new FDA rule may alow failure to warn claims against generic drug manufacturers.

Hinted at by the U.S. Food & Drug Administration earlier this Spring, and now forwarded to the U.S. Office of
Management and Budget on July 26, 2013, is a new rule that could expose generic drug manufacturers to
liability for failure to warn consumers of potential adverse side effects. Since the U.S. Supreme Court's decision
in PLIVA, INC. v. Mensing, 131 S. Ct. 2567 (U. S. 2011), plaintiffs alegedly harmed by generic drugs have
been without remedy against the manufacturers of those drugsin failure to warn claims. Mensing held that since
generic manufacturers only had to copy the warning labels of adrug's lead brand-name drug manufacturer, state
law failure to warn claims against them were preempted.

Now, the FDA has proposed a new rule that will subject generic drug manufacturers to its so-called "changes
being effected” ("CBE") rules, allowing a manufacturer to alter its labeling in response to new safety
information it learns about adverse reactions to the drug even before the FDA requires that the new information
be included. The stated purpose of the rule would be to "create parity between NDA [New Drug Application]
holders and ANDA [Abbreviated New Drug Application] holders with respect to submission of CBE labeling
supplements.” See Supplemental Applications Proposing Labeling Changes for Approved Drugs and Biological
Products, Spring 2013 Unified Agenda & Regulatory Plan, HHS/FDA, RIN No. 0910-AG94 (July 3, 2013).

Although court action would be required to interpret the new rule, if promulgated, commentators seem
confident that this "could open the door to lawsuits against generic drug companies for the first time since” the
Court initialy curtailed such suitsin Mensing. Katie Thomas, F.D.A. Rule Could Open Generic Drug Makers
To Suit, N. Y. Times, July 4, 2012, at B2.

Even if this happens, of course, it will still be months—maybe years—in the making. The proposed rule must
clear procedural obstacles before being implemented and it is highly unlikely that the rule would be anything
other than prospective in application. After that, litigation with the right set of facts would ensue before we
would see an appellate ruling interpreting the rule. Only then will we really know whether the rule will haveits
anticipated effect.

—Steven F. Casey and David A. Lester

Seven F. Casey isa partner in the firm's Business & Commercial Litigation Practice Group and enjoys a diverse practice
involving product liability, mass tort, insurance, business and real estate disputes. He has extensive experience in
pharmaceutical, toxic tort, electrical contact, environmental, and aviation cases, having completed over 55 jury trials. Mr.
Casey recently successfully defended a generic pharmaceutical manufacturer in thefirst failureto warn claimto go to trial
in the U.S involving the drug metoclopramide (Reglan®). To continue reading Seve's bio, please click here.
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Remember that these legal principles may change and vary widely in their application to specific factual circumstances.
Y ou should consult with counsel about your individual circumstances. For further information regarding these issues,

contact:

This newsletter should not be construed as legal advice or a legal opinion on any specific facts or circumstances. The contents
areintended for general informational purposes only, and you are urged to consult your own attorney concerning your own
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