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Civil False Claims Act Liability for Off-
Label Promotion

Civil Off- Label Settlements

Company Civil Penalty Date of Resolution
Genentech $20 M 1999
Parke-Davis $190 M 2003
Schering-Plough $255 M 2006
Cell Therapeutics $10.5 M 2007
Medicis $9.8 M 2007
Purdue Pharma LP $130 M 2007
Jazz Pharmaceuticals/ $2.8 M 2007
Orphan Medical

Otsuka Pharmaceutical $4M 2008
Cephalon $374.9 M 2008
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Factual Falsity?
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False Certification?
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SIGNATURE OF PHYSICIAN (OR SUPPLIER): | certify that the services listed
above were medically indicated and necessary to the health of this patient
and were personally furnished by me or my employee under my personal
direction.
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False Implied Certification - Of What?
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New Government Theory of Liability:
“Fraudulent” Claims

“A claim may be rendered false if drug
manufacturer falsified studies or engaged
In other unlawful, fraudulent conduct In
the promotion of a drug or to procure FDA
approval or inclusion in a compendium.”

United States’ Statement of Interest in Response to Defendant’s
Motion Dismiss in United States ex rel. Rost v. Pfizer, 2008 WL
3049067 (May 12, 2008)
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New Government Theory of Liability:
“Fraudulent” Claims
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New Government Theory of Liability:

“Fraudulent” Claims
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New Government Theory of Liability:
“Fraudulent” Claims

e Bid-rigging (Marcus v. Hess)
e Falsifying Eligibility (Island Park)

e Self-dealing/collusion (Dynamics Research)

All cases in which the defendant — a direct submitter of
claims — rigged the process, thereby rendering all

claims false. As a result, Government money ended up in
the hands of people who were ineligible.
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New Government Theory of Liability:
“Fraudulent” Claims

e Theory proves too much: In the off-label
situation, physicians are lawfully entitled to
submit off-label claims (at least those that are
covered)

e Those claims are not rendered “false” or
“fraudulent” by any action of a manufacturer

e Thus, at most, this theory only gets at some
additional claims, not all claims
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The Specificity Requirement

e In cases in which liability may or may not result from
conduct, specific pleading is essential
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The Speciticity Requirement

e Unfortunately, the Government does not agree:

“[D]efendants seek to impose too rigid a pleading
standard in FCA cases...[I]n off-label cases, where the
alleged false claims were submitted not by the
defendant, but instead by a third party, a relater need
not allege the details of particular claims, so long as
the complaint as a whole is sufficiently particular to
pass muster under the FCA...”

United States’ Statement of Interest in Response to Defendant’s
Motion Dismiss in United States ex rel. Rost v. Pfizer, 2008 WL
3049067 (May 12, 2008)
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The Government v. The Defense

ALL CLAIMS

Off-Label

Manufacturer - Doctor -

Promotion -Facially False

Claims

-Claims
Directly
Induced by
Fraudulent
Statements?

SIDLEY



Who Will Prevail?
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The End
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