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On March 31, 2014, in U.S. ex rel. Nathan v. Takeda Pharmaceuticals North America,
the Supreme Court of the United States declined to review a decision by the U.S. Court
of Appeals for the Fourth Circuit upholding a district court’s dismissal of False Claims
Act (“FCA”) allegations for failure to plead fraud claims with the level of particularity
required by Federal Rule of Civil Procedure 9(b).! The Supreme Court’s inaction leaves
intact the circuit split on applying Rule 9(b) to FCA claims, as well as the attendant
uncertainty among health care providers, life science companies, and any others
litigating FCA actions. Because circuit courts of appeal embrace different standards for
applying Rule 9(b), it is critical that litigants pursuing or defending FCA actions remain
mindful of the applicable jurisdiction’s approach—as circuit choice may have a
dispositive difference at the motion-to-dismiss stage. Moreover, because the Fourth
Circuit’'s Nathan decision deepens the circuit split on applying Rule 9(b) to FCA claims,
litigants may find it easier to establish grounds for interlocutory appeal under 28 U.S.C.
§ 1292(b).

Mechanics of Rule 9(b)

Rule 9(b) provides that “[ijn alleging fraud,” a “party must state with particularity the
circumstances constituting fraud.” Although courts generally agree on Rule 9(b)'s
theoretical implications—namely, that the plaintiff must marshal facts sufficient to show
the “who, what, when, where, and how” of the alleged fraud—courts remain divided on
how to apply this heightened pleading standard.” Rule 9(b) not only challenges a
plaintiff to present particularized evidence that fraud was occurring, but also places
concomitant pressure on the remaining components of the plaintiff's prima facie FCA

1 U.S. ex rel. Nathan v. Takeda Pharms. et al., 707 F.3d 451 (4th Cir. 2013), cert. denied, 81 U.S.L.W.
3650 (U.S. Mar. 31, 2014) (No. 12-1349).
> See U.S. exrel. Thompson v. Columbia/HCA Healthcare Corp., 125 F.3d 899, 903 (5th Cir. 1997).
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claim—such as whether there was a direct nexus between the alleged misconduct and
the resulting claim submitted for federal health care program payment.

The Circuit Split on Applying Rule 9(b)

While all circuits require qui tam complaints to allege fraud “with particularity” consistent
with Rule 9(b), circuits are split on the issue of whether “particularity” requires the
plaintiff to identify specific false claims that were submitted for payment by a federal
health care program.

Reasoning that an actual false claim is “the sine qua non of a False Claims Act
violation,” the Fourth, Sixth, Eighth, and Eleventh Circuits have held that Rule 9(b)
requires dismissal of an FCA complaint unless it identifies at the pleading stage at least
one claim for payment that, if submitted to the government, is necessarily false.
Accordingly, the court in Nathan dismissed the complaint under Rule 9(b) because the
relator failed to “allege with particularity that specific false claims actually were
presented to the government for payment.™

The First, Fifth, Seventh, and Ninth Circuits follow a more flexible standard, holding that
Rule 9(b) requires an FCA complaint to allege “particular details of a scheme to submit
false claims paired with reliable indicia that lead to a strong inference that claims were
actually submitted.” Under this approach, it is not “essential for a relator to produce” in
the complaint the “specific request for payment.”

Case Background

On May 18, 2011, a relator/sales manager, Noah Nathan, filed a third amended qui tam
complaint in the U.S. District Court for the Eastern District of Virginia under the False

% U.S. ex rel. Clausen v. Lab. Corp. of Am., Inc., 290 F.3d 1301, 1311-12 (11th Cir. 2002), cert. denied,
537 U.S. 1105 (2003); see also U.S. ex rel. Bledsoe v. Cmty. Health Sys., Inc., 501 F.3d 493, 504 (6th
Cir. 2007); U.S. ex rel. Joshi v. St. Luke’s Hospital, Inc., 441 F.3d 552, 560 (8th Cir.), cert. denied, 549
U.S. 881 (2006).

* 707 F.3d at 457.

® U.S. ex rel. Grubbs v. Kanneganti, 565 F.3d 180, 190 (5th Cir. 2009); see also U.S. ex rel. Duxbury v.
Ortho Biotech Prods., L.P., 579 F.3d 13, 29 (1st Cir. 2009), cert. denied, 130 S. Ct. 3454 (2010); U.S. ex
rel. Lusby v. Rolls-Royce Corp., 570 F.3d 849, 854-55 (7th Cir. 2009); Ebeid ex rel. U.S. v. Lungwitz, 616
F.3d 993, 998-99 (9th Cir.), cert. denied, 131 S. Ct. 801 (2010). Interestingly, though the First Circuit has
traditionally been identified as applying the more flexible standard, that trend may be shifting. On
December 6, 2013, in U.S. ex rel. Ge v. Takeda Pharmaceutical Co., the First Circuit affrmed the district
court's dismissal of the relator’'s complaint, finding that the relator had alleged, “at most, aggregate
expenditure data for one of the four subject drugs, with no effort to identify specific entities who submitted
claims or government program payers, much less times, amounts, and circumstances.” See 737 F.3d
116, 124 (1st Cir. 2013). The First Circuit in Ge cited with approval the Fourth and Eleventh Circuits—
circuits known for applying the more stringent Rule 9(b) interpretation. See id. at 125 (citing United States
ex rel. Nathan v. Takeda Pharms. et al., 707 F.3d 451, 457 (4th Cir. 2013) and United States ex rel.
Atkins v. Mclinteer, 470 F.3d 1350, 1359 (11th Cir. 2006)).

® Lusby, 570 F.3d at 854.



Claims Act, 31 U.S.C. § 3729.” Nathan alleged that his employer, Takeda
Pharmaceuticals, violated the FCA by knowingly causing prescriptions of Kapidex (now
known as Dexilant), a drug which suppresses production of stomach acid, to be written
for off-label uses and presented to Medicare and Medicaid for reimbursement.® Nathan
alleged that Takeda was urging doctors to prescribe 60-milligram doses of Kapidex to
gastroesophageal reflux disease (“GERD”) patients because it believed that a 60-
milligram dose was more effective in treating GERD than the 30-milligram dose
specified in the U.S. Food and Drug Administration-approved labeling.” Because
Takeda’s actions had caused doctors to write prescriptions for unapproved uses, and
because some of those prescriptions had likely gone to patients covered by Medicare
and Medicaid, Nathan alleged that false claims resulted when those patients or their
health care providers sought reimbursement from federal health care programs.*°

Nathan’s argument failed under Rule 9(b) because it relied on statistical inference
instead of identifying specific false claims submitted for payment. For example, Nathan
alleged that, out of a sample of 98 prescriptions written by 16 primary care physicians, it
was reasonable to infer that more than 90 percent of the 98 prescriptions were for the
off-label 60-milligram doses because the 16 physicians identified had received only 60-
milligram samples of Kapidex and because 90 percent of all Kapidex sales are of 60-
milligram doses.'* The complaint failed under Rule 9(b) because, inter alia, Nathan
failed to produce any prescriptions or submissions to the government for payment, and
he failed to plausibly allege that the prescriptions were written based on anything other
than the physicians’ independent judgment (i.e., that Takeda's alleged off-label
promotion of the drug induced physicians to write the prescriptions).

In affirming the district court and declining to adopt a more flexible pleading standard,
the Fourth Circuit articulated the following standard for plaintiffs pleading FCA claims
under Rule 9(b):

[W]hen a defendant’s actions, as alleged and as reasonably
inferred from the allegations could have led, but need not
necessarily have led, to the submission of false claims, a
relator must allege with particularity that specific false claims
actually were presented to the government for payment. To
the extent that other cases apply a more relaxed
construction of Rule 9(b) in such circumstances, we disagree
with that approach.*?

" Third Amended Qui Tam Complaint at 8, U.S. ex rel. Nathan v. Takeda Pharms. et al., No. 1:09-cv-
01086-AJT-JFA (E.D. Va. May 18, 2011), ECF No. 73.

®1d. at 11.

%Id. at 10-11.

%1d. at 11-12.

1 See Brief for United States as Amicus Curiae at 67, U.S. ex rel. Nathan v. Takeda Pharms. et al., No.
12-1349 (2014).

12707 F.3d at 457-58.



Accordingly, the Fourth Circuit dismissed the complaint because the *“[r]elator
essentially has alleged that some claims must have been presented to the government
for payment” because they “frequently and routinely” are.™

Following the Fourth Circuit's unanimous opinion, and while Nathan’s petition for
certiorari was pending, the Supreme Court on October 7, 2013 (for the second time in
three years), invited the Solicitor General to express the government’s views on the
Rule 9(b) particularity issue.** Requesting that the Supreme Court deny Nathan's
petition, Solicitor General Verrilli observed that the case was “not a suitable vehicle” for
resolving the particularity question because the relator's complaint failed to satisfy even
the more lenient Rule 8 “plausibility” standard that applies to federal civil complaints
generally.*®

Key Takeaways—Familiarity with Circuit-Specific Rule 9(b) Pleading Standards

Litigants pursuing or defending qui tam actions must remain attuned to the significant
differences in pleading requirements among circuits relative to the Rule 9(b)
“particularity” requirement. Nathan clarifies the Fourth Circuit’s position as aligned with
the other circuits requiring FCA relators, as part of Rule 9(b), to meet a more stringent
pleading standard and identify a specific false claim that was submitted for payment to a
federal health care program (the Sixth, Eighth, and Eleventh Circuit approach). When
litigating in circuits applying the more stringent Rule 9(b) standard, defendants should
carefully consider moving to dismiss a qui tam complaint that fails to identify at least one
specific false claim being submitted for federal health care program payment.*®

Conclusion

Nathan expands the circuit split in applying Rule 9(b) to FCA complaints. Relators
alleging FCA violations in the Fourth, Sixth, Eighth, and Eleventh Circuits generally
have to clear a more difficult evidentiary hurdle at the pleading stage than relators in the
First, Fifth, Seventh, and Ninth Circuits. Relators in the former category may have more
difficulty surviving a motion to dismiss, as they are generally required to identify a
specific false claim that was submitted for federal health care program payment—a
demanding standard when a whistleblower notices fraud but lacks access to submitted
claims. And relators in the latter category need not produce a specific request for
payment but can generally survive a motion to dismiss by alleging the details of the

1d. at 461.

4 See Brief for United States as Amicus Curiae, Ortho Biotech Prods., L.P. v. U.S. ex rel. Duxbury, No.
09-654 (2010).

!> Brief for United States as Amicus Curiae at 11, U.S. ex rel. Nathan v. Takeda Pharms. et al., No. 12-
1349 (2014).

'® Another key, though less often employed, takeaway is the possibility of interlocutory appeal. Although
denial of a motion to dismiss on Rule 9(b) grounds is normally not immediately appealable, defendants in
certain circumstances may move the district court pursuant to 28 U.S.C. § 1292(b) to certify an issue for
interlocutory appeal. However, litigants should not presume the right to an interlocutory appeal—they are
granted “sparingly and only in exceptional cases” and the court of appeals retains complete discretion to
grant or deny permission to appeal. See In re City of Memphis, 293 F.3d 345, 350 (6th Cir. 2002).
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fraudulent scheme, bolstered by facts leading to a “strong inference” that false claims
were submitted.

Because the Supreme Court denied Nathan’s petition for certiorari, this split will remain
in place until further Congressional or judicial action. In the interim, precedent from the
Fourth Circuit, and from other circuits applying the more stringent pleading standard,
continues to support the use of Rule 9(b) as a powerful gatekeeping tool.

This Client Alert was authored by George B. Breen, Lynn Shapiro Snyder, Amy K.
Dow, and Daniel C. Fundakowski. For additional information about the issues
discussed in this Client Alert, please contact one of the authors or the Epstein Becker
Green attorney who regularly handles your legal matters.

About Epstein Becker Green

Epstein Becker & Green, P.C., founded in 1973, is a national law firm with approximately 250 lawyers practicing in 10
offices, in Baltimore, Boston, Chicago, Houston, Los Angeles, New York, Newark, San Francisco, Stamford, and
Washington, D.C. The firm is uncompromising in its pursuit of legal excellence and client service in its areas of
practice: Health Care and Life Sciences, Labor and Employment, Litigation, Corporate Services, and Employee
Benefits. Epstein Becker Green was founded to serve the health care industry and has been at the forefront of health
care legal developments since 1973. The firm is also proud to be a trusted advisor to clients in the financial services,
retail, and hospitality industries, among others, representing entities from startups to Fortune 100 companies. Our
commitment to these practices and industries reflects the founders' belief in focused proficiency paired with
seasoned experience. For more information, visit www.ebglaw.com.

IRS Circular 230 Disclosure

To ensure compliance with requirements imposed by the IRS, we inform you that any tax advice
contained in this communication (including any attachments) is not intended or written to be used, and
cannot be used, for the purpose of: (i) avoiding any tax penalty, or (ii) promoting, marketing or
recommending to another party any transaction or matter addressed herein.

If you would like to be added to our mailing list or need to update your contact information,
please contact Lisa C. Blackburn at Iblackburn@ebglaw.com or 202-861-1887.


http://www.ebglaw.com/showbio.aspx?Show=2009
http://www.ebglaw.com/showbio.aspx?Show=2684
http://www.ebglaw.com/showbio.aspx?Show=2143
http://www.ebglaw.com/showbio.aspx?Show=2143
http://www.ebglaw.com/showbio.aspx?Show=16502
http://www.ebglaw.com/healthcare.aspx
http://www.ebglaw.com/labor.aspx
http://www.ebglaw.com/litigation.aspx
http://www.ebglaw.com/corporateservices.aspx
http://www.ebglaw.com/employee.aspx
http://www.ebglaw.com/employee.aspx
http://www.ebglaw.com/

BALTIMORE

Helaine I. Fingold
Joshua J. Freemire

Thomas E. Hutchinson*

BOSTON
Emily E. Bajcsi
Barry A. Guryan

CHICAGO

Ryan R. Benz

Amy K. Dow
James M. Kunick
Griffin W. Mulcahey
Kevin J. Ryan

HOUSTON

Mark S. Armstrong
Daniel E. Gospin

LOS ANGELES
Adam C. Abrahms
Dale E. Bonner
Ted A. Gehring

J. Susan Graham
Kim Tyrrell-Knott

NEW YORK

Eric L. Altman
Jeffrey H. Becker
Vinay Bhupathy
Michelle Capezza
Aime Dempsey
Kenneth W. DiGia
Jerrold I. Ehrlich
Gregory H. Epstein
James S. Frank
Arthur J. Fried

Paul A. Friedman
Jay E. Gerzog

John F. Gleason
Robert D. Goldstein
Robert S. Groban, Jr.
Gretchen Harders
Evan M. Hellman*
Bethany J. Hills
Jennifer M. Horowitz
Kenneth J. Kelly
Joseph J. Kempf, Jr.
Stephanie G. Lerman
Leonard Lipsky
Purvi Badiani Maniar
Wendy G. Marcari
Eileen D. Millett
Tamar R. Rosenberg

William A. Ruskin
Jackie Selby
Catherine F. Silie
Victoria M. Sloan
Steven M. Swirsky
Natasha F. Thoren
Benjamin M. Zegarelli

NEWARK

Joan A. Disler
James P. Flynn
Daniel R. Levy
Maxine Neuhauser
Mollie K. O'Brien
Sheila A. Woolson

STAMFORD
Ted Kennedy, Jr.
David S. Poppick

WASHINGTON, DC

Alan J. Arville

Kirsten M. Backstrom
Clifford E. Barnes
James A. Boiani
Selena M. Brady
George B. Breen
Lee Calligaro

Jesse M. Caplan
Jason E. Christ

Eric J. Conn

Tanya V. Cramer
Anjali N.C. Downs
Steven B. Epstein
John W. Eriksen
Daniel C. Fundakowski
Brandon C. Ge
Stuart M. Gerson
David C. Gibbons
Daniel G. Gottlieb
Philo D. Hall

Mark Hamelburg
Douglas A. Hastings
Robert J. Hudock

Marshall E. Jackson Jr.

S. Lawrence Kocot
William G. Kopit
Ali Lakhani

Amy F. Lerman
Christopher M. Locke
Katherine R. Lofft
Mark E. Lutes
Kara M. Maciel
Teresa A. Mason
David E. Matyas
Colin G. McCulloch

Frank C. Morris, Jr.
Evan J. Nagler*
Leslie V. Norwalk
René Y. Quashie
Jonah D. Retzinger
Serra J. Schlanger
Bonnie I. Scott
Deepa B. Selvam
Lynn Shapiro Snyder
Adam C. Solander
Danielle L. Steele
David B. Tatge
Daly D.E. Temchine

Bradley Merrill Thompson

Linda V. Tiano
Carrie Valiant
Patricia M. Wagner
Robert E. Wanerman

Constance A. Wilkinson

Kathleen M. Williams
Lesley R. Yeung

*Not Admitted to the Practice
of Law

This document has been provided for informational purposes only and is not intended and should not be construed to constitute
legal advice. Please consult your attorneys in connection with any fact-specific situation under federal law and the applicable
state or local laws that may impose additional obligations on you and your company.

© 2014 Epstein Becker & Green, P.C. Attorney Advertising



