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Don't Discount the Government’s Recent Statement of Interest
in False Claims Act Case

By Robert D. Stone & Tamara R. Tenney

On August 8, 2016, the U.S. government filed a Statement of Interest in an ongoing False Claims Act (FCA)/Anti-
Kickback Statute (AKS) case, U.S. ex rel. Herman v. Coloplast Corp., No. 1:11-cv-12131 (D. Mass.). Certain claims in the
case turn on whether particular arrangements qualify as “discounts” under the discount exception or safe harbor to
the AKS or whether they should instead be viewed as illegal kickbacks. While the government has not intervened
in the kickback claims discussed in the Statement of Interest, the document provides insight into the government’s
current interpretation of the discount exception and safe harbor.

Background

In December 2011, qui tam relators filed suit in the District of Massachusetts against Coloplast A/S and its subsidiary
Coloplast Corp, as well as multiple durable medical equipment (DME) manufacturers and suppliers in the ostomy,
continence care and wound/skin care industries. The complaint alleged that Coloplast had paid kickbacks to other
defendants in a variety of forms, such as“patient conversion bonus payments to sales representatives,”’market share
‘incentive payments” and “below-market discounts,” in order to induce the defendants to recommend the referral,

order and purchase of certain DME products.

The government intervened in certain claims against some of the defendants—i.e., Coloplast, Liberator Medical
Supply Inc., Hollister Inc. and Byram Healthcare Suppliers Inc.—all of which ultimately settled those claims with the
government. These settlements ranged from $500,000 to $11.5 million. Many of the claims against the defendants
(collectively and individually), however, remained live, and the relators filed their third amended complaint in May
2016, alleging additional AKS violations against several of the defendants. Two of these defendants, CCS Medical Inc.
and Hollister, filed motions to dismiss in June 2016.

Dismissal of Claims Against CCS

On July 29, 2016, the court granted CCS’s motion to dismiss claims against it for allegedly engaging in a kickback
scheme with Coloplast. After listing the requirements for the statutory discount exception and the regulatory
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discount safe harbor to the AKS,' the court concluded that the relators had failed to “allege—and certainly not with
the requisite particularity—that Coloplast failed to disclose the discounts to CCS in writing, nor do they allege that
Coloplastand CCS enshrined the discounts through oral, collateral, or otherwise off-the-books agreements.”Because
the court found that the relators had not adequately alleged an AKS violation, it dismissed the AKS claims against
CCS as well as the related FCA claims.

U.S. Government’s Statement of Interest

After the relators filed a motion for reconsideration of the court’s dismissal, the government followed on
August 8, 2016, by filing a Statement of Interest regarding the relators’ motion. While the government has not
intervened against CCS on these claims, it filed this statement in order to “state its position on the confines of the
‘discount’ exception to the AKS.

Importantly, the government contends that the court mischaracterized the relators’ allegations against CCS and, as
such, improperly assumed that the price reductions at issue could fall within the discount exception and safe harbor.
The court described the allegations as involving “volume-based discounts to suppliers with sufficient market power
to move more of its products” and noted that “CCS relied on what relators term ‘hard’ and ‘soft’ tactics” to increase
sales, but the government argues that this description misrepresented the relators’ allegations. In particular, the
government underscores the distinction between:

1. A buyer that “independently (not pursuant to an agreement with [the seller]) relied on certain ‘hard’ or ‘soft’
sales tactics to achieve the increased sales” under a “pricing structure that offered escalating discounts in
return for increased sales.”

2. An agreement between a buyer and seller under a similar pricing structure that the buyer would “undertake
patient conversion and referral activities in return for [the seller] granting price concessions.”

According to the government, the former would constitute a “discount” and, as such, would not violate the AKS,
whereas the latter would not qualify as a “discount”and thus could violate the AKS.

The following additional excerpts from the Statement of Interest provide further insight into the government’s current
thinking on the scope and applicability of the discount exception and safe harbor:

« “A discount is a reduction in price conditioned only on the purchase of the product or service at issue. If a
reduction in price is conditioned on more than a simple purchase, it is not a mere ‘discount, but rather a form
of remuneration whose legitimacy must be evaluated under the anti-kickback statute separate and apart
from the statutory discount exception or regulatory discount safe harbor. In other words, if a price reduction
is conditioned on more than the purchase of a product, then it is not a mere discount and it is irrelevant whether
that price reduction was ‘properly disclosed.” (emphasis added)

« “The United States submits that remuneration from a manufacturer to a distributor in return for specific
conversion and referral activities — even when the remuneration takes the form of a price concession - is
not a‘discount! Rather, it is illegal remuneration for conduct or services intended to convert patients to the
manufacturer’s product. ... Such an arrangement is different in kind from merely offering escalating discounts
in return for increased sales volumes in an [arm’s-length] transaction. The collusive quality of the arrangement

' auscs 1320a-7b(b)(3)(A); 42 C.F.R. § 1001.952(h).
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alleged by the relators fundamentally distorts the transparency of price competition in the healthcare market
that Congress sought to promote with the discount exception.”

+ “In sum, a price reduction conditioned on promotional or conversion campaign activities is not a ‘discount’
within the meaning of the discount exception at 42 U.S.C. § 1320a-7b(b)(3). A price reduction that is contingent
on the recipient taking affirmative steps to generate additional business for the seller does not foster price
competition that inures to the benefits of the federal health care system.”

Other Recent Cases

The government’s Statement of Interest also references a few prior District of Massachusetts cases in support of its
views that the discount exception and safe harbor are narrow;” merely labeling something a“discount” or“rebate” does
not guarantee protection under the discount exception or safe harbor since the intent of the arrangement is central
to compliance with the AKS;? and agreements involving potential “conversion” or “switching” may receive heightened
scrutiny.* Recent cases in other jurisdictions have similarly suggested close attention to pricing arrangements
involving alleged “swapping,”“switching,” or “dangling” In Statements of Interest in other cases, the government has
also expressed similar concerns about payments “in return for efforts to switch patients to the [seller’s products]
and increase utilization,”and has emphasized that the government does not view such payments as “discounts” for

purposes of the discount exception or safe harbor.

Conclusion

As this case demonstrates, the government is taking an extreme position regarding application of the discount safe
harbor, trying to strictly limit its applicability to the most basic and simplistic price reductions. Fortunately, the court
in this case has (at least so far) taken an expansive view that is more consistent with Congress’s explicit policy in favor
of discounts and properly disclosed pricing arrangements that benefit government payors. To imply that any price
reduction also involving preferred positioning, exclusivity, marketing or promotional activities could be per seillegal
is not only aggressive, it goes well beyond existing guidance.

Regardless of how the court ultimately rules, the Statement of Interest is a troubling indicator of the government’s
position on the enforcement of pricing arrangements in the health care arena. Given this environment, health care
providers, manufacturers and distributors should remain aware of ongoing developments and seek experienced
legal counsel to review proposed discounting arrangements.

Please do not hesitate to contact us if you have any questions or concerns about the material discussed above or
if you would like assistance evaluating or structuring your purchasing and sales arrangements involving discounts
related to the requirements of the discount exception and safe harbor to the AKS.

2 U.S. exrel. Banigan v. Organon USA, Inc., 883 F.Supp. 2d 277, 296 (D. Mass. 2012) (describing the regulatory definition of “discount” as “exhaustive”).

3 US.v. Shaw, 106 F.Supp. 2d 103 (D. Mass. 2000).

Lisitza v. Johnson & Johnson, 765 F.Supp. 2d 112 (D. Mass. 2011).



http://www.alston.com

If you would like to receive future Health Care Advisories electronically, please forward your contact information to
healthcare.advisory@alston.com. Be sure to put “subscribe” in the subject line.

If you have any questions, or would like additional information, please contact any of the following:

Jacqueline C. Baratian
202.239.3484
jacqueline.baratian@alston.com

Donna P. Bergeson
404.881.7278
donna.bergeson@alston.com

Kristine McAlister Brown
404.881.7584
kristy.borown@alston.com

Michael L. Brown
404.881.7589
mike.brown@alston.com

Cathy L. Burgess
202.239.3648
cathy.burgess@alston.com

AngelaT. Burnette
404.881.7665
angie.burnette@alston.com

Jennifer L. Butler
202.239.3326
jennifer.butler@alston.com

Mark Timothy Calloway
704.444.1089
mark.calloway@alston.com

Craig Carpenito
212.210.9582
craig.carpenito@alston.com

Hon. Robert J. Dole
202.654.4848
bob.dole@alston.com

Dan Elling
202.239.3530
dan.elling@alston.com

Sarah Ernst
404.881.4940
sarah.ernst@alston.com

Larry Gage
202.239.3614
larry.gage@alston.com

Aliyya Z. Haque
404.881.4412
aliyya.haque@alston.com

Caitlin Hosmer
404.881.7973
caitlin.hosmer@alston.com

Daniel G. Jarcho
202.239.3254
daniel jarcho@alston.com

Bill Jordan
404.881.7850
bill jordan@alston.com

Ted Kang
202.239.3728
edward.kang@alston.com

Peter M. Kazon
202.239.3334
peter.kazon@alston.com

Dawnmarie R. Matlock
404.881.4253
dawnmarie.matlock@alston.com

Kimyatta E. McClary
404.881.7982
kimyatta.mcclary@alston.com

Wade Miller
404.881.4971
wade.miller@alston.com

William (Mitch) R. Mitchelson, Jr.
404.881.7661
mitch.mitchelson@alston.com

Michael H. Park
202.239.3630
michael.park@alston.com

ALSTON&BIRD

WWW.ALSTON.COM
© ALSTON &BIRD LLP 2016

Hon. Earl Pomeroy
202.239.3835
earl.pomeroy@alston.com

Steven L. Pottle
404.881.7554
steve.pottle@alston.com

T.C. Spencer Pryor
404.881.7978
spence.pryor@alston.com

J. Mark Ray
404.881.7739
mark.ray@alston.com

Mark H. Rayder
202.239.3562
mark.rayder@alston.com

Colin Roskey
202.239.3436
colin.roskey@alston.com

Sam Rutherford
404.881.4454
sam.rutherford@alston.com

Karen M. Sanzaro
202.239.3719
karen.sanzaro@alston.com

Marc J. Scheineson
202.239.3465
marc.scheineson@alston.com

Thomas A. Scully
202.239.3459
thomas.scully@alston.com

Dominique Shelton
213.576.1170
dominique.shelton@alston.com

Regina M. Sherick
202.239.3383
gina.sherick@alston.com

Robert G. Siggins
202.239.3836
bob.siggins@alston.com

Brian Stimson
404.881.4972
brian.stimson@alston.com

Robert D. Stone
404.881.7270
rob.stone@alston.com

Julie K. Tibbets
202.239.3444
julie.tibbets@alston.com

Timothy P.Trysla
202.239.3420
tim.trysla@alston.com

Danielle F. White
202.239.3073
danielle.white@alston.com

Michelle A. Williams
404.881.7594
michelle.williams@alston.com

Marilyn K. Yager
202.239.3341
marilyn.yager@alston.com

ATLANTA: One Atlantic Center ® 1201 West Peachtree Street ® Atlanta, Georgia, USA, 30309-3424 = 404.881.7000 ® Fax: 404.881.7777
BEIJING: Hanwei Plaza West Wing ® Suite 21B2 ® No. 7 Guanghua Road ® Chaoyang District = Beijing, 100004 CN = +86 10 8592 7500
BRUSSELS: Level 20 Bastion Tower ® Place du Champ de Mars = B-1050 Brussels, BE ® +32 25503700 ® Fax: +32 2 5503719

CHARLOTTE: Bank of America Plaza ® 101 South Tryon Street ® Suite 4000 ® Charlotte, North Carolina, USA, 28280-4000 = 704.444.1000 = Fax: 704.444.1111

DALLAS: 2828 North Harwood Street m 18th Floor m Dallas, Texas, USA, 75201 = 214.922.3400 = Fax: 214.922.3899

LOS ANGELES: 333 South Hope Street m 16th Floor ® Los Angeles, California, USA, 90071-3004 = 213.576.1000 = Fax:213.576.1100

NEW YORK: 90 Park Avenue ® 15th Floor = New York, New York, USA, 10016-1387 ® 212.210.9400 = Fax: 212.210.9444

RESEARCH TRIANGLE: 4721 Emperor Blvd. ® Suite 400 = Durham, North Carolina, USA, 27703-85802 = 919.862.2200 = Fax: 919.862.2260
SILICON VALLEY: 1950 University Avenue ® 5th Floor = East Palo Alto, CA 94303-2282 = 650.838.2000 ® Fax: 650.838.2001
WASHINGTON, DC: The Atlantic Building = 950 F Street, NW = Washington, DC, USA, 20004-1404 = 202.239.3300 ® Fax: 202.239.3333



mailto:healthcare.advisory%40alston.com?subject=subscribe
http://www.alston.com

