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Introduction
Over the past several years, the U.S. Department of Justice 
(DOJ) has interpreted the federal Anti-Kickback Statute 
(AKS) in new ways that implicate standard marketing 
arrangements commonly used by drug and device manu-
facturers, and—by extension—downstream purchasers, 
including physician offices, pharmacies, and hospital systems. 
Specifically, the government has taken the position that 
performance-based price concessions, preferred product list 
(formulary) payments, and sales-related “spiffs”1 may each 
represent illegal inducements. Although market share and 
volume-based discounts and rebates have long been consid-
ered permissible, DOJ has begun targeting arrangements it 
perceives as linking a discount or rebate to specific efforts to 
grow sales volume, as well as those arrangements in which 
the government believes the parties have failed to disclose 
all discount terms. Similarly, despite general acceptance of 
paying reasonable commissions on product sales, DOJ has 
contested the use of modest, short-term “spiff” payments to 
help focus attention on particular products. 

It seems obvious that purchasers receiving market share or 
volume-based price concessions from manufacturers also 
will be interested in actually re-selling the products, and 
further that the purchasers and the manufacturers have a 
mutual interest in working together to market the products. 
The government’s position suggests, however, that these 
marketing activities are only permissible if they adhere to 
requirements that are narrow and often quite technical.

This trend is reflected in recent False Claims Act (FCA) case 
resolutions and settlements, and, as a result, drug and device 
manufacturers may now question whether these previously 
widely accepted practices present unacceptable risks going 
forward. This article summarizes recent cases addressing 
these issues, as well as the more recent positions taken by the 
government in some of these cases, and offers practical guid-
ance on how manufacturers might avoid the pitfalls associ-
ated with these familiar arrangements going forward.

Joint Marketing Arrangements
Manufacturers frequently engage in joint marketing activi-
ties with downstream partners. For example, when a new 
product is introduced a manufacturer may work with its 

re-sellers to introduce the product to the sales force. The 
manufacturer might also provide a limited-time incentive 
program to boost sales. Recently, such arrangements have 
faced increased scrutiny.

Historic Support for Discounts 
The AKS exception for discounts dates back to its enact-
ment in 1972, and the U.S. Department of Health and 
Human Services Office of Inspector General (OIG) followed 
Congress’ lead and adopted a discount safe harbor.2 OIG 
has emphasized that discounts are “encouraged under the 
Federal health care programs so long as the Federal health 
care programs share in the discount where appropriate.”3 

The safe harbor regulations define “discount” broadly to 
mean a “reduction in the amount a buyer (who buys either 
directly or through a wholesaler or a group purchasing 
organization) is charged for an item or service based on an 
arms-length transaction.”4 Discounts include rebates, which 
are defined to be “any discount the terms of which are fixed 
and disclosed in writing to the buyer at the time of the initial 
purchase to which the discount applies, but which are not 
given at the time of sale.”5 Under this definition, a rebate 
(including a volume-based price incentive) is a discount as 
long as the terms of the rebate are fixed in writing at the 
time of the initial sale. 

DOJ’s Recent Position On Performance-Based Discounts and 
Rebates 
Price concessions are inherently designed to induce the 
purchase of a good or service, and thus are fertile ground for 
AKS activity. Several cases exhibit the government’s theory 
that performance-based discounts or rebates implicate the 
AKS, and by extension the FCA. An early example appeared 
in a lawsuit against Bristol-Myers-Squibb.6 The complaint 
alleged that stocking allowances, price protection payments, 
and “market share payments” constituted illegal remunera-
tion under the AKS to the manufacturer’s retail pharmacy 
and wholesale customers.7 

These same theories received extended treatment in U.S. ex 
rel. Banigan v. Organon USA Inc.8 In pleadings filed in 2011, 
the parties argued over whether certain standard rebates 
offered to purchasers of the antidepressant Remeron were 
protected. The Organon relator alleged that rebates provided 
to long term care facilities as part of a “switching” program 
constituted impermissible remuneration under the AKS.9 The 
challenged arrangements included flat percentage discounts, 
market share discounts, conversion rebates, rebates tied 
to the placement of Remeron on formulary in a preferred 
position, and rebates for entering into therapeutic inter-
change agreements.10 The relator argued that conditioning 
the discounts on negotiated performance conditions (such 
as a certain dollar volume or percentage of sales, or inclu-
sion on formulary or preferred lists) removed the payments 
from regulatory or statutory protection.11 The relator further 
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alleged that the discount safe harbor required that all of 
these terms be disclosed to the government.12

The Pharmaceutical Research and Manufacturers of America 
(PhRMA) filed an amicus brief, noting that the case could 
have a dramatic impact on discounting and rebate practices 
long considered standard in the pharmaceutical industry.13 
PhRMA pointed out that the types of market share and 
performance-based payments at issue in Organon were 
ordinary price concessions, very typical in the industry, 
that ultimately benefit payers, including federal health 
care programs.14 PhRMA also pointed out that formu-
lary programs are common, and that the state Medicaid 
programs frequently use formularies—and require rebates—
in exchange for inclusion on the state’s preferred drug list.15

In addition, both Organon and PhRMA argued at length 
that the statutory discount exception and the regulatory 
discount safe harbor protect price concessions, regardless of 
whether they are performance-based, so long as the terms 
of the discount or rebate are transparent.16 As PhRMA 
summarized, it is “axiomatic that all discounts are intended 
to increase the purchase of a given product.”17 Indeed, the 
limited guidance regarding discounts provided by OIG 
suggested that the government did not intend to prevent 
“innocuous, or even beneficial, commercial arrangements.”18

Although the government declined to intervene in Organon, 
it filed a Statement of Interest to clarify its position on the 
rebate issue. In its brief, DOJ stated: “Payments to pharma-
cies for switching patients from one drug to another, and for 
other efforts to increase a drug’s utilization do not qualify as 
protected price reductions” for purposes of the discount safe 
harbor or the statutory discount exception.19 The Organon 
court did not squarely address the rebate issue.20 The case 
eventually settled,21 and DOJ has subsequently taken the 
position that the resolution supports its theory regarding 
performance-based price concessions. 

In U.S. ex rel. Lisitza v. Johnson & Johnson, the court ruled 
that performance-based rebates paid to long term care facili-
ties predicated on “switching” and “therapeutic interchange” 
programs for Johnson & Johnson’s Risperdal product did 
not qualify for the statutory discount exception, observing 
that “[w]hile the raw amounts of the rebates may have been 
disclosed, the terms and conditions of their payment were 
not.” 22 The court did not describe the terms and condi-
tions of the rebates that should have been explicated, nor 
to whom. Nor is it clear why this should have mattered, as 
transparency around the terms and conditions of a rebate 
is not an element of the discount safe harbor so long as the 
buyer is able to accurately calculate and report the value 
of the price concession.23 Reading between the lines of the 
court’s ruling, it may be that the court was troubled by other, 
more mundane AKS concerns. For example, the allegations 
included a large payment for physician data that was of 
questionable utility and apparently lacked fair market valu-
ation support.24 Nonetheless, the government continues to 

rely on Lisitza for the proposition that performance-based 
rebates are inherently problematic. 

More recently, DOJ made a similar argument in pleadings filed 
in connection with U.S. v. Novartis Pharmaceuticals Corp.25 In 
that case, the government alleged that Novartis paid kickbacks 
to specialty pharmacies to induce them to switch patients 
to the Novartis immunosuppressive product, Myfortic, and 
to recommend it over generic alternatives.26 Specifically, the 
government alleged that pharmacies were paid to prescribe 
Myfortic over generic alternatives that had a lower cost and 
better safety profile.27 Similarly, the government alleged that 
pharmacies were paid to prescribe the Novartis iron chelation 
drug, Exjade, despite the availability of a putatively safer alter-
native product for the same condition.28

Relying on similar arguments to those raised in the Organon 
matter, Novartis argued that these arrangements were 
protected by the Discount Safe Harbor and related statutory 
exceptions.29 In response, DOJ asserted that multiple “plus” 
factors were implicated by the Novartis arrangements with 
specialty pharmacies.30 Specifically, DOJ alleged that the 
Exjade arrangements raised concerns regarding patient safety, 
and potentially undermined independent medical judgment, 
while the Myfortic arrangements implicated cost and utiliza-
tion concerns.31 Despite what appeared to be colorable coun-
terarguments, Novartis chose to settle the matter.32 

In the recently settled matter of U.S. ex rel. Herman v. Colo-
plast Corp., the relators alleged that volume-based discounts 
and market share rebates for continence and ostomy supply 
products sold to durable medical equipment suppliers were 
not eligible for discount safe harbor or statutory exception 
protection because the payments were contingent on partici-
pation in promotional campaigns.33 The relators also took 
the position that “spiff” incentive payments to re-seller sales 
representatives constituted an improper inducement to sell 
particular products.34 

In another recently settled matter, the relators alleged that 
Respironics, a manufacturer of sleep apnea masks, provided 
free call center services to medical equipment suppliers that 
bought its products.35 Respironics asserted that it had a 
“good-faith belief that the [call center arrangement] offered 
a permissible bundled discount of Respironics’ masks 
and resupply services under the appropriate discount safe 
harbors.”36 DOJ alleged that the program had the potential 
to compromise the supplier’s judgment regarding which 
products to promote.37

Practical Considerations Concerning Marketing Activities
Beyond the positions taken in the above-referenced, and 
similar, cases, the government has otherwise provided only 
limited additional guidance regarding marketing activities. 
Much of the relevant guidance is based on long-standing, 
more generally applicable AKS principles. Following these 
general principles, the risk of an enforcement action may be 
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minimized if an arrangement is structured to avoid certain 
features that have traditionally triggered the key policy 
concerns that served as the basis for the AKS. According to 
OIG guidance, arrangements may be problematic if they: 

• Interfere with or subvert independent medical decision 
making;38

 

• Increase costs to federal health care programs or beneficia-
ries;39

 

• Shift costs among reimbursement systems, making it 
difficult for government reimbursement programs to set 
proper price levels;40

• Implicate patient safety or quality of care concerns;41

• Result in overutilization or inappropriate utilization of 
products or services;42

 
or

• Result in unfair competition.43

OIG has suggested that marketing arrangements may pose 
less risk when they are “passive in nature”—meaning they do 
not involve direct contact with federal health care program 
beneficiaries—or when the individual or entity conducting 
the marketing activity is not in a “position of public trust” 
vis-à-vis program beneficiaries.44

Counsel analyzing marketing arrangements should thus 
consider whether one of the parties to the arrangement 
has the ability to recommend products directly to federal 
health care program beneficiaries, especially where the 
party making the recommendation is in a position of trust 
(i.e., white-coat marketing).45 Additionally, counsel should 
consider whether the arrangement includes other features 
that may draw scrutiny, such as direct billing or payment of 
“success” fees.46 

Based on the recent DOJ enforcement actions discussed 
above, parties crafting marketing arrangements should 
consider the following:

1. Discount and Rebate Programs

• De-link discounts from performance obligations. The 
cases discussed above underscore that DOJ views price 
concessions conditioned on gaining market share or 
providing services with suspicion, and will pursue enforce-
ment actions if the spirit of the discount safe harbor is 
violated. When the parties contemplate the performance 
of a service, that service should not be contingent upon 
or compensated through a discount or rebate, as the 
government may take the position that an arrangement 
combining aspects of both a discount and a payment for 
services does not qualify for protection under either the 
discount or personal services safe harbors. Instead, the 
services should be the subject of a separate agreement, 
under which compensation is based on fair value for bona 
fide services actually provided.

• Documentation is critical. The manufacturer should 
clearly communicate the customer’s reporting obliga-
tions and the value of the price concession. As described 
in OIG Advisory Opinion 13-07, meeting the seller’s 
reporting obligations under the discount safe harbor is 
straightforward, requiring sellers only to notify the buyer 
of reporting obligations and provide information suffi-
cient to permit the buyer to calculate the value of the total 
price concession. Advisory Opinion 13-07 also evinced a 
more flexible approach to bundled discounts, even where 
the products are reimbursed under different methodolo-
gies. Perhaps recognizing that concern about “shift[ing] 
costs among reimbursement systems and distort[ing] the 
trust cost of items” is anachronistic under contemporary 
reimbursement models, OIG concluded that “discounts 
offered on one good or service to induce the purchase of a 
different good or service where the net value can be prop-
erly reported do not pose a risk of program abuse and 
may benefit the program through lower costs.”47

• Disclose discount terms. While there is no statutory or 
regulatory requirement that the terms and conditions of a 
price concession be disclosed, failure to memorialize the 
basis for a discount or rebate (e.g., volume or market-
share commitment) may lead enforcement agencies to 
conclude that the discount is a disguised kickback or a 
payment for a service (e.g., compensation for “conversion” 
or “switching” activities, adherence programs, or place-
ment on preferred-product lists).

2. Joint Marketing Activities

• Written Agreements and Documentation. In assessing 
whether a payment represents fair market value for the 
services performed, the government will inquire into the 
bona fide nature of the services, whether the services are 
actually performed, and whether there is a cap on the 
dollars allocated to the activities. If a party is able to 
document that services have been performed, and there is 
reasonable proportionality in the exchange of value, the 
government is less likely to be interested. 

• Fair market value. The government is often suspicious 
of marketing payments, believing that they are used to 
disguise kickbacks for federal health care program refer-
rals. For this reason, the parties to a joint marketing 
agreement should be careful to ensure that any payment 
is fair market value for the services actually provided. 
One shortcut to achieving this objective is the use of a 
“rate card” or other preset price list to specify the value of 
certain common marketing services, such as email commu-
nications or box stuffers.

• Be aware of “plus” factors. DOJ is far more likely to 
intervene in an FCA case if it can identify and articulate 
harm to federal health care programs or federal health 
care program beneficiaries. For example, in the Johnson 
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& Johnson and Novartis cases, the government alleged 
that the products at issue had significant risk profiles and 
patient safety concerns that warranted close scrutiny. In 
the Organon and Novartis cases, the products at issue 
raised cost concerns. It is instructive in this regard that the 
government elected not to intervene in the Novartis case 
with respect to several drug products that presumably did 
not lend themselves to arguments concerning overutiliza-
tion, medical necessity, or risk. 

3. Key Points Concerning “Spiffs”

The government may be expected to carefully scrutinize 
“spiff” payments in the following circumstances:

• Where sales representatives interact directly with federal 
health care program beneficiaries. The government 
believes that such arrangements are inherently problem-
atic, and that a lack of transparency regarding compen-
sation for recommending particular products raises 
significant “white coat marketing” issues. Even where 
there is an independent check, as when the item must be 
approved by a health care professional, DOJ believes the 
transparency issue raises AKS concerns. 

• Where the arrangement otherwise implicates policy 
considerations that typically trigger AKS enforcement 
decisions. Specifically, the government will consider 
whether “spiff” payments may contribute to overutiliza-
tion or excessive cost. For example, in connection with the 
Coloplast matter, the government has suggested publicly 
that patients may not have ordered ostomy or continence 
products but for the “spiff” payments.48 

Conclusion
Overall, manufacturers cannot rely on the long-standing 
acceptance of common marketing arrangements as insulation 
from enforcement activity. In light of recent FCA activity, 
manufacturers should endeavor to structure arrangements 
in a manner designed to provide clear definition around the 
types of activities at issue and the basis for price concessions 
or payment for services.
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