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ABSTRACT 

Medical billing practices—especially non-disclosure and balance billing—have been the 

subject of controversy in recent years, prompting calls for additional regulation. But the existing 

commercial law doctrine of accord and satisfaction, which is well established in forty-nine states, 

presents a risk to the collection practices of hospitals and other health care-related businesses that 

has, thus far, been ignored by existing scholarship. 

This article examines the doctrine of accord and satisfaction in the context of common 

hospital billing and collection practices, identifying key aspects of the doctrine for health care 

administrators to consider. The authors conclude with recommendations to health care 

organizations for structuring payment processing systems to reduce the risk that medical bills will 

be legally uncollectable. 
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Don't Cash that Check! Identifying Risks to Medical Billing and Collection Practices under 

the Doctrine of Accord & Satisfaction 

On December 29, 2020, the United States Court of Appeals for the District of Columbia 

Circuit upheld a Trump Administration regulation requiring the public disclosure of hospital 

charges.1 The Affordable Care Act of 2010 requires each hospital in the United States to publish 

a list of its “standard charges” for services,2 but the statute does not define “standard charges.”3  

The Circuit Court was tasked with unwinding the “exceedingly complex” world of 

medical billing practices to determine what constitutes “standard charges” under the statute.4 

Pricing of hospital services begins with the “Charge Description Master” or “chargemaster” price 

list5—a list of gross charges for all services offered by the hospital, calculated before any 

discount.6 Chargemaster rates are normally inflated above what the hospital expects to actually 

be paid, as third-party payers, representing more than ninety percent of patients, typically 

negotiate discounts for their insured patients.7  

Previously, the Department of Health and Human Services permitted hospitals to publish 

just the chargemaster rates in order to comply with the Affordable Care Act’s requirements.8 

However, as of November 2019, the new rule requires hospitals to publish five categories of 

standard charges: the chargemaster rates, payer-specific negotiated rates, standard cash discounts 

offered to self-pay patients, the maximum negotiated charge for a given service, and the 

minimum negotiated charge for a given service.9 In upholding the rule, the D.C. Circuit 

 
1 Am. Hosp. Ass’n v. Azar, 983 F.3d 528 (D.C. Cir. 2020). 
2 42 U.S.C. § 300gg-18(e) (2018). 
3 Am. Hosp. Ass’n, 983 F.3d at 532.  
4 Id. at 531. 
5 George A. Nation III, Contracting for Healthcare: Price Terms in Hospital Admission Agreements, 124 DICK. L. 

REV. 91, 93–94 (2019).  
6 Am. Hosp. Ass’n, 983 F.3d at 531. 
7 Id. at 531–32.  
8 Id. at 535. 
9 Id. at 533. 
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recognized patient frustration, declaring that “[p]atients usually learn what a given hospital 

service cost only after the fact, either from a hospital bill or an ‘Explanation of Benefits’ form 

from their insurance company . . .”10  

Whether the rule ultimately achieves its goal of reducing health care costs remains to be 

seen.11 Some health care executives and economists warn of the opposite—that the increased 

transparency may allow low-priced hospitals to raise their prices to match the competition.12 

Moreover, the public disclosures required by the rule do not ensure that an individual patient will 

actually engage in price-shopping, especially in an emergency medical situation.13 

 Likewise, neither the rule nor the Affordable Care Act generally address the problem of 

balance billing, wherein a patient must pay the balance of the non-discounted bill after insurance 

is applied.14 It is unlikely that an insurer would have negotiated a discount with every single 

healthcare provider in the nation—thus, the negotiated discounts are usually only provided when 

the patient obtains medical services “in-network.”15 If a patient requires medical services from a 

provider “out-of-network,” the provider is not obligated to provide any discount.16 

The insurer may pay its usual amount to the health care provider under its insurance 

agreement with the patient (or the patient’s employer), but the patient is responsible for any 

balance over and above the amount covered by insurance.17 Because chargemaster rates are 

typically intentionally inflated, this means that the out-of-network patient is paying more than 

 
10 Id. at 531. 
11 See, e.g., id. at 532.  
12 Melanie Evans, Hospitals Say They Will Publish Previously Secret Prices, WALL ST. J. (Dec. 31, 2020), 

https://www.wsj.com/articles/hospitals-say-they-will-publish-previously-secret-prices-11609442913.  
13 George A. Nation III, Determining the Fair and Reasonable Value of Medical Services: The Affordable Care Act, 

Government Insurers, Private Insurers and Uninsured Patients, 65 BAYLOR L. REV. 425, 428–29 (2013).  
14 See George A. Nation III, Healthcare and the Balance-Billing Problem: The Solution is the Common Law of 

Contracts and Strengthening the Free Market for Healthcare, 61 VILL. L. REV. 153, 165–67 (2016); see also David 

A. Hyman et al., Surprise Medical Bills: How to Protect Patients and Make Care More Affordable, 108 GEO. L.J. 

1655, 1671–72 (2020). 
15 Nation, supra note 14, at 154–55. 
16 Id. 
17 Id. at 155. 
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what the hospital normally expects to receive.18 Additionally, an insured patient may 

unknowingly receive care from out-of-network providers, despite the patient’s best efforts at 

staying in-network.19 Uninsured patients face the same problem, but carry the entire load of the 

medical bill.20 

Some observers note that federal health regulators currently lack statutory authority to 

protect consumers from balance billing practices.21 While federal lawmakers have made various 

proposals,22 the regulatory burden has thus far fallen to states.23 But as of 2017, only 21 states 

had any type of protection against balance billing, and only six of those states include 

comprehensive protections.24 

 This article is hardly the first to raise the problems presented by modern health care 

billing practices generally, balance billing specifically, or the plight of out-of-network and 

uninsured patients in navigating the financial consequences of health care needs. However, this 

article differentiates itself from previous scholarship by highlighting (1) the legal doctrine of 

accord and satisfaction as a tool that patients have in combating unreasonable and surprise 

medical charges, and (2) steps providers can take to minimize the risk of non-collection due to 

accord and satisfaction. 

 

 

 

 

 
18 Id.  
19 Merlow M. Dunham, Avoiding Sticker Shock: Legislative Approaches to Protect Consumers from Surprise 

Medical Bills, 11 ST. LOUIS U. J. HEALTH L. & POL'Y 179, 181–83 (2017). 
20 Nation, supra note 14, at 154. 
21 E.g., Erin C. Fuse Brown, Consumer Financial Protection in Health Care, 95 WASH. U. L. REV. 127, 154–55 

(2017); Leah Selby Gray, An Elegant Solution to Network Inadequacy: How to Better Protect Patients from 

Inadequate Health Networks and Surprise Balance Billing, 70 HASTINGS L.J. 1639 (2019). 
22 Hyman et al., supra note 14, at 1672–73. 
23 Dunham, supra note 19, at 194–200. 
24 Kevin Lucia et al., Balance Billing by Health Care Providers: Assessing Consumer Protections Across States, 

COMMW. FUND (2017), https://www.commonwealthfund.org/publications/issue-briefs/2017/jun/balance-billing-

health-care-providers-assessing-consumer (last visited Dec. 16, 2020). 
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I. The Doctrine of Accord and Satisfaction 

 

 While the bulk of this article discusses the doctrine of accord and satisfaction under the 

Uniform Commercial Code, the doctrine has common law roots. At common law, an “accord and 

satisfaction” enables parties to resolve a contract dispute without judicial intervention by 

substitution of a new contract between them.25 Performance of the new contract operates as an 

affirmative defense to any claim on the previous disputed contract.26 

The new agreement, as a substitute contract, must nevertheless satisfy the common law 

requirements of contract formation.27 Mutual assent in this context requires some offer of new 

proposed performance from one party to the other (the “accord”), with the second party 

accepting the compromise (“the satisfaction”).28 A “meeting of the minds” is not required,29 but 

the second party must at least be aware that the first is attempting a resolution of the dispute.30 

 Consideration is also required to support the new contract at common law, which must be 

different from that owed under the original contract.31 Partial performance of the original 

contract, with nothing more as consideration for the accord and satisfaction, is insufficient.32 

Typically, the consideration proffered for the new contract is the release of a claim, or resolution 

of a dispute, between the parties relative to the original contract.33 There must actually be a 

legitimate dispute as to the underlying contract.34  

 
25 Jay Winston, The Evolution of Accord and Satisfaction: Common Law; U.C.C. Section 1-207; U.C.C. Section 3-

311, 28 NEW ENG. L. REV. 189, 191–93 (1993); Bryan D. Hull & Aalok Sharma, Satisfaction not Guaranteed: 

California's Conflicting Law on the Use of Accord and Satisfaction Checks, 33 LOY. L.A. L. REV. 1, 3–4 (1999). 
26 Winston, supra note 25, at 191–92; Hull & Sharma, supra note 25, at 3–4. 
27 Winston, supra note 25, at 192; Hull & Sharma, supra note 25, at 4. 
28 Hull & Sharma, supra note 25, at 4–6; see also Douglas J. Whaley, Teaching Law: Thoughts on Retirement, 68 

OHIO ST. L.J. 1387, 1408 (2007). 
29 Hull & Sharma, supra note 25, at 6. 
30 See Chillicothe Hospital v. Garrett, 271 N.E.2d 313, 315 (Ohio Ct. App. 1971). 
31 Winston, supra note 25, at 192–93; Hull & Sharma, supra note 25, at 4. 
32 Hull & Sharma, supra note 25, at 9–10. 
33 Winston, supra note 25, at 192–93; Hull & Sharma, supra note 25, at 8–10. 
34 See Chillicothe Hospital, 271 N.E.2d at 315.  
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 Checks and promissory notes are valid methods of effecting an accord and satisfaction, 

assuming the underlying contractual claim was unliquidated or otherwise subject to a good faith 

dispute.35 At common law, the creditor who received a check from a debtor as a proffered accord 

and satisfaction has two options: return or destroy the check to reject the accord, or obtain 

payment on the check as an acceptance.36 Payment on the check operated as performance of the 

new contract, discharging the balance of the underlying claim.37 At common law, the creditor 

could not nullify the accord terms by striking through them or otherwise noting a reservation of 

rights.38 

 The Uniform Commercial Code (the “U.C.C.”) impacts the use of checks and other 

payment instruments to affect an accord and satisfaction.39 Prior to 1990, U.C.C. § 1-207 (now, 

as amended, numbered § 1-30840) provided that: 

[A] party who, with explicit reservation of rights, performs or 

promises performance or assents to performance in a manner 

demanded or offered by the other party does not thereby prejudice 

the rights reserved. Such words as without prejudice, under protest 

or the like are sufficient.41  

 

Read explicitly, a creditor receiving a check as an accord could note its reservation of rights on 

the instrument, receive payment thereon, and not suffer the loss of the claim on the underlying 

disputed obligation.42 But courts split on whether this provision applied to a check presented as 

an accord, or whether the statute was intended to modify the common law accord and satisfaction 

 
35 Winston, supra note 25, at 192–93; Hull & Sharma, supra note 25, at 4–10. 
36 Winston, supra note 25, at 192–93; Hull & Sharma, supra note 25, at 4–10. 
37 Winston, supra note 25, at 192–93; Hull & Sharma, supra note 25, at 10. 
38 Winston, supra note 25, at 192; Hull & Sharma, supra note 25, at 10. 
39 Winston, supra note 25, at 193–95; Hull & Sharma, supra note 25, at 11–15. 
40 U.C.C. § 1-308, cat. (2001). 
41 Winston, supra note 25, at 194 (citing U.C.C. § 1-207 (1987)). 
42 Winston, supra note 25, at 194–95; Hull & Sharma, supra note 25, at 11–12. 
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doctrine.43 The current version of the statute, as adopted by every state except New York, 

clarifies that it does not apply to an accord and satisfaction.44  

However, the U.C.C. provides explicit requirements for the use of checks and other 

payment instructions to affect an accord and satisfaction.45 Forty-eight states have adopted 

U.C.C. § 3-311,46 which largely reflects the common law doctrine discussed above.47 Under 

U.C.C. § 3-311, unless a statutory safe harbor applies, a claim is discharged and rendered 

uncollectible if the following four elements are present:  

(i)  the creditor has a claim against the debtor, the amount of which is uncertain or 

is reasonably disputed by the debtor; 

 
43 Hull & Sharma, supra note 25, at 11–15. 
44 ALA. CODE § 7-1-308 (2020); ALASKA STAT. § 45.01.308 (2020); ARIZ. REV. STAT. ANN. § 47-1308 (2020); ARK. 

CODE ANN. § 4-1-308 (2020); CAL. COM. CODE § 1308 (2020); COLO. REV. STAT. § 4-1-308 (2020); CONN. GEN. 

STAT. § 42a-1-308 (2020); DEL. CODE ANN. tit. 6, § 1-308 (2020); D.C. CODE § 28:1-308 (2020); FLA. STAT. § 

671.207 (2020); GA. CODE. ANN. § 11-1-308 (2020); HAW. REV. STAT. § 490:1-308 (2020); IDAHO CODE § 28-1-308 

(2020); 810 ILL. COMP. STAT. 5 / 1-308 (2020); IND. CODE § 26-1-1-207 (2020); IOWA CODE § 554.1308 (2020); KAN. 

STAT. ANN. § 84-1-308 (2020); KY. REV. STAT. ANN. § 355.1-308 (2020); LA. STAT. ANN. § 10:1-308 (2020); ME. 

STAT. tit. 11, § 1-1308 (2020); MD. CODE ANN. COM. LAW § 1-308 (2020); MASS. GEN. LAWS ch. 106, § 1-308 

(2020); MICH. COMP. LAWS § 440.1308 (2020); MINN. STAT. § 336.1-308 (2020); MISS. CODE ANN. § 75-1-308 

(2020); MO. REV. STAT. § 400.1-308 (2020); MONT. CODE ANN. § 30-1-207 (2020); NEB. REV. STAT. §1-308 (2020); 

NEV. REV. STAT. § 104.1308 (2020); N.H. REV. STAT. ANN. § 382-A:1-308 (2020); N.J. REV. STAT. § 12A:1-308 

(2019); N.M. STAT. ANN. § 55-1-308 (2020); N.C. GEN. STAT. § 25-1-308 (2020); N.D. CENT. CODE § 41-01-22 

(2020); OHIO REV. CODE ANN. § 1301.308 (2020); OKLA. STAT. tit. 12A § 1-308 (2020); OR. REV. STAT. § 71.3080 

(2020); 13 PA. CON. STAT. § 1308 (2020); 6A R.I. GEN. LAWS § 6A-1-308 (2020); S.C. CODE ANN. § 36-1-308 

(2020); S.D. CODIFIED LAWS § 57A-1-308 (2020); TENN. CODE ANN. § 47-1-308 (2020); TEX. BUS. & COM. CODE 

ANN. § 1.308 (2020); UTAH CODE ANN. § 70A-1a-308 (2020); VT. STAT. ANN. tit. 9A, § 1-308 (2020); VA. CODE 

ANN. § 8.1A-308 (2020); WASH. REV. CODE § 62A.1-308 (2020); W.VA. CODE § 46-1-308 (2020); WIS. STAT. § 

401.308 (2020); WYO. STAT. ANN. § 34.1-1-308 (2020). New York’s statute is discussed below. 
45 U.C.C. § 3-311 (2002). 
46 ALA. CODE § 7-3-311 (2020); ALASKA STAT. § 45.03.311 (2020); ARIZ. REV. STAT. ANN. § 47-3311 (2020); ARK. 

CODE ANN. § 4-3-311 (2020); CAL. COM. CODE § 3311 (2020); COLO. REV. STAT. § 4-3-311 (2020); CONN. GEN. 

STAT. § 42a-3-311 (2020); DEL. CODE ANN. tit. 6, § 3-311 (2020); D.C. CODE § § 28:3-311 (2020); FLA. STAT. § 

673.311 (2020); GA. CODE. ANN. § 11-3-311 (2020); HAW. REV. STAT. § 490:3-311 (2020); IDAHO CODE § 28-3-310 

(2020); 810 ILL. COMP. STAT. 5 / 3-311 (2020); IND. CODE § 26-1-3-311 (2020); IOWA CODE § 554.3311 (2020); KAN. 

STAT. ANN. § 84-3-311 (2020); KY. REV. STAT. ANN. § 355.3-311 (2020); LA. STAT. ANN. § 10:3-311 (2020); ME. 

STAT. tit. 11, § 3-1311 (2020); MD. CODE ANN. COM. LAW § 3-311 (2020); MASS. GEN. LAWS ch. 106, § 3-311 

(2020); MICH. COMP. LAWS § 440.3311 (2020); MINN. STAT. § 336.3-311 (2020); MISS. CODE ANN. § 75-3-311 

(2020); MO. REV. STAT. § 400.3-311 (2020); MONT. CODE ANN. § 30-3-311 (2020); NEB. REV. STAT. (U.C.C.) § 3-

311 (2020); NEV. REV. STAT. § 104.3311 (2020); N.H. REV. STAT. ANN. § 382-A:3-311 (2020); N.J. REV. STAT. § 

12A:3-311 (2019); N.M. STAT. ANN. § 55-3-311 (2020); N.C. GEN. STAT. § 25-3-311 (2020); N.D. CENT. CODE § 41-

03-37 (2020); OHIO REV. CODE ANN. § 1303.40 (2020); OKLA. STAT. tit. 12A § 3-311 (2020); 13 PA. CON. STAT. § 

3311 (2020); 6A R.I. GEN. LAWS § 6A-3-311 (2020); S.C. CODE ANN. § 36-3-311 (2020); S.D. CODIFIED LAWS § 

57A-3-311 (2020); TENN. CODE ANN. § 47-3-311 (2020); TEX. BUS. & COMM. CODE ANN. § 3.311 (2020); UTAH 

CODE ANN. § 70A-3-311 (2020); VT. STAT. ANN. tit. 9A, § 3-311 (2020); VA. CODE ANN. § 8.3A-311 (2020); WASH. 

REV. CODE § 62A.3-311 (2020); W.VA. CODE §46-3-311 (2020); WIS. STAT. § 403.311 (2020); WYO. STAT. ANN. § 

34.1-3-311 (2020). 
47 Hull & Sharma, supra note 25, at 24–25. 
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(ii)  the debtor, in good faith, tenders an instrument in full satisfaction of the 

claim;   

 

(iii)  the creditor accepts and obtains payment on the instrument; and 

 

(iv)  the instrument or an accompanying written communication was tendered by 

the debtor with a conspicuous statement indicating that it was intended as full 

satisfaction of the claim. 

 

The statute provides two safe harbors for creditors not available at common law.48 Under 

U.C.C. § 3-311, the claim is not discharged if the creditor is an organization and sent specific 

and conspicuous written instructions regarding disputed claims to the debtor within a reasonable 

time before the debtor’s tender, which the debtor did not follow.49  The claim also is not 

discharged if the creditor reverses the payment within 90 days after it is received.50 However, 

neither safe harbor is available if the creditor, or the creditor’s designated agent, accepts the 

tender of the instrument with knowledge that it was tendered in full satisfaction of the disputed 

claim.51 

Only two states do not follow this statutory framework, Oregon and New York. Of the 

two, Oregon has statutorily abolished the accord and satisfaction by check or other instrument.52 

New York has not adopted U.C.C. § 3-311, but that state has other statutory provisions that, 

when considered in the context of payment by check, effectively produces the accord and 

satisfaction result. Under N.Y. U.C.C. § 3-319(1), as between two parties, generally the terms of 

an instrument are to be read in connection with any other written agreement executed as a part of 

 
48 U.C.C. § 3-311(c); Hull & Sharma, supra note 25, at 26–27. 
49 U.C.C. § 3-311(c). 
50 U.C.C. § 3-311. 
51 U.C.C. § 3-311(d); Hull & Sharma, supra note 25, at 27–28. 
52 OR. REV. STAT. § 73.0311 (2020) (“The negotiation of an instrument marked ‘paid in full,’ ‘payment in full,’ ‘full 

payment of a claim’ or words of similar meaning, or the negotiation of an instrument accompanied by a statement 

containing such words or words of similar meaning, does not establish an accord and satisfaction that binds the 

payee or prevents the collection of any remaining amount owed upon the underlying obligation unless the payee 

personally, or by an officer or employee with actual authority to settle claims, agrees in writing to accept the amount 

stated in the instrument as full payment of the obligation.”). 
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the same transaction.53 Thus, a payment by check, which clearly indicates that it is intended as a 

settlement of a dispute claim, together with written communication supporting the same, can be 

construed to be an accord and satisfaction under the common law.54  

However, New York’s statute must be read in pari materia with its version of U.C.C. § 1-

308, which allows a party receiving an instrument to accept it under a reservation of rights 

without prejudice.55  Thus, a party in New York could accept a “payment in full” check under a 

reservation of rights to full payment without creating an accord and satisfaction.  

  Nevertheless, for the vast majority of American jurisdictions, the doctrine of accord and 

satisfaction is alive and well in the use of payment instruments. Those persons and entities in 

Oregon and New York should be aware of the jurisdictional particularities highlighted above—

but these variations are outside the norm. The remainder of this article will focus on the specific 

application of U.C.C. § 3-311 to medical payments, as it is the version of the doctrine applicable 

to most Americans.  

II. Applying Accord and Satisfaction to Health Care Billing Practices 

There is no reason to believe that the doctrine of accord and satisfaction is not applicable 

to medical providers—hospitals can accept instruments in full satisfaction of disputed claims just 

as other entities can.56 In fact, some of the peculiarities of hospital billing practices make such 

entities even more susceptible to the accidental application of accord and satisfaction. 

 
53 N.Y. U.C.C. § 3-119 (2014) (“As between the obligor and his immediate obligee or any transferee the terms of an 

instrument may be modified or affected by any other written agreement executed as a part of the same transaction.”). 
54 A.G. King Tree Surgeons v. Deeb, 356 A.2d 87 (N.J. 1976) (applying identical statute as adopted in New Jersey at 

the time). 
55 N.Y. U.C.C. § 1-308 (2014) (“A party that with explicit reservation of rights performs or promises performance or 

assents to performance in a manner demanded or offered by the other party does not thereby prejudice the rights 

reserved. Such words as ‘without prejudice,’ ‘under protest,’ or the like are sufficient.”). 
56 See Weickert v. Alliant Health Sys., Inc., 954 S.W.2d 314 (Ky. 1997). 
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Much of the controversy surrounding balance billing relates to the surprise to patient.57 

While federal regulation may require hospitals to publicly disclose charges,58 questions remain 

as to the contractual enforceability of such charges against the patient. It is a basic fundamental 

principle of contract law that a party cannot be bound to a contract to which it did not assent.59 A 

hospital’s publishing of its customary charges does not equate to a patient’s assent thereto—the 

regulations do not require that the hospital review the charges with the patient prior to providing 

the services.60 A patient cannot assent to charges to which the patient is unaware and does not 

understand.61 Indeed, at least one observer has argued that the failure of a provider to obtain 

patient express consent to charges may amount to a lack of informed consent for the procedure 

entirely.62 

 Nevertheless, providers and hospitals are entitled to a reasonable fee for services under a 

quantum meruit theory.63 Yet, even if hospitals have a right to seek payment for services 

rendered, the reasonableness of the payment remains an issue.64 One party may not unilaterally 

 
57 See Nation, supra note 14, at 161–62; George A. Nation III, Taking Advantage of Patients in an Emergency: 

Addressing Exorbitant and Unexpected Ambulance Bills, 62 VILL. L. REV. 747 (2017); see also Brown, supra note 

21; Gray, supra note 21. 
58 Transparency in Coverage, 84 Fed. Reg. 65464; see also Rich Spiker, Piercing the Healthcare Veil: An Argument 

for Healthcare Pricing Transparency, 7 EMORY CORP. GOVERNANCE & ACCOUNTABILITY REV. 1, 2–5 (2020). 
59 Nation, supra note 5, at 110–20. 
60 Id. at 129–31. 
61 Nation, supra note 13, at 428 (“Hospitals, in general, do not provide prospective patients with a copy of the 

chargemaster. However, even if a copy of the hospital's chargemaster were provided to each potential patient prior 

to treatment, it would mean very little to the patient.”). 
62 Christopher Robertson, Should Patient Responsibility for Costs Change the Doctor-Patient Relationship?, 50 

WAKE FOREST L. REV. 363, 369–75 (2015). 
63 See, e.g., Charlotte-Mecklenburg Hosp. Auth. v. Talford, 714 S.E.2d 476 (N.C. Ct. App. 2011), overruled by 

Charlotte-Mecklenburg Hosp. Auth. v. Talford, 727 S.E.2d 866 (N.C. 2012); Gianetti v. Rutkin, 70 A.3d 104 (Conn. 

App. Ct. 2013); McLain v. West Side Bone & Joint Ctr., 656 So. 2d 119 (Miss. 1995); see also Nation, supra note 

57, at 750–52. 
64 See Talford, 714 S.E.2d at 483; see also Nation, supra note 5, at 107–08. 
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determine that an amount is reasonable under common law contract principles.65 Indeed, 

reasonableness is virtually always a question of fact subject to dispute.66  

If accord and satisfaction give leverage to a patient, the reasonableness of fees is the 

fulcrum. Some consumer advocates argue that patients should challenge the reasonableness of 

bills in court when hospitals sue to collect, or even proactively sue to have the charges denied.67 

But if a patient utilizes accord and satisfaction as provided by the Uniform Commercial Code, 

court action is no longer necessary as the charges are legally uncollectable.68 Even the most 

experienced and well-funded legal teams representing hospitals will have difficulty overcoming 

clear statutory directive.  

Thus, understanding when the requirements of U.C.C. §3-311 are fulfilled—and 

understanding appropriate responses countering such an argument by a patient—is important in 

the development a functioning payment collection system. 

A. Is there an unliquidated or disputed claim? 

 Before accord and satisfaction applies, the creditor must have an unliquidated claim 

against the debtor, or the debtor must dispute the claim in good faith. In the context of a medical 

bill claim, the provider is the creditor seeking payment from the debtor patient.  

 The question then turns to what constitutes an unliquidated claim or a claim subject to a 

bona fide dispute. Generally, a claim is “unliquidated” if it cannot be determined by 

mathematical formula or is subject to the discretion of the trier of facts.69 If damages can be 

 
65 See Nation, supra note 14, at 171–72; see also Nassau Anesthesia Assoc. P.C. v. Chin, 924 N.Y.S.2d 252 (Dist. 

Ct. 2011); Temple Univ. Hosp., Inc. v. Healthcare Mgmt. Alts, Inc., 832 A.2d 501 (Pa. Super. Ct. 2003). 
66 See Gianetti, supra note 63, at 48–49; see also Stamford Hosp. v. Schwartz, 209 A.3d 1243, 1264–65 (Conn. App. 

Ct. 2013); Cansler v. Harrington, 643 P.2d 110, 113 (Kan. 1982). 
67 Julie Appleby, Taking Surprise Medical Bills to Court, N.Y. TIMES, (Dec. 18, 2018), 

https://www.nytimes.com/2018/12/18/well/live/taking-surprise-medical-bills-to-court.html.  
68 U.C.C. § 3-311. 
69 See, e.g., Hansen v. Rothaus, 730 P.2d 662, 665 (Wash. 1986) (internal citations omitted). 
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calculated with certainty (typically by reference to the terms of the contractual agreement), they 

are liquidated.70  

 A liquidated claim, therefore, may only be subject to the doctrine of accord and 

satisfaction if it is subject to a “bona fide dispute” by the debtor.71 The U.C.C. does not define 

the term, but it generally means some defense, counterclaim, or offset asserted by the debtor 

honestly and with a reasonable basis in fact and law.72  

In the medical billing context, unless the patient expressly agrees to the charges before 

the procedure, the charges will be subject to challenge as unreasonable.73 Again, while a provider 

is entitled to a reasonable fee where the fee is not contractually expressed, reasonableness of 

medical expenses is a matter to be determined by a trier of fact based on the particular 

circumstances of each instance.74  

Determining the reasonableness of medical fees requires a consideration of multiple 

factors.75 Courts and commenters have noted that the chargemaster rates relied upon by medical 

providers are not determinative.76 Rather, the trier of fact should determine “what the services 

are usually worth in the community.”77 In consideration thereof, courts typically consider what 

other providers in the community charge and what the provider typically receives for such 

 
70 See id.; see also Denutte v. U.S. Bank, N.A., 213 A.3d 619, 627–28 (Me. 2019) (internal citations omitted). 
71 U.C.C. § 3-311(a)(ii). Note that while the plain language of the statute suggests that accord and satisfaction may 

be utilized when the claim is unliquidated, or when the claim is subject to a good faith dispute, at least one court has 

equated the two alternatives. Baughman v. Automated Horizons, 61 Va. Cir. 67, 69–70 (Va. Cir. 2003). 
72 See Sawyer v. Somers Lumber Co., 282 P. 852, 855 (Mont. 1929); see also Lawrence Ponoroff, Involuntary 

Bankruptcy and the Bona Fides of a Bona Fide Dispute, 65 IND. L.J. 315 (1990). 
73 See State, Univ. of Cincinnati Hosp. v. Cohen, 566 N.E.2d 187, 189 (Ohio Ct. App. 1989) (“In the case sub 

judice, [the patient debtor] did not challenge the accuracy or reasonableness of the hospital's charges. Therefore, it is 

a liquidated debt.”). 
74 See, e.g., Maldonado v. Ochsner, 237 F.R.D. 145, 154 (E.D. La. 2006); Robinson v. Bates, 857 N.E.2d 1195, 

1197–98 (Ohio 2006); Richard B. Curnow, M.D., Inc. v. Sloan, 625 S.W.2d 605, 607 (Mo. 1981); see also Hull & 

Sharma, supra note 25, at 29. 
75 See, e.g., Nassau Anesthesia Assoc. P.C. v. Chin, 924 N.Y.S.2d 252, 252–55 (Dist. Ct. 2011). 
76 See id.; Temple Univ. Hosp., Inc. v. Healthcare Mgmt. Alts, Inc., 832 A.2d 501, 508 (Pa. Super. Ct. 2003); Mark 

A. Hall & Carl E. Schneider, Patients as Consumers: Courts, Contracts, and the New Medical Marketplace, 106 

MICH. L. REV. 643, 663-66 (2008); see generally Nation, supra note 13. 
77 Temple Univ. Hosp., Inc., 832 A.2d at 508.  
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services.78 There will practically always be some variation in expected collections my a medical 

provider: 

[A] hospital's chargemaster prices are set to be discounted not paid. 

Thus, it should not be surprising that very few patients and no 

insurance companies pay these list prices to the hospital. Insurers, 

who are the most common payers, pay a much smaller amount 

arrived at either by applying a negotiated discount factor to the 

hospital's chargemaster prices or based on a negotiated procedure or 

per diem reimbursement system. Hospitals negotiate different 

discounts with different private insurers, and, as noted, government 

insurers set their own rates. As a result, the amount the hospital has 

agreed to accept for the same services and goods varies dramatically 

depending on who is paying the hospital. Government insurers pay 

the least; private insurers pay about 14% more on average than 

Medicare, and uninsured or other self-pay patients owe the most. All 

patients are billed at chargemaster rates, but most are not expected 

to pay them.79 

 

Because of the different reimbursement rates negotiated by third-party health care payers, 

reasonableness will almost always be an issue. 

B. Was an instrument tendered in in good faith in full satisfaction of the claim? 

 The next prerequisite is the tendering of an instrument in good faith as full satisfaction of 

the disputed claim.80 “Tendering of an instrument” is relatively straightforward under the U.C.C. 

Under the U.C.C., a “tender” is an offer to perform,81 and an “instrument” means a negotiable 

instrument.82 Typically, this means a check or promissory note is delivered to the creditor for 

payment on the claim.83 “Instrument” would not include credit card payments, as credit card 

payments are not negotiable instruments.84 

 
78 Hall & Schneider, supra note 76, at 685–87. 
79 Nation, supra note 13, at 446–47. 
80 U.C.C. § 3-311(a)(i). 
81 See U.C.C. §§ 2-507, 2-511, 3-603 (2002). 
82 U.C.C. § 3-104(b) (2002). 
83 See U.C.C. § 3-310 (2002). 
84 See First United Bank v. Philmont Corp., 533 So. 2d 449, 453 (Miss. 1988); see also Richard Sauer, Special 

Problems of Banks with Bankruptcy Debtor Customers, 61 AM. BANKR. L.J. 95, 116–17 (1987). 
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 Next, the instrument must be tendered “in good faith.”85 Under the U.C.C., “good faith," 

generally means “honesty in fact and the observance of reasonable commercial standards of fair 

dealing.”86 Because what constitutes “fair dealing” may differ from situation to situation, the 

determination of good faith is dependent upon facts and circumstances.87  

The good faith inquiry should focus on debtor’s intentions in attempting to resolve the 

disputed claim, not on the underlying claim.88 The official comments to U.C.C. § 3-311 provide 

the example of an insurer tendering a check to an injured person as settlement of a personal 

injury claim clearly covered by the policy.89 If the amount tendered is miniscule compared to the 

total amount recoverable under the policy, a court could find the insurer to have acted not in 

good faith in making the tender.90  

This example could be relevant to the balance billing practice in health care billing, as 

medical debtors tendering small amounts in nominal satisfaction of a comparatively large 

medical bill could be viewed as lacking good faith. That being said, the power dynamics in a 

medical biller-patient relationship are relevant as well.91 Providers unilaterally determine the 

chargemaster rates for the medical services provided.92 If the patient’s medical bill is so large 

due to the unilateral pricing decisions of the health care provider, the comparison between the 

tendered payment and the medical bill could be misleading.93  

 
85 U.C.C. § 3-311(a)(i). 
86 U.C.C. § 1-201(20) (2001). 
87 U.C.C. § 3-311, cmt. 4. 
88 Webb Bus. Promotions, Inc. v. Am. Elecs. & Entm’t Corp., 617 N.W.2d 67, 73 (Minn. 2000); Ross Bros. Constr. 

Co. v. MarkWest Hydrocarbon, Inc., 196 F. App’x. 412, 414–15 (6th Cir. 2006). 
89 U.C.C. § 3-311, cmt. 4. 
90 Id. 
91 Wendy Netter Epstein, Price Transparency and Incomplete Contracts in Health Care, 67 EMORY L.J. 1, 3–4 

(2017). 
92 Id.  
93 Hall & Schneider, supra note 76, at 663–66. 
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The better inquiry may be between the tendered payment and the patient’s ability to pay 

the debt, as this would be a better indicator of the patient’s willingness to prioritize the medical 

debt in light of other financial burdens.94 Medical debt is a leading driver of consumer 

bankruptcy.95 In a consumer bankruptcy, a debtor would be entitled to asset and wage 

exemptions.96 Claims would be paid according to the statutorily established priority schedule, to 

the extent non-exempt assets and wages are available, and pro-rata thereafter.97  

Because medical debt is generally not entitled to any preferential priority, a debtor 

making a tender in compromise of the medical claim that exceeds the amount recoverable in a 

bankruptcy proceeding could be operating in “good faith” under U.C.C. § 3-311, even if the 

amount of the payment is small compared to the medical bill. 

C. Was payment obtained on the tendered instrument? 

 The next prerequisite is relatively straightforward: the creditor must accept and obtain 

payment on the instrument tendered for the disputed debt.98 As discussed above,99 under the 

common law doctrine of accord and satisfaction, the performance of the replacement contract 

discharges the obligation on the original contract.100  

The U.C.C. provision represents the same principle, but in the specific circumstance in 

which the accord is an instrument. The U.C.C. specifically provides that, regardless of whether 

 
94 See Nassau Anesthesia Assoc. P.C. v. Chin, 924 N.Y.S.2d 252, 253-54 (Dist. Ct. 2011) (“So, too, ‘a patient's 

strained financial condition’ may be considered in determining the reasonableness of a medical provider's charges.” 

(citing 83A N.Y. Jur. 2d, Physicians, Surgeons, and Other Healers § 208; Youngentob v Ginsberg, 192 Misc. 1024, 

84 N.Y.S. 2d 37 (Sup. Ct. Kings County 1948)). 
95 Daniel A. Austin, Medical Debt as a Cause of Consumer Bankruptcy, 67 ME. L. REV. 1, 2 (2015) (“The data 

adduced in this study shows that medical bills are the single largest causal factor in consumer bankruptcy). 
96 11 U.S.C. § 522 (2021); see also, Casey W. Baker, Abuse Prevention or Consumer Protection: Trends in 

Consumer Bankruptcy Filings and State-Level Wage Garnishment Exemptions Post-BAPCPA, 6 BUS. & BANKR. 

L.J. 1, 4 (2019). 
97 11 U.S.C. § 507 (2021); see also Baker, supra note 96, at 4. 
98 U.C.C. § 3-311. 
99 Supra Section I. 
100 Winston, supra note 25; Hull & Sharma, supra note 25. 
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accord and satisfaction applies, an accepted instrument discharges the underlying obligation to 

the same extent the underlying obligation would be discharged if an equivalent amount of money 

was paid instead of the instrument.101 The accord and satisfaction rule under U.C.C. § 3-311 

operates as a discharge of the amount of the obligation above and beyond the equivalent amount 

of money on the instrument.102 

 Under the U.C.C., an instrument is “paid” to the extent the holder or other person entitled 

to enforce it actually receives payment on it.103 Generally, this will be through the process of 

presentment outlined in the U.C.C..104 Practically speaking, this means that the creditor deposits 

the check with their banking institution, the check works its way through the banking system, 

and payment is finally credited to the creditor’s bank account.105  

 In the medical billing context, electronic transfers or debit and credit card payments will 

not trigger the accord and satisfaction rule because these payment mechanisms are not 

instruments under the U.C.C..106 “Instruments” generally are limited to drafts, including checks, 

or promissory notes. Thus, these are the payment forms that should be the most concerning to 

medical billers. 

D. Did the Debtor Communicate the Tender was in Full Satisfaction of the Claim? 

 As the final element of accord and satisfaction under U.C.C. § 3-311, subject to certain 

safe harbors discussed infra, the debtor must prove that the tendered instrument was also 

accompanied by a written communication containing a “conspicuous statement” that the tender is 

 
101 U.C.C. § 3-310(a). 
102 U.C.C. § 3-311; see also Hull & Sharma, supra note 25, at 28. 
103 U.C.C. § 3-602 (2002). 
104 U.C.C. § 3-501 (2002). 
105 Michael D. Floyd, How Much Satisfaction Should You Expect from an Accord? The U.C.C. Section 3-311 

Approach, 26 LOY. U. CHI. L.J. 1, 4, at n. 12 (1994) (citing JAMES J. WHITE & ROBERT S. SUMMERS, UNIFORM 

COMMERCIAL CODE § 13-24, at 607-08 (3d ed. 1988)). 
106 U.C.C. § 3-104.  
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in full satisfaction of the disputed claim.107 “Conspicuous” under the U.C.C. means “it is so 

written that a reasonable person against whom it is to operate ought to have noticed it.”108 

 While the statute expressly contemplates that the conspicuous statement may be 

contained in a written letter or other communication accompanying the tendered instrument, 

normally the statement will be written on the instrument itself.109 This assists the debtor in 

proving the statement was conspicuous.110 Presumably, the creditor must look at the face of the 

instrument in order to process the payment on its own internal records—and therefore the 

language on the face of the instrument should be conspicuous.111  

A cancelled check, having cleared the banking system, is itself the proof that this element 

is fulfilled.112 An accompanying letter or other communication does not have this built-in 

verification system—a creditor could claim it never saw the letter, or that it was not reasonable 

to expect its payment processors to read every accompanying correspondence—in its ordinary 

course of payment processing. This would open up a factual dispute to be resolved in litigation. 

 In the medical billing context, it would be impossible to discuss all of the ways 

“conspicuous” language could manifest. The statute does not specify the language necessary to 

communicate the debtor’s intent to settle the dispute fully.113 “Payment in full” is the generic 

language commonly adopted, often with some reference to the disputed claim.114 Indeed, checks 

used in accord and satisfaction transactions are often called “full payment” or “payment in full” 

 
107 U.C.C. § 3-311(b).  
108 U.C.C. § 1-201(b)(10); see also, U.C.C. § 3-311, cmt. 4. 
109 U.C.C. § 3-311, cmt. 4. 
110 Id.  
111 Id.  
112 Id.  
113 See Floyd, supra note 105, at 3 n.11.  
114 Id. 
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checks as a shorthand.115 Thus, checks bearing some form of extraordinary notation on them are 

the most likely to trigger accord and satisfaction in the medical billing context. 

 With the relative ease by which the accord and satisfaction language can be included on a 

check, debtors may be tempted to place “payment in full” language on all checks used for the 

payment of all claims. The potential for abuse is apparent: a dispute may be manufactured as to 

the underlying claim, with the check operating as a final resolution. In fact, the official 

comments to U.C.C. § 3-311 warn against this practice:  

Another example of lack of good faith is found in the practice of 

some business debtors in routinely printing full satisfaction 

language on their check stocks so that all or a large part of the debts 

of the debtor are paid by checks bearing the full satisfaction 

language, whether or not there is any dispute with the creditor. 

Under such a practice the claimant cannot be sure whether a tender 

in full satisfaction is or is not being made. Use of a check on which 

full satisfaction language was affixed routinely pursuant to such a 

business practice may prevent an accord and satisfaction on the 

ground that the check was not tendered in good faith under 

subsection (a)(i).116 

 

As discussed supra, at Section II.C, the issue of good faith is factual, to be litigated and 

determined by the trier of fact.  

 E. What Statutory Safe Harbors are Available? 

 As mentioned above, U.C.C. § 3-311 largely codifies the common law doctrine with 

regard to use of checks and other payment instruments to effect an accord and satisfaction.117 

However, the statute provides two safe harbors for creditors that are not available at common 

law.118 

 
115 See Charleston Urban Renewal Auth. v. Stanley, 346 S.E.2d 740, 743 (W. Va. 1985) (“If a check is tendered 

bearing the words ‘payment in full’ or some other words of similar purport, the payee may either accept the check 

and acknowledge the accord and satisfaction, or return the check to the payor. . . . The ‘full payment’ check has 

provided a method for both distraught debtors and aggrieved consumers to settle disputes without litigation.”). 
116 U.C.C. § 3-311, cmt. 4. 
117 Hull & Sharma, supra note 25, at 24–25. 
118 U.C.C. § 3-311(b) & (c); Hull & Sharma, supra note 25, at 26–27. 
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 1. Designated Office for Disputed Claims 

 First, under certain circumstances, the balance of the underlying claim is not discharged 

if the debtor did not follow the creditor’s instructions as to resolution of disputed claims.119 This 

safe harbor has, essentially, three elements:  

(i) the creditor must be an organization;  

 

(ii) the creditor must send a conspicuous statement to the debtor within a 

reasonable time before the tender that any communications regarding a 

disputed claim—including instruments tendered as full settlement thereof—

must be sent to a designated person, office, or place; and 

 

(iii) the tendered instrument was not received by the designated person, office, or 

place.120 

 

At least one court has interpreted the safe harbor to require that a dispute exist prior to the 

creditor sending the debtor the statement with dispute resolution instructions.121 

According to the official comments, this safe harbor is designed to protect organizational 

creditors against inadvertent accord and satisfaction.122 Certain organizations may have claims 

against a large number of customers, with ordinary payment processing centers not designed for 

detailed examination of every payment received for “payment in full” language on checks or 

other communications from customers. 123 Designating a special office for such review better 

assures the creditor will not inadvertently accept an unintended accord and satisfaction. 

 This safe harbor seems especially apt for large medical providers, such as hospitals, with 

payment processing centers that may process hundreds or thousands of checks per day.124 

However, smaller providers, such as a family practice with only one office, may not be able to 

 
119 U.C.C. § 3-311(c)(1); Hull & Sharma, supra note 25, at 26–27. 
120 U.C.C. § 3-311(c)(1); Hull & Sharma, supra note 25, at 26. 
121 See Milton M. Cooke Co. v. First Bank & Trust, 290 S.W.3d 297, 306–07 (Tex. Ct. App. 2009). 
122 U.C.C. § 3-311, cmt. 5. 
123 Id. 
124 See id. 

326



afford the overhead necessary to create a separate designated office or person responsible for all 

disputed claims.  

Furthermore, the burden of proof falls on the creditor to demonstrate that the safe harbor 

applies.125 Proof of a negative occurrence —that a check was not received in accordance with 

instructions—is more difficult than proving a positive occurrence.126 The absence of a business 

record may be introduced to prove that the event did not occur, under certain circumstances.127 

To take advantage of this rule, record-keeping practices will need to be well-documented and 

routinely followed by the designated office.128 

2. Payment Reversal Within 90 Days 

 The second safe harbor offers a creditor a limited opportunity to reverse its acceptance of 

the instrument tendered by the debtor.129 If the creditor, whether or not an organization, proves 

that within 90 days of the debtor’s tender of the instrument, the creditor tendered repayment of 

the amount of the instrument to the debtor, the underlying claim is not discharged.130 However, 

the safe harbor is not available if the creditor is an organization that sent a statement in 

accordance with the first safe harbor.131 

 Again, the official comments state that this second safe harbor is intended to prevent 

inadvertent accord and satisfaction.132 Some organizations may see the first safe harbor as an 

inefficient solution—customers may send all checks to the designated office, rather than just 

 
125 See U.C.C. § 3-311(c)(1). 
126 See Elkins v. United States, 364 U.S. 206, 218 (1960); see also Marc A. Franklin & Daniel J. Bussel, Defamation 

and the First Amendment: New Perspectives: The Plaintiff's Burden in Defamation: Awareness and Falsity, 25 WM. 

& MARY L. REV. 825, 860–61 (1984). 
127 See, e.g., FED. R. EVID. 803(7); see also 29A AM JUR. 2D Evidence § 1227 (2020). 
128 See 29A AM. JUR. 2D Evidence § 1218 (2020). 
129 See U.C.C. § 3-311(c)(2); see also Hull & Sharma, supra note 25, at 27. 
130 U.C.C. § 3-311(c)(2); Hull & Sharma, supra note 25, at 27. 
131 See U.C.C. § 3-311(c)(2). 
132 U.C.C. § 3-311, cmt. 6. 
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checks relating to disputed claims, limiting the benefit of rapid payment processing systems.133 

Thus, the second safe harbor allows all checks to be processed by a single office, but requires 

account review on the back end of the process to determine what payments may need to be 

reversed to prevent a discharge. 

 3. Safe Harbor Limitations 

 Both safe harbors are limited by U.C.C. § 3-311(d).134 The safe harbors exist to prevent 

an inadvertent accord and satisfaction—they do not permit a creditor to avoid an intended accord 

and satisfaction due to statutory technicality. Thus, under U.C.C. § 3-311(d), the safe harbors do 

not apply if the debtor proves that within a reasonable time before collection of the instrument 

was initiated by the creditor, the creditor or its agent with direct responsibility for the disputed 

claim had knowledge that the instrument was tendered as an accord and satisfaction.135  

 “Knowledge” in this context means “actual knowledge.”136 Determining whether an 

organization has actual knowledge of a fact requires additional analysis. Knowledge is imputed 

to an organization “from the time it is brought to the attention of the individual conducting that 

transaction and, in any event, from the time it would have been brought to the individual's 

attention if the organization had exercised due diligence.”137  

Thus, in an accord and satisfaction context, the first step is determining the "individual 

conducting that transaction"—according to the official comments to U.C.C. § 3-311, this would 

be the “employee or other agent of the organization having direct responsibility with respect to 

 
133 Id. 
134 See U.C.C. § 3-311(c). 
135 U.C.C. § 3-311(d). 
136 U.C.C. § 1-202(b) (2001); see also, U.C.C. § 3-311, cmt. 7. 
137 U.C.C. § 1-202(f); see also, U.C.C. § 3-311, cmt. 7. 
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the dispute.”138 If this person has actual knowledge that a check was tendered as an accord and 

satisfaction, the safe harbors are not available to the creditor.139 

What if another person in the organization has actual knowledge of the debtor’s intent 

with the tender? Under the U.C.C., the knowledge is imputed to the organization only if the 

knowledge would have been brought to the responsible individual’s attention “if the organization 

had exercised due diligence.”140 “Due diligence,” in this context, means the maintenance of 

“reasonable routines for communicating significant information to the person conducting the 

transaction and there is reasonable compliance with the routines.”141 Due diligence does not 

necessarily require that any knowledge be communicated to the responsible person, unless such 

communication is part of the ordinary tasks of the person with the knowledge.142  

The official comments to U.C.C. § 3-311 provide an example. If a mail clerk discovers a 

“payment in full” check, the knowledge of the clerk is not imputed to the organization, assuming 

the clerk is not the individual within the organization responsible for the disputed claim 

purported to be settled.143 Likewise, there is not a failure of due diligence unless the organization 

requires its mail clerks to communicate “payment in full” or similar statements discovered, and 

the organization also is not required to impose this duty on its mail clerks.144 

The official comments raise additional scenarios. The first is the receipt of a “payment in 

full check” by a debt collector.145 According to the comment, if a “payment in full check” is 

received by a collection agency, obtaining payment of the check will result in an accord and 

 
138 U.C.C. §3-311, cmt. 7. 
139 Id.  
140 U.C.C. § 1-202(f). 
141 Id.  
142 Id.  
143 U.C.C. § 3-311, cmt. 7. 
144 Id.  
145 Id. Note that attorneys can be considered debt collectors under federal law. See, e.g., Reese v. Ellis, Painter, 

Ratterree & Adams LLP, 678 F.3d 1211, 1218-19 (11th Cir. 2012). 
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satisfaction, even if the creditor gave notice pursuant to the safe harbor that full satisfaction 

checks be sent to some other office.146  

Second, if a high ranking company executive obtains the check with the purported 

“payment in full” language, this knowledge does not necessarily impute to the organization.147 

According to the official comment, it is unlikely that the check will receive the personal attention 

of the executive, unless such matters are usually handled by the executive.148 However, the 

comment does raise the possibility that the executive could voluntarily assume personal 

responsibility for the specific “payment in full” check, which would result in an effective accord 

and satisfaction.149 This raises the interesting possibility that employees who take actions outside 

of their ordinary job roles could nullify the safe harbors. Such a result would have to be 

reconciled against the overarching principle that the safe harbors are intended to prevent an 

inadvertent accord and satisfaction.150 

Finally, the creditor may assign the disputed claim to a finance company.151 In such a 

case, the assignee of the claim becomes the creditor, and an agent of the assignee becomes the 

relevant agent for knowledge imputation consideration under U.C.C. § 3-311(d).152 

III. Strategies to Reduce the Risk of Accord and Satisfaction in Medical Billing 

 For any creditor, understanding the accord and satisfaction doctrine under U.C.C. § 3-311 

is critical in avoiding its impact. This is especially true for medical providers attempting 

collections directly from patients, due to the nature of health care pricing. As discussed above, 

the unilateral nature of the provider’s chargemaster pricing, and the various discounts agreed to 

 
146 U.C.C. § 3-311, cmt. 7. 
147 Id.  
148 Id. 
149 Id.  
150 U.C.C. § 3-311, cmt. 6. 
151 U.C.C. § 3-311, cmt. 8. 
152 Id. 
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by providers with third-party payers, almost certainly raise a bona fide dispute over 

reasonableness.153 A “payment in full” check with the settlement language on the instrument that 

clears the bank processing system will establish both the “conspicuous statement” and “obtain 

payment” elements of the rule.154  

 A. Litigation Strategies 

While accord and satisfaction is an affirmative defense that must be pled in a responsive 

pleading,155 two primary litigation strategies emerge in attacking the accord and satisfaction 

defense in a collection matter. 

 First, the creditor may attack the debtor’s good faith in the tendering of the instrument. 

As discussed above, good faith is a question of fact to be determined by the factfinder.156 While a 

large medical provider will, presumably, have a resource advantage over the consumer debtor in 

the collection litigation, the cost of a long, drawn-out discovery process will negatively impact 

the economics of the collection action.  

Furthermore, success is not guaranteed. As discussed above, the focus is on the debtor’s 

intent in tendering the instrument.157 While a tender of a small amount compared to the debt is an 

indicator of a lack of good faith,158 the reality of consumer collections and bankruptcy is that 

even a small tender may be generous depending on the consumer’s financial situation.159  

Thus, some initial discovery to assist the creditor in gauging the chance for success is 

probably warranted. Discovery focused on the debtor’s income, debt service, and net worth is 

appropriate. Consumer payment practices are also worth investigating. As discussed above, the 

 
153 See discussion supra Section II.A. 
154 See discussion supra Sections II.C & II.D. 
155 See, e.g., FED. R. CIV. P. 8(c)(1). 
156 See discussion supra Section II.B. 
157 Id. 
158 Id. 
159 Id. 
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official comments to U.C.C. § 3-311 state that the debtor’s inclusion of “payment in full” 

language on checks as a common practice negates good faith.160  

The second general strategy is establishing a safe harbor. However, the factual basis for a 

safe harbor should be established prior to the collection action, and both may require operational 

changes to implement. As discussed above, the first safe harbor requires the medical provider to 

designate a specific office, person, or place for any communication regarding disputed claims. 

The operational challenges of this safe harbor are not dramatically different for medical 

providers compared to other organizations—additional overhead will need to be allocated for the 

space and employee training necessary to identify and resolve the dispute.161  

However, for medical providers, additional training will be necessary to assure 

compliance with patient privacy regulations. While federal regulations permit disclosure of 

protected health information for “treatment, payment, or health care operations,”162 such 

disclosure is only permitted “to the minimum necessary to accomplish the intended purpose of 

the use, disclosure, or request.”163 Intra-organizational disclosures of protected health 

information beyond the minimum necessary for collection of payment could result in a violation.  

 The second safe harbor allows a creditor to accept all checks and then conduct an account 

review after the fact to determine whether an accord and satisfaction has been attempted. To do 

so, medical practices will need to make sure their accounting system is set up to match all 

payments to outstanding bills.  Each payment must be applied to the correct account.  Then a 

query of invoices with payments less that the full invoice amount could be run monthly to flag 

accounts that may need to be more closely scrutinized.  

 
160 Id. 
161 See discussion supra Section II.E. 
162 45 C.F.R. § 164.506 (2020). 
163 45 C.F.R. § 164.502(b) (2020). 
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The development of optical scan technologies and artificial intelligence systems may 

improve efficiencies as well, as check payments could be scanned and indexed to the appropriate 

account for the monthly review. However, the “payment in full” text would usually be written in 

cursive or unconstrained block letters, and commercially available optical character recognition 

is not 100% accurate.164 There is ongoing research in ways to improve the accuracy of the hand-

written images, but current approaches are time consuming and would slow down the collection 

process.165 For example, one group of researchers was able to achieve approximately a 90% 

accuracy rate for the English language, but this approach requires a five step process to capture 

the script into a computer file format.166  

Thus, for now, providers utilizing the second safe harbor should also retain an image of 

all checks with written text captured in the optical scan phase, to directly review the accounts at 

the end of each month. It is important to remember that both safe harbors cannot be utilized at 

the same time.167 Thus, health care providers—and counsel advising them—should carefully 

consider the operational limitations and capabilities of the medical provider when choosing 

between the two. 

B. Disclosure of Prices with Patient Assent 

Beyond litigation, proactive providers could simply make a direct disclosure to the 

patient upon intake of all charges associated with the procedure, to which the patient would 

 
164 See, e.g., Eyal, What is Typical Field Acceptance Rate and OCR Accuracy Level, OCR SOLS. (Mar. 22, 2017), 

http://ocrsolutions.com/typical-field-acceptance-rate-ocr-accuracy-level. 
165 See, e.g., Diana Bratić & Nikolina Stanić Loknar, AI Driven OCR: Resolving Handwritten Fonts Recognizability 

Problems, UNIV. OF NOVI SAD (2020), http://www.grid.uns.ac.rs/symposium/download/2020/82.pdf.  
166 B. Hari Kumar & P. Chitra, International, National and Local Languages OCR Segmentation of Running Hand 

Scripts, 9 INT’L J. ENG’G ADVANCED TECH. 169 (2020). The first step is the image scanning, which would be 

initially required to process the payment. To parse the hand-written script accurately would require four additional 

steps that would drastically slow down the processing of the payments. 
167 U.C.C. § 3-311(c)(2). 
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expressly consents.168 This would reduce the risk of a good faith dispute arising as to the claim. 

But such disclosures simply are not feasible in all circumstances. As one observer has noted, 

health care service pricing is not comparable to a restaurant menu, where a consumer can 

examine all options and select the one he or she wants ahead of time.169 Rather:  

A patient may know, for instance, that he needs a hernia repair 

procedure, and he may have discussed the various procedures in 

detail with his doctor in order to determine which one is best for 

him. But, even if the patient is very well informed regarding hernia-

repair options, he has no idea how many pairs of surgical gloves, 

operating room hours, or suture materials, etc. are needed to perform 

this procedure. Moreover, in some cases, such as those for 

emergency services, a patient may not even know in a general way 

what treatment he is seeking.170 

 

Thus, even with full disclosure of prices, there remains some chance of a dispute over 

reasonableness, as access to the chargemaster does not allow the patient to truly calculate the 

price. 171 

 Thus, price transparency is not necessarily the answer to surprise medical bills, and direct 

disclosure could lead to violations of public anti-trust policy. The policy goal of the transparency 

rules is to create consumer-style competition, where consumers can “shop” for health care 

services to lower personal and system-wide health care costs.172 However, while providing 

consumers with price information may be considered beneficial, ensuring that the information 

provided to consumers is helpful in making cost-effective health care decisions is arguable from 

a hospital or insurer’s viewpoint. Price information is not designed for consumer decision-

making, nor is it likely to be used by consumers to make critical health care decisions; in fact, 

 
168 Nation, supra note 14, at 169–72. 
169 Nation, supra note 13, at 428–29. 
170 Id. 
171 Id. 
172 Cindy Ehnes et al., 10 Things to Expect from the New Hospital Price Transparency Rule, HEALTH AFFS. (Mar. 6, 

2020), https://www.healthaffairs.org/do/10.1377/hblog20200304.157067/full/. 
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competing providers could use the disclosed price information to reduce and/or eliminate price 

competition.173  

The idea behind price transparency is simple: transparency in pricing will lead to more 

shopping by consumers and will help employers create payment models with providers allowing 

employees to maximize value from their health care dollars spent; health care providers will 

compete for market share and effect a lowering of costs due to competition.174 Theoretically, 

increased shopping by consumers for health care services could create a lowering of costs for all 

people, not just those who shop for services. Upfront pricing could also reduce the effects of 

health care consumers receiving a “surprise billing” notice, even if the cost of all health care 

services provided cannot be fully calculated and billed until after the fact.175 But the price 

transparency mandate upheld by the D.C. Circuit Court takes effect without specific safeguards 

in place to protect against anticompetitive effects or the threat of collusion among hospitals or 

payers.176  

On January 1, 2019, as hospitals were required to post publicly their chargemaster lists, 

the posting of these lists was essentially useless to consumers because they were too difficult for 

the average consumer to interpret and there was too much variation among providers in the 

presentation of a list’s contents of health care services.177 As discussed above, hospitals have 

 
173 Dionne Lomax & Sophia Sun, Price Transparency: Friend or Foe? How Price Transparency May Impact 

Competition in the Health Care Industry, CPI ANTITRUST CHRON. (May 2020), 

https://www.affiliatedmonitors.com/wp-content/uploads/2020/06/CPI-Lomax-Sun.pdf. 
174 Lovisa Gustafsson & Shawn Bishop, Hospital Price Transparency: Making it Useful for Patients, COMMW. 

FUND (Feb. 12, 2019), https://www.commonwealthfund.org/blog/2019/hospital-price-transparency-making-it-

useful-patients. 
175 Brian Blase, Make Transparent Health Care Prices a Price of any Future Aid to the Health Care Industry, 

HEALTH AFFS. (June 16, 2020), https://www.healthaffairs.org/do/10.1377/hblog20200615.566069/full/.  
176 Lomax & Sun, supra note 173, at 9–10. 
177 Gustafsson & Bishop, supra note 174; Julie Appleby & Barbara Feder Ostrov, As Hospitals Post Sticker Prices 

Online, Most Patients Will Remain Befuddled, KAISER HEALTH NEWS (Jan. 4, 2019), https://khn.org/news/as-

hospitals-post-sticker-prices-online-most-patients-will-remain-befuddled/.  
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asserted that most health care is not “shoppable” and consumers could not make an informed 

decision on what products or services and from which provider would meet their needs.178  

Coupled with the difficulty for a consumer to interpret pricing information properly, there 

exists a question of what quality of service would be provide at a given price. There is no quality 

data involved in a chargemaster list. Health care financial and economic professionals point out 

many people fall victim to the idea that higher price equates with higher quality and that is not 

the case for health care services.179 Because the quality of care is not the same across providers 

and some hospitals have a better reputation than others, a patient usually defers to their 

physician’s advice.180  

Direct disclosure of health care prices could also lead to the violation of public anti-trust 

policy. Hospitals and insurers assert that revealing health care prices, especially those charges 

that are negotiated between payer-specific entities and the hospital could lead to tacit collusion in 

price-fixing among insurers and cause an increase in pricing.181 If the number of sellers in a 

market is small and the barriers to entry for new sellers within that market is high and those 

sellers within the market have mutual knowledge of their competitors’ prices, then the 

opportunity for tacit collusion is possible where existing sellers individually restrict supply and 

raise prices.182 Insurers further assert that by revealing prices of negotiated rates it will hurt their 

 
178 Evans, supra note 12.  
179 Gustafsson & Bishop, supra note 174; Robert F. Graboyes & Jessica McBirney, Price Transparency in 

Healthcare: Apply with Caution, MERCATUS (Aug. 19, 2019), https://www.mercatus.org/system/files/graboyes-

price-transparency-mercatus-research-v1.pdf.  
180 ECCOVIA, Regulations Regarding Pricing Transparency in Hospitals (Jan. 9, 2020), 

https://eccoviasolutions.com/regulations-regarding-pricing-transparency-in-hospitals/.  
181 Graboyes & McBirney, supra note 179, at 5–6. 
182 Id. 
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ability to provide the best discounts allowing employers and families to save money, thus 

making transparent prices harmful to health care costs, rather than helpful.183  

For hospitals and insurers, CMS’s Final Rule on transparency makes it difficult for both 

entities to reconcile with anti-trust doctrine and policy. Traditionally, negotiated charges have been 

closely guarded information, and as such, the information is viewed as competitively sensitive 

from an anti-trust perspective, so as some observers note:  

[C]ompeting hospitals, physicians, and other providers who agree 

among themselves on the prices that they will charge for services 

[and] the prices that they will pay to suppliers for goods … expose 

themselves to per se liability for price fixing, even if they enter into 

those agreements for what they believe to be beneficial purposes, 

such as controlling costs to consumers or improving quality.184  

 

As hospitals are now mandated to reveal all standard charges by the provision of 

transaction specific information to consumers, there is a need to align the information revealed 

against the goals of anti-trust law so as to ensure the disclosure of the information will not 

“inadvertently” create a rise in prices and subsequently make future health care costs higher.   

The Federal Trade Commission weighed in on the transparency issue in Minnesota by 

stating:  

Typically, health care providers (hospitals, outpatient facilities, 

physician groups, or solo practitioners) compete against each other 

to be included on a health plan’s list of preferred providers. When 

networks are selective, providers are more likely to bid aggressively, 

offering lower prices to ensure their inclusion in the network. But 

when providers know who the other bidders are and what they have 

bid in the past, they may bid less aggressively, leading to higher 

overall prices.  

 

We believe it is possible to give consumers the specific kinds of 

information they need to make better health care choices, while 

avoiding broad disclosures of bids, prices, costs, and other sensitive 

 
183 Blase, supra note 175; Kimberly Rai & Steven Chananie, Balancing Provider Pricing Transparency and Anti-

Competitive Behavior, SHEPPARD MULLIN HEALTHCARE L. BLOG (June 9, 2020), 

https://www.sheppardhealthlaw.com/2020/06/articles/hospitals/balancing-providing-pricing-transparency/.  
184 Lomax & Sun, supra note 173, at 9. 
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information that may chill competition among health care providers. 

Striking the right balance and mitigating the risk of harm to the 

competitive process, requires careful fine-tuning of transparency 

laws and regulations. As with all things, details matter.185   

 

Economic research supports the balancing of sensitive competitive pricing information mandated 

by the transparency rules against anti-trust laws and regulations.186 It is not difficult to envision an 

insurer pressuring a hospital to raise rates negotiated with a competing insurer in order to maintain 

any relationship with the insurer’s patients.187  

Final implementation of the broad price disclosure rule—the rule upheld by the D.C. 

Circuit Court—raises multiple questions for hospitals and health care facilities.188 It presents the 

opportunity for hospitals to revisit the rationale for their pricing, delivery methodologies, costs, 

desired financial outcomes for services, and their obligations to patients.189 Proactive negotiating 

and revenue strategies may protect them from having third-party payers guide services away 

from the hospital or for a consumer to opt for a lower-cost option.190 As the transparency rules 

give competing hospitals as much, if not more usable information than they provide to 

consumers, lower priced-hospitals may discover their facilities have disparities in payment for 

services compared to competitors. The lower paid facilities can use the information to negotiate 

higher costs overall – leading to higher health care prices and even greater surprise bills. 191 

 
185 Tara Isa Koslov & Elizabeth Jex, Price Transparency or TMI?, FED. TRADE COMM’N (July 2, 2015), 

https://www.ftc.gov/news-events/blogs/competition-matters/2015/07/price-transparency-or-tmi; see also Lomax & 

Sun, supra note 173, at 9. 
186 See Koslov & Jex, supra note 185. 
187 Id. 
188 Ehnes et al., supra note 172.  
189 Jeff Lagasse, With Price Transparency an Inevitability, Hospitals Need to Start Working Toward Compliance, 

HEALTHCARE FIN. (Sept. 15, 2020), https://www.healthcarefinancenews.com/news/price-transparency-inevitability-

hospitals-need-start-working-toward-compliance.  
190 Jack O’Brien, 4 Ways Hospitals Should Prepare for the Price Transparency Rule Next Year, HEALTH LEADERS 

(July 30, 2020), https://www.healthleadersmedia.com/finance/4-ways-hospitals-should-prepare-price-transparency-

rule-next-year.  
191 Ehnes et al., supra note 172. 
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IV. Conclusion 

 While federal health policy makers, backed by the federal courts, have pushed disclosure 

rules in order to give patient consumers more information for health care decision-making, these 

policy efforts continue to ignore the ongoing problem of surprise medical bills. Nevertheless, 

uninsured, and out-of-network patients may take advantage of the commercial law doctrine of 

accord and satisfaction to effect a resolution of unreasonable surprise bills. 

 Health care providers, administrators, and counsel should be aware of the doctrine in 

building and executing payment processing systems. Because litigation strategies are limited in 

combatting accord and satisfaction, the particular operational and financial attributes of the 

provider should be considered in shaping the strategies providers implement to establish a safe 

harbor under the statute. Direct price disclosure to patients, with confirmed patient assent thereto, 

is the contractual ideal—but may actually result in systemically higher health care prices in 

contrast to the stated policy goal of federal regulators. 
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Since Actavis, reverse payment settlements have become more complicated – often involving 

multiple parties in multiple drug and geographic markets.  These settlements seem to have 

become the norm.  They raise new challenges for private plaintiffs and the FTC alike.  Courts 

across the country have had different approaches to these complex settlements.  We argue 

that their approach has led to too many anticompetitive behaviors going unenforced.  Since 

Twombly, Courts have put a heavy evidentiary burden on plaintiffs.  This burden is often 

impossible to satisfy. Courts should start from the context of the deals and the theory behind 

reverse payment, and then add evidence to the specific deal as the plus or supporting factor, 

instead of some of their current approaches of focusing first and foremost on evidence.
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1. INTRODUCTION    

Reverse payment refers to the practice of settling patent cases where the plaintiff-patent 

holder pays the alleged infringer-defendant.1  Reverse payment settlements create frictions 

between two legal aims:2 (1) the patent system attempting to incentivize the development of 

new drugs, by offering a temporary right to exclude others (dynamic efficiency); and (2) the 

competition laws which promote low prices, by encouraging generic entry once a drug is 

created (static efficiency).  

First, some drug manufacturers invent new drugs.  These innovating drug 

manufacturers can exclude others from their market by listing patents with the Food and 

Drug Administration (“FDA”)3 in a New Drug Application (“NDA”).4  An NDA is a “long, 

comprehensive, and costly”5 process designed to ensure the safety and efficacy of new drugs. 

Second, some drug manufacturers produce generic drugs.  These generic producers 

can expedite their market entry by submitting an Abbreviated NDA (“ANDA”).  An ANDA 

is a streamlined NDA process where a generic producer shows that a generic is similar to the 

brand drug.6  Generic firms must also show their drug does not violate any patents.  The 

generic manufacturer files a “Paragraph IV” application asserting that the relevant patents are 

invalid and/or not infringed.7  

Congress created the ANDA process with the Drug Price Competition and Patent 

Term Restoration Act of 1984, commonly known as the Hatch-Waxman Act (the “Act”).8  

The Act was designed to “clean out” poor quality drug patents and benefit consumers with 

 
1 See FTC v. Actavis, Inc., 133 S. Ct. 2223, 2227 (2013) (discussing the definition of a reverse payment 

settlement). 
2 See In re Cipro Cases I & II, 348 P.3d 845, 850 (Cal. 2015) (discussing how these settlements raise “a crucial 

question at the intersection [of] two bodies of law.”); see also In re Wellbutrin XL Antitrust Litigation, 868 F.3d 

132, 141 (3d Cir. 2017) (discussing how these settlements lie “at the confluence of intellectual property and 

antitrust law.”); see also In re Aggrenox Antitrust Litigation, 94 F. Supp. 3d 224, 233 (D. Conn. 2015) (“This 

case arises at the intersection of two areas of law that would seem to be naturally at odds with one another.”). 
3 See 21 U.S.C. § 355. 
4 Id. 
5 See Actavis, 133 S. Ct. at 2228. 
6 21 U.S.C. § 355(j). 
7 21 U.S.C. § 355(b)(2)(A)(iv). 
8 Drug Price Competition and Patent Term Restoration Act of 1984, 21 U.S.C. §§ 301, 355, 360cc. 
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low-price generics.9  To encourage ANDA filings, the Act created a 180-day generic 

exclusivity period for the first-filer: during that period, the ANDA applicant can launch a 

generic and exclude others from entering apart from the NDA applicant, who can produce an 

“Authorized Generic.”10  This exclusivity period often generates the majority of profits for a 

generic drug.11 

A Paragraph IV ANDA is considered a constructive patent infringement.  So, brand 

manufacturers can litigate based on the filing.12  If a timely lawsuit is filed, the FDA cannot 

approve any other ANDA filings for up to thirty months or until lawsuit resolution 

(whichever is sooner).13  Thus, a brand company can delay generic entry by filing an 

infringement lawsuit.  Because the Act is embedded with incentives to litigate nearly all 

ANDA filings, one court described it as an illustration “of the law of unintended 

consequences.”14 

The first section discusses the early theory and case law.  Most of the debate revolved 

around the appropriate counterfactual and legal standard of review used to assess whether a 

settlement was anticompetitive.  The second section discusses the Actavis Supreme Court 

decision that changed how courts assess the anti-competitiveness of a settlement.  It also 

discusses the scholarly debate before and after the decision.  The third section investigates 

how courts have interpreted the Actavis decision, which has left much to interpretation and 

led to inconsistencies. 

The final section discusses multiparty and multimarket agreements and argues that 

they should be treated differently.  For multilateral agreements, enforcement is problematic: 

 
9 For a good discussion on the goals of the Act, see In re Cipro Cases I & II, 348 P.3d 845, 853 (Cal. 2015).  
10 21 U.S.C.  § 355(j)(5)(B)(iv). 
11 The Supreme Court observed that the “vast majority of potential profits for a generic drug manufacturer 

materialize during the 180-day exclusivity period.”  FTC v. Actavis, Inc., 133 S. Ct. 2223, 2229 (2013). 
12 The Supreme Court further observed that a Paragraph IV filing often means “provoking litigation.”  Id. at 

2228.  
13 21 U.S.C. § 355(c)(3)(C). 
14 Cipro, 348 P.3d 845, 853; see also In re Wellbutrin XL Antitrust Litigation, 868 F.3d 132, 158 (3d Cir. 2017). 

(“Litigiousness was a product of Hatch-Waxman.’’) (internal quotation marks and citations omitted). 
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monitoring and incentive to litigate decrease.  In light of these issues, we argue that courts 

should contextualize these multifaceted deals and reconsider the evidentiary standards 

required to prove anticompetitive behavior by giving more weight to theories. 

2. PRE-ACTAVIS 

Brand manufacturers (the plaintiffs) have more to lose than the generic producers (the 

defendants) have to gain.15  The brand firms want to protect their monopoly rent16 while 

generic firms want a share of that rent.  Thus, brand companies have an incentive to settle and 

delay the defendant’s market entry, which also delays any other entry.  The settlement 

payment can be viewed as the brand firm sharing monopoly profits with the generic.  

a. Settlements and Reverse Payments 

Settlements affect societal welfare.  If a contested patent would not have been invalidated at 

trial (Figure 1 Panel 1), then a settlement (Figure 1 Panel 3) increases societal welfare. The 

settlement allows the generic to enter the market earlier than the trial would have. So, 

settlements should be encouraged, and trials become a waste of resources.   

But if the contested patent would have been invalidated at trial (Figure 1 Panel 2), 

then the same settlement (Figure 1 Panel 3) would decrease societal welfare. This settlement 

delays generic entry later than the trial would have. So, settlement should be discouraged, and 

trials should be encouraged.   

 
15 “The high profit margins of a monopolist drug manufacturer may enable it to pay off a whole series of 

challengers rather than suffer the possible loss of its patent through litigation.”  King Drug v. Smithkline, 791 

F.3d 388, 215 (3d Cir. 2015).  
16 For a lawfully obtained patent, defending its validity could also be construed as an attempt to maintain this 

monopoly.  But, similarly, the Noerr-Pennington (named after the cases Eastern Railroad Presidents 

Conference v. Noerr Motor Freight, Inc., 365 U.S. 127, 135 (1961) and United Mine Workers v. Pennington, 

381 U.S. 657, 670 (1965)) doctrine ensures that parties are immune from antitrust liability for attempting to 

influence the passage or enforcement of laws.  Thus, suing to enforce a patent would be immune from antitrust 

enforcement. 
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In other words, depending on the counterfactual world, settlements can be socially 

(un)desirable. Being socially undesirable does not, however, make a settlement unlawful or 

anticompetitive.  The jump from socially undesirable to anticompetitive is complex.  
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 Ex-Post Trial Point of View 

(1) Bad state of the world: patent not invalidated 

 

 

 

 

 

 

 

 

 

 

Ex-Post Trial Point of View 

(2) Good state of the world: patent invalidated 

 

 

 

 

 

 

 

 

 

Ex-Post Settlement Point of View 

(3) Settlement: patent not invalidated & entry of generic before the expiration 

 

 

 

 

 

 

 

 

 

Figure 1: Ex-post Analysis 
 

b. Early Case Law 

Circuit courts split on when reverse payment settlements become anticompetitive.17 

The early debate revolved around three questions: whether these settlements involved reverse 

 
17 For an excellent discussion on pre-Actavis case law, see In re K-Dur Antitrust Litigation, 686 F.3d 197, 209–

14 (3d Cir. 2012). 
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payments from the patent holder (the plaintiff) to the alleged infringer (the defendant), 

whether these payments signaled anticompetitive coordinated behavior (i.e., a cartel), and 

whether these payments could be justified as the lawful exercise of patent rights. 

Reverse payment settlements have been challenged under antitrust law by private 

plaintiffs and the Federal Trade Commission (“FTC”).  Private plaintiffs are typically direct 

or indirect18 purchasers facing higher prices due to delayed generic entry.  Private plaintiffs 

can also be rivals claiming that the settlement creates a barrier to entry because of the generic 

exclusivity period.19 

i.  The Early Period (2001–2003) 

 In two early cases, courts assessed these settlements under the per se rule.20  Both 

cases involved an agreement where the ANDA-applicant firm Andrx agreed not to launch an 

“at risk” generic while the patent litigation with brand firm Hoechst Marion Roussel was 

ongoing.21  This settlement created a bottleneck for other rivals because Andrx had yet to 

trigger its 180-day exclusivity period.22 

In Andrx Antitrust Litigation, a rival generic firm sued Andrx.23  The plaintiff alleged 

that it was harmed by the agreement because other generics could not enter the market.  The 

D.C. Circuit held that bottlenecking rivals via a reverse payment settlement was per se illegal 

because it signaled anticompetitive intent to restrain trade.24  In Cardizem Antitrust 

Litigation, purchasers sued claiming that the delays led to higher prices.25  The Sixth Circuit 

 
18 Indirect purchasers often bring claims under state, rather than federal, antitrust laws. For example, see 

Wellbutrin, 868 F.3d at 132. 
19 Most cases with private plaintiffs involve purchasers, but some were brought by rival firms. For example, see 

Andrx Pharms., Inc. v. Biovail Corp. Int’l, 256 F.3d 799 (D.C. Cir. 2001). 
20 See id.; In re Cardizem CD Antitrust Litig., 332 F.3d 896 (6th Cir. 2003).  
21 Cardizem Antitrust Litig., 332 F.3d at 896.   
22 Id.  
23 Andrx Pharms., 256 F.3d at 804. 
24 Id. at 815. 
25 Cardizem Antitrust Litig., 332 F.3d at 904.   
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agreed and took it one step further: it implied that any reverse payment that keeps any 

generics out of the market should be seen as prima facie anticompetitive.26 

ii. The Middle Period (2003 – 2010) 

 In 2003, Congress passed the Medicare Prescription Drug, Improvement, and 

Modernization Act of 2003 (“MMA”).27  In response to the rising trend of pay-for-delay 

settlements,28  the law required pharmaceutical companies to report to the FTC and DOJ any 

agreements that concern the manufacture, marketing, or sale of a drug listed in an ANDA 

within ten business days.29  The FTC then publishes annual MMA reports that summarize the 

types of settlements made during that fiscal year.30  

The FTC gained a unique position to monitor anticompetitive agreements because 

these settlements are not disclosed in detail to rivals or to the public.  The FTC has used this 

position to challenge reverse settlements as anticompetitive.  One issue remained unresolved: 

what test should courts apply?  Between 2003 and 2010, Courts did not adopt the FTC-

advocated antitrust test.  Instead, they created a “scope-of-the-patent” test.  For example, in 

Schering–Plough,31  the Eleventh Circuit considered an agreement where the brand firm 

Schering paid the generic firm Upsher for exclusive licenses, and Upsher agreed to delay its 

generic of K-Dur 20.32  The FTC alleged that the payment amounted to an anticompetitive 

pay-for-delay.33  

 
26 Id.; “Much of the Sixth Circuit’s reasoning in Cardizem is equally applicable to cases [that] do not involve 

bottlenecking.”  In re K-Dur Antitrust Litig., 686 F.3d 197, 211 (3d Cir. 2012). 
27 Medicare Prescription Drug, Improvement, and Modernization Act of 2003, H.R. 1, 108th Cong. (2003). 
28 Brad Albert, Armine Black, & Jamie Towey, MMA Reports: No tricks or treats – just facts, FTC: 

COMPETITION MATTERS BLOG (Oct. 27, 2020, 5:15 PM), https://www.ftc.gov/news-events/blogs/competition-

matters/2020/10/mma-reports-no-tricks-or-treats-just-facts.  
29 21 U.S.C. §§ 1112–13 (2011). 
30Pharmaceutical Agreement Filings, FED. TRADE COMM’N. (last visited April 5, 2021) 

https://www.ftc.gov/tips-advice/competition-guidance/industry-guidance/health-care/pharmaceutical-agreement-

filings. 
31 Schering–Plough Corp. v. FTC, 402 F.3d 1056 (11th Cir. 2005). 
32 Defendants argued the payment was for licenses, not delayed entry.  The Sixth Circuit agreed but applied its 

reasoning to reverse payments in general: “Simply because a brand-name pharmaceutical company holding a 

patent paid its generic competitor money cannot be the sole basis for a violation of antitrust law.”  Id. at 1076.  
33 Id. at 1061. 
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The Eleventh Circuit held that even if the payment was anticompetitive, it is not 

subject to antitrust scrutiny under the scope-of-the-patent test.34  This test holds that “absent 

sham litigation or fraud in obtaining the patent, a reverse payment settlement is immune from 

antitrust attack so long as its anticompetitive effects fall within the scope of the exclusionary 

potential of the patent.”35 The court held that patents are presumed valid, grant the right to 

exclude, and permit the assignability of the patent to others.36  Patents “cripple competition” 

by their very nature37 and exempt their holder from any anticompetitive conduct.38  Other 

courts during this period followed similar lines of reasoning.39  

iii. The Late Period (2012) 

In 2012, two circuits split on high-profile reverse payment cases. In K-Dur Antitrust 

Litigation,40 purchasers of K-Dur challenged the same agreement as Schering-Plough.41  The 

Third Circuit disagreed with the Eleventh Circuit.  The Third Circuit argued that the 

agreement was not exempt from antitrust scrutiny because the patent validity was unknown.42  

The settlement foreclosed the possibility of competition, which might have existed had the 

patent been litigated.43 The court emphasized the core objectives of the Hatch-Waxman Act: 

 
34 “[Although] an agreement to allocate markets is ‘clearly anticompetitive,’ resulting in reduced competition, 

increased prices, and a diminished output, we nonetheless reversed for a rather simple reason: one of the parties 

owned a patent.”  Id. at 1064 (citing Valley Drug v. Geneva, 344 F.3d 1294, 1304 (11th Cir. 2003)). 
35 FTC v. Actavis, Inc., 133 S. Ct. 2223, 2230 (2013) (citing FTC v. Watson, 677 F.3d 1298, 1312 (11th Cir. 

2012)). 
36 Schering–Plough, 402 F.3d at 1064. 
37 Id. at 1066.  
38 Id.  
39 See generally Valley Drug v. Geneva, 344 F.3d 1294 (11th Cir. 2003); Schering–Plough v. FTC, 402 F.3d 

1056 (11th Cir. 2005); Joblove v. Barr Labs., Inc. (In re Tamoxifen Citrate Antitrust Litig.), 466 F.3d 187 (2d 

Cir. 2006); Ark. Carpenters Health & Welfare Fund v. Bayer AG (In re Ciprofloxacin Hydrochloride Antitrust 

Litig.), 544 F.3d 1323 (Fed. Cir. 2008); Ark. Carpenters Health & Welfare Fund v. Bayer AG, 604 F.3d 98 (2d 

Cir. 2010). 
40  In re K-Dur Antitrust Litigation, 686 F.3d 197 (3d Cir. 2012). 
41 Id. at 202.  
42 “We do not find the Eleventh Circuit’s decision in Schering–Plough persuasive, and thus decline to follow it.”  

Id. at 211. 
43 Id.  
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eliminating weak patents and promoting low-cost generics.44  After reviewing past cases,45  

the court applied a quick-look test.46  The quick-look test creates a presumption that the 

reverse payment is a prima facie anticompetitive restraint and shifts the burden of proof to 

the defendants, who can then attempt to provide procompetitive justifications to escape 

liability.47 Shortly thereafter, the Eleventh Circuit heard FTC v. Watson, where it reaffirmed 

its scope-of-the-patent test.48  The Supreme Court granted certiorari in Actavis. 

3. ACTAVIS AND ITS REASONING 

Leading up to Actavis, the scholarly community was debating the nature of reverse 

payment settlements and how to determine whether a settlement is anticompetitive. After 

Actavis, scholars have debated how to interpret the decision. The three subsections below 

discuss the scholarly debate pre-Actavis, the Actavis case, and the scholarly interpretation of 

Actavis. 

a. Two pre-Actavis Theories 

Reverse payment settlements lead to better outcome for companies and their shareholders.49  

This benefit could reveal anticompetitive behavior, implying worse outcome for consumers 

and society.  The question then becomes how to identify whether a settlement is 

anticompetitive.  Settlements are compromises (Panel 1 & 2 vs. Panel 3): plaintiffs get less 

than through a positive decision on the merit; and the defendants pay less than their expected 

trial outcome.   

 
44 Id. at 217; see also FTC v. Actavis, Inc., 133 S. Ct. 2223, 2234 (2013) (discussing “the general 

procompetitive thrust” of the Act). 
45 The court also revisited the earliest pertinent rulings – Andrx and Cardizem – and concluded these Circuits 

were mostly correct.  For example, the court stated: "We follow the approach suggested by the DC Circuit in 

Andrx and embrace that court's common sense conclusion."  In re K-Dur Antitrust Litigation, 686 F.3d at 218. 
46 Garry A. Gabison, Juries Can Quick Look Too, 10 SETON HALL CIR. REV. 271 (2013) (discussing the quick 

look rule and its limited applications).  
47 Id. 
48 FTC v. Watson, 677 F.3d 1298, 1315 (11th Cir. 2012). 
49 See generally, Keith M. Drake et al., Do “Reverse Payment” Settlements Constitute an Anticompetitive Pay-

for-Delay?, 22 INT’L J. ECON. BUS. 173 (2015) (performing an event study analysis looking at company 

valuation post reverse payment settlement announcement, finding the. company valuation increased; investors 

must believe that these settlements benefits companies, thus, these settlements must be anticompetitive). 
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A compromise can be a form of payment: the “less-than-expected” payment amounts 

to a reverse payment because one party transfers something explicitly (e.g., payment)50 or 

implicitly (e.g., delayed entry) to the other party.51  These compromises help resolve 

uncertainties.  But resolving uncertainties may not be a pro-competitive argument.  

Whether a reverse payment is anticompetitive depends on what counterfactual the 

parties compare the settlement to. The economic debate around reverse payments has 

revolved around two competing counterfactual tests: (1) whether the patent is valid (the 

“more-likely-than-not” test); and (2) when the generic is expected to enter (the “expected-

entry-date” test). Legal scholars proposed a third test, based on (3) payment size (the 

“greater-than-litigation-costs” test). The Actavis court adopted this test.  

The “more-likely-than-not” test refers to assessing a settlement based on the validity 

of the underlying patent: the settlement is anticompetitive if the patent was invalid with 

probability less than 50%.52  Figure 2 Panel 1 depicts a situation where the patent is valid 

33% of the time;53 thus, enforcing it would be anticompetitive under this test.  The patent 

holder uses the settlement to stop a court ruling on validity to prevent competitive entry. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
50 See, e.g., Marc G. Schildkraut, Patent-Splitting Settlements and the Reverse Payment Fallacy, 71 ANTITRUST 

L.J. 1033 (2004) (arguing that settlements always involve reverse payments). 
51 Id. at 1062 (modelling the effects of reverse payments and arguing that payments are more flexible than 

delayed entry and lead to more efficient settlements). 
52 See, e.g., M. Howard Morse, Settlement of Intellectual Property Disputes in the Pharmaceutical and Medical 

Device Industries: Antitrust Rules, 10 GEO. MASON L. REV. 359 (2002). 
53 Because patent validity, scope, etc. can be challenged, holding a patent does not guarantee a right to exclude, 

rather, it grants the ability to for a party to attempt to exclude in court.  If the same patent was tried in 100 

courts, its holder would only prevail over the validity question 33% of the time. 
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Panel 1: Is the patent more-likely-than-not invalid? 

Patent believed to be valid with probability 33% with 10 years left on the patent 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Panel 2: Does the settlement lead to entry after the expected invalidation date? 

Patent believed to be valid with probability 33% with 10 years left on the patent 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 2: Two Test for Anticompetitive Settlements 
 

The “more-likely-than-not” test raises two issues.  First, the test could be interpreted 

objectively: a court would decide whether the patent was ex-ante more-likely-than-not 

invalid.  This test would require courts to decide “a patent case within an antitrust case.”54  

Even then, validity rulings tend to be subjective as well.55 Second, the test could be 

interpreted subjectively.  Courts would decide whether the patent holder “believed” they 

 
54 FTC v. Watson Pharms., Inc., 677 F.3d 1298, 1315 (11th Cir. 2012). 
55 Alberto Galasso & Mark Schankerman, Patents and cumulative Innovation: Causal Evidence from the 

Courts, 130 Q. J. ECON. 317, 334 (2015) (discussing a judge’s propensity to invalidate patents and creating a 

variable reflecting this propensity based on past court decisions). 
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could win the case.  But proving intent could be more complicated than establishing patent 

validity: it requires proving a mental state. 

 However, plaintiffs tend to be optimistic about their chance of winning.56  Trials 

occur when both plaintiff and defendant are overly optimistic.57  This optimism could lead a 

court to find that the patent holder is anticompetitive without holding such intent. 

The “expected-entry-date” test58 suggests that a settlement is anticompetitive if it 

leads to generic entry after the patent was ex-ante expected to become invalid (Figure 2 Panel 

2)59 i.e., a “pay-for-delay.”60  This test focuses on the effect of the payment. 

The two tests can lead to different outcomes.  Under the second test, a settlement that 

leads to an entry date before the expected invalidation date would not be anticompetitive.  

Under the first test, anti-competitiveness depends on the likelihood of invalidation.  A 

settlement that involves a more-likely-than-not invalid patent, but entry occurs before the 

expected invalidation date (Figure 2 Panel 2), would be pro-competitive under the expected-

entry-date test and anticompetitive under the more-likely-than-not test.   

Both tests prove challenging to implement.  They either require investigating validity 

or belief about validity.  So, some legal scholars proposed a different test.  Hovenkamp, 

Janis, and Lemley suggested a “payment-size” or “greater-than-litigation-cost” test.  This test 

reads anticompetitive intent if the patent holder transfers to alleged infringer something of 

value that exceeds litigation costs. 61 While this test is easier to implement, it has detractors.  

 
56 See, e.g., George Loewenstein et. al, Self-Serving Assessments of Fairness and Pretrial Bargaining, 22 J. 

LEGAL STUD. 135, 151 (1993); Robert H. Mnookin, Why Negotiations Fail: An Exploration of Barriers to the 

Resolution of Conflict, 8 OHIO ST. J. ON DISP. RESOL. 235 (1993). 
57 Theodore Eisenberg & Henry Farber, The Government as Litigant: Further Tests of the Case Selection Model, 

5 AM. L. & ECON. REV. 94 (2003) (modeling and testing the impact of optimism on trial decision). 
58 See, e.g., Thomas F. Cotter, Refining the Presumptive Illegality Approach to Settlements of Patent Disputes 

Involving Reverse Payments: A Commentary on Hovenkamp, Janis & (and) Lemley, 87 MINN. L. REV. 1789 

(2003); Carl Shapiro, Antitrust limits to patent settlements, 34 RAND J. ECON. 391, 395 (2003). 
59 Shapiro, supra note 58, at 395. 
60 See FTC, Pay–for–Delay: How Drug Company Pay–Offs Cost Consumers Billions (Jan. 2010), 

https://www.ftc.gov/sites/default/files/documents/reports/pay-delay-how-drug-company-pay-offs-cost-

consumers-billions-federal-trade-commission-staff-study/100112payfordelayrpt.pdf.  
61 Herbert Hovenkamp et. al, Anticompetitive Settlement of Intellectual Property Disputes, 87 MINN. L. REV. 

1719, 1759 (2003). 
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Some scholars have pointed out that payments can be larger than litigation costs without 

involving anticompetitive intent because risk preference or different bargaining position 

affect payment size.62  

The legal debate around reverse payment settlement has revolved around the standard 

of review and presumptions.  Before Actavis,63 some scholars argued that reverse payments 

should be reviewed under a rule of reason64 to carry out a case-by-case analysis and assess 

the intents or effects of each settlement. Other scholars favored a quick look approach65 

because they argued reverse payment are almost always anticompetitive.  Still, the quick look 

test allows defendants to prove that the deal was procompetitive.  

Finally, some scholars argue that the per se rule should be applied to these payments 

because reverse payments have no procompetitive benefit.66  In their view, the costs of 

investigating every case under a rule of reason outweigh the benefit of not invalidating some 

competition-neutral reverse payment settlements.67 

b. Actavis 

In Actavis, the Supreme Court resolved the circuit split (and academic debate). The 

Court held that these settlements should be subject to a rule of reason test.  The Court also 

adopted its form of a greater-than-litigation-costs tests: it suggested that a large payment size 

– above and beyond justified costs, such as litigation expenses – could be treated as a proxy 

for patent validity.68   

 
62 Cotter, supra note 58, at 1815 (explaining that preferences and risk aversion affect a party’s threat value (the 

minimum one would accept in a settlement negotiation such that settlement payments could be larger than 

litigation costs without anticompetitive intent).   
63 FTC v. Actavis, Inc., 570 U.S. 136 (2013). 
64 See, e.g., Christopher M. Holman, Do Reverse Payment Settlements Violate the Antitrust Laws, 23 SANTA 

CLARA COMPUTER & HIGH TECH. L.J. 489 (2006). 
65 Herbert Hovenkamp, Sensible Antitrust Rules for Pharmaceutical Competition, 39 U.S.F. L. REV. 11 (2004). 
66 Keith Leffler & Cristofer Leffler. Efficiency Ttrade-offs in Patent Litigation patent litigation Settlements: 

Analysis Gone Agone stray, 39 U.S.F.L. REV. 33 (2004). 
67 Id. 
68 Actavis, 570 U.S. at 144–46. 
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The case involved the generic firm Actavis (previously known as Watson) and the 

brand firm Solvay, among others.  Actavis held a first-filer ANDA for Solvay’s testosterone 

drug AndroGel.69  Actavis agreed not to market its drug for several years and promote 

AndroGel to urologists.70  In exchange, Solvay would pay Actavis $19-30 million for each 

year of delay.  Other generic firms made similar agreements with Solvay.71  In 2009, the FTC 

sued all parties and claimed that Solvay unlawfully shared its profit to foreclose low-cost 

generic competition.72   

The Supreme Court ruled that these settlements should be subject to a rule of reason 

test.73  The Court rejected the quick-look and per se approaches because a quick-look 

approach is only appropriate where an observer “with a rudimentary understanding of 

economics” could conclude that the conduct was anticompetitive.74  Reverse payments 

appeared too complex for quick-look or per se. 

The Court also rejected the scope-of-the-patent test by examining its patent law 

precedents75 and citing five considerations.76  These “five sets of considerations” supported 

imposing antitrust review: 

“(1) Sometimes patent settlements will have genuine adverse effects on competition; 

(2) these anticompetitive consequences will at least sometimes prove unjustified; (3) 

where a reverse payment threatens to work unjustified anticompetitive harm, the 

patentee likely possesses the power to bring that harm about in practice; (4) it is 

normally not necessary to litigate patent validity to answer the antitrust question [and] 

(5) parties may still settle in other ways.”77   

 
69 Id.  
70 Id.  
71 Id.  
72 Id. 
73 Id. at 159. 
74 Id. (citation omitted) (internal quotation marks omitted).  
75 Id. at 146–54.  
76 Id. at 153–58.  
77 Id. at 170–71 (Roberts, C.J., dissenting) (internal quotation marks omitted).   
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The fourth consideration was the most contested between the majority and dissent.  

The majority, authored by Justice Stephen Breyer, held that payment size can be a “workable 

surrogate” for a patent’s weakness: a larger payment size indicates a weaker patent.78  Justice 

Breyer argued that “the likelihood of a reverse payment bringing about anticompetitive 

effects depends upon its size” in relation to justified cost-factors, such as anticipated future 

litigation costs.79  In essence, the Court adopted its own version of the greater-than-litigation-

costs test.  

The dissent, authored by Chief Justice John Roberts, argued instead that it would be 

impossible for a lower court to use payment size as a proxy because of other factors (e.g., risk 

aversion).80 He warned that lower courts would struggle to resolve antitrust claims without 

addressing the underlying patent claims.81 

The scholarly debate discussed next reflects this difference between the majority and 

dissent opinion. 

c. Theoretical Debate Post-Actavis 

Post Actavis, scholars have attempted to interpret the case. Edlin, Hemphill, 

Hovenkamp and Shapiro argue in favor of the Supreme Court’s inference in Actavis:82 “large 

payments” from the patent holder to the alleged infringer can be construed as evidence of 

anticompetitive intent.   

Other scholars disagree with this test because the risk aversion of the patent holder 

may explain the willingness to pay more today to avoid future uncertainties.83  Thus, these 

scholars argue that payment size may signal preferences instead of intent.84   

 
78 Id. at 158.  
79 Id. at 159. 
80 Id. at 172 (Roberts, C.J., dissenting). 
81 Id. (Roberts, C.J., dissenting). 
82 Aaron Edlin et al., Activating Actavis, 28 ANTITRUST 16 (2013). 
83 Barry C. Harris et al., Activating Actavis: A More Complete Story, 28 ANTITRUST 83 (2013). 
84 Id. at 84. 
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Edlin, Hemphill, Hovenkamp and Shapiro responded that the risk of false positives 

does not outweigh the benefits of judicial efficiency.85  First, false positives will be far and 

few.  Second, defendants still have an opportunity to demonstrate pro-competitive outcomes.  

Finally, judicial efficiency would improve because this test avoids patent invalidity 

investigations and puts the burden of proof on the defendant who holds the evidence. 

 Some scholars focused their criticism on settlement payment size.  Payment size 

depends on the relative bargaining power of each party: if the generic manufacturer is one of 

many, it cannot demand as much as if it was the sole manufacturer.86  Thus, settlement size is 

not a good proxy for patent strength when multiple entrants are involved. 

Other scholars attempted to show that bargaining positions are uneven. Rubio, Turner, 

and Williams estimated that patent holders had more at stake than alleged infringers ($4.3 

billion vs. $204.3 million).87  Therefore, it was rational that patent holders would be willing 

to spend more to settle. However, they also found that the proportion of settlements to trials 

changed after the Schering-Plough decision (which used the more lenient scope-of-the-patent 

test). 

Edlin, Hemphill, Hovenkamp and Shapiro responded that their model addresses this 

issue.88  They argue that while payment size depends on bargaining position, it also signals 

patent strength: the stronger the patent, the higher the threat value of the patent holder, and 

the lower the payment to the generic entrant. Arguably, transfer size depends on market size: 

drug manufacturers will pay more to retain a monopoly in a large market.  Instead, courts 

could look at the reverse payment splits (as portion of profits) to proxy for the patent 

strength. 

 
85 Aaron Edlin et al., Actavis and Error Costs: A Reply to Critics, 14 THE ANTITRUST SOURCE 1, 2 (Oct. 2014). 
86 Bruce H. Kobayashi et al., Actavis and Multiple ANDA Entrants: Beyond the Temporary Duopoly, 29 

ANTITRUST 89 (2014). 
87 Jacobo-Rubio et al., The Distribution of Surplus in the US Pharmaceutical Industry: Evidence from 

Paragraph IV Patent-Litigation Decisions, 63 J. L. & ECON. 203 (2020). 
88 Aaron Edlin et al., The Actavis Inference: Theory and Practice, 67 RUTGERS L. REV. 585 (2015). 
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Finally, these authors discussed non-currency payments.  For example, they discussed 

the promise to not introduce an authorized generic and settlements in unrelated litigations.  

Those two non-currency payments constitute potential retaliations: (1) entry in the same 

market or (2) entry in another market.  The next section discusses these issues in more detail. 

4. BEYOND ACTAVIS  

As the scholarly debate has showed, the fallout of Actavis left much to interpretation.  

This section introduces four questions that lower courts have addressed after Actavis.   

 Since Actavis, lower courts have faced four substantive questions:89 (1) how to apply 

the Actavis test using rule of reason; (2) whether non-cash transfers (i.e., No-AG clauses) 

amount to anticompetitive reverse payments; (3) whether reverse payments can implicitly 

occur across multiple drugs; and (4) what the appropriate evidentiary standard is to prove 

intent and effect for antitrust liability and injury.  Figure 3 summarizes the case distribution.  

   

  

 
89 Two smaller issues have also arisen.  First, the California Supreme Court ruled that Actavis is not dispositive 

on state law because the precedent primarily involved antitrust law, not patent law (only the latter is dispositive 

in California).  See In re Cipro, Cases I & II, 348 P.3d 845 (Cal. (2015).  Second, the Third Circuit ruled that 

Actavis can apply to agreements that delay at-risk generic entry but allow the underlying patent litigation to 

continue.  See In re Wellbutrin XL Antitrust Litig., 868 F.3d 132, 161–63. (3d Cir. 2017); see also Andrx 

Pharms., Inc. v. Biovail Corp., Int’l, 256 F.3d 799 (D.C. Circ. 2001); In re Cardizem CD Antitrust Litig., 332 

F.3d 896 (6th Cir. 2003) (prior case law that held the same view.) 
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Relevant Reverse Payment Settlement Case Law at U.S. Supreme Court,  

Federal Circuit Courts, and State Supreme Courts (2001-2020) 
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Figure 3: Relevant Reverse Payment Settlement Case Law  

 
90See Andrx Pharms., Inc., 256 F.3d at 799; see also In re Cardizem, 332 F.3d at 896.  
91 See Valley Drug Co. v. Geneva Pharms., Inc., 344 F.3d 1294 (11th Cir. 2003); see also Schering–Plough 

Corp. v. FTC, 402 F.3d 1056 (11th Cir. 2005); Joblove v. Barr Labs., Inc. (In re Tamoxifen Citrate Antitrust 

Litig.), 466 F.3d 187 (2d Cir. 2006); Ark. Carpenters Health & Welfare Fund v. Bayer AG (In re Ciprofloxacin 

Hydrochloride Antitrust Litig.), 544 F.3d 1323 (Fed. Cir. 2008); Arkansas Carpenters Health & Welfare Fund v. 

Bayer AG, 604 F.3d 98 (2d Cir. 2010). 
92 In re K-Dur Antitrust Litig., 686 F.3d 197 (3d Cir. 2012); FTC v. Watson Pharms., Inc., 677 F.3d 1298 (11th 

Cir. 2012). 
93 See FTC v. Actavis, Inc., 570 U.S. 136 (2013). 
94 See King Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3d 388 (3d Cir. 2015); Impax 

Laboratories, Inc. v. FTC, 994 F.3d 484 (5th Cir. 2021).  
95 See id.; In re Loestrin 24 Antitrust Litig., 814 F.3d 538 (1st Cir. 2016); In re Lipitor Antitrust Litig., 868 F.3d 

231 (3d Cir. 2017) (Lipitor concerned two appeals; the Effexor XR appeal involved a No-AG agreement). 
96 See Lipitor, 868 F.3d at 231; FTC v. AbbVie Inc., 976 F.3d 327 (3d Cir. 2020); In re Nexium (Esomeprazole) 

Antitrust Litig., 842 F.3d 34 (1st Cir. 2016) (Lipitor concerned two appeals; the appeal concerning the Lipitor 

drug involved a multi-drug deal). 
97 Nexium, 842 F.3d at 34; In re Actos End Payor Antitrust Litig., 848 F.3d 89 (2d Cir. 2017); see also In re 

Wellbutrin XL Antitrust Litig., 868 F.3d 132 (3d Cir. 2017). 
98 Wellbutrin, 868 F.3d at 132. 
99 In re Cipro Cases I & II, 348 P.3d 845 (Cal. 2015). 
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a. Applying the Actavis Rule-of-Reason Test 

The first issue was how to apply the Actavis rule of reason test.100  In King Drug, the 

Third Circuit overturned a district court decision that treated the five Actavis considerations 

as a legal test.101  The court held that district courts should stick to a traditional rule of reason 

test:102  the plaintiffs must show that the payment would decrease competition; the defendants 

can justify the restraint on competition grounds; and then plaintiffs can rebut.103  For 

example, the defendants could argue that the payment was compensation for litigation 

expenses or for some services provided by the generic firm.104  Since then, all cases have 

followed this framework.   

In a recent case, Impax v. FTC, the Fifth Circuit discussed at length the second and 

third steps of the rule of reason.105  Defendants claimed their settlement was procompetitive 

because it scheduled generic entry prior to patent expiration and exchanged patent licenses to 

limit future litigation.106  The court agreed with the FTC that even if these procompetitive 

benefits were accepted arguendo, they could be achieved by less restrictive alternatives.107  

The court reached this decision by examining “three evidentiary legs—industry practice, 

credibility determinations about settlement negotiations, and economic analysis.”108   

b. Non-Cash Reverse Payments 

The second issue was whether a non-cash payment can be subject to Actavis.  Three 

cases heard by the First and Third Circuits considered settlements where the generic firms 

agreed to delay entry in exchange for the brand firm promising not to introduce an authorized 

 
100 FTC v. Actavis, 570 U.S. 136, 160 (2013) (“We therefore leave to the lower courts the structuring of the 

present rule-of-reason antitrust litigation.”). 
101 King Drug Co. of Florence, Inc. v. SmithKline Beecham Corp., 791 F.3d 388, 411 (3d Cir. 2015).  
102 Id. at 411–13.  
103 Id.; see also In re Lipitor Antitrust Litig., 868 F.3d 231, 256–57 (3d Cir. 2017) (“The Supreme Court clearly 

placed the onus of explaining or justifying a large reverse payment on antitrust defendants.”). 
104 King Drug, 791 F.3d at 411–13. 
105 Impax Laboratories, Inc. v. FTC, 994 F.3d 484 (5th Cir. 2021). 
106 Id. at 497.  
107 Id. At 497–98.  
108 Id. at 499.  
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generic during the exclusivity period.109  Both circuits ruled that these No Authorized 

Generic (“No-AG”) clauses can amount to an anticompetitive reverse payment because they 

involve an “unusual, unexplained reverse transfer of considerable value.”110  Since then, other 

courts111  have taken for granted that No-AG provisions can be anticompetitive.112  

c. Reverse Payments Across Multiple Markets 

The third issue was whether agreements that occur across multiple markets – either 

product or geographic – can be linked together to reveal a non-cash reverse payment.  Two 

appellate cases discussed this issue.113  

In Lipitor,114 purchasers challenged a near-global settlement between generic firm 

Ranbaxy and brand firm Pfizer over several drugs, including Lipitor, Accupril, and Caduet.115  

Ranbaxy was engaged in a lengthy patent dispute with Pfizer over its cholesterol drug, 

Lipitor.116  Plaintiffs alleges that Pfizer knew Ranbaxy was almost certain to succeed in the 

ANDA filing related suit. 117  Pfizer nevertheless filed another infringement suit “to create the 

illusion of litigation” so that the parties could settle.118 

The plaintiffs argued that Ranbaxy settled the Lipitor dispute that it was likely to win 

because it was facing another Pfizer lawsuit that Ranbaxy was likely to lose.  In the latter 

lawsuit, Pfizer sued Ranbaxy for marketing a high blood pressure drug, Accupril119 and 

 
109 Id. at 388; In re Loestrin 24 Fe Antitrust Litig., 261 F. Supp 3d 307 (D.R.I. 2017); Lipitor, 868 F.3d 231 

(involving two appeals, one of which (the Effexor XR appeal) involved a No-AG agreement).  
110 King Drug, 791 F.3d at 394. 
111 See In re Nexium (Esomeprazole) Antitrust Litig., 842 F.3d 34 (1st Cir. 2016); In re Wellbutrin XL Antitrust 

Litig., 868 F.3d 132 (3d. Cir. 2017). 
112 Some observers have argued that it is now settled law that Actavis applies to non-cash payments such as No-

AG clauses. “The Loestrin decision also effectively disposes of the possibility of Supreme Court review [for 

non-cash reverse payments] . . . There is no circuit split.”  Michael A. Carrier, The US Court of Appeals for the 

First Circuit Concludes that a Reverse Payment Need not be in Cash (Loestrin), E-COMPETITIONS BULL. 1 

(2016). 
113 In re Lipitor Antitrust Litig., 868 F.3d 231 (3d Cir. 2017); FTC v. AbbVie Inc., 976 F.3d 327 (3d Cir. 2020). 
114 Lipitor, 868 F.3d at 231. 
115 Id. (considering two appeals: Lipitor and Effexor XR; the latter was not a multimarket agreement). 
116 Id. at 242–45.  
117 Id. at 244.   
118 Id. (internal quotation marks omitted). 
119 Id.  
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requested over $200 million in damage.120  In their settlement, Ranbaxy agreed not to launch 

a generic Lipitor and paid $1 million for an exclusive Accupril license to evade damages.121  

The arrangement also settled a lawsuit in Canada for another drug, Caduet.122  The Third 

Circuit held that the agreement could be explained as an implicit payment to Ranbaxy to 

delay its entry in the higher-valued Lipitor market by waiving its liabilities in the other 

markets.123  The Third Circuit held that this multi-drug and multi-jurisdictional agreement 

can be a form of non-cash reverse payment subject to Actavis.124   

In FTC v. AbbVie Inc.,125 the Third Circuit considered a dispute over a testosterone 

drug, AndroGel.126  Teva had been attempting to launch a generic and believed it would 

succeed.127  Instead, Teva settled with the brand firm AbbVie (formerly Solvay).128  On the 

same day, the parties signed another deal involving AbbVie’s cholesterol drug TriCor.129  

Teva already had an agreement with AbbVie to launch TriCor, but it faced difficulties 

reaching FDA approval.130  This new deal granted Teva exclusive licenses to sell an AbbVie-

supplied TriCor generic in exchange for small royalty and production fees.131  

The FTC alleged that the new TriCor deal was compensation for the AndroGel 

agreement.132  The FTC argued that AbbVie was sacrificing about $100 millions in TriCor 

sales to protect billions in AndroGel sales.133  The district court argued that each deal should 

be analyzed separately.134  But the Third Circuit ruled that both deals could be linked to show 

 
120 Id.  
121 Id. at 244–45.  
122 Id.  
123 Id. at 245.  
124 Id. at 253.  
125 FTC v. AbbVie Inc., 976 F.3d 327 (3d Cir. 2020). 
126 Id. AndroGel was the same drug featured in Actavis. FTC v. Actavis, Inc., 570 U.S. 136, 144–46 (2013). 
127AbbVie, 976 F.3d at 344–45.  
128 Id.  
129 Id.  
130 Id.   
131 Id.  
132 Id. at 345.  
133 Id.  
134 Id. at 358.  
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a reverse payment.135 Linking these agreements however is no simple task.  And determining 

the evidentiary standards for a sufficient link is even harder.  The next subsection discusses 

the evidentiary standards for liability and injury.  

d. Evidentiary Standard for Liability versus Injury 

The final issue was determining the appropriate evidentiary standard for liability and 

injury.  Three circuits have grappled with this issue. In Wellbutrin, the Third Circuit ruled 

that defendants may be liable for intent to monopolize, but plaintiffs lacked standing because 

injury was not proven.136  The reverse payment deal left one patent dispute unresolved.  The 

large payment size suggested that the generic intended entry despite the unresolved patent.  

But the court ruled that plaintiffs had to show that the unresolved patent was likely to be 

invalid.  The court argued that payment size was insufficient proof – in line with the Actavis 

dissent.137  Some observers accused the court of violating Actavis;138 others claimed Actavis 

was dispositive on liability – not injury.139   

In Re: Nexium (Esomeprazole) Antitrust Litigation,140 the First Circuit aligned with 

Wellbutrin141 and affirmed a district court that asked the jury to distinguish between liability 

and injury.142 The jury found that AstraZeneca and Ranbaxy entered into a billion-dollar 

reverse payment, but the agreement did not cause injury because Ranbaxy faced unforeseen 

quality control issues afterwards that prohibited marketing drugs.143  

 
135 Id. at 381. 
136 In re Wellbutrin XL Antitrust Litig., 868 F.3d at 169–70. 
137 Id. at 168.  
138 Michael A. Carrier, The Curious Case of Wellbutrin: How the Third Circuit Mistook Itself for the Supreme 

Court, 103 CORNELL L. REV. ONLINE 74 (2018). 
139 Margaret O'Grady & Peter Spaeth, Principles of Antitrust Causation are Alive and Well[butrin]: Why the 

Third Circuit Got It Right, BLOOMBERG (Mar. 12, 2018, 4:02 PM), 

https://news.bloomberglaw.com/corporate-governance/principles-of-antitrust-causation-are-alive-and-

wellbutrin-why-the-third-circuit-got-it-right.  
140 In re Nexium (Esomeprazole) Antitrust Litig., 842 F.3d 34 (1st Cir. 2016). The court also rejected a 

conspiracy claim that is discussed in the next section.  
141 Id. at 63 (“In re Wellbutrin XL, a post-Actavis decision at the summary judgment stage, is persuasive.”). 
142 Id. at 65. 
143 Id. at 43.  
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Finally, In re Actos End Payor Antitrust Litigation,144 the Second Circuit rejected an 

injury claim where effect rested on intent.  The brand manufacturer had fraudulently claimed 

that generic entry would infringe additional patents.  Plaintiffs could not prove that the 

settling generics were aware of the fraud.  The court rejected the plaintiff’s argument that the 

large payment size to prevent generic entry implied that they knew.145  Here, antitrust injury 

(the effect) depended on whether the generics knew they could enter (their intent).146   

The blending of effect and intent in Actos problematizes the clear-cut distinction 

between liability and harm attempted in Wellbutrin and Nexium.  These cases highlight the 

challenge of such distinctions.  This problem is exacerbated when multiple intents and effects 

coexist.  The next section dives further into this conundrum for multilateral agreements.  

5. MULTILATERAL AGREEMENTS 

Multilateral reverse settlements occur when settlements involve multiple generic 

companies or markets.  Three types of multilateral settlement have emerged in recent cases.   

First, the patent holder may act as the hub to the generic spokes.  In this situation, the 

patent holder forms similar agreement with multiple generics (e.g., In Re Actos Direct 

Purchaser Antitrust Litigation147).  Each settlement contains an entry clause that permits the 

generic to enter the market if another generic enters.  Thus, no generic has the incentive to 

enter because others will enter simultaneously, decimating profits for everyone. 

Second, the patent holder may launch litigation or may already be litigating against 

the same generic entrant in a different product market.  Most pharmaceutical companies, 

brand-name or generic, carry a portfolio of patented drugs.  A patent holder may leverage one 

 
144 In re Actos End Payor Antitrust Litig., 848 F.3d 89 (2d Cir. 2017).  
145 Id. at 98.  
146 Id.  
147 See In re Actos Direct Purchaser Antitrust Litig., 414 F. Supp. 3d 635 (S.D.N.Y. 2019). 
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market against the threat of entry (through authorized generics) in another market (e.g., 

Nexium148). 

Third, the patent holder may leverage a different geographic market.  As with the 

product market, most pharmaceutical companies operate in different geographic markets.  

The generic company may be able to enter one market because of a weak patent.  But patents 

are jurisdiction-specific, and its equivalent in another market may be stronger.  Thus, a patent 

holder may leverage its patent family to ensure market exclusivity in both markets (e.g., 

Lipitor).149 

Multilateral agreements are widespread, but they have not been given the attention 

they deserve.  Table 1 lists the structure of the alleged anticompetitive reverse payment 

scheme for every identified post-Actavis federal court ruling.  Many post-Actavis schemes 

involve multiple drugs and/or multiple parties.  In many situations, parties mix more than one 

type of multilateral agreement.   

While multilateral agreements are common, courts have not appreciated their unique 

evidentiary challenges.  This section argues that proving intent and effect in multilateral 

agreements should be different from unilateral agreements.  Multiparty agreements can be 

structured to force generics to engage in anticompetitive coordination (even if that was not 

their original intent).  Multi-market agreements can be designed to disguise anticompetitive 

reverse payments by using facially competition-neutral deals and concealing intent through 

attorney-client privilege and different national jurisdictions.  In these situations, courts must 

reconsider evidentiary standards and account for their full context.  

  

 
148 In re Nexium (Esomeprazole) Antitrust Litig., 842 F.3d 34, 65 (1st Cir. 2016). 
149 In re Lipitor Antitrust Litig., 868 F.3d 231, 253 (3d Cir. 2017). 
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Case Citation 

Reverse 

Settlement 

Year 

Court 

Decision 

Year 
Multi-

party A  

Multi-

drug B 
Multi-

jurisdiction C 
Uni-

lateral D 

King Drug v. Smithkline, 791 F.3d 388 (3d 

Cir. 2015) 
2005 2015    X 

In re Niaspan Antitrust Litigation, 42 F. Supp. 

3d 735 (E.D. Penn. 2014) 
2005 2014    X 

In Re: Modafinil Antitrust Litigation, 837 

F.3d 238 (3d Cir. 2018) 
2005-6 2018 X    

Wellbutrin XL Antitrust Litigation, 868 F.3d 

132, 141 (3rd Cir. 2017) 
2007 2017    X 

In re Nexium Antitrust Litigation, 842 F.3d 34 

(1st Cir. 2016) 
2008 2016 X X   

In re Lipitor Antitrust Litigation, 868 F.3d 231 

(3d Cir. 2017) 
2008 2017 X X X  

In Re: Aggrenox Antitrust Litigation, 94 F. 

Supp. 3d 224 (D. Conn. 2015) 
2008 2015  X   

Staley v. Gilead Sciences, Inc., 446 F. Supp. 

3d 578 (N.D. Cal. 2020) 
2008 2020 X    

In re Solodyn Antitrust Litigation, No. 14-md-

02503-DJC, 2015 WL 5458570, at *1 (D. 

Mass. 2015) 
2008-11 2015 X    

In re Loestrin Antitrust Litigation, Nos. 14-

2071, 15-1250, 2016 WL 698077, at *1 (1st 

Cir. 2016) 
2009 2016 X X   

In re Actos End Payor Antitrust Litigation, 

848 F.3d 89 (3d Cir. 2017) 
2010 2017 X    

In re Namenda Direct Purchaser Antitrust 

Litigation, 331 F. Supp. 3d 152 (S.D.N.Y. 

2019) 
2010 2019 X    

In re Opana ER Antitrust Litigation, 162 F. 

Supp. 3d 704 (N.D. Ill. 2016); see also Impax. 

v. FTC, 994 F.3d 484 (5th Cir. 2021) 
2010 

2016/ 

2021 
   X 

FTC v. AbbVie, Inc., 976 F.3d 327 (3rd Cir. 

2020) 
2011 2020 X X   

In re Novartis & Par Antitrust Litigation, 18 

Civ. 4361 (AKH), 2019 WL 3841711, at *1 

(S.D.N.Y. 2019) 
2011 2019    X 

United Food and Commercial Workers v. 

Teikoku Pharma USA, 74 F. Supp. 3d 1052 

(N.D. Cal. 2014) 
2012 2014    X 

Picone v. Shire, No. 16-cv-12396-ADB, 2017 

WL 4873506, at *1 (D. Mass. 2017) 
2012 2017 X    

In re Asacol Antitrust Litigation, 233 F. Supp. 

3d 247 (D. Mass. 2017) 
2013 2017 X    

In re Humira (Adalimumab) Antitrust 

Litigation, 465 F. Supp. 3d 811 (N.D. Ill. 

2020) 
2017-18 2020 X  X  

18 Total Cases     12 5 2 6 
A Multiparty agreements include both explicit and alleged deals formed by multiple generics with a brand.  
B These multidrug agreements involve multiple, unrelated drugs with ANDA filings.  Agreements that only involved old and new versions of a 

drug, such as when a brand firm settles with generics while attempting a product-switch (e.g., Modafinil, Wellbutrin, Staley, Actos, Namenda, and 

Asacol), are excluded.  If they were included, there would be 11 multidrug agreements on this list and only 5 unilateral agreements.   
C Multi-jurisdiction agreements involve settlements formed in multiple countries (i.e., US and Canada).  
D Unilateral agreements are ‘standard’ or ‘naked’ reverse payments with just two parties and one market.  

Table 1: List of all identified federal court rulings that were subject to Actavis and the structure(s) of the 
alleged reverse payment scheme.  
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a. Intent versus Effect: Multiparty Settlements 

The FTC, scholars, and courts have struggled with whether plaintiffs should prove 

intent and/or effect.  Courts have put more weight on the effect of a corporate behavior – 

instead of its intent – under the rule of reason in many situations.150   The reasons may lay 

with judicial efficiency: the intents of parties can be difficult to prove.151  For conspiracy to 

monopolize, however, courts still require intent152 – leaving plaintiffs to prove intent and 

effect. 

Settlements involve two or more entities coordinating where each party may have 

their own intent.  Anticompetitive intent can be difficult to read in most settlements.  While 

the intent of the patent holders seems obvious, the generic manufacturers have more 

ambiguous reasons to settle. 

Proving effect is not easier.  The “expected-entry-date” test attempts to grasp at the 

effect of a settlement.  This test compares the settlement outcome to a fictional expectation 

world.  It asks whether the generic was delayed as compared to this fictional world.  

However, plaintiffs have struggled to establish a sufficiently plausible counterfactual world 

to overcome Bell Atlantic Corp. v. Twombly.153  Since Twombly, antitrust plaintiffs cannot 

rely on theory of harms or statistical predictions: they must plead the specifics of the case.154  

Courts have disagreed on what constitute pleading the specifics in reverse payment cases. 

Without the use of theory or statistics, proving specific intent leaves plaintiffs with a 

mountain to climb.  The Third Circuit has interpreted Twombly requirements to mean that 

plaintiffs must show that the payment led to a delayed entry that caused an actionable 

 
150 Richard S. Wirtz, Purpose and Effect in Sherman Act Conspiracies, 57 WASH. L. REV. 1, 42 (1981) (quoting 

Senator John Sherman and discussing the courts use of purpose versus effect in assessing the anti-

competitiveness of agreements). 
151 Id. at 23 (“Many agreements that on the whole are injurious to competition are entered into under 

circumstances that make anticompetitive purpose difficult or impossible to prove.”). 
152 See e.g., Kotteakos v. United States, 328 U.S. 750, 755 (1946) (discussing the intent of each conspiracy). 
153 See Bell Atlantic Corp. v. Twombly, 127 U.S 1955, 1965 (2007). 
154 Id. at 1974 (“Here, in contrast, we do not require heightened fact pleading of specifics, but only enough facts 

to state a claim to relief that is plausible on its face.”). 
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harm.155  In Wellbutrin,156 the Third Circuit found that a reverse payment occurred; but the 

plaintiffs failed to show that it had any effect because the generic may not have been able to 

enter earlier. 

 The counterfactual world where the parties had not settled remains a theory.  

Defendants can present an alternative theory.  In Wellbutrin, the plaintiff presented two 

theories: (1) generic manufacturers would have been able to enter because the obstacle to 

entry was a patent held by a non-practicing entity, who monetized its patent through 

licensing;157 and (2) in the worst-case scenario, the generic manufacturer could have 

challenged this patent’s validity.  The Third Circuit found these theories too speculative.158 

The Third Circuit required proof of a reverse payment and proof of delayed entry.159  

The court implied that generic manufacturers may file a Paragraph IV for other reasons than 

to enter the market; but the court did not elaborate. The intent of generic applicants should 

not require this level of evidence.  Paragraph IV filings expose generics to infringement 

litigation – regardless of market entry.  If the generic manufacturer did not file an ANDA to 

enter the market, then the only alternative explanation is that it wanted to rent seek by 

inducing a brand manufacturer to litigate, settle, and receive a cut of monopoly profits.  This 

would qualify as an attempt to monopolize under the Sherman Act. 

Multiparty settlements should require even less evidentiary support.  Multiparty 

settlements show a modus operandi.  They increase the likelihood of anticompetitive 

coordination.  However, courts have not been convinced. 

 
155 FTC v. Abbvie, 976 F.3d 327, 371 (3rd Cir. 2020) (holding that the FTC cannot request damages under 

section 13 of the FTC Act). 
156 In re Wellbutrin Xl Anti- Trust Litig. Indirect Purchaser Class, 868 F.3d 132, 168 (3d Cir. 2016). 
157 Id. at 166–67. 
158 Id. at 167–69. 
159 Id. at 153. This approach resembles the “compare-to-expected-outcome” test.  It focuses on the “effect” of 

the settlement.  This test compares the settlement outcome to a fictional expectational world and asks whether 

the generic was delayed as compared to this fictional world. 
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The hub-and-spoke (or rimless wheel160) scheme refers to a situation where one party 

(the hub) negotiates with multiple other parties (the spokes) to coordinate their behavior.  

Each agreement may not restrict competition, but, collectively, the mechanism raises 

anticompetitive concerns.  For example, most-favored nation (MFN) clauses can be viewed 

as increasing efficiency because they encourage price flexibility in long-term contracts;161 

however, these clauses also can help the spokes collude.162  With MFN clauses, spokes have 

no incentive to bargain for lower prices because they know their rivals would receive the 

same benefits (i.e., a negative externality to competing).  

Settlement clauses must similarly be contextualized. In both, In re Actos End-Payor 

Antitrust Litig.163 and In Re Actos Direct Purchaser Antitrust Litigation,164 the brand 

manufacturer (Takeda) had a patent that was about to expire. It filed two other patents and 

NDAs combining the patented drug with other drugs. Multiple generic manufacturers filed 

ANDAs and Paragraph IV certifications on the original patent.165  Takeda sued. The court 

found that the original patent was not invalid and was infringed.166 

Takeda had filed the new patents with the hope of extending its monopoly. The court 

never ruled on these two latter patents, and Takeda settled the cases with nine generic 

manufacturers. In the settlements, the parties agreed to delay generic entry “20 months after 

the [original] substance patent expired, and almost four years prior to the expiration of the 

[latter] Patents” using a non-exclusive license.167 

The settlements also contained a “coordination clause” (also known as “acceleration” 

or “contingency” clause). This clause specifies that “if any other generic … product entered 

 
160 See Dickson v. Microsoft Corp., 309 F. 3d 193, 203 (4th Cir 2002). 
161 Keith J. Crocker & Thomas P. Lyon, What Do Facilitating Practices Facilitate – An Empirical Investigation 

of Most-Favored-Nation Clauses in Natural Gas Contracts, 37 J.L. & ECON. 297, 301–04 (1994). 
162 Id. at 299–301. 
163 United Food & Com. Workers Local 1776 v. Crosby Tugs, LLC (In re Actos End-Payor Antitrust Litig.), 

848 F.3d 89 (2d Cir. 2017). 
164 In re Actos Direct Purchaser Antitrust Litig., 414 F. Supp. 3d 635, 640 (S.D.N.Y. 2019). 
165 In re Actos End-Payor Antitrust Litig., 848 F.3d 89, 95 (2d Cir. 2017). 
166 In re Actos Direct Purchaser Antitrust Litig., 414 F. Supp. 3d at 638. 
167 Id. at 639–40. 
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the market on a date before [the settled generic date], the first generics could also enter the 

market on such a date.”168  The terms of the agreements were confidential, but the plaintiffs 

alleged that generic manufacturers knew they “were getting the same deal.”169 

These coordination clauses have the same effect as MFN clauses: they can increase 

efficiency and decrease competition. The parties are more likely to settle if they know they 

are not disadvantaged compared to their competitors. However, they also facilitate a hub-and-

spoke structure. If the generic competitors directly negotiated, the coordination entry clause 

would be per se unlawful. In the Actos cases, the Southern District of New York and the 

Second Circuit de-contextualized the agreements. They viewed the agreements as one 

element and the statements to the FDA with regard to the follow-on patent coverage and 

validity as another.  The courts focused on intent for the first issue and effect for the second.  

On the first issue, the district court170  stated that “even if the Court were to credit 

Plaintiffs’ speculation as to how other generics would have acted if not for the acceleration 

clauses, it remains unpersuaded that this kind of settlement term is made unlawful by 

Actavis.”171  The court found that the coordination clause did not prove intent, and effect was 

too speculative. 

The Second Circuit court agreed with the outcome but had a different reasoning. The 

court agreed that settlements were not anticompetitive because the “causation” was too 

tenuous. Causation would require proving that the generic manufacturers knew that the 

follow-on patents where not an obstacle to entry.172  The court focused on the intent of the 

generic manufacturers: the plaintiff did not show that they knew Takeda may have misstated 

 
168 Id. at 640. 
169 Id. at 640–41. 
170 In re Actos End Payor Antitrust Litig., No. 13-CV-9244 RA, 2015 WL 5610752, at *16 (S.D.N.Y. Sept. 22, 

2015), aff'd in part, vacated in part, 848 F.3d 89 (2d Cir. 2017). 
171 Id. 
172 In re Actos End-Payor Antitrust Litig., 848 F.3d at 93–94 (explaining that the patent holder must specify to 

the FDA whether these patents are new ‘drug’ (or ‘drug substance’), ‘drug product,’ or ‘method of use’ patents 

and adding that according to the plaintiffs and another generic company, the follow-on patents were wrongly 

labelled as drug product or method of use patents when they should have been labelled only as method of use 

patents, which would have allowed generics for non-infringing uses). 
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the nature of the follow-on patents to the FDA. The court did not rule on the anticompetitive 

nature of coordination clauses. 

The district and Circuit courts focused on the intent of generic manufacturers without 

addressing the intent of the brand manufacturer in settling. The intent of these entrants should 

be read within the coordination clause context. Multiple entrants create new problems for 

courts because the Actavis “large payment” test becomes harder to implement. Kobayashi, 

Wright, Ginsburg, and Tsai argue that as more entrants are involved, the settlement payment 

size per entrant decreases.173  In this situation, the payment size cannot be used alone to infer 

anticompetitive intent. 

Patent holders could also face demands unrelated to the number of entrants.  If the 

entries are sequential, then the payment history affects the patent holder’s willingness to pay 

to settle.  But the entrants’ demands (threat value) are unaffected: each would be the first 

entrant.  The coordination clauses avoid this problem: all entrants are on a level playing field 

and guaranteed the same payoff.  In other words, these clauses turn a sequential entry game 

into a repeated simultaneous entry game with a cooperative equilibrium. 

On the second issue, the courts focused on the statements made to the FDA about the 

nature of the follow-on patents.174  The defendants argued that the plaintiffs should show that 

the alleged coconspirators knew the statements to the FDA were false. Instead, the court 

focused on the effect of these statements and ignored the generic manufacturers’ intent. One 

generic manufacturer (Teva) ignored the brand’s classification of its follow-on patents. Teva 

filed a Section VIII to make a generic for non-patented uses.175  Unlike Paragraph IV 

applicants, Section VIII applicants face no exclusion period (i.e., no bottleneck). 

 
173 Bruce H. Kobayashi, et al., Actavis and Multiple ANDA Entrants: Beyond the Temporary Duopoly, 29 

A.B.A.  ANTITRUST 89 (2015). 
174 In re Actos End-Payor Antitrust Litig., 848 F.3d at 99. 
175 Id. at 94. 
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Under the coordination clause, had the Section VIII applicant entered the market, then 

all generics could have entered as well. One settling generic manufacturer (Sandoz) 

petitioned the FDA to stop the Section VIII applicant entry.176  The FDA relied on the 

brand’s statements and forced the Section VIII applicant to make a Paragraph IV application.  

In the end, this petition forced Teva to sign onto the same agreement and same coordination 

clause.177 

A competitor petitioning the government to prevent entry should always raise 

concerns.178  Because Section VIII applicants face no exclusivity period, Sandoz should have 

wanted an entry to trigger its own if the market was competitive.  This petition reveals that 

Sandoz – despite not receiving a cash payment – would prefer to delay entry and maintain the 

bottleneck.  Plaintiffs can speculate about their intent, but the effect was that the coordination 

clause distorted entry incentives. 

In Nexium,179 the First Circuit considered two claims: a unilateral reverse payment 

between AstraZeneca (patent holder) and Ranbaxy (generic); and a conspiracy claim 

AstraZeneca, Ranbaxy, and Teva (another generic applicant that settled).  The first claim was 

discussed earlier.  The second claim is further addressed here. Plaintiffs argued that the 

coordination clauses supported the existence of a conspiracy. The court did not find this 

evidence sufficient and required the plaintiff to show some communication between the 

 
176 Id. at 96.; see also In re Actos End-Payor Antitrust Litig., 417 F. Supp. 3d 352, 358 (S.D.N.Y. 2019) 

(suggesting “[u]nder this theory, the FDA’s ruling on Sandoz’s citizen petition, which required Teva to file 

Paragraph IV certifications as to the Patents’ drug product claims, forced Teva to become subject to the 180-day 

bottleneck because it was not a first-filer.”). 
177 “[The patent holder]’s allegedly false descriptions – as made to the FDA in response to the [settler] citizen 

petition – caused the FDA to cause [the generic manufacturer] to file Paragraph IV certifications as to the drug 

product claims of the Patents. This allegedly led [this manufacturer] to settle its pending lawsuit with [the patent 

holder] by a accepting a license to market an authorized-generic version of ACTOS on the earlier of August 17, 

2012 or the date another generic version of ACTOS entered the market.” In re Actos End-Payor Antitrust 

Litigation, 417 F. Supp. 3d at 359.  
178 In this case, the Noerr-Pennington exemption (see supra note 16) may not apply. See California Motor 

Transport Co. v. Trucking Unlimited, 92 S. Ct. 609 (1972). 
179 In re Nexium (Esomeprazole) Antitrust Litigation, 842 F.3d 34 (1st Cir. 2016). 
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generic manufacturers.180  “Each generic company would have wanted to ensure that no other 

generic preceded its entry into the market – and would have sought that assurance by 

obtaining a contingent launch provision in its settlement agreement.”181  In short, the brand 

conspired with each generic, but the generics did not conspire together.182 

Coordination clauses are common in cartel arrangements.183  In a competitive world, a 

brand manufacturer would offer a non-exclusive authorized generic license without a 

coordination clause.  However, in Actos and Nexium, the coordination clauses created intent 

beyond conscious parallelism: it shaped the generic manufacturers’ self-interest.  As the 

economic expert testified in Nexium, 

“the contingent launch provision in [the first filer]’s settlement agreement diminished 

the likelihood of subsequent ANDA filers seeking to enter the generic … market. … 

[T]he contingent launch provision ‘had the effect of reducing the likelihood that [a 

generic manufacturer] would challenge and break the bottleneck, which mean[t] for 

[the first filer][,] it became more likely that [it was] able to use [its] 180-day 

exclusivity period and make the profits associated with that.”184 

Table 2 supports the expert’s argument that most drugs do not face multiple ANDA 

applications.185  It provides some summary statistics based on the FDA ANDA application 

records between 2004 and 2020.186   

  

 
180 Id. at 57 (quoting “[T]he district court correctly recognized that ‘[t]here is no sufficient evidence here that 

[the generic manufacturers] conspired together, that they acted otherwise than in their own individual best 

interest.’”).  
181 Id. 
182 Id. at 58. 
183 Ari Hyytinen, Frode Steen & Otto Toivanen, An anatomy of cartel contracts, 129 ECON. J. 2155, Table B.4 

(2019) (finding that 41% of pure allocation cartel agreements contain an entry clause, which dictates what 

participants can do when a rival enters the market). 
184 In re Nexium (Esomeprazole) Antitrust Litigation, 842 F.3d at 47. 
185 In economic terms, the number of applications and market size are positively correlated.  U.S. Food & Drug 

Admin., Drug Shortage: Root Causes and Potential Solutions (Feb. 21, 2020), 

https://www.fda.gov/media/131130/download (“When market conditions limit manufacturers’ profitability, they 

reduce a firm’s motivation to maintain a presence in, or enter the market for older prescription drugs, and to 

invest in manufacturing quality and redundant capacity.”). 
186 The U.S. Food & Drug Admin., Paragraph IV Drug Product Applications: Generic Drug Patent Challenge 

Notifications (Dec. 1, 2020), https://www.fda.gov/media/133240/download. 
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Table 2: Paragraph IV ANDA Applications – Summary Statistics (March 2, 2004 to December 1, 2020). 

 

Observation 

Average 

number of 

ANDA 

applications 

Median 

number of 

ANDA 

applications 

Minimum 

number of 

ANDA 

applications 

Maximum 

number of 

ANDA 

applications 

Standard 

Deviation 

All medications 

(drug product) 
1308 1.25 1 0 29 2.956 

Medications 

whose last 

qualifying patent 

has expired (pre-

December 1st, 

2020) 

846 0.63 0 0 16 1.268 

Medications 

whose last 

qualifying patent 

has yet to expire 

(post-December 

1st, 2021) 

462 2.39 1 0 29 3.761 

All medications 

with at least one 

ANDA 

application 

865 1.89 1 1 29 2.997 

 

As this table shows, many drugs (462 out of 1308) have claimed patents that have yet 

to expire even though they have ANDAs.  Brand firms seem to be attempting to extend the 

life of their monopoly (similar to Actos).  This strategy – combined with pay-for-delay – can 

help extend an existing monopoly or leverage it into other protected products (e.g., 

compound drugs). 

Under Twombly, probabilistic intent is not sufficient.  Courts should review the 

evidentiary burden for counterfactual entry dates when dealing with multiple settlements with 

coordinated clauses.  Coordinated clause settlements create barriers to entry and 

disincentivize outsiders from challenging the status quo.   

These multiparty settlements create an explicit bottleneck that was implicitly created 

by the Act and through one reverse settlement.  These explicit bottlenecks are what the 

Sherman Act attempts to deter (i.e., coordinate behavior).  They offer no dynamic 

(innovation) or static (competition) efficiencies.  Thus, these multiparty agreements should be 

viewed under an even less favorable light than reverse payments. 
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Scholars argued that reverse payments have one redeeming quality: they decrease 

uncertainties; but the uncertainty ends with the first deals.  Multiparty deals do not further 

decrease uncertainties.  While these many settlements may not signal anticompetitive intents, 

the effect could still be anticompetitive.  Society would benefit from contextualizing 

individual agreements into the market effect discussion – instead of focusing on individual 

intent. 

b. Intent vs. Effect: Multimarket Settlements 

Contextualization in multimarket settlements raise many challenges.  Deals with 

ambiguous effects could well be anticompetitive or harmful to society when put into context. 

These deals regularly occur because the pharmaceutical industry is concentrated.187 Brand 

and generic manufacturers often operate in the same markets.  For example, in Nexium, the 

brand manufacturer, AstraZeneca, attached all its settlements to other drugs or lawsuits.188 

With Ranbaxy, AstraZeneca subcontracted for the production of Nexium and two other 

AstraZeneca drugs.189  With Teva, AstraZeneca settled concurrently another lawsuit 

involving another drug (Prilosec).190  With Dr. Reddy’s, AstraZeneca also settled another 

infringement lawsuit.191  These joint settlements can be interpreted as leveraging their 

bargaining power in one product market into another. 

Some multimarket agreements may be concluded in one or multiple separate 

settlements.  For example, companies may launch litigation in other markets to retaliate.  In 

 
187 See, e.g., Connecticut et al v. Teva Pharm. USA, Inc., 3:2019cv00710 (D. Conn. May 10, 2019). In 2019, 

attorney generals from 46 states, the District of Columbia and four U.S. territories filed an antitrust lawsuit 

against 20 generic manufacturers for antitrust conspiracy. The Complaint discusses multiple markets and 

demonstrates the repeated nature of the players involved. See Complaint, Connecticut v. Teva Pharm. USA, 

Inc., 3:2019cv00710 (D. Conn. May 2019), https://authoring.ct.gov/-/media/AG/Press_Releases/2019/FINAL-

UNREDACTED-Teva-Complaint-for-CT-District-Court.pdf?la=en.  
188 In re Nexium (Esomeprazole) Antitrust Litigation, 842 F.3d 34, 42–43 (1st Cir. 2016). 
189 Id. at 42. 
190 Id. at 43.  
191 Id. 
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theory, credible retaliation can be used to ensure cartel membership.192  Companies may 

leverage an existing litigation in other markets or negotiate based on anticipated future 

disputes arising.193  In these situations, companies may also form deals sequentially rather 

than on the same day (e.g., AbbVie194).  This may help evade detection.  

In theory, a rational agent who benefited from one settlement may renege on a 

gentlemen’s agreement to provide payment at a subsequent settlement.  The risk of cheating 

can however be mitigated by the incentive to maintain a cooperative reputation.195  

Reputation can be important for repeat players to ensure cooperation in future games. Theory 

shows that repeated interaction can help maintain collusion.196  

Repeat players are known as recidivists. Table 3 lists pharmaceutical companies that 

participated in at least two alleged reverse settlements in post-Actavis cases.197  Table 4 

identifies settlement clusters, including Nexium, that involved at least two of the same entities 

during one span of five years.198  Broader studies have also found that the pharmaceutical 

industry is prone to cartelization and recidivism.199 

 
192 See, e.g., Dale K. Osborne, Cartel problems, 5 AM. ECON. REV. 835 (1976). However, retaliation may be 

secondary to negotiation as a tactic.  See, e.g., Jelle D. Jaspers, Managing cartels: How cartel participants 

create stability in the absence of law, 23 EUR. J. CRIM. PO’Y & RESE. 319, 331–32 (2017) (discussing Dutch 

cartels and evidence that retaliation may be a secondary tool for negotiation). 
193 FED. TRADE COMM’N, FTC Again Charges Endo and Impax with Illegally Preventing Competition in U.S. 

Market for Oxymorphone ER, (Jan. 25, 2021), https://www.ftc.gov/news-events/press-releases/2021/01/ftc-

again-charges-endo-impax-illegally-preventing-competition-us. 
194  FTC v. AbbVie Inc., 976 F.3d 327 (3d Cir. 2020). 
195 Jelle D. Jaspers, Managing Cartels: How Cartel Participants Create Stability in the Absence of Law, 23 EUR. 

J. CRIM. PO’Y & RESE. 319, 331–32 (2017) (discussing reputation as one mechanism to stabilize a cartel). See 

also, Dale K. Osborne, Cartel problems, 5 AM. ECON. REV. 835 (1976). 
196 Margaret C. Levenstein & Valerie Y. Suslow, What determines cartel success?, 44 J. ECON. LIT. 43, 46 

(2006). 
197 The data in Tables 3 and 4 are limited to settlements that were challenged in the public record by federal 

antitrust suits.  The data is also biased towards settlements from the mid-2000s because most post-Actavis 

settlements that have been challenged in federal courts have not yet received court decisions.  Thus, it is hard to 

get a complete picture of recidivism in the United States. The list of cases was obtained from Westlaw. See 

Practical Law Antitrust, Actavis Case Tracker (2020), Westlaw, https://www.westlaw.com/1-584-

1208?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0. 
198 Id.  
199 In Europe, one study of cartels across all industries from 1999 to 2015 concluded that the pharmaceutical 

industry featured the highest proportion (86%) of multiple offense cartels. Margaret C. Levenstein, Catarina 

Marvão, & Valerie Y. Suslow, Note, Serial Collusion in Context: Repeat Offenses by Firm or by Industry?, 

OECD  Global F. on Competition 12 (2015).  Another study included Sanofi-Aventis, Bayer AG, and Solvay – 

three European pharmaceutical companies that have been implicated in reverse payment settlements in the US – 

on a list of the 52 leading cartel recidivists that have been fined by the European Commission from 1990 to 
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The Federal Trade Commission,200 Department of Justice201 and State Attorney 

Generals202 are attempting to understand the complex settlements that occur in these markets.  

But this is even harder for multilateral agreements. Two problems arise for monitoring multi-

jurisdictional and multi-drug agreements.   

First, it is difficult to detect agreements across different geographic markets.  Foreign 

settlements are not reported to the FTC.  The law only requires settlements that concern 

ANDAs – which are US-specific – to be reported.203  Pharmaceutical firms have no incentive 

to report foreign settlements that affect multi-national competition.  

 

 

 

 

 

 

 

 

 

 

 
2009. See John M. Connor, Recidivism Revealed: Private International Cartels 1990–2009, COMPETITION 

POL’Y INT’L, Autumn 2010, Tbl. 1. Finally, one observer noted that out of all European industries, “recurrent 

cartel partners” are particularly evident among pharmaceuticals. Catarina Marvão, The EU Leniency Programme 

and Recidivism, 48 REV. INDUS. ORG. 1, 10 (2016).  While these studies are not specific to reverse payment 

settlements, they do involve the same firms. 
200 Markus H. Meier, Bradley S. Albert, & Kara Monahan, Overview of FTC Actions in Pharmaceutical 

Products and Distribution (June 2019), https://www.ftc.gov/system/files/attachments/competition-policy-

guidance/overview_pharma_june_2019.pdf. 
201 See, e.g., Press Release, The U.S. Department of Justice, Major Generic Pharmaceutical Company Admits to 

Antitrust Crimes (Mar. 2, 2020), https://www.justice.gov/opa/pr/major-generic-pharmaceutical-company-

admits-antitrust-crimes; Press Release, The U.S. Department of Justice, Sixth Pharmaceutical Company 

Charged In Ongoing Criminal Antitrust Investigation (July 23, 2020), https://www.justice.gov/opa/pr/sixth-

pharmaceutical-company-charged-ongoing-criminal-antitrust-investigation; Press Release, The U.S. Department 

of Justice, Seventh Generic Drug Manufacturer Is Charged In Ongoing Criminal Antitrust Investigation (Aug. 

25, 2020), https://www.justice.gov/opa/pr/seventh-generic-drug-manufacturer-charged-ongoing-criminal-

antitrust-investigation. 
202 See In re Nexium (Esomeprazole) Antitrust Litigation, 842 F.3d 34, 42–43 (1st Cir. 2016). 
203 21 U.S.C. § 1112 (2011). 
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Pharma Company 

(Original Name) 

Number of 

Agreements  

Pharma Company (Present 

Name) 
Number of 

Agreements 

Teva 8  Teva (fmr. Barr) 11 

Impax 5  Pfizer  
(fmr. Mylan & Warner) 

6 
Ranbaxy 4  

Mylan 4  Allergan plc  
(fmr. Actavis & Watson) 

5 
Barr 3  

Watson 3  Impax 5 

Anchen 2  Sun Pharma 
 (fmr. Ranbaxy) 

4 
GSK 2  

Warner 2  Par (fmr. Anchen) 2 

Lupin 2  GSK 2 

Endo 2  Endo 2 

Actavis 2  Lupin 2 
     

Table 3: List of recidivist pharma companies that formed multiple reverse agreements that were subject to 

at least one post-Actavis federal court rulings.  Agreements are dated from 2005 to 2013.  The table on the 

left uses the original company name.  The table on the right accounts for mergers and uses the present firm 

name; it only includes agreements from the table on the left.   
 

 
 

Case Name 

Reverse 

Settlement 

Year 

Cir. Court 

Decision 

Year 
Teva 

Ranbaxy  
(now Sun 

Pharma) 

Mylan 
 (now 

Pfizer) 

In Re: Modafinil Antitrust Litigation, 

837 F.3d 238 (3d Cir. 2018) 
2005-6 2018 X X X 

In re Nexium (Esomeprazole) Antitrust 

Litigation, 842 F.3d 34 (1st Cir. 2016) 
2008 2016 X X   

In re Lipitor Antitrust Litigation, 868 

F.3d 231 (3d Cir. 2017) 
2008 2017 X X   

In re Actos End Payor Antitrust 
Litigation, 848 F.3d 89 (3d Cir. 2017) 

2010 2017 X X X 

Table 4: Four settlement clusters – which involved at least two of the same entities during one span of five 

years – that were subject to four post-Actavis federal court rulings.  
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In addition, the FTC cannot easily obtain confidential foreign settlement data.  For 

example, the European Commission collects patent settlement agreements made in the 

European Economic Area from pharmaceutical companies and publishes annual reports 

similar to the FTC MMA reports.204  However, the underlying settlement data is confidential.  

And pursuant to a bilateral EU-US agreement, confidential data for competition 

investigations in the EU cannot be shared with US agencies absent the consent of all 

parties.205  

Second, it can be difficult to prove agreements across different product markets.  The 

FTC has detected some multi-settlement agreements that involve settlements formed on the 

same day (e.g., AbbVie206).  But other agreements may evade detection (e.g., delayed 

agreements).  Even if these agreements were detected, some courts demand that the plaintiffs 

provide evidence that the settlements were connected. 207  This evidence is usually protected 

under attorney-client privilege.208  And even if evidence is found, the evidentiary standards 

set by courts can be inefficient in the reverse settlement context.  

 Product or geographic market retaliations or negotiations raise twice the concern 

because they involve two markets.  Courts should be more willing to contextualize different 

agreements despite the challenges that may occur. In Lipitor,209 the Third Circuit 

contextualized different agreements.  These deals involved both a product and geographic 

market switch.  Pfizer sued Ranbaxy for its Paragraph IV filing of Lipitor.210  Around the 

 
204 Directorate-General of Competition for the Eur. Union, Archive on Monitoring of patent settlements, 

https://ec.europa.eu/competition/sectors/pharmaceuticals/archive/index.html (last accessed Dec. 13, 2020). 
205 See 4 Trade Reg. Rep. (CCH) 13, Art. VIII (1995) (agreement between the Government of the United States 

of America and the Commission of the European Communities Regarding the Application of their Competition 

Laws). 
206 FTC v. AbbVie Inc., 976 F.3d 327 (3d Cir. 2020)  
207 See e.g., In Re Humira (Adalimumab) Antitrust Litigation, 465 F. Supp. 3d 811 (N.D. Ill. 2020) (claiming 

that settlements between AbbVie and generic manufacturers in the US and in Europe amount to reverse payment 

in kind but dismissed by the court for lack of evidence that it was a quid pro quo that limited entry). 
208 Chief Justice Roberts noted this in his dissent in Actavis: “Much of the evidence about the party’s motivation 

may be embedded in legal advice from its attorney, which would presumably be shielded from discovery.” 

Actavis, 133 S. Ct. at 2245 (Roberts, C.J., dissenting). 
209 In re Lipitor Antitrust Litig., 868 F.3d 231 (3d Cir. 2017). 
210 Id. at 242–45.  
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same time, Ranbaxy (with Teva, another generic) made a Paragraph IV filing for another 

drug, Accupril.211  Pfizer settled both lawsuits with Ranbaxy and negotiated a global Lipitor 

license.  In the US, they agreed to delay the entry for Lipitor – beyond the original first 

patents – thus creating a bottleneck for generic competitors.212  The arrangement also settled 

a lawsuit in Canada for another drug, Caduet.213  Pfizer allegedly leveraged the Accupril 

lawsuit to force a settlement in the Lipitor lawsuit. 214   

The two individual deals did not specify that they were quid pro quo; plaintiffs had to 

put the pieces together.  The Third Circuit was convinced that the plaintiffs’ theory was 

plausible and remanded for further proceedings.215  In similar situations, victims often 

struggle to contextualize these deals and courts have issues with viewing the intent of 

multiple deals affecting multiple markets.  

First, some settlements may not create barriers to entry (i.e., competition-neutral).  

Companies may reach one competition-neutral settlement in exchange for a more restraining 

deal in another market.  Some courts may strike down both agreements because one side of 

the agreement has anticompetitive effects, whereas other courts may contextualize the overall 

deal and find that they are welfare-enhancing overall.  The question becomes whether the 

restriction was necessary or ancillary. 

Courts have ruled on the necessary versus ancillary nature of some agreement aspects 

in other antitrust disputes.216  Courts have excised some anticompetitive aspects from 

agreements.217  The question becomes whether both agreements become enforceable. The 

parties may want to rescind both agreements: the parties may find that the pro-competitive or 

 
211 Id. at 244. 
212 Id. at 245. 
213 Id. 
214 Id. at 253. 
215 Id. at 274. 
216 See, e.g., Broad. Music, Inc. v. Columbia Broad. Sys., Inc., 441 U.S. 1 (1979) (holding that price restrictions 

are necessary to the creation of a new product – the blanket license). 
217 See, e.g., NCAA v. Bd. of Regents of the Univ. of Oklahoma, 468 U.S. 85 (1984) (holding that some 

restrictions like field size are necessary to create a league while broadcasting restrictions are not). 
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competition-neutral settlement was never a valid contract if the consideration was the other 

agreement.   

For example, the patent holders may grant an authorized generic license to a generic 

manufacturer in a smaller market in exchange for not entering a more lucrative but less 

patent-secure drug market.  The patent holders may include a license termination clause for 

authorized generics that is triggered if the (in-kind) pay-for-delay arrangement in the other 

market is invalidated.   

Courts will have two avenues to assess this situation.  First, they can assess the overall 

welfare effect.  If they choose to enforce the overall agreement, the court will harm some 

consumers while benefiting others.  Second, the courts can assess each individual market.  To 

avoid continuous monitoring, some courts may prefer to invalidate the overall agreement.  

Otherwise, courts would need to invalidate the restrictive agreement while enforcing the 

competition-neutral agreement (e.g., granting a compulsory license). However, the second 

approach raises more questions.  For example, if the dispute involves a foreign jurisdiction, 

US courts may not have the authority to mingle with foreign contracts or foreign patent 

rights. 

Second, as discussed, these parties have repeated interactions.  They may settle one 

market dispute with the expectation of giving preferential treatment or forming another 

agreement in the future.  In other words, the deals may be not concurrent, and the 

consideration may be future settlements, which may not go through any courts – foreign or 

domestic. 

Some settlements will inevitably fall through the cracks.  For those that are detected, 

courts would need to contextualize relationships, over the long-term, between parties to 

understand the deals, their intent, and effect.  Private plaintiffs may not be able to find 
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sufficient evidence to prove these relationships.  Government may have to look into these 

generic manufacturers more closely.218   

Multimarket settlements make enforcement more difficult.  The probability that 

enforcement deters an anticompetitive behavior depends on: (1) the probability of monitoring 

(i.e., identifying anticompetitive behavior); (2) the probability of litigation (i.e., victims 

decide to raise a claim); and (3) the probability of efficient adjudication (i.e., courts maximize 

societal welfare when ruling). The probability that multiparty and multimarket settlements 

are optimally monitored decreases with the number of entities and markets.  Affected parties 

will find it more difficult to understand the links between agreements that do not refer to each 

other.   

The number of parties and markets have ambiguous effects on the probability that an 

affected party bring a suit.  Multilateral agreements increase the number of affected parties.  

So, more parties may have standing to bring a suit.  However, the more parties and markets 

involved, the more complicated a lawsuit becomes.  The more complex the suit, the more 

expensive it becomes to litigate and the fewer the parties can (or want to, given the uncertain 

outcome) carry the cost of litigation.   

If the probability of enforcement remains the same as under two-party settlements, 

then courts should make it easier to find anticompetitive behavior (e.g., decrease burden of 

proof) in these multiparty/multimarket agreements.  This approach would also decrease 

uncertainties and may encourage litigation.   

 

 

 
218 Letter from Rep. Elijah E. Cummings, Ranking Member, Committee on Oversight and Government Reform, 

and Sen. Bernard Sanders, Chairman, Subcommittee on Primary Health and Aging Committee on Health, 

Education, Labor, and Pensions, to Erez Vigodman, President & Chief Exec. Officer, Teva Pharmaceutical 

Industries Ltd. (Oct. 2, 2014),  

https://oversight.house.gov/sites/democrats.oversight.house.gov/files/documents/Letter%20to%20Teva%20Phar

maceutical.pdf. 
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6. CONCLUSION 

Actavis has not had the desired deterrence effect.  Multilateral agreements have 

proliferated.  These agreements differ so much from the facts in Actavis that they raise new 

challenges.  To address these challenges, courts should attempt to contextualize these deals 

and reconsider their evidentiary standards by giving theories a chance.  Since Twombly, 

Courts look for the smoking gun.  Courts should put more weight on context and theory: they 

should use a plus factor approach using context and theory and adding circumstantial 

evidence.  Competition law enforcers also have a part to play: they need to investigate the 

relationship between brand and generic manufacturers over the long-term.   

Governmental agencies are often better placed than private plaintiffs to understand the 

larger picture.  In January, the FTC sued two companies for forming a second agreement to 

share monopoly profits rather than compete over an opioid medication.219  In a 2010 

agreement, the brand-firm Endo paid the generic-firm Impax to delay entry.220  Antitrust 

enforcers sued.221  In 2017, Endo was asked by the FDA to withdraw and reformulate its 

brand drug over quality control issues.222  Then, Impax paid Endo to not re-enter the 

market.223  Antitrust enforcers are now suing again.  Reverse payments will continue to cause 

recurrent problems until some of the multilateral agreement challenges have been addressed. 

 

 

 

 

 

 

  

 
219 Press Release, Federal Trade Commission, FTC Again Charges Endo and Impax with Illegally Preventing 

Competition in U.S. Market for Oxymorphone ER (Jan. 25, 2021), https://www.ftc.gov/news-events/press-

releases/2021/01/ftc-again-charges-endo-impax-illegally-preventing-competition-us.  
220 Id.  
221 Endo Pharm. Inc. v. FTC, 345 F. Supp. 3d 554 (E.D. Pa. 2018); see also In re Opana ER Antritrust Litig., 

162 F. Supp. 3d 704 (N.D. Ill 2016).  
222 See In re Lipitor Antitrust Litig., 868 F.3d 231 (3d Cir. 2017).  
223 Id.  
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The AML Arms Race: How Artificial Intelligence and Machine Learning Will Combat 

Money Laundering 

 

By: Juan Carlos Estrada* 

 

Introduction 

Netflix’s Ozark depicts a financial advisor, Martin “Marty” Byrde, laundering money for 

a Mexican drug cartel.1 In the show, Byrde employs classic money laundering schemes by 

purchasing cash businesses2 (strip club, bar, restaurant) to move money from illicit sources.3 

Throughout the series, Byrde purchases businesses that run primarily on cash transactions, have 

low purchase prices, high operating costs, and room for capital investment that allow him to 

artificially inflate revenue.4 Byrde also utilizes other businesses owned by the cartel to move 

dirty money through seemingly legitimate transactions.5 For example, Byrde buys twenty-five air 

conditioners from a cartel owned HVAC company but only installs four, purchases more 

hamburgers and carpet than he could sell or need, and finally opens a casino and enlists smurfs6 

to funnel money.7  

While Ozark is a dramatization, it accurately depicts how criminals have laundered 

money through the financial sector.8 It is estimated that in 2009 the annual cost of money 

 
* J.D. Candidate 2021, Rutgers Law School. 
1 Ozark (Netflix 2017). 
2 Jean Murray, Important Facts You Need to Know About a Cash Business, BALANCE SMALL BUS. (Dec. 8, 2020), 

https://www.thebalancesmb.com/got-a-cash-business-important-facts-you-need-to-know-398166.  
3 Ozark, supra note 1. 
4 See id. 
5 See id. 
6 Money launderer who seeks to evade scrutiny from government agencies by breaking up a transaction involving a 

large amount of money into smaller transactions below the reporting threshold. See Will Kenton, Smurf, 

INVESTOPEDIA (Aug. 28, 2019), https://www.investopedia.com/terms/s/smurf.asp. 
7 Ozark, supra note 1.  
8 Tom Teodorczuk, We asked financial advisors: How realistic is Netflix’s show “Ozark”?, MARKETWATCH (Aug. 

19, 2017, 2:14 PM), https://www.marketwatch.com/story/we-asked-financial-advisers-how-realistic-is-netflixs-new-

show-ozark-2017-08-02. 
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laundering and associated crimes was 3.6 percent of GDP or around $2.1 trillion.9 Moreover, the 

largest share appeared to come from transnational organized crime engaged in the sale and 

distribution of illicit drugs as seen in Ozark.10 

Money laundering is the act of transferring illegally obtained money through legitimate 

people or accounts so that its original source cannot be traced.11 Money laundering has its roots 

in organized crime where dealing in large amounts of illegal cash is inefficient and dangerous.12 

The process by which money can be laundered is extensive, but the majority is laundered 

through legitimate businesses or financial institutions.13 Although the process of hiding money is 

not illegal, the act of moving money to suppress the location, ownership, origin, nature, and 

control of the cash to give it the air of legitimacy is.14 

Money laundering takes place in three distinct stages: placement, layering and 

integration.15 Placement is the stage where the criminally derived funds are introduced into the 

financial system by utilizing cash businesses, false invoicing, smurfing, trusts, offshore 

companies, foreign bank accounts, and aborted transactions.16 At this stage, criminals are seeking 

to use creative ways to integrate the money into the financial system. Second is layering or the 

process by which the funds are “washed” by passing them through a complex scheme of 

transactions to obscure and make tracing transactions difficult.17 During layering, criminals are 

 
9 U.N. Off. of Drugs and Crime, Estimating Illicit Financial Flows Resulting from Drug Trafficking and Other 

Transnational Organized Crimes (Oct. 2011), https://www.unodc.org/documents/data-and-

analysis/Studies/Illicit_financial_flows_2011_web.pdf. 
10 Id; Ozark, supra note 1.  
11 Money Laundering, BLACK’S LAW DICTIONARY (Pocket, 5th ed. 2016). 
12 Brian O’Connell, What Is Money Laundering and What Is Its History?, STREET (Mar. 20, 2019, 12:05 PM), 

https://www.thestreet.com/personal-finance/education/what-is-money-laundering-14897715. 
13 See id.  
14 See id. 
15 ICAS Practice Support, AML Awareness: Three stages of money laundering, ICAS (Jan. 11, 2019), 

https://www.icas.com/professional-resources/anti-money-laundering-resources/latest-developments/aml-awareness-

three-stages-of-money-laundering. 
16 Id.  
17 See id.  
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attempting to move the funds throughout the financial systems in small or large amounts to make 

the original source of cash difficult to trace. This process is completed by using placement and 

layering, over and over.18 Integration is the final stage and when the illegal funds are re-

introduced into the legitimate economy using faux schemes that include buying property, paying 

employees, providing loans or dividends to directors, shareholders or companies involved in the 

criminal enterprise.19 The hope is that after several rounds of layering, the money trail has 

become to obscure, and it is now safe to use the illegal funds as a legitimate currency. 

Unfortunately, for regulators, the traditional brick-and-mortar way of laundering money through 

cash businesses, as in Ozark, has given way to an expanded digital world.  

The advancement of online banking, online payment services, peer-to-peer (“P2P”) 

businesses,20 and cryptocurrencies has complicated detecting money laundering.21 The ability to 

launder money online is simple, fast, low cost, and now global.22 For example, modern E-

commerce websites are being used to make illegal purchases online, making the transactions 

appear lawful on bank statements.23 In 2017, an operative working for the proclaimed Islamic 

State received money through PayPal.24 The operative created a faux ad for computer printers on 

eBay, which were purchased by ISIS as cover to launder the operative money.25 Increasingly, 

 
18 Id.  
19 Id.  
20 A peer-to-peer business is a decentralized model whereby two individuals interact to buy sell goods and services 

directly with each other or produce goods and services together, without an intermediary third-party or the use of an 

incorporated entity or business firm. Investopedia Staff, Peer-to-Peer (P2P) Economy, INVESTOPEDIA (Nov. 16, 

2020), https://www.investopedia.com/terms/p/peertopeer-p2p-economy.asp. 
21 Alexon Bell, Money laundering in a digital world, NEW ECON. (May 1, 2018), 

https://www.theneweconomy.com/business/money-laundering-in-a-digital-world. 
22 Id. 
23 Id. 
24 Mark Maremont & Christopher S. Stewart, FBI Says ISIS Used eBay to Send Terror Cash to U.S., WALL ST. J. 

(Aug. 10, 2017), https://www.wsj.com/articles/fbi-says-isis-used-ebay-to-send-terror-cash-to-u-s-

1502410868?mod=djem10point. 
25 Id. 
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criminals are shifting to P2P companies like AirBnB26 and Uber to send complying hosts money 

by booking false reservations or rides.27 Advancements in cryptocurrencies and the tokenization 

of commodities have created new avenues for criminals to move their illicit funds. Although the 

rise of technology has supported money laundering, it is also the solution to the problem. As 

such, the financial sector is exploring, and in a limited capacity, deploying artificial intelligence 

(“AI”) to combat money-laundering.28  

I. Regulatory Framework and Prosecution of Money-Laundering 

In 1970, to combat money laundering, Congress passed the Currency and Foreign 

Transactions Reporting Act, commonly known as the “Bank Secrecy Act” or “BSA.”29 The BSA 

requires U.S. financial institutions to assist U.S. government agencies in the detection and 

prevention of money laundering.30 The BSA requires banks and financial services firms to keep 

records of cash purchases of negotiable instruments, file reports of transactions, and report 

suspicious activity.31 Specifically, the BSA requires the reporting of transactions of $10,000 or 

more; suspicious activity that may signify money laundering, tax evasion, or other criminal 

activity; disclosure of customers who have foreign bank or financial accounts; cash purchases of 

monetary instruments between $3,000 and $10,000; and the physical transportation or efforts to 

transport currency or other monetary instruments in excess of $10,000 into or out of the United 

States.32 The information acquired by the BSA is provided to the Treasury Department, which 

 
26 Joseph Cox, Inside Airbnb’s Russian Money-Laundering Problem, DAILY BEAST (Nov. 27, 2017) 

https://www.thedailybeast.com/inside-airbnbs-russian-money-laundering-problem. 
27 Ron Teicher, How Uber ghost rides are linked to online money laundering, NEXT WEB (Mar. 18, 2018), 

https://thenextweb.com/contributors/2018/03/18/uber-ghost-rides-linked-online-money-laundering/. 
28 Eleni Digalaki, The Impact of Artificial Intelligence in the Banking Sector & How AI is Being Used in 2020, BUS. 

INSIDER (Jan. 31, 2021), https://www.businessinsider.com/ai-in-banking-report. 
29 31 U.S.C. §§ 5311-5330 (1970).  
30 Id.  
31 Id. 
32 Id.  
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operates the Financial Crimes Enforcement Network (“FinCEN”).33 FinCEN is tasked with 

tracking suspicious persons and their assets domestically and abroad to ensure money laundering 

is not occurring.34 Although the BSA allowed government agencies to prosecute money 

laundering, it was not until 1986 that Congress criminalized money laundering by passing the 

Money Laundering Control Act (“MLCA”).35 

The BSA has been amended several times since its enactment but underwent significant 

changes after the terrorist attack on September 11, 2001. The terrorist attacks motivated 

Congress to increase efforts in combating money laundering and terrorism by passing the 

Uniting Strengthening America by Providing Appropriate Tools Required to Intercept and 

Obstruct Terrorism Act of 2001 (“USA Patriot Act”). The USA Patriot Act was enacted to 

facilitate the prevention, detection and prosecution of international money laundering and the 

financing of terrorism.36 Title III of the Act amended portions of the MLCA and the BSA, which 

included strengthening banking rules on the international stage, increasing record keeping and 

reporting requirements, and counterfeiting and currency smuggling.37 However, before reviewing 

how AI is impacting money laundering, an examination of current anti-money laundering 

(“AML”) regulatory requirements is required.  

The Money Laundering Control Act criminalizes money laundering and is codified in 

two sections: 18 U.S.C. § 1956 and 18 U.S.C. § 1957. Section 1956 allows prosecutors to charge 

perpetrators for conducting financial transactions that seek to conceal or disguise the source of 

funds. Section 1957 allows for the prosecution of financial transactions that involve criminally 

 
33 James Chen, Financial Crimes Enforcement Network (FinCEN), INVESTOPEDIA (May 16, 2020), 

https://www.investopedia.com/terms/f/fincen.asp. 
34 Id.  
35 Anti -Drug Abuse Act of 1986, Pub. L. No. 99-570, 100 Stat. 3207 (1986) (codified at 18 U.S.C. §§ 1956-57 

(1988)). 
36 USA Patriot Act of 2001, Pub. L. No. 107-56, 115 Stat. 272 (2001). 
37 Id.  
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derived property in excess of $10,000 in which the intent of the perpetrator to conceal or disguise 

the funds is not needed to be shown.  

Section 1956 is composed of three subdivisions. Section 1956(a)(1) regulates knowingly 

participating in financial transactions where the proceeds are derived from unlawful activity with 

the intent to advance, conceal or disguise such financial transactions involving said criminal 

proceeds. Section 1956(a)(2) regulates the transmittal, transfer or transportation of criminally 

derived monetary instruments or funds from a place in or outside the United States to or through 

foreign commerce. Section 1956(a)(3) authorizes the government to utilize any representation 

necessary to investigate or prosecute violation also known as sting operations to expose criminal 

activity.  

Moreover, § 1956(a)(1) focuses on the financial transactions that seek to promote 

unlawful activity, tax evasion violations, the act to conceal or disguise unlawful proceeds, and 

transactions that seek to avoid state or federal reporting requirements. Section 1956(a)(1) is 

referred to as the “transaction money laundering” statute because the prohibited act is the 

financial transaction itself.38 Section 1956(a)(2) is known as the transportation offenses because 

it specifies offenses associated with the transportation, transmission, or transfer of unlawful 

funds in international transactions.39 Section 1956(a)(3) allows the government to prosecute 

professional money launderers by engaging them into or facilitating faux transactions. Section 

1956(a)(3) only requires that the professional money launder believe that the money at issue is 

criminally derived.40 

 
38 Ron Joshua Havas et al., Money Laundering, 54 AM. CRIM. L. REV.  1577, 1579 (2017).  
39 Id.  
40 18 U.S.C. § 1956(a)(3). 
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Under section 1956, prosecutors must show that a defendant conducted or attempted to 

conduct a financial transaction with proceeds from a “specified unlawful activity.”41 Section 

1956(c)(7) lists the specified unlawful activities, which includes racketeering (§ 1961(1)) and 

offenses against or in a foreign nation.42 Under Section 1956, a “financial transaction” is a 

transaction which affects interstate or foreign commerce involving: (1) movement of funds by 

wire or other means; (2) monetary instruments; or (3) transfer of title to real property, a vehicle, 

a vessel or an aircraft; or (4) a financial institution engaged in or affecting interstate or foreign 

commerce.43 Furthermore, section 1956 requires the defendant to have committed or attempted a 

financial transaction with the intent: (1) to promote further predicate offenses; (2) evade taxation; 

(3) conduct transactions designed to conceal or disguise the nature, location, source, ownership, 

or control of the proceeds; or (4) conduct a transaction that is designed to avoid anti-laundering 

reporting requirements.44  

Prosecutions under 18 U.S.C. § 1957 arise when the defendant knowingly conducts a 

monetary transactions involving criminally derived property that has a value of $10,000 or more 

at the time of the transaction, involving a specified unlawful activity.45 Section 1957 differs from 

section 1956 by replacing the intent requirement with a  $10,000 threshold for non-aggregated 

transactions and the involvement of a financial intuition.46 A monetary transaction for purposes 

of Section 1957 is any “deposit, withdrawal, or transfer of funds, in or affecting interstate or 

foreign commerce. . .[involving] a financial institution.”47 Section 1957 is broad and applies to 

 
41 2101. Money Laundering Overview, U.S. DEPT. OF JUSTICE ARCHIVES (Jan. 17, 2020), 

https://www.justice.gov/archives/jm/criminal-resource-manual-2101-money-laundering-overview. 
42 18 U.S.C. § 1956 (c)(7). 
43 18 U.S.C. § 1956 (c)(4). 
44 18 U.S.C. § 1956 (a)(1)(A)-(B)  
45 18 U.S.C. § 1957. 
46 Id. 
47 18 U.S.C. § 1957(f)(1).  
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financial institutions that acquire “property constituting, or derived from, proceeds obtained from 

a criminal offense.”48 Section 1957 is notable because the recipient need not actually exchange 

or launder the funds or have any specific intent to further or conceal unlawful activity. Section 

1957 was written to deter individuals from engaging in transactions with individuals suspected of 

involvement in criminal activity.49  

In addition to the aforementioned sections, Congress has enacted several other 

regulations that are stringent and require significant reporting by banks and financial services 

firms. Title 31 of the United States Code penalizes the willful violation of failing to report 

several monetary transactions.50 Title 31 requires the reporting of transactions involving $10,000 

or more; taking $10,000 in cash out of or into the U.S.; suspicious transaction by financial 

institutions; financial institutions issuing $3,000 or more in cashier’s checks; transactions of 

more than $10,000 by trades and business; and more.51 Under Section 5322, prosecutors must 

prove that the accused knew that the breach of the statute was unlawful to establish a “willful” 

violation.52  

Criminal enterprises that attempt to game the system by organizing financial transactions 

or reports by structuring or dividing the transactions are subject to Section 5324.53 The Anti-

Structuring statute condemns three categories of structuring: transactions involving financial 

institutions; transactions of $10,000 or more involving nonfinancial institutions; and bringing in 

$10,000 or more in monetary instruments into the U.S. or out of the country.54 Section 5324 

 
48 18 U.S.C. § 1956(c)(6) (1986). (The term ‘financial institution’ includes - (A) any financial institution, as defined 

in section 5312(a)(2) of title 31, United States Code, or the regulations promulgated thereunder, and (B) any foreign 

bank, as defined in section 1 of the International Banking Act of 1978 (12 U.S.C. § 3101)); 18 U.S.C. § 1957(f)(2). 
49 Havas, supra note 38, at 1583. 
50 31 U.S.C. § 5322 (2020). 
51 31 U.S.C. §§ 5313, 5316, 5318, 5325, 5331 (2020). 
52 Ratzlaw v. United States, 510 U.S. 135, 137 (1994).  
53 31 U.S.C. § 5324 (2020). 
54 31 U.S.C. § 5324(c); 31 U.S.C. §5316(a). 
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focuses on individuals or enterprises who attempt to evade the reporting requirement, and it does 

not require success in violating the requirement or an underlying criminal activity to be 

prosecuted.55  

While the federal government has taken tough and stringent measures to ensure that 

money laundering is prosecuted, its development of federal statutes has inadvertently made 

compliance complicated and broad. Although the aforementioned statutes ensure that financial 

firms are routinely monitoring and reporting suspicious activity, this level of review comes at a 

cost to the bottom line and a drain on labor. Moreover, with online banking and e-commerce 

operating around the clock, the number of transactions that need to be reviewed and flagged for 

suspicious activity has become an insurmountable task that has driven firms to find solutions that 

utilize AI.56 

II. Cost of AML Compliance  

Banking regulations require financial institutions to collect and analyze sizeable amounts 

of data and monitor transactions for suspicious activity.57 However, because of the increase in e-

commerce and the number of transactions, the cost of AML compliance has become time-

consuming and costly.58  

In 2019, AML and financial crime compliance in the U.S. and Canada totaled $31.5 

billion.59 U.S. firms spent $26.4 billion, while Canada firms accounted for $5.1 billion.60 On 

 
55 United States v. Thomas, 847 F.3d 193, 205–07 (5th Cir. 2017). See also United States v. Souza, 749 F.3d 74, 84 

(1st Cir. 2014). 
56 Bell, supra note 21. 
57 31 U.S.C. §§ 5311-5330 (1970). 
58 Bell, supra note 21. 
59 2019 True Cost of AML Compliance Study, LEXISNEXIS RISK SOLUTIONS (2019), 

https://risk.lexisnexis.com/insights-resources/research/2019-true-cost-of-aml-compliance-study-for-united-states-

and-canada. 
60 Id.  
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average, U.S. firms with less than $10 billion in assets spend $1.5 million while mid/large firms 

with more than $10 billion in assets spend $14.3 million per annum on AML compliance.61 

Although mid/large firms have large compliance outlays, smaller firms are far more impacted 

because of the overhead investment regardless of scale.62 Similarly, European banks have not 

been immune to the cost of compliance and have spent approximately $20 billion annually.63 

Despite the high level of spending, globally, banks have been fined approximately $26 billion in 

the last decade for non-compliance with AML, Know Your Customer (“KYC”), and sanctions 

regulations.64  Despite only accounting for 44% of all global regulatory fines, the U.S.  

accounted for 91% or $23.52 billion of the total value.65  

The cost of regulatory compliance is driven by the increase in labor.66 At small firms, 

labor constitutes 61% of AML compliance costs and 52% at mid/large firms.67 At major banks, 

compliance staff has increased tenfold over the past five years.68 The investment in labor has 

turned what was once independent oversight functions that banks conducted into operational 

utilities. Despite this level of investment in compliance, the results have been minimal with the 

level of false positives produced by average systems at over 90%.69 At one global financial 

institution, first and second-line compliance staff spent 80% of their time on low or moderate 

 
61 Id.  
62 Id.  
63 Pawel Kuskowski, The Step That Would Save European Bank Twenty Billion Dollars, FORBES (Sept. 10, 2018), 

https://www.forbes.com/sites/pawelkuskowski/2018/09/10/the-step-that-would-save-european-banks-twenty-billion-

dollars/#4fe2d3ea398b. 
64 Global Financial Institutions Fined $26 billion for AML, Sanctions & KYC Non-Compliance, FENERGO (Sept. 26, 

2018), https://www.fenergo.com/press-releases/global-financial-institutions-fined-%2426-billion-for-aml-kyc.html. 
65 Id.  
66 Piotr Kaminski et al., Sustainable Compliance: Seven Steps Toward Effectiveness and Efficiency, MCKINSEY & 

CO. (Feb. 10, 2017), https://www.mckinsey.com/business-functions/risk/our-insights/sustainable-compliance-seven-

steps-toward-effectiveness-and-efficiency. 
67 2019 True Cost of AML Compliance Study, supra note 59. 
68 Stuart Breslow et al., The New Frontier in Anti-Money Laundering, MCKINSEY & CO. (Nov. 7, 2017), 

https://www.mckinsey.com/business-functions/risk/our-insights/the-new-frontier-in-anti-money-laundering. 
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issues of materiality, and only 20%, on critical high-risk issues.70 This is notable because 

worldwide retail e-commerce sales are estimated to top $2.2 trillion annually, which will provide 

criminals more opportunities to launder money through these legitimate transactions.71 As a 

result, financial institutions are questioning the sustainability of the resource-intensive approach 

to managing compliance risks.72  

III. Adoption of Artificial Intelligence and Machine Learning 

As mountains of data pile up with critical exposure points being lost, financial institutions 

are now looking for new and cost-effective ways to remain in compliance. As a result, firms are 

turning to AI and machine learning to detect suspicious activity, manage results, and find 

anomalies in their data.73 By utilizing AI and machine learning, firms can focus their 

effectiveness and efficiency in financial crime investigations and risk management. For example, 

the adoption of AI and machine learning has the potential to reduce the cost of compliance by 

reducing false positives and redirecting human capital to more pressing areas of suspicious 

activity.74 Recognizing the potential, a select group of federal agencies have endorsed the 

application of AI and machine learning to combat money laundering.75 

On December 3, 2018, the Board of Governors of the Federal Reserve System, the 

Federal Deposit Insurance Corporation, the Financial Crimes Enforcement Network, the National 

Credit Union Administration, and the Office of the Comptroller of the Currency (collectively 

“Agencies”) jointly encouraged banks to consider developing new technologies to comply with 

 
70 Kaminski et al., supra note 66. 
71 Bell, supra note 21. 
72 Id.  
73 Breslow, supra note 68. 
74 See generally, 2019 True Cost of AML Compliance Study, supra note 59. 
75 Board of Governors of the Federal Reserve System et al., Joint Statement of Innovative Efforts to Combat Money 

Laundering and Terrorist Financing (Dec. 3, 2018), 

https://www.federalreserve.gov/newsevents/pressreleases/files/bcreg20181203a1.pdf. 
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the Bank Secrecy Act and anti-money laundering (“BSA/AML”) obligations.76 The Agencies 

have encouraged private sector innovation in AI and machine learning to combat the risks 

associated with financial crimes.77 The Agencies have “welcomed” innovative approaches to 

strengthen the financial system against illicit financial activity.78 As part of their commitment to 

encouraging innovation, the Agencies agreed not to penalize financial institutions that 

implemented pilot programs that ultimately proved unsuccessful or exposed gaps in the firm’s 

BSA/AML compliance programs.79 The adoption of AI and machine learning in BSA/AML 

compliance is not limited to the United States. The Monetary Authority of Singapore (“MAS”) 

recently partnered with the financial industry to promote the adoption of Artificial Intelligence 

and Data Analysis (“AIDA”).80 Recognizing the advantages of using AI and machine learning to 

combat illicit financial crimes, and the growing market for compliance, an arms race has sprung 

up between financial service firms and professional launderers around BSA/AML measures.  

Money laundering techniques are constantly evolving to get around BSA/AML measures. 

Unfortunately, the tools being used by financial institutions are not adapting fast enough. The use 

of current BSA/AML compliance measures has been compared to a game of chess, where the 

launderers stay steps ahead by finding a backdoor or a lag in the system and then rush to funnel 

money before the loophole closes.81 As a result, financial institutions are struggling to keep up 

with illicit financial activity. Fortunately, AI and machine learning has undergone major leaps in 

 
76 Id. 
77 Id.  
78 Id.  
79 Id.  
80MAS Partners Financial Industry to Create Framework for Responsible Use of AI, MONETARY AUTH. SING. (Nov. 

13, 2019), https://www.mas.gov.sg/news/media-releases/2019/mas-partners-financial-industry-to-create-framework-

for-responsible-use-of-ai. 
81 Julian Dixon, The Artificial Intelligence of a Chess Champ Bodes Well for Anti-Money Laundering Chiefs, 

NAPIER (Jan. 27, 2017), https://www.napier.ai/post/the-artificial-intelligence-of-a-chess-champ-bodes-well-for-anti-

money-laundering-chiefs. 
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the past decade and is poised to make drastic changes to BSA/AML compliance.82 The complex 

algorithms have been written, the ability to manipulate big data is known, technology has 

become universally shared across platforms, and government regulators have endorsed their 

use.83 As a result, AI and machine learning are poised to transform financial regulation and 

compliance. 

IV. What is AI and Machine Learning 

AI is rooted in military science and is the result of the Department of Defense’s efforts to 

make computers capable of independent reasoning.84 AI is the broad science of having machines 

pattern human decisions by training machines to perform human tasks.85 AI is a broad field of 

study that includes the major subfields of machine learning, neural networks, deep learning, 

cognitive computing, computer vision, and natural language processing.86 AI can be broken 

down further into two main areas; applied AI and general AI.87 General AI is the development of 

machines that have the same capabilities as human intelligence, commonly understood in the sci-

fi context, where a computer displays equal or superior human capabilities.88 Applied AI is a 

construct that programs computers with a set of rules to perform specific tasks like trading stocks 

or driving autonomous vehicles, as well as a human, could perform them.89 

 
82 Digalaki, supra note 28. 
83 Ellen Zimiles & Tim Mueller, How AI is Transforming the Fight Against Money Laundering, WORLD ECON. F. 

(Jan. 17, 2019), https://www.weforum.org/agenda/2019/01/how-ai-can-knock-the-starch-out-of-money-laundering/. 
84 Wayne Thompson et al., Artificial Intelligence, Machine Learning, Deep Learning and Beyond, SAS 

https://www.sas.com/en_us/insights/articles/big-data/artificial-intelligence-machine-learning-deep-learning-and-

beyond.html (last visited Jan. 31, 2021). 
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87 Will Bodansky, What is the Difference Between Artificial Intelligence, Machine Learning and Deep Learning?, 

MEDIUM (Aug. 15, 2017), https://medium.com/trueface-ai/what-is-the-difference-between-artificial-intelligence-

machine-learning-and-deep-learning-7e73ba110b29.  
88 Id. 
89 Bernard Marr, What is the Difference Between Artificial Intelligence and Machine Learning?, FORBES (Dec. 6, 

2016), https://www.forbes.com/sites/bernardmarr/2016/12/06/what-is-the-difference-between-artificial-intelligence-

and-machine-learning/#ec6d9852742b. 
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Machine learning is a subfield of AI that trains a computer “how to learn" by using 

methods from neural networks, statistics, operational research, and physics to find hidden 

insights in data without being explicitly programmed where to look or what to conclude.90 

Modern machine learning applies and refines, or “trains,” a series of algorithms on large data 

sets by optimizing iteratively as it learns to identify patterns and make predictions for new data.91 

Machine learning utilizes neural networks, which allow a computer to classify information 

according to elements in the same way our brain does.92 These networks base their decisions on 

the classification of data that is fed to them, which is classified by utilizing a system of 

probability.93 The computer then modifies and reviews these decisions by utilizing a feedback 

loop that tells it if it properly classified the data.94 This allows the computer to understand the 

nuance of the data and learn to respond like a human. 

AI and machine learning leverage the available data being produced from our growing 

connection with the internet and devices to learn and make decisions.95 The data being produced 

and released by individuals is grouped and placed into periods of time to form larger data sets, 

which has been designated “Big Data.”96 For perspective, in 2016, IBM estimated that 90 percent 

of the world’s data was created in the prior year.97 The increase in the amount of data becoming 

 
90 Thompson, supra note 84.  
91 Machine Learning, What it is and Why it Matters, SAS, https://www.sas.com/en_us/insights/analytics/machine-

learning.html (last visited Jan. 31, 2021). 
92 Jef Akst, A Primer: Artificial Intelligence vs Neural Networks, SCIENTIST (May 1, 2019), https://www.the-

scientist.com/magazine-issue/artificial-intelligence-versus-neural-networks-65802. 
93 Daniel Nelson, What are Neural Networks?, UNITE.AI (Aug. 23, 2020), https://www.unite.ai/what-are-neural-

networks/. 
94 Id.  
95 Big Data, for Better or Worse: 90% of World’s Data Generated over Last Two Years, SCIENCEDAILY (May 22, 

2013), https://www.sciencedaily.com/releases/2013/05/130522085217.htm. 
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available has allowed researches to achieve results in a wide range of issues, including 

advancements in AML compliance. 

Advancements in AI and machine learning have made it possible for companies to 

recommend places to shop or a song to a queue, ask questions about sales and inventory, and 

detect fraudulent activity. Moreover, AI and machine learning has the capability to provide you 

with data and suggest things you never thought to ask. As a result, financial institutions have 

started to utilize AI and machine learning to combat illicit financial crimes. However, while 

some are taking the applied AI approach and training computers to categorize the data, others are 

exposing their computer to the raw data without supervision by utilizing general AI.98 Both 

forms are proving to work in identifying potential suspicious transactions, but the unsupervised 

approach has the largest upside and the highest liability. This approach, however, shows that 

machines and humans must collaborate to accomplish things that neither could accomplish on 

their own to combat illicit financial crime. 

V. Present AI Applications in the Financial Industry 

Under the purview of the Treasury Department, FinCEN is responsible for stopping 

money-laundering schemes.99 However, financial services firms are the ones on the front lines 

combating money-laundering. Moreover, with its endorsement of AI and machine learning and 

its stringent reporting requirements, the government has effectively outsourced BSA/AML 

compliance to the banks and also opened the gates for innovation. As BSA/AML compliance 

teams begin to innovate and develop new ways to stop money-laundering, so have the criminals 

seeking to launder money through our nation’s institutions.  

 
98 Zimiles et al., supra note 83.  
99 31 U.S.C. § 5311-5330 (1970).  
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The scope of money-laundering now includes criminals who use shell companies, 

shadow buyers, and other elaborate tactics.100 Fortunately, AI and machine learning are showing 

massive potential in reducing false alerts while identifying suspicious activity.101 For example, 

early applications of AI in reviewing suspicious transactions have reduced false-positive rates 

from 90% to 50%.102 This early success allows BSA/AML compliance staff to concentrate more 

time on catching criminals instead of manually reviewing alerts.  

Although AI and machine learning have produced some promising results, the banking 

industry has still been cautious in implementing AI and machine learning solutions because of 

the challenges in reporting. Sections 1956 and 1957 require banks and financial institutions to 

explain how they are complying with regulations and compliance. AI makes disclosure difficult 

because of the “black box” model, which utilized an algorithm that performs functions based on 

data fed to it.103 AI and machine learning platforms have been reluctant to share this proprietary 

information and, in some cases, unable to explain the formula used.104  

Financial institutions must screen every transaction for suspicious activity, while also 

tracking known criminal or terrorists. By utilizing applied AI and machine learning models, 

financial institutions have been training computers to flag suspicious activity by feeding them 

previously dispositioned sanction alerts.105 The computers then develop a model, which is tested 

by feeding the models newly confirmed alerts to verify if they are performing and flagging the 

 
100 Tim Mueller, AI in Anti-Money Laundering Isn’t Just Compliance, it’s Good Business, BANKINGDIVE (Oct. 1, 
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correct illicit activity.106 By utilizing a machine and human approach, these institutions are able 

to optimize the model by allowing humans to adjust the algorithm and understand how the 

computer reaches its decisions. This allows the firm to understand how the model works and also 

provides it with the information required by regulators. 

In addition to applied AI, general AI has also been deployed to identify suspicious 

activity.107 Navigant, a consulting firm, was contracted to help a bank review about 20 million 

transactions that dated back several years.108 Because of the sheer amount of transactions, 

Navigant applied intelligent segmentation software from Ayasdi.109 In typical segmentation, 

banks separate their customers by industry, size, and other factors and then apply rules that have 

held consistent for their respective businesses, known as supervised learning.110 The problem 

with this archaic approach is that these segmentations do not consistently represent groups with 

consistent transaction behavior. In applying Ayasdi’s general AI, the computer reviewed the 

transactions without the traditional categories. Instead, it analyzed transactions, observed 

patterns, and placed customers in segments based on their behavior.111 The computer created 

segments that categorized businesses engaged in large wire credit transactions, worked with 

high-frequency counterparties, or a large number of unique originators.112 This segmentation 

resulted in the computer to identifying when a transaction fell outside of the normal parameters 

of their segment, allowing for further review by humans.113 The algorithm ultimately satisfied 
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regulators, reduced the number of false positives, and allowed investigators to better allocate 

their time and resources.114 

These early applications of AI show that AI can be used to automate repetitive tasks, 

aggregate information, cluster information into groups, and confirm or monitor information. 

Although we are not at the point where this technology can supplant institutional judgment and 

decision making, the prospect is not far off. 

VI. AI and the Potential Legal Risks in AML 

AI and machine learning are proving to be an asset in the everchanging global economy. 

Financial institutions are operating around the clock due to the emergence of online banking, 

online payment services, P2P transfers, and cryptocurrencies.115 The rise in global transactions 

has made the existing framework for AML unsustainable due to the ever-increasing scale of 

operations. Therefore, financial institutions need rapid processing abilities to stay relevant and 

ensure the satisfaction of various stakeholders, including customers and regulators. As the 

adaption of AI and machine learning grows, firms need to become abreast of advancements and 

liabilities associated with BSA/AML compliance.  

The adoption of AI and machine learning in BSA/AML compliance has the ability to 

disrupt a highly regulated sector of the economy. However, its implementation and evolution 

over the next few years will depend on how the government decides to regulate AI and machine 

learning solutions. While the scope of areas impacted is vast and will continue to evolve, this 

article will highlight three areas where AI and machine learning solutions will impact the 

financial industry. It will address the proverbial “black box” problem, explore the challenges of 
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utilizing third-party vendors, and the general challenges associated with adopting AI and 

machine learning in BSA/AML compliance. This legal scholarship also seeks to put financial 

institutions on notice to develop a framework to address the legal liabilities associated with AI 

and machine learning in BSA/AML compliance. 

A. Black Box 

The “black box” problem is associated with general AI solutions and the inability of 

programmers to explain computer’s algorithm  and how it arrived at a specific decision.116 It is a 

common challenge associated with neural networks, which work like a production line, made out 

of three layers: an input layer, a hidden layer, and an output layer.117 The problem occurs during 

the hidden layer, where “neurons” handle the data and manipulate it through a series of 

mathematical functions before passing it to the output layer with no explanation as to how it 

arrived at that output.118  This problem caused Google Photos headaches when its image 

recognition algorithm started identifying black people as “gorillas.”119 Similarly, an algorithm 

utilized in sentencing deemed an offender with no arrest record as high-risk and recommended a 

6-year prison sentence.120 In both applications, the developers were unable to decipher the 

algorithm’s thought process, which led to a discriminatory and prejudicial application. These 

occurrences are examples of how algorithms pick up and amplify the views of those who 

develop them, as well as the data that trains them, and as a result, reflect or “learn" the biases of 

the society. 

 
116 What is the AI Black Box Problem?, MAIZE (Jun. 15, 2008), https://www.maize.io/en/content/what-is-ai-s-black-

box-problem. 
117 Nelson, supra note 93. 
118 Id. 
119 Tom Simonite, When it Comes to Gorillas, Google Photos Remains Blind, WIRED (Jan. 11, 2018), 

https://www.wired.com/story/when-it-comes-to-gorillas-google-photos-remains-blind/. 
120 Bahar Gholipour, We Need to Open the AI Black Box Before It’s Too Late, FUTURISM (Jan. 18, 2018), 

https://futurism.com/ai-bias-black-box. 
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Deploying AI in the financial service sector creates a challenge with regulators who 

require the solution to be identifiable, understandable, and explainable. If the algorithm notes an 

anomalous behavior or suspicious activity in a transaction, the bank using the AI solution must 

explain the reasoning to remain in BSA/AML compliance.121 For example, the firm must be able 

to answer how the solution segmentation works? How the firm tunes its predictive models? How 

it ensures that no unconscious bias has influenced a red flag? Or, why the solution failed to flag 

the suspicious activity? Failure to understand algorithms could result in compliance officers 

being fined or banks losing licenses.122 

The challenges imposed by self-learning algorithms have, fortunately, created an 

emphasis to create explainable AI.123 In the financial sector, an incorrect decision can cost 

billions of dollars to be held up or lost by an institution. If the financial industry is going to 

continue to advance the use of AI and machine learning solutions, it is imperative that it subjects 

the solution to rigorous risk management and validation. The financial institution must ensure 

that the proposed AI solution has the required transparency depending on the case use and that 

the solution has an audit model that allows firms to decipher the output.  

Although finance departments are one of the first to apply AI and machine learning, the 

black box problem has been an issue since its inception. Fortunately, vendors have been tackling 

this challenge and have developed Explainable AI.124 By utilizing counterfactuals, Google has 

trained its neural networks to ask itself questions.125 For example, “suppose I hadn’t been able to 

look at the shirt color of the person walking into the store, would that have changed my estimate 

 
121 See generally, 31 U.S.C. §§ 5311-5330 (1970). 
122 Id. 
123 Leo Kelion, Google Tackles the Black Box Problem with Explainable AI, BBC NEWS (Nov. 24, 2019). 

https://www.bbc.com/news/technology-50506431. 
124 Id. 
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of how quickly they were walking?”126 By taking several counterfactuals, the computer gradually 

builds a picture of what it is and is not being addressed when it makes a prediction. While 

explainable AI can be used to peel back the layers of banking algorithms, some questions are still 

unknown because of the close correlations to philosophical questions that technology cannot 

solve. However, firms must also recognize that there are likely to be circumstances when using 

an AI solution is beneficial, even though it may be unexplainable or opaque. In this scenario, the 

AI solution should be subject to appropriate controls that address how the solution will be used, 

how it will be built, assurance of the data quality, and the data’s suitability. With the adoption of 

opaque solutions, firms need to work together in the evolution of AI solutions and create a 

regulatory framework that will allow for innovation. 

B. Third-Party Vendor Liability  

 The process of utilizing third parties is not new and provides financial institutions with 

convenience, efficiency, and cost-savings. Third-party vendors, partners, and contractors in 

finance already conduct money transmittal services, stock brokerage and offshoring. However, 

because of the early success of AI solutions, their adoption will soon be expansive.127 As a result, 

third-party AI vendors will pose risks and liabilities and should be an area of concern for firms. 

For starters, will AI vendors be subject to the same regulatory and compliance under BSA/AML 

compliance? 

 Additionally, AI solutions require access to vast amounts of data to formulate an 

algorithm, which will require contractual provision on the algorithm’s ownership, utilization, and 

sale, while also ensuring customer data protection. A universally adopted AI solution could also 
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be subjected to anti-competitive or anti-trust regulation. Moreover, the multiple financial 

institutions’ collective use of a single vendor could create a systemic risk for firms if the vendor 

or its AI solution is compromised or fails. 

When regulators endorsed the use of AI and machine learning in BSA/AML compliance, 

they provided financial institutions with a “sandbox” to play with and test their algorithms 

without repercussions.128 Moreover, the National Science and Technology Council offered 

guidance on how to address AI-related risks that fall “within the bounds of an existing regulatory 

regime…the policy discussion should start by considering whether the existing regulations 

already adequately address the risk, or whether they need to be adapted to the addition of AI.”129  

In accordance with this stance, the Board of Governors of the Federal Reserve System 

outlined three existing areas of regulation and supervision of AI solutions.130 First, they direct the 

financial service sector to become abreast of the Federal Reserve’s “Guidance on Model Risk 

Management” (SR Letter 11-7), which encourages critical analysis throughout the development, 

implementation, and use of AI models.131 Including the utilization of qualified individuals not 

involved with the algorithms to serve as a “second set of eyes” to ensure no unconscious biases 

are programmed into the solution.132 Second, the Federal Reserve encourages adherence to its 

letter on vendor risk management and technology service providers, which provides a framework 

 
128 Joint Statement, supra note 75. 
129 NAT’L SCIENCE AND TECH. COUNCIL COMM. ON TECH., EXEC. OFF. OF THE PRESIDENT, PREPARING FOR THE 

FUTURE OF ARTIFICIAL INTELLIGENCE 1 (2016), 

https://obamawhitehouse.archives.gov/sites/default/files/whitehouse_files/microsites/ostp/NSTC/preparing_for_the_

future_of_ai.pdf. 
130 Gov. Lael Brainard, Pa Bd. of Governors of the Fed. Rsrv. Sys., Speech at Fintech and the New Financial 

Landscape, Philadelphia, What are we Learning About Artificial Intelligence in Financial Services?, (Nov. 13, 2018) 

(transcript available at https://www.federalreserve.gov/newsevents/speech/brainard20181113a.htm). 
131 Letter from the Bd. of Governors of the Fed. Rsrv. Sys. to the Officer in Charge of Supervision and Appropriate 

Supervisory and Examination Staff at each Federal Reserve Bank (Apr. 4, 2011) (on file at 
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for outsourcing business functions and services that depend on AI solutions.133 These letters 

provide guidance on diligence, selection, contracting, oversight and monitoring, and the ultimate 

termination of an outside vendor.134 Third, the Federal Reserve asks that firms apply more care 

and caution to tools that can have a material impact on consumers, compliance, or safety and 

soundness.135 By utilizing the existing regulatory and supervisory guidelines, banks and financial 

service firms can begin to develop a regulatory and oversight framework for AI solutions by 

third-party vendors. This will allow firms to anticipate potential points of contention and inform 

a firm of potential blind spots that might raise flags with regulators. Fortunately, regulatory 

agencies are also on notice and are keeping themselves abreast of the rapidly changing landscape 

in AI solutions to BSA/AML compliance.136  

AI solutions require access to large amounts of customer data. This necessary access 

creates liabilities and risks for financial service firms, which have only increased in recent years. 

In 2017, Equifax suffered a data breach that impacted 148 million customers’ names, social 

security numbers, birthdays, and addresses.137 Last year, Airbus announced it suffered a data 

breach that resulted in stolen information about a jet engine through a third-party supplier.138 

What should alarm financial services firms is that a recent study found that 59 percent of data 

 
133 See FED. FIN. INST. EXAMINATION COUNCIL, OUTSOURCING TECHNOLOGY SERVICES (2004) (available at 

https://ithandbook.ffiec.gov/media/274841/ffiec_itbooklet_outsourcingtechnologyservices.pdf); Letter from the Bd. 

of Governors of the Fed. Rsrv. Sys. to the Officer in Charge of Supervision at each Federal Reserve, (May 24, 1996) 

(on file at https://www.federalreserve.gov/boarddocs/srletters/1996/sr9614.htm) [hereinafter Bd. of Governors Letter 

May 24, 1996].  
134 Bd. of Governors Letter May 24, 1996, supra note 132. 
135 Id. 
136 Brainard, supra note 130. 
137 Alfred Ng, How the Equifax Hack Happened, and What Still Needs to be Done, CNET (Sep. 7, 2018), 

https://www.cnet.com/news/equifaxs-hack-one-year-later-a-look-back-at-how-it-happened-and-whats-changed/. 
138 Christian Lowe, Hackers Tried to Steal Airbus Secrets Via Contractors: AFP, REUTERS (Sept. 26, 2019), 
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breaches originated with third parties or vendors and growing.139 As such, financial services 

firms need to be vigilant and ensure that the protection of their customers’ data is a top priority. 

To ensure against potential third-party liabilities, financial service firms need to implement third-

party risk management (“TPRM”). Counsels need to advise clients to emphasize information 

gathering and validation of vendors by using cybersecurity risk questionnaires to identify 

potential weaknesses, security ratings to access a vendor’s commitment to security, continuous 

monitoring of an organization's systems, and the inclusion of all parties.140 Fortunately, risk 

assessments are not new, and financial services firms have an existing framework in place that 

can be utilized and updated to provide proper risk management. 

Finally, as the financial industry continues to adopt AI solutions for BSA/AML 

compliance, they must be conscious of the vendors’ activities and potential customers. The rush 

to utilize AI in BSA/AML compliance has the potential to give rise to a third-party dependency 

of only a few select vendors. As a result, financial services firms need to ensure that their use of 

AI solutions is not anti-competitive. For example, financial service firms need to ensure that the 

implementation of an algorithm, which could drive common customer outcomes across the 

industry, is not occurring. Although AI solutions in BSA/AML compliance are still in the 

nascent stage of development, and implementation, financial services firms should be conscious 

of developing anti-competitiveness through tacit collusion that is currently of concern in pricing 

and trading models.141  

 

 
139 Brian Thomas, 4 Ways to Minimize the Risk of a Third-Party Data Breach, BITSIGHT (Nov. 20, 2019), 
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140 Brian Thomas, Airbus Incident Shines Spotlight on Third-Party Vendor Security Risks, BITSIGHT (Oct. 4, 2019), 
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C. General Liability 

Further exposures in utilizing AI solutions for BSA/AML compliance include general 

liability in contract and tort claims, product liability, and global compliance. AI solutions will 

give rise to unintended consequences and may expose financial services firms to breach of 

contract or tort claims and test the boundaries of existing exclusion clauses. Financial services 

firms need to be cautious when they contract with vendors and ensure that the data produced is 

protected and is for the exclusive use of the case use. Moreover, financial service firms need to 

ensure ownership or licensing of the developed algorithm. Additionally, financial services firms 

need to ensure that consumers are aware of the use of AI solutions by expressing [it] in their 

terms and conditions. As AI solutions expand in BSA/AML compliance, financial services firms 

must be aware of situations in which the AI solution could be covered by product liability laws 

and could result in damages for the firm or the vendor. It is also imperative that financial service 

firms stay abreast of global data regulations.  

In 2018, the General Data Protection Regulation (GDPR), implemented in the United 

Kingdom, gave individuals the right to know how AI uses their data.142 GDPR promotes fair and 

transparent processing by requiring firms to provide individuals with meaningful information 

about the logic involved and the consequences of the processing.143  Moreover, firms need to be 

aware that GDPR gives individuals the right to bring civil claims for compensation - including 

distress and personal data breaches.144 Stateside, the California Consumer Privacy Act seeks to 

implement the same restrictions and protections as GDPR.145 As a result, financial services firms 
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and legal counsels need to be involved in enacting and implementing state, federal, and global 

regulations.   

Conclusion  

The cost of BSA/AML compliance in financial services has increased over the past 

decade. In particular, resources in the first and second lines of defense have expanded 

dramatically. The current resource-intensive approach of utilizing humans to managing 

compliance is not sustainable in the long run. While the regulatory requirements are out of the 

banks’ control, the application of AI and machine learning is poised to help the financial sector 

combat money-laundering. However, it is on financial services firms and legal counsel to 

respond to the introduction of AI and machine learning with thought out application and use. By 

working with AI and machine learning vendors, firms will be better able to address the 

BSA/AML compliance demand and allow meaningful progress toward sustainable compliance 

over time. 

 

 

 

 

 

 

408



Civil RICO: A Promising Claim Against Pharmaceutical Price Gouging 
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ABSTRACT 

 

The rising cost of prescription drugs is unsustainable. One in four people cannot afford 

their prescriptions, and as such, do not fill it.2 One in eight people report that they or a family 

member have cut pills in half or skipped doses due to high drug costs.3 Although patented medicine 

warrants its supra-competitive prices,4 is it still acceptable at any price? Is it still fair when prices 

are so inflated for apparently no justifiable reason besides capitalistic gains? Pharmaceutical 

price gouging has become an increasing problem for the working poor and middle class in the 

United States,5 especially the elderly and patients with chronic conditions.6 However, medication 

accessibility is a problem for every American because we are all in the process of aging and face 

the risk of illness. 7 Despite this rising problem, courts have proven unwilling to address the issue, 

at least not any time soon, primarily due to patent protection.8 For these reasons, this Note looks 

at a fairly new but promising avenue for combating pharmaceutical price gouging: Racketeer 

Influenced and Corrupt Organizations (RICO). 
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INTRODUCTION 

 

  Medicine that was once affordable is no longer for many working-class Americans 

because of the underlying problem of pharmaceutical price gouging.9 Price gouging “refers to the 

practice of raising the prices of goods, services, or commodities” to a level much higher than is 

reasonably fair, exploiting certain groups of people that cannot afford the goods, and it becomes 

unethical.10 This usually occurs during times of crisis due to increases in demand for the products.11 

At present, there are no federal laws to prevent price gouging.12 Some states have passed anti-price 

gouging laws, but the law has either made little sense, and if sensible, have had little effect.13 

  Opponents of price gouging claim it is “morally” wrong to charge such high prices, 

suggesting that emotions play a significant role for their aversion of price gouging.14 They are 

outraged at money-hungry predators who prey on the desperation of others, arguing that price 

gouging should be punished and not rewarded with windfall profits.15 In times of crisis, a good 

society should pull together, not press for maximum advantage.16  

But the ethical case against price gouging may be weaker than it appears.17 More recent 

research suggests that these judgements are driven primarily by emotional responses to the price 

 
9 Rende, supra note 5, at 370–71.  
10 See id.; see also Price Gouging, LEGAL DICTIONARY, https://legaldictionary.net/price-gouging (last visited April 

24, 2020). 
11 Jodi Beggs, The Economics of Price Gouging, THOUGHTCO. (Sep. 3, 2018), https://www.thoughtco.com/the-

economics-of-price-gouging-1146931.  
12 Rebecca J. Hillyer, et al., Price Gouging Potential Class Action, And UDAP Activity, MORGAN LEWIS (March 25, 

2020), https://www.morganlewis.com/pubs/price-gouging-potential-class-action-and-udap-activity#_ftn1. 

(“However, in response to the hoarding of health and medical resources during the COVID-19 pandemic, President 

Trump on March 23, 2020 issued an executive order under the authority of the Defense Production Act, 50 U.S.C. 

§4501, et seq. delegating authority to the secretary of Health and Human Services to designate any material as one 

that would be ‘threatened by persons accumulating the material . . . for the purpose of resale at prices in excess of 

prevailing market prices.”).  
13 Harry First, Excessive Drug Pricing As An Antitrust Violation, 82 ANTITRUST L. J. 701, 703 (2019).  
14 Michael Giberson, The Problem With Price Gouging Law: Is Optimal Pricing During An Emergency Unethical?, 

CONSUMER PROTECTION, Spring 2011, at 50, 

https://www.cato.org/sites/cato.org/files/serials/files/regulation/2011/4/regv34n1-1.pdf.  
15 See id.; see generally MICHAEL SANDEL, JUSTICE: WHAT’S THE RIGHT THING TO DO? (2009).  
16 Giberson, supra note 14, at 51.  
17 Id. at 50.  
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increases and little legal support.18 Careful examination of the ethics of price gouging raises 

questions for these emotional-driven judgments.19  

Supporters of price gouging argue it is how goods and services get allocated in a free 

society, dismissing the relevance of emotion.20 Low prices, especially during a crisis, could 

encourage overbuying and hoarding of goods.21 As seen with toilet paper during the recent and 

ongoing COVID-19 pandemic.22 Also, sometimes, if the price does not increase, it will result in a 

shortage of the product, because there is no incentive for suppliers to make more.23 Even worse, if 

suppliers’ ability to recover costs are compromised, they will decide not to sell at all rather than to 

sell at a loss.24 Interference in pricing freedom might actually harm those it is intended to protect.25 

 However, in the pharmaceutical context, costs of medicines are being increased absent any 

crisis. In 2015, the cost of Daraprim, a drug used to treat parasitic infections in HIV patients and 

pregnant women, went from $13.50 to $750 overnight – a 5000% increase;26 over the span of six 

years, the cost of the EpiPen was increased over a dozen times;27 and at its peak, Sovaldi, a drug 

used to treat hepatitis C without the debilitating side effects, was priced at $1,000 per pill.28 At that 

price, it would cost about $84,000 to cure a patient with the hepatitis C virus.29 The increase of 

these drugs is not the result of higher demands or crisis but capitalism.  

 
18 Id.  
19 Id.   
20 Id.  
21 Beggs, supra note 11.   
22 Chole Taylor, Here’s why people are panic buying and stockpiling toilet paper to cope with coronavirus fears, 

CNBC (Mar. 11, 2020), https://www.cnbc.com/2020/03/11/heres-why-people-are-panic-buying-and-stockpiling-

toilet-paper.html.  
23 Beggs, supra note 11.   
24 Giberson, supra note 14, at 51.   
25 Id.  
26 Sydney Lupkin, A Decade Marked By Outrage Over Drug Prices, NPR (Dec. 31, 2019, 1:16 PM), 

https://www.npr.org/sections/health-shots/2019/12/31/792617538/a-decade-marked-by-outrage-over-drug-prices.  
27 Id.  
28 Id.   
29 Id. 
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Failure to prevent high prescription drug prices in the United States is fundamentally 

because of the struggle to counterbalance the monopoly power of pharmaceutical manufacturers 

with a strong coordinated purchasing strategy.30 This monopoly power is conferred via federal 

patent laws in addition to rules that diminish federal and state authority to negotiate drug prices or 

implement measures to lower drug costs.31 The government created patents for two main purposes: 

(1) to simulate interest in research and find solutions to problems that plagued the world; and (2) 

to promote the broader good of the country.32 The granting of a patent was designed to advance 

not only the interest of its creator, but equally, also the economy of the nation.33 However, 

increasingly, drug companies are not investing in R&D, but instead, are buying the patents to drugs 

developed by others and inflating the prices of those drugs immensely.34 As a result, presently, 

patent protection arguably primarily serves the drug companies at the patients’ expense.35 

A call for legislative action has been made to circumvent patent protection, but it has 

largely been unsuccessful. The federal government has failed to take meaningful steps to curb drug 

prices36 and even proved unwilling in some instances. For example, in February 2019, the United 

States Senate Committee on Finance summoned executives from seven large bio-pharmaceutical 

companies to defend their pricing practices before Congress.37 Although the top pharmaceutical 

executives expressed deep compassion for patients suffering from high drug costs, they declined 

 
30 QUYNH CHI NGUYEN & MICHAEL MILLER, ADDRESSING OUT OF CONTROL PRESCRIPTION DRUG PRICES, COMMUNITY 

CATALYST 13 (2018), https://www.communitycatalyst.org/resources/publications/document/2018/CC-

PrescripDrugPrices-Report-FINAL.pdf.  
31 Id.  
32 Pearl, supra note 8.   
33 Id.  
34 Id.  
35 Id.  
36 Berman, supra note 3, at 3.   
37 Michelle M. Mello & Rebecca E. Wolitz, Legal Strategies For Reining In “Unconscionable” Prices For 

Prescription Drugs, 114 NW. U.L. REV. 859, 860 (2020); see also Christopher Rowland, Drug Executives Grilled in 

Senate Over High Prices, WASH. POST. (Feb. 26, 2019, 

4:49PM), https://www.washingtonpost.com/business/economy/drug-executives-grilled-in-senate-over-high-

prices/2019/02/25/abc89c04-393f-11e9-aaae-69364b2ed137_story.html [https://perma.cc/6LBV-FDX8]. 
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to commit to lowering their own prices.38 The Committee did nothing in response, arguably 

showing that it is either powerless against top pharmaceutical companies or unwilling to come up 

with a fair solution - 39  ultimately, the meeting was unproductive.40  

In like manner, a call for judicial support has also been in vain. A bevy of suits have been 

filed against pharmaceutical price gouging,41 but courts have been reluctant to rule on the issue. 

Notably, in February 2019, the United States Supreme Court refused to review Maryland’s bid to 

reimplement a law arguably needed to protect residents against monstrous price increases - the 

Supreme Court’s decision came without comment, as is customary. 42 First of its kind,43 this 

decision was a huge loss for plaintiffs in the battle against price gouging. Those attempting to curb 

price gouging have faced other challenges in court under the dormant Commerce Clause44, patent 

law, trade secret law, the Takings Clause, the First Amendment, and the Due Process Clause.45  

Despite these hurdles, patients unable to access life-saving medicines because of 

pharmaceutical price gouging deserve, in the least, a closer look at the issue.46 Otherwise, 

 
38 Rowland, supra note 37.  
39 Id. 
40 Id. 
41 Mello & Wolitz, supra note 37, at 862; see, e.g., Biotechnology Indus. Org. v. D.C., 496 F.3d 1362 (Fed. Cir. 

2007); Pharm. Research & Mfrs. of Am. v. Sandoval, No. 2:17-cv-02315, 2017 U.S. Dist. LEXIS 184201, at *1 (D. 

Nev. Nov. 7, 2017). 
42 See Ass’n for Accessible Meds. v. Frosh, 887 F.3d 664 (4th Cir. 2018), cert. denied, 139 S. Ct. 1168 (2019); see 

also Jeff Barker, U.S. Supreme Court denies Maryland Bid To Revive Law Aimed At Preventing ‘Monstrous’ 

Generic Drug Price Increases, THE BALTIMORE SUN (Feb. 19, 2019, 2:40PM), 

https://www.baltimoresun.com/politics/bs-md-drug-price-gouging-decision-20190219-story.html.  
43 Barker, supra note 42. 
44 Mello & Wolitz, supra note 37, at 862; see Frosh, 877 F.3d at 667–75. 
45 Mello & Wolitz, supra note 37, at 862–63; see generally Isaac D. Buck, States as Activists, 39 J. LEGAL MED. 121 

(2019) (discussing legal challenges to Maryland's anti-price gouging law, among other issues); see also Katherine L. 

Gudiksen & Jaime S. King, The Burden of Federalism: Challenges to State Attempts at Controlling Prescription 

Drug Costs, 39 J. LEGAL MED. 95 (2019) (surveying the legal challenges that states have faced in attempting to 

regulate drug prices); Katherine L. Gudiksen et al., California's Drug Transparency Law: Navigating the 

Boundaries of State Authority on Drug Pricing, 37 HEALTH AFF. 1503 (2018) (discussing legal challenges to 

California's drug price transparency law SB-17); Theodore T. Lee et al., Legal Challenges to State Drug Pricing 

Laws, 319 JAMA 865 (2018) (discussing the legal claims brought against drug pricing laws in Maryland and 

Nevada); Christopher Robertson, Will Courts Allow States to Regulate Drug Prices?, 379 NEW ENGL. J. MED. 1000 

(2018) (describing the dormant Commerce Clause challenge to Maryland's HB-631). 
46 Halpenny, supra note 2, at 544.  
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vulnerable people will continue to be subjected to predatorial, capitalistic schemes. This Note 

focuses on one avenue that has received little scholarly attention in the drug-pricing context but 

has significant potential: civil RICO.   

Civil RICO is worthy of greater attention for several reasons. First, as mentioned above, 

efforts to regulate pharmaceutical price gouging have been unsuccessful for the most part; 

therefore, there needs to be a new angle of attack. Civil RICO offers another avenue because of its 

significant benefits to plaintiffs, especially in certifying class action suits, and most often, price 

gouging cases are filed as class actions.47 Second, civil RICO mandates treble damages, providing 

greater incentives for plaintiffs to utilize it as a cause of action.48  

Finally, civil RICO has been seen as a threat by pharmaceutical corporations, showing its 

potential against price gouging. In 2008, McKesson, a pharmaceutical corporation, settled a price 

gouging suit where civil RICO was a cause of action for $350 Million - one of the nation’s largest 

RICO settlements.49 This suit claimed McKesson conspired with a drug publishing company, First 

DataBank, to fraudulently inflate the widely used Average Wholesale Price (“AWP”) figures, 

which insurance companies, retailers and others use to calculate the purchase price, payments and 

co-payments of the most common prescription medications.50 In late 2006, First Databank reached 

a settlement with plaintiffs - McKesson was not a party to this settlement.51 The suit dragged on 

 
47 Hillyer, supra note 12 (noting that RICO’s benefits are also civil RICO’s benefits because it is one of the few 

statutes that specify both a criminal offense and a civil cause of action). See infra note 96.  
48 Pamela Bucy Pierson, RICO Trends: From Gangsters to Class Actions, 65 S.C. L. REV. 213, 216 (2013) 

[hereinafter Gangsters to Class Actions]. 
49 Ashley Klann, McKesson Settles RICO Lawsuit for $350 Million, HAGENS BERMAN SOBOL SHAPIRO LLP (Nov. 

21, 2008), https://www.hbsslaw.com/cases/mckesson-corp/pressrelease/mckesson-corp-mckesson-settles-rico-

lawsuit-for-350-million; see also S.F. Health Plan v. McKesson Corp. (In re McKesson Governmental Entities 

Average Wholesale Litig.), 767 F. Supp. 2d 263 (D. Mass. 2011).  
50 Klann, supra note 49. 
51 Healthy Pol’y Hub, Judge Approves Amended First Databank Settlement In Case Brought By PAL Members, 

COMMUNITY CATALYST (Jun. 15, 2007), https://www.communitycatalyst.org/blog/judge-approves-amended-first-

databank-settlement-in-case-brought-by-pal-members-pal#.XnLRwi2ZO3U.  
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for two more years until finally, McKesson settled. Final approval of a class settlement with 

McKesson was granted in July 2009.52  

Despite the hefty settlement price, McKesson denied any conspiracy or wrongdoing on its 

part, according to CEO John H. Hammergren.53 CEO Hammergren claimed McKesson only settled 

to stop the continuous pricing claims against it.54 But this does not add up - just because a 

settlement is reached does not mean other parties will be barred from bringing additional claims 

against McKesson. Therefore, this landmark case shows that civil RICO is a viable claim against 

pharmaceutical price gouging because even though it settled, the high price tag suggests that 

plaintiffs had strong, supportive evidence to back its civil RICO claim. 

This note aims to analyze civil RICO’s strength as a claim against pharmaceutical price 

gouging. It proceeds in six parts. Part I will explain why civil RICO is relevant. Part II will provide 

a brief overview of the civil RICO statute. Part III explores civil RICO’s benefits in the context of 

pharmaceutical price gouging. Then, Part IV will further discuss the landmark case, McKesson. 

Part V demonstrates the viability of civil RICO by applying it to a real-world situation through 

McKesson. Finally, Part VI concludes with observations for the future of civil RICO.  

I. CIVIL RICO’S RELEVANCE 

Civil RICO lawsuits are typically tempting because its treble damages provision provides 

great incentives and RICO’s broad terms allow plaintiffs to sue a variety of defendants. But the 

courts’ liberal interpretations of RICO’s language have led to the application of RICO to a myriad 

of federal cases,55 causing overcrowding in the courts. Further, RICO’s broadness can also be 

 
52 In re McKesson Governmental Entities Average Wholesale Litig., 767 F. Supp. 2d at 268.  
53  Drug Distributor McKesson Pays Out $350 Million Settlement, WHISTLEBLOWER INFO.COM,  

https://www.whistleblowerinfo.com/cases/drug-distributor-mckesson-pays-out-350-million-settlement/ (last visited 

May 12, 2021).  
54 Id.  
55 2 JOAN P. CAFONE, BUSINESS CRIME § 24.07 (2020); 18 U.S.C. § 1961(1). 
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exploited by “disgruntled and malicious competitors to harass innocent businessmen.”56 Even 

further, the large number of predicate offenses, coupled with its nebulous terms such as 

“enterprise” and “pattern of racketeering activity,” leaves room for constitutional attack.57 It also 

has the potential for a controversial extension of federal remedies into areas of state law, such as 

common business fraud.58  

Regardless of these downsides, RICO’s broad application is warranted because of its 

legislative intent.59 RICO expressly provides that courts should liberally construe its provisions.60 

The Seventh Circuit noted that while “civil sanctions provided under RICO are dramatic and will 

have a vast impact upon the federal-state division of substantive responsibility for redressing 

illegal conduct . . . such dramatic consequences are necessary incidents of the deliberately broad 

swath Congress chose to cut in order to reach the evil it sought.”61 Based on this reasoning, the 

Seventh Circuit denied requests to restrict the application of the statute stating that it did not have 

the authority.62  

This vagueness leads one to wonder why civil RICO should be used against pharmaceutical 

price gouging, especially when there are antitrust laws meant to outlaw non-competitive pricing.63 

RICO’s relevance lies in its ability to reach areas that other laws simply cannot, or its broadness.  

Comparisons between RICO and antitrust laws reveal even greater similarities.64 To 

maintain a civil RICO action for damages, plaintiffs must be “injured in his business or property 

 
56 Michael W. Coffield, If Rico is Applied to Securities Fraud, Can Antitrust be far Behind?, 52 ANTITRUST L. J. 379 

(1983); See also H.R. REP. NO. 91-1549, at 187 (1970), reprinted in 1970 U.S.C.C.A.N. 4007, 4083 (dissenting views 

of Reps. Conyers, Mikva and Ryan). 
57 William J. Hughes, RICO Reform: How Much Is Needed?, 43 VAND. L. REV. 639 (1990). 
58 CAFONE, supra note 55.  
59 Coffield, supra note 56, at 379. 
60 Id. 
61 CAFONE, supra note 55.  
62 Id.  
63 First, supra note 13, at 704.  
64 Coffield, supra note 56, at 382. 
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by reason of” a pattern of racketeering activity.65 The RICO damage provision is actually modeled 

after Section 4 of the Clayton Act.66 This close relationship between remedies for RICO and 

antitrust violations is not coincidental.67 RICO and antitrust are both concerned with maintaining 

a fair and efficient economy.68 Moreover, in practice, an antitrust violation and a RICO violation 

may be identical - e.g., a company may be able to undercut its competitors’ prices because the 

illegal activities subsidize its operation.69 Using this competitive advantage, the racketeer influence 

corporation could drive its competitors bankrupt and dominate the market.70 There are also areas 

of antitrust law that condemn high prices - e.g., firms cannot merge if the merged firms can raise 

their prices unilaterally.71 But the conventional wisdom in antitrust is that monopoly pricing is not 

a violation of Section 2 of the Sherman Act.72 The Supreme Court observed that “[A]ntitrust law 

does not prohibit lawfully obtained monopolies from charging monopoly prices.”73 But then again, 

there is no case holding that a monopolist’s conduct in price gouging is lawful under antitrust 

 
65 See id. at 381–82; see also 18 U.S.C. §§ 1962, 1964(c). 
66 Coffield, supra note 56, at 382; see also 15 U.S.C. § 16 (1976); Felix H. Levy, The Clayton Law – An Imperfect 

Supplement to the Sherman Law, 3 VA. L. REV. 413–17 (1916) (explaining that the Clayton Act was created in 1914 

as a supplement to the Sherman Act – the first statute embodying the antitrust law policy of the United States. The 

Sherman Act, created in 1890, was intended to repress monopolistic aggregations. In Standard Oil Co. v. United 

States, 221 U.S. 1 (1911) and United States v. American Tobacco Co., 221 U.S. 106 (1911), the Supreme Court 

adopted a rule of interpretation, coined “the rule of reason,” intending to enlarge the scope of the Sherman Law. 

However, in the administrative process of dissolving the two trusts affected by the decisions, the mandates of the 

Supreme Court requiring such dissolution were executed in such manner as to cause general disapproval. This was 

met with protest, claiming that the Supreme Court had weakened the Sherman Act. The people at large demanded 

that it be strengthened. The Clayton Act was created to give further and more explicit legislative definition of the 

policy and meaning of the Sherman Act.); DAVID DALE MARTIN, MERGERS AND THE CLAYTON ACT (1959). 
67 Coffield, supra note 56, at 382.  
68 Id. at 382. 
69 Id.  
70 Id. at 382–83. Congress initially proposed amending the Sherman Act to apply to organized crime to avoid 

identical antitrust and RICO violations. However, the American Bar Association was critical of this proposal 

because the restrictions antitrust law places on standing to sue and on proximately caused damages would prevent 

injured persons from recovering treble damages. In enacting RICO, Congress clearly rejected the standing and injury 

requirement of antitrust law.  
71 First, supra note 13, at 716. 
72 Id. at 711.  
73 Id.; see Pac. Bell Tel. Co. v. linkLine Commc’ns, Inc., 555 U.S. 438, 454 (2009).  

417



laws.74 Even if antitrust laws can combat price gouging, there are two differences that make RICO 

arguably a better tool for plaintiffs: standing and damages.  

In antitrust cases, restrictions placed on standing to sue and on proximately caused damages 

would prevent injured persons from recovering treble damages under civil RICO. Courts have 

limited standing in order to prevent the proliferation of suits and the consequent destructive 

liability that would result from allowing these suits.75 Plaintiffs are tempted to turn antitrust claims 

into RICO claims,76 but antitrust cases are not “within the spirit of RICO.”77 Lost profits resulting 

from competition are properly not antitrust injuries.78 RICO, if interpreted liberally, conceivably 

would allow a plaintiff to recover for profits lost to competitors.79 This difference is due to the 

indirect emphasis RICO places on competition.80 RICO seeks to eradicate organizations that are 

racketeer influenced.81 Congress must have contemplated and approved a statutory scheme capable 

of destroying organizations that violated the RICO provisions.82 This directly conflicts with 

antitrust law’s purpose of keeping competitors in the market.  

Further, the corporations that are being pursued with civil RICO are engaging in illegal 

racketeering activities in order to inflate their prices. They are not merely increasing the cost of 

medicines through monopoly power but doing so illegally, usually through mail and wire fraud - 

both constituting as racketeering activities under RICO. Mail and wire fraud premised RICO 

actions are by far the singular reason underlying the initiation of racketeering actions.83 Mail fraud 

 
74 First, supra note 13, at 704, 711.  
75 Coffield, supra note 56, at 389. 
76 Id. at 388–89. 
77 Id. at 388. 
78 Id. at 389. 
79 Id.   
80 Id.  
81 Id. at 389–90. 
82 Id. at 390. 
83 CAFONE, supra note 55; see also 18 U.S.C. §§ 1341, 1344 (1988). 
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is especially popular with plaintiffs because of its simplicity and adaptability.84 Both statutes 

though can be used to reach almost all fraudulent activity,85 because commercial and business 

transactions automatically give rise to the use of diverse forms of telecommunication 

apparatuses.86 As such, in the pharmaceutical price gouging setting, mail and wire fraud will also 

be applicable. Therefore, not discounting the downsides of RICO’s broadness, in this setting it is 

also advantageous for plaintiffs.  

II. OVERVIEW OF RICO 

Before analyzing RICO in the context of price gouging, it is important to review this 

unusual statute. Passed in 1970 by Congress, Title IX of the Organized Crime Control Act, 

“Racketeer Influenced and Corrupt Organizations”, or RICO,87 is the most sweeping statute ever 

created due to its broad terms.88 The main purpose of RICO was “to seek the eradication of 

organized crime in the United States.”89 However, the statute applies to anyone who commits the 

proscribed acts, regardless of whether or not the individual is a member of “organized crime.”90 

RICO also specifically provides that “provisions of this title shall be liberally construed to 

effectuate its remedial purpose,”91 creating many opportunities for it to be used - how far this 

liberal construction can be stretched remains to be discovered.92 RICO is also one of the few 

 
84 Hughes, supra note 57, at 642. 
85 Id. 
86 CAFONE, supra note 55.  
87 18 U.S.C. §§ 1961–68 (1970).  
88 Title IX is one of 12 substantive titles of the Organized Crime Control Act of 1970. The purpose of the act is to 

eliminate organized crimes “by establishing new penal prohibitions, and by providing enhanced sanctions and new 

remedies to deal with the unlawful activities of those engaged in organized crime. 84 STAT. 923; see also 18 U.S.C. 

§§ 1961–68 (1970). 
89 Organized Crime Control Act of 1970, Pub L. No 91-452, 84 Stat. 922, 923. 
90 H.R. REP. No. 91-1549, at 4032 (1970) (In selecting the offenses which make up the definition of “racketeering 

activity,” the drafters of the statute tried to include all crimes which are commonly engaged in by members of 

organized crime.).  
91 Organized Crime Control Act of 1970, Pub L. No 91-452, §904(a), 84 Stat. 947.  
92 Gangsters to Class Actions, supra note 48, at 235 n.183. 
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statutes that specify both a criminal offense and a civil cause of action.93 This Note will concentrate 

on civil RICO because it is more appropriate for the setting.  

Civil RICO is available to “any person injured in his business or property by reason of a 

violation” of RICO,94 so most civil RICO cases are brought by or against businesses.95 In a civil 

RICO action, plaintiffs prove the elements by a preponderance of the evidence as opposed to 

beyond a reasonable doubt for criminal RICO.96 Therefore, advantageously for plaintiffs, it has a 

lower burden of proof.  

The elements of civil RICO are:  

 1. That a person97  

 2. through a pattern98  

 3. of racketeering activity99 or collection of unlawful debt100 

4. directly or indirectly (a) invests in, or (b) maintains an interest in, or (c) 

participates in101 

5. an enterprise102 

6. the activities of which affect interstate commerce.103  

Person is simply defined as “any individual or entity capable of holding a legal or beneficial 

interest in property,”104 while enterprise is broadly defined as “any individual, partnership, 

corporation, association, or other legal entity, and any union or group of individuals associated in 

 
93 Id. at 216. 
94 18 U.S.C. § 1964(c).  
95 Gangsters to Class Actions, supra note 48, at 221.  
96 18 U.S.C. § 1964(c). 
97 18 U.S.C. § 1961(3).  
98 18 U.S.C. § 1961(5).  
99 18 U.S.C. § 1961(1); 18 U.S.C. § 1961(5).   
10018 U.S.C. § 1961(6) (Collection of unlawful debt is defined as: “A debt (A) incurred or contracted in gambling 

activity which was in violation of the law of the United States, a State or political subdivision thereof, or which is 

unenforceable under State or Federal law in whole or in part as to principal or interest because of the laws relating to 

usury, and (B) which was incurred in connection with the business of gambling in violation of the law of the United 

States, a State or political subdivision thereof, or the business of lending money or a thing of value at a rate usurious 

under State or Federal law, where the usurious rate is at least twice the enforceable rate.”).  
101 18 U.S.C. § 1962(b)-(c).  
102 18 U.S.C. § 1961(4).  
103 18 U.S.C. § 1962(b).  
104 18 U.S.C. § 1961(3). 
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fact although not a legal entity.”105 A person becomes liable under RICO by committing a “pattern” 

of racketeering activity.106 RICO defines “pattern” as at least two acts of racketeering activity, one 

of which occurred after the effective date of this chapter and the last of which occurred within ten 

years (excluding any period of imprisonment) after the commission of a prior act of racketeering 

activity.107  

In addition to showing a “pattern,” a civil RICO action also requires plaintiffs to show that 

defendants committed crimes alleged as “racketeering activities.”108 RICO does not create a new 

type of substantive crime since any acts which are punishable under RICO are also punishable 

under existing federal and state statutes.109 The statute instead takes a variety of state and federal 

crimes and declares that if a person commits two of these offenses, then the person is guilty of 

“racketeering activities.”110 Section 1961(1) of RICO provides a list of crimes that qualify as 

“racketeering activity.”111 In summary, generic state crimes – such as murder, kidnapping, and 

robbery – and about 150 others specifically enumerated federal offenses qualify as “racketeering 

activities.”112 Racketeering acts must be related to each other but not so much that it merges into 

one act.113 The acts must also demonstrate “continuity,” which may be shown by a series of related 

 
105 18 U.S.C. § 1961(4). 
106 18 U.S.C. § 1962.  
107 18 U.S.C. § 1961(5).  
108 Gangsters to Class Actions, supra note 48, at 216–17.  
109 Jeff Atkinson, Racketeer Influenced and Corrupt Organizations, 18 U.S.C. 1961-68: Broadest of the Federal 

Criminal Statutes, 69 J. CRIM. L. & CRIMINOLOGY 1 (1978),  
110 Id.  
111 18 U.S.C. § 1961(1) (2016). 
112 Id.; see also Gangsters to Class Actions, supra note 48, at 217. 
113 Id. (“[H]is issue of whether the acts are related enough to satisfy H.J. Inc.'s "relatedness" requirement, but not so 

related as to merge into one act (thus defeating RICO's requirement of two racketeering activities), arises in RICO 

cases where mail fraud (or mail fraud analogs, such as wire fraud, bank fraud, and health care fraud) is alleged as the 

racketeering activity.”); see, e.g., Al-Abood ex. rel. Al-Abood v. El-Shamari, 217 F.3d 225, 238 (4th Cir. 

2000) (quoting Anderson v. Advancement, Educ. & Emp’t of Am. Indians, 155 F.3d 500, 506 (4th Cir. 1998)); 

Menasco, Inc. v. Wasserman, 886 F.2d 681, 684 (4th Cir. 1989). Some courts have held that two or more schemes to 

defraud are needed since the various mailings merge into one scheme.  
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predicates “extending over a substantial period of time.”114 In this Note, collection of unlawful 

debt is irrelevant.  

The defense generally wins most of the time in civil RICO.115 One of the reasons is because 

the RICO elements, specifically “pattern” and “enterprise,” are unusually vague.116 As a result, 

there is great difficulty in applying these elements to real-world situations.117 However, the 

evolution of these elements in recent years have added more structure to them, making it easier for 

litigants and courts to apply them.118 Furthermore, although the defense largely wins, the 

prevailing party  varies among the circuit courts.119 Defendants succeed less in the Ninth Circuit 

and more in the Second and Third Circuits.120 This suggests that the successful party depends on 

location. RICO provides plaintiffs with greater choices of venue because claims may be brought 

against defendants wherever a defendant “resides, is found, has an agent, or transacts his 

affairs.”121Above all, although plaintiffs do not win often, when they do win, the damages are 

typically huge due to the ability to recover threefold the damages under RICO.122  

III. RICO AND PRICE GOUGING 

 Civil RICO is an untapped resource against pharmaceutical price gouging. But there is little 

judicial guidance on its application in the price gouging context. Part of this can be attributed to 

corporations settling the case to avoid trial and publicity; however, some cases do not even name 

civil RICO as a cause of action. This silence from the courts can also be attributed to civil RICO’s 

 
114 Gangsters to Class Actions, supra note 48, at 218.  
115 Id. at 222.  
116 Id. at 225. 
117 Id.; see also Pamela Bucy Pierson, RICO, Corruption and White-Collar Crime, 85 TEMP. L. REV. 524, 568–69 

(2013) [hereinafter Corruption and White-Collar Crime].  
118 Gangsters to Class Actions, supra note 48, at 225. 
119 Id. at 223. 
120 Id. 
121 Id. at 259; 18 U.S.C. § 1965(a).  
122 Gangsters to Class Actions, supra note 48, at 223. 
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broad terms. Civil RICO burdens the courts with trying to decipher the terms, administer it, and 

uphold the provisions.123 As a result, courts struggle to decipher, among other things, whether civil 

RICO requires a criminal conviction, whether a separate racketeering injury is needed, how to 

define “enterprise,” how to measure the duration and accrual of the statute of limitations, whether 

an economic motive is required, and whether but-for or proximate cause is needed.124  

Yet, regardless of the courts’ challenges with civil RICO, it can still be an optimal tool for 

plaintiffs125 trying to combat pharmaceutical price gouging. Civil RICO’s elements dovetail with 

the class action requirements of commonality and predominance, making civil RICO class actions 

easier to certify and particularly viable,126 which is fitting because most pharmaceutical price 

gouging cases are class actions. Further, RICO has always conferred three advantages on plaintiffs: 

(1) damages can be monstrously enormous; (2) it applies to a wide swath of conduct; and (3) it 

provides plaintiffs with many choices of venue since civil RICO claims may be brought against 

defendants wherever a defendant “resides, is found, has an agent, or transacts his affairs.”127  

A. Civil RICO Makes It Easier To Certify Class Actions. 

Almost every case, if not every, alleging price gouging by pharmaceutical corporations will be a 

class action,128 because the damaged parties - i.e., class members - will be every person who has 

purchased the drug and/or suffered any sort of loss from the corporations’ schemes. This can be 

anywhere from thousands to millions of class members. As such, joinder of all members will be 

impossible and thus, requiring class action. Moreover, these individual parties typically do not 

have the financial means to pursue huge pharmaceutical corporations; therefore, a representative 

 
123 Marie Bussey-Garza, Third Circuit Review: Say Hello to My Little Friend Civil RICO: The Third Circuit Green 

Lights Insurance Shakedown of Big Pharma With In Re Avandia, 61 VILL. L. REV. 625, 633 (2016).  
124 Id. at 633.  
125 Gangsters to Class Actions, supra note 48, at 215. 
126 Id. at 215.  
127 Id. at 258–59.  
128 Hillyer, supra note 12.  
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with greater financial capabilities - e.g., the state or a health care coverage program – will act on 

behalf of the class members and initiate the class action. Therefore, one of the first procedural 

hurdles in price gouging cases will be to certify the class action.  

 Recent Supreme Court decisions on RICO have made it easier to certify class actions in 

three areas: (1) reliance in fraud cases; (2) RICO enterprise; and (3) the requirement that there be 

a pattern of racketeering activity.129  

Federal Rules of Civil Procedure (FRCP) Rule 23,130 which governs class actions, requires 

"sufficient unity so that absent class members can fairly be bound by decisions of class 

representatives."131 FRCP Rule 23(a) also requires the following for class certification: 

(1) the class is so numerous that joinder of all members is impracticable; 

(2) there are questions of law or fact common to the class; (3) the claims or defenses of the 

representative parties are typical of the claims or defenses of the class; and (4) the 

representative parties will fairly and adequately protect the interests of the class.132  

 

After FRCP Rule 23(a) requirements are met, FRCP 23(b) must also be met. FRCP 

23(b)(3) requires that “the question of law or fact common to class members predominate over 

any questions affecting only individual members, and that a class action is superior to other 

available methods for fairly and efficiently adjudicating the controversy.”133   

Historically, the requirement for proof of reliance in fraud cases made it difficult to find 

commonality and predominance, required by FRCP Rule 23(a) and  FRCP Rule 23(b) respectively, 

because plaintiffs had to present individualized proof to show that each and every class member 

relied upon the defendant’s misrepresentation.134 However, in June 2008, the Supreme Court’s 

ruling in Bridge v. Phoenix Bond & Indem. Co. enhanced civil RICO’s ability to meet the 

 
129 Gangsters to Class Actions, supra note 48, at 259.  
130 FED. R. CIV. P. 23. 
131 Gangsters to Class Actions, supra note 48, at 261. 
132 Id.; see also FED. R. CIV. P. 23(a) (emphasis added).  
133 FED. R. CIV. P. 23(b)(3) (emphasis added).  
134 Gangsters to Class Actions, supra note 48, at 261.   
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commonality and predominance requirements in class actions.135 In this unanimous decision, the 

Supreme Court found that reliance does not need to be proven in civil RICO actions where mail 

fraud is the alleged racketeering activity.136 It reasoned that because mail fraud, a statutory offense, 

was "unknown to the common law"137 and did not contain a first-party reliance element; therefore, 

it was not bound by common law interpretations of fraud.138 The Supreme Court declared that 

"Congress chose to make mail fraud, not common-law fraud, the predicate act for a RICO 

violation."139 Accordingly, "a plaintiff asserting a civil RICO claim predicated on mail fraud need 

not show, either as an element of its claim or as a prerequisite to establishing proximate causation, 

that it relied on the defendant's alleged misrepresentations."140 This decision conferred a significant 

advantage on plaintiffs trying to use civil RICO to bring class actions instead of common law 

fraud.141 With civil RICO, plaintiffs will not need to individualize their proof to show that any 

plaintiff, much less an entire class of plaintiffs, relied on a misrepresentation.142  

The second area that the Supreme Court has made it easier to certify class actions is in its 

ruling on civil RICO enterprise.143 A civil RICO enterprise may be a legal entity, such as a 

corporation, or it may be "any. . . group of individuals associated in fact although not a legal 

entity."144 The latter is known as an association-in-fact enterprise,145 and most price gouging 

schemes are created by association-in-fact enterprises. It might be helpful to recall the policy 

rationale of the statute to discern a RICO enterprise: RICO is aimed at individuals who regularly 

 
135 Id.; see also Bridge v. Phoenix Bond & Indem. Co., 533 U.S. 639, 653 (2008). 
136 Id. (quoting Anza v. Ideal Steel Supply Corp., 547 U.S. 451, 476 (2006) (Thomas, J., concurring in part and 

dissenting in part)).  
137 Id. at 652.  
138 Id. at 653.  
139 Id.  
140 Gangsters to Class Actions, supra note 48, at 262.  
141 Id.  
142 Bridge v. Phoenix Bond & Indem. Co., 533 U.S. 639, 661 (2008). 
143 Gangsters to Class Actions, supra note 48, at 262. 
144 18 U.S.C. § 1961(4).  
145 Gangsters to Class Actions, supra note 48, at 262.  
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and over a period of time commit crime using a formal or information organization.146 This formal 

or informal organization is the civil RICO enterprise.147  

Under civil RICO, it requires evidence that a defendant invested the proceeds of the 

racketeering activity in an enterprise;148 that a defendant acquired or maintained control over 

an enterprise through a pattern of racketeering activity;149 that a defendant who is employed by or 

associated with an enterprise conducted the affairs of the enterprise through a pattern of 

racketeering activity;150 or that a defendant conspired to do any of these activities.151   

In the past, lower courts have limited the interpretations of civil RICO’s association-in-fact 

enterprise.152  But in 2009, the Supreme Court, in Boyle v. United States,153 rejected these narrow 

interpretations and instead, accepted a broad interpretation of association-in-fact enterprise by 

finding that a civil RICO association-in-fact enterprise exists even if a group is "loosely and 

informally organized," has no master plan, agreement, or hierarchy, or only entails activities that 

are sporadically conducted.154 As a result, this decision permits plaintiffs to prove that remote 

actors are also part of the enterprise.155 This is a huge advantage for plaintiffs in civil RICO actions 

because the more actors involved in the suit, the easier it will be to show that many individuals 

have been impacted by an enterprise's conduct.156 In so many words, the Supreme Court enlarged 

potential class members in civil RICO actions,157 thus making it easier to certify a class action. 

 
146

 Corruption and White-Collar Crime, supra note 117, at 545. 
147 Id.  
148 18 U.S.C. § 1962(a)(2006). 
149 18 U.S.C. § 1962(b). 
150 18 U.S.C. § 1962(c). 
151 18 U.S.C. § 1962(d).  
152 Gangsters to Class Actions, supra note 48, at 262. 
153 Boyle v. United States, 556 U.S. 938 (2009).  
154 Id. at 941, 948.  
155 Gangsters to Class Actions, supra note 48, at 263. 
156 Id. 
157 Id. 
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The third area in which the Supreme Court has made it easier to certify class actions 

pertains to civil RICO's requirement that there be a pattern of racketeering activity.158 In H.J. Inc. 

v. Northwestern Bell Telephone Co., the Supreme Court held that the requirement that there be "a 

pattern of racketeering activity" is met if "criminal acts . . . have the same or similar purposes, 

results, participants, victims, or methods of commission, or otherwise are interrelated by 

distinguishing characteristics and are not isolated events."159  After this decision, to meet the 

pattern requirement, it becomes necessary to show how seemingly disparate actors, actions, events, 

and victims are related.160 This means that if plaintiffs can show relatedness, plaintiffs will also be 

able to prove that there is a pattern of racketeering activity.161 This relatedness dovetail with 

proving commonality among members,162 making it easier to meet the pattern requirement.  

These three holdings from the Supreme Court - first-party reliance is not required, 

enterprise can consist of far-flung actors, and relatedness meets the pattern requirement – have 

enhanced civil RICO’s ability to meet the commonality and predominance requirements in class 

actions by spelling out precisely what plaintiffs must prove.163 It follows that civil RICO also 

makes certifying class actions in pricing gouging suits easier.   

B. Plaintiffs Recover Threefold The Damages Under Civil RICO.   

 

It has been the trend for courts and legislatures to try to cap punitive damages.164 In 1985, 

only seven states legislatively imposed limitations on punitive damages.165 However, just two 

 
158 Id. 
159 H.J. Inc. v. Nw. Bell Tele. Co., 492 U.S. 229, 240 (1989). 
160 Gangsters to Class Actions, supra note 48, at 263. 
161 Id. 
162 Id. 
163 Id. at 215, 261. 
164 Id. at 259; see also David G. Owen, A Punitive Damages Overview: Functions, Problems and Reform, 39 VILL. 

L. REV. 363, 371 (1994).  
165 Gangsters to Class Actions, supra note 48, at 259; see generally, CONG. BUDGET OFFICE, THE EFFECTS OF TORT 

REFORM: EVIDENCE FROM THE STATES 6 (2004). 
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years later, twenty-two states had enacted such limitations,166 and that trend continues today. 

Further, the Supreme Court especially has been trying to restrict punitive damages by relying on 

the Due Process Clause of the Fourteenth Amendment.167 It reasoned that an egregiously high 

punitive damage award, particularly one that exceeds compensatory damages,168 was “not simply 

excessive, but grossly so, and therefore, unconstitutional.”169  

Irrespective, section 1964(c) of RICO provides for a private cause of action enabling “[a]ny 

person injured in his business or property by reason of a violation of [RICO to] sue . . . [and] 

recover threefold the damages he sustains and the cost of the suit, including a reasonable attorney’s 

fee.”170 This is known as the treble damage provision.171  

Treble damages go beyond the scope of compensatory damages and make the victim whole 

again for any cumulative harm.172 At the same time, unlike punitive damages, treble damages are 

not discretionary either in award or amount; meaning, they are not based upon an amount deemed 

necessary to punish or deter defendants from committing the crime again.173 As such, civil RICO 

treble damages are neither awarded in the same matter or reasons as compensatory or punitive 

damages.174 Treble damages are mandatory once plaintiffs establish liability and the extent of the 

harm.175 Prominently, it cannot be altered by courts or capped by legislatures.176 This provides 

great incentives for plaintiffs to file suits under civil RICO when bearing in mind the judicial and 

 
166 Gangsters to Class Actions, supra note 48, at 259. 
167 Id.; see also BMW of N. Am, v. Gore, 517 U.S. 559, 568 (1996). 
168 Gangsters to Class Actions, supra note 48, at 260. 
169 Gore, 517 U.S. at 611 (Scalia, J. dissenting). 
170 18 U.S.C. § 1964(c) (1982).  
171 Judith A. Morse, Treble Damages Under RICO: Characterization and Computation, 61 NOTRE DAME L. REV. 

526, 528 (1986).  
172 Id.  
173 Id.  
174 Id.  
175 Id.   
176 Corruption and White-Collar Crime, supra note 117, at 528; see also 18 U.S.C. § 1964(c).  
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legislative trends to cap punitive damages. Above all, the greatest incentive is knowing the 

damages will be enormous under civil RICO.  

C. Civil RICO Applies To A Wide Range Of Conduct Because Of The Large Number And 

Variety Of The Predicate Acts It Incorporates. It Also Confers Venue and Choice of Law 

Opportunities. 

 

Due to the large number and variety of the predicate acts that civil RICO incorporates, it 

applies to a wide swath of conduct.177 The prohibited conducts can be summarized into four types: 

(1) investing proceeds from a pattern of racketeering activity in an enterprise;178 (2) acquiring or 

maintaining control over an enterprise through a pattern of racketeering activity;179 (3) conducting 

or participating in the affairs of an enterprise through a pattern of racketeering activity;180 and (4) 

conspiring to do any of these types of conduct.181 In particular, civil RICO incorporates mail and 

wire fraud, and as such, it applies to virtually all frauds: business, health care, computer, 

construction, financial services, etc.182  

When civil RICO liability is predicated on alleged acts of mail fraud183 and/or wire fraud,184 

this means those offenses consist in the foreseeable use of mail or wires for the purpose of carrying 

out a scheme to defraud.185 Beyond that, the offense may vary rather widely, since the crime of 

mail fraud and wire fraud is broad in scope. Accordingly, mail and wire fraud allegations can easily 

be claimed in price gouging cases as long as the pharmaceutical corporations and its co-

conspirators communicated by U.S. mails and interstate wire facilities to further their scheme. 

 
177 Corruption and White-Collar Crime, supra note 117, at 528.  
178 See generally, 18 U.S.C. § 1961(1) (2006).  
179 18 U.S.C. § 1962(b).  
180 18 U.S.C. § 1962(c). 
181 18 U.S.C. § 1962(d). 
182 Gangsters to Class Actions, supra note 48, at 258–59. 
183 18 U.S.C. § 1341. 
184 18 U.S.C. § 1343. 
185 Atlas Pile Driving Co. v. DiCon Fin. Co., 886 F.2d 986, 991 (8th Cir. 1989).  
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Also, the fraudulent aspect of mail and wire fraud is measured by a non-technical standard, 

condemning conduct which fails to conform to standards of moral uprightness, fundamental 

honesty, and fair play.186 A plaintiff may allege that a defendant made misrepresentations of fact,187 

but misrepresentations of fact are not necessary to show the offenses. It merely follows that no 

misrepresentations need be transmitted by mail or wire; even routine business communications in 

these media may suffice to make a scheme of false dealing into a federal offense.188 Overall, 

because of the breadth of conduct to which civil RICO applies, it has offered great advantage to 

plaintiffs seeking to bring a claim. 

Civil RICO also confers venue and choice of law opportunities to plaintiffs because its 

claims may be brought against defendants wherever a defendant “resides, is found, has an agent, 

or transacts his affairs.”189 As for these reasons, civil RICO can be seen as an especially promising 

vehicle for bringing class actions.  

IV. OVERVIEW OF MCKESSON 

 A. The Pharmaceutical Industry. 

It is important to understand how the pharmaceutical industry operates in order to have a 

clearer understanding of McKesson. There are approximately 65,000 branded and generic drug 

products in the United States market, including different dosages of the same drugs.190 Prescription 

drugs are dispensed to patients primarily through four different drug distribution channels: (1) 

retail pharmacies; (2) physicians who administer the drug in an office; (3) home infusion – i.e. 

 
186 Id.; see also Abels v. Farmers Commodities Corp., 259 F.3d 910, 918 (8th Cir. 2001). 
187 Abels, 259 F.3d at 918; see also Murr Plumbing, Inc. v. Scherer Fin., 48 F.3d 1066, 1069 n. 6 (8th Cir. 1995).  
188 Abels, 259 F.3d at 918.  
189 Gangsters to Class Actions, supra note 48, at 258–59; see also 18 U.S.C. § 1965(a).  
190 SECOND AMEND. COMPL. at ¶ 37, San Francisco Health Plan v. McKesson Corp., 767 F. Supp. 2d 263 (D. Mass. 

2011) (No. 1:08-cv-10843). 
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drugs administered into the patient’s bloodstream; and (4) other medical providers.191 McKesson 

involves branded drugs distributed through the first channel - retail pharmacies.192 Once an 

introductory price has been set, the manufacturer establishes the wholesale acquisition cost 

(WAC), which is used as a baseline for sales to wholesalers.193 The WAC is then published to the 

wholesaler.194  

Afterwards, a drug manufacturer achieves a net sales price, or the transaction prices to be 

paid by a pharmacy or provider when purchasing a drug product from either a drug manufacturer 

or wholesaler.195 There is also the “average wholesale price” (“AWP”),196 which is the common 

pricing benchmark for virtually all drug reimbursement transactions during the class period.197 

Essentially, it is a list price used for invoices between drug wholesalers and pharmacies and is used 

as a benchmark for the reimbursement by end-payors dispensers for the drugs – e.g., pharmacy, 

physician, hospital, or other provider.198 The difference between WAC and AWP is that they 

represent list prices at different levels in the market;199 WAC represents a list price from 

manufacturer to wholesaler, while AWP represents a list price from wholesaler to dispenser.200 

AWPs are compiled and published in drug pricing compendia by three publishing 

companies, including First Databank, which had a virtual monopoly as an electronic source for 

drug pricing information.201 The publishing company usually plays no independent role in 

establishing the AWP, other than applying this formulaic markup to the manufacturer’s price.202 

 
191 Id.  
192 Id.  
193 Id. at ¶ 39. 
194 Id.  
195 Id. at ¶ 42. 
196 See id. at ¶ 44. 
197 See SECOND AMEND. COMPL., supra note 190, at ¶ 44. 
198 SECOND AMEND. COMPL., supra note 190, at ¶ 44. 
199 Id. at ¶ 45.  
200 Id.  
201 Id. at ¶ 96. 
202 Id. at ¶ 46–48. 
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Pharmacy Benefit Managers (PBMs) also play a vital role in the reimbursement of drugs. Nearly 

all third-party payors (TPPs) - e.g., government agencies, insurance companies, health 

maintenance organizations (HMOs) and employers - contract with PBMs to assist in the 

reimbursement process.203 

Typically, drug manufacturers reported the AWP to the publisher at a markup of 20% or 

25% from the WAC for drugs.204 In the pharmaceutical industry, the “spread” is the amount by 

which the AWP exceeds the WAC.205 This is expressed by percentage, and retailers make their 

profit from the spread.206 As the difference between AWP and WAC increases, the profit to retail 

and chain pharmacies increases; as AWP rises, the cost to payors increases as well.207   

B. The Facts.  

Originally filed in October 2006, members of the PAL coalition AFSCME District Council 

37 Health & Security Plan and New England Carpenters Health Benefits Fund alleged First 

Databank and McKesson carried out an illegal scheme from 2002 to 2005 to raise the price of 

prescription drugs.208 In late 2006, a settlement was reached with First Databank; however, 

McKesson was not a party to the settlement, and the case against it proceeded.209  

 Plaintiffs claimed that McKesson orchestrated a scheme to put the company in good favors 

with retailers who might otherwise choose to purchase wholesale prescriptions from McKesson’s 

competitors in the highly competitive wholesale arena.210 Before 2000, McKesson estimated that 

 
203 Id. 
204 Id. 
205 Id. at ¶ 46.  
206 Id.  
207 Id.  
208 Health Pol’y Hub, supra note 51. 
209 Id.  
210 See S.F. Health Plan v. McKesson, Corp., (In re McKesson Governmental Entities Average Wholesale Litig.), 

767 F. Supp. 2d 263, 270 (D. Mass. 2011). 
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80% of the manufacturers used a 20% markup for their drugs.211 Beginning in late 2001, First 

Databank and McKesson allegedly reached a secret agreement to raise the WAC to AWP on all of 

McKesson’s brand-name drugs to the higher 25% markup, increasing it by 5%.212 This provided a 

greater spread to McKesson’s retail pharmacy clients.213 In an effort to allegedly conceal the 

scheme, McKesson and First Databank agreed to effectuate price changes only when some other 

WAC-based price announcement was made by a drug manufacturer.214 This timing camouflaged 

the increase in the WAC and AWP markup and concealed McKesson as the source of the increased 

markup.215  

 Plaintiffs claimed McKesson was fully aware of the impact that the increased WAC and 

AWP markup would have on public payors.216 Strikingly, a McKesson employee asked Bob 

James, Director of Brand Pharmaceutical Product Management, about the impact of rising AWPs 

on public payors: “Has anyone researched what impact this will have on Medicaid/Medicare 

reimbursement in states where it’s still based on AWP?”217 Director James responded: “This is not 

our issue. But, I have thought about it a lot. One of the unintended consequences is that Retail 

Customers will potentially be more profitable.”218 This, of course, at the expense of patients in 

need of the medicines.  

V. RICO AND MCKESSON 

This section will show how RICO can be used in real world price gouging situations by 

applying the elements to McKesson. Before any substantive review, plaintiffs must satisfy the 

 
211 Id. at 267.  
212 Id. 
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procedural requirements by establishing that the court has jurisdiction and venue. For plaintiffs, 

RICO confers great venue opportunities because claims may be brought against defendants 

wherever a defendant “resides, is found, has an agent, or transacts his affairs.”219 This lawsuit was 

brought in Massachusetts, and since McKesson transacts business in Massachusetts, the venue is 

suitable. Subject matter jurisdiction is appropriate since the Complaint states a claim under the 

federal RICO statute, 18 U.S.C. §1961, et. seq.  

Since most cases against pharmaceutical price gouging involves dozens of entities and 

hundreds of individuals, individual joinder is impractical. For this reason, a class action will 

provide substantial benefits to all parties and the Court, but plaintiffs must first certify the class 

action. The representative of the affected parties must have claims that are typical of the Class, in 

that the representative is an entity who, like all class members, purchased drugs whose prices were 

inflated by the 5% Scheme allegedly orchestrated by McKesson.220  

As noted in Part II, civil RICO makes it easier for plaintiffs to certify class actions because 

its elements dovetail with the class action requirements of commonality and predominance, as 

required by FRCP Rule 23(a)-(b).221 Such requirements are met because the factual and legal bases 

for McKesson’s alleged misconduct are common to the class members and represent a common 

thread of fraud resulting in injury to the plaintiffs. These factual and legal issues predominate over 

any individual issue.  

Now onto the substance of the case. There must be a presumptive case for civil RICO. 

Under civil RICO, there are onerous requirements for plaintiffs to show that there is enough 

evidence to allow the suit to move forward as a civil RICO case.222 Judges take a dim view of 

 
219 Gangsters to Class Action, supra note 48, at 258; 18 U.S.C. § 1965(a); see supra Part II.  
220 SECOND AMEND. COMPL., supra note 190, at ¶ 14. 
221 FED. R. CIV. P. 23(a)–(b).  
222 Gangsters to Class Actions, supra note 48, at 232–33. 
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efforts to turn what look like ordinary state law claims into federal cases by claiming a RICO 

violation.223 For this reason, civil RICO cases often do not survive the pleading stage. However, 

McKesson is not a garden-variety business dispute. 

Given the relatively loose requirements for establishing an association-in-fact enterprise 

after Boyle,224 it might be confusing what differentiates a garden-variety conspiracy from a civil 

RICO conspiracy.225 The Supreme Court addressed this in Boyle, noting that while the crime of 

conspiracy may be completed in the brief period needed for the formation of the agreement and 

the commission of a single overt act in furtherance of the conspiracy, section 1962(c), which 

requires a pattern of racketeering activities, demands much more to form an association-in-fact 

enterprise: the creation of an enterprise, a group with a common purpose and course of conduct, 

and the actual commission of a pattern of predicate offenses.226 Thus, whereas a simple conspiracy 

may be formed within minutes and exist for just as short - e.g., when two people conspire to rob a 

nearby stranger – civil RICO applies only when there is a "relationship" between the criminal acts, 

"continuity" among the criminal acts, and “distinctness” between the defendant and enterprise.227 

E.g., multiple robberies by the same people or robberies that extend over a significant period of 

time would satisfy these requirements. 228 

In addition, in a civil RICO action, the plaintiff must show that her injury was directly 

caused by the civil RICO and that her damage is a "RICO" injury; i.e., not a personal injury but an 

injury to business or property; e.g., loss of business in neighborhoods plagued by robberies.229 
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224 Boyle v. United States, 556 U.S. 938 (2009). 
225 Corruption and White-Collar Crime, supra note 117, at 562.  
226 Id.; Boyle, 556 U.S. at 950. 
227 Cedric Kushner Promotions, Ltd. v. King, 533 U.S. 158, 162 (2001); see also Corruption and White-Collar 

Crime, supra note 117, at 562. 
228 H.J. Inc. v. Nw. Bell Tele. Co., 492 U.S. 229, 240 (1989); see also Corruption and White-Collar Crime, supra 

note 117, at 562. 
229 Corruption and White-Collar Crime, supra note 117, at 562.  
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Thus, although the Supreme Court made clear in Boyle that the standards for proving the existence 

of a civil RICO association-in-fact enterprise are relaxed, because of civil RICO's additional 

elements, association-in-fact enterprises are not simply watered-down conspiracies.230 

McKesson could meet these requirements. McKesson and First Databank created a long-

term relationship that started in 2002 when McKesson initiated the scheme to manipulate the 

spread. Their alleged racketeering activities consist of mail and wire fraud that occurred over a 

three-year period when it ended in 2005, creating continuity. These acts relate to each other 

because they were both committed in furtherance of the scheme. Finally, there is distinctness 

between McKesson and the Enterprise that is “McKesson + First Databank.” Accordingly, 

McKesson is a “person,” as that term is defined in 18 U.S.C. §1961(3), which is separate from the 

McKesson + First Databank Enterprise that is collectively McKesson and First Databank, 

including their directors, employees and agents. First Databank is also considered to be a co-

conspirator here.  

Accordingly, McKesson’s conspiracy with First Databank is not the garden-variety 

business dispute because there is a relationship between the criminal acts, continuity among the 

criminal acts, and distinctness between the defendant and enterprise.  

To state a claim for damages under civil RICO, plaintiffs have two pleading burdens: (1) 

that the defendant has violated the substantive civil RICO statute231 and (2) invoked the civil 

remedies of treble damages and attorney’s fees.232 In order to allege a RICO violation, the plaintiff 

must show six constituent elements: (1) defendant formed an enterprise; (2) associated with the 

enterprise; (3) the enterprise affected interstate commerce; (4) defendant, directly or indirectly 

invested in, maintained interest in, or participated in the enterprise; (5) the enterprise engaged in a 
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pattern of racketeering activity; and (6) plaintiffs were “injured in his business or property by 

reason of a violation” of RICO.233 When examining a civil RICO complaint, the “liberal pleading 

policy” of the Federal Rules of Civil Procedure applies.234 

1. McKesson and First Databank Formed An Association-in-fact RICO Enterprise.  

The first step in the analysis is to discern if an association-in-fact enterprise has been 

established. In Boyle v. United States, although the Supreme Court found that an association-in-

fact enterprise exists even if “loosely and informally organized,” it also held that there must be 

present three structural features to establish this type of enterprise: “a purpose, relationships among 

those associated with the enterprise and longevity sufficient to permit these associates to pursue 

the enterprise’s purpose.”235  

An association-in-fact enterprise is “any union or group of individuals associated in fact 

although not a legal entity.”236 Here, the alleged association-in-fact enterprise is McKesson + First 

Databank. Although not a legal entity together, it is a union of two corporations. On the one hand, 

the McKesson + First Databank Enterprise has a shared purpose of (a) publishing or otherwise 

disseminating pharmaceutical price information, which often includes disseminating false and 

misleading AWPs; (b) implementing the spread scheme; (c) deriving increased profits from the 

activities of the McKesson + First Databank Enterprise; and (d) perpetuating the use of AWPs as 

a benchmark for reimbursement in the pharmaceutical industry.237 But on the other, McKesson 

and First Databank purposes could very much differ. While McKesson clearly aims at gaining a 

competitive edge and goodwill with its retail pharmacies by engaging in the McKesson + First 
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234 Id.; see also Schacht v. Brown, 711 F.2d 1343, 1352 (7th Cir. 1983), cert. denied, 464 U.S. 1002 (1984) (reading 
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Databank Enterprise, First Databank’s purpose is harder to discern because it does not truly gain 

anything besides profits. Arguably, this monetary motivation could satisfy the purpose 

requirement.  

In 2002, McKesson allegedly initiated the scheme by providing First Databank with the 

necessary information to carry the scheme out.238 Communications between the two occurred by 

the use of the wires and mails in which McKesson and First Databank discussed and agreed on the 

new WAC-AWP spread for a given drug.239 First Databank then published the inflated AWPs and 

kept up the ruse that the AWPs were the result of an objective survey process.240 First Databank 

and McKesson also coordinated with each other to disguise the scheme by claiming that the results 

of its alleged surveys could not be disclosed because they contain proprietary information and by 

falsely representing that the changes were attributable to government investigation of AWPs and 

generalized movements in the pharmaceutical industry as opposed to McKesson and First 

Databank’s collusion.241 The McKesson + First Databank Enterprise worked as a continuing and 

ongoing unit from 2002, when it was first initiated by McKesson, to 2005, when it ended242 - 

creating a relationship and longevity.  

2. McKesson Associated With The Enterprise.  

Under civil RICO, it requires evidence that the defendant is associated with the McKesson 

+ First Databank Enterprise. One can argue that by virtue of initiating the scheme, McKesson is 

linked with the Enterprise. As the creator of the McKesson + First Databank Enterprise and the 

principal architect of the plan, McKesson was keenly aware of the existence of the enterprise, its 
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purpose, and its activities.243 At all relevant times, McKesson and First Databank were also 

generally aware of each other’s conduct in furtherance of the scheme, were knowing and willing 

participants in that conduct, and incurred profits as a result.244 McKesson also regularly discussed 

the scheme with First Databank in wires, emails, and telephone conversations245 by repeatedly 

informing First Databank that it was artificially inflating the spread to 25%. Of course, a showing 

of association requires physical evidence obtainable during discovery, if it exists. 

3. The Enterprise Affected Interstate Commerce.  

Civil RICO requires that the McKesson + First Databank Enterprise affect Interstate 

Commerce.246 The McKesson + First Databank Enterprise increased AWPs, a nationally 

recognized benchmark for the purchase price of brand name prescription drugs.247 A higher WAC-

to-AWP spread results in increased profit to pharmacies; therefore, McKesson and First Databank 

helped deliver greater profits to pharmacies  nationwide by conspiring together.248 Moreover, they 

caused consumers and third-party payors all over the nation to pay more for the medicines.249 It is 

evident then that the McKesson + First Databank Enterprise affected Interstate Commerce.  

4. McKesson Conducted or Participated In The Affairs of the Enterprise Directly and 

Indirectly.  

 

McKesson was the driving force behind the scheme as the mastermind of the scheme. It 

provided First Databank with its mark-ups and product price increases to implement the increased 

mark-ups; ran weekly comparisons of its listed prices and First Databank’s AWPs; and helped to 
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conceal the scheme.250 These actions helped the McKesson + First Databank Enterprise carry out 

its goal of disseminating the false price information.251 

McKesson intended that First Databank would distribute their publications containing false 

AWPs through the U.S. mails and by interstate wire facilities.252 Also, First Databank allowed 

McKesson to exert control over it, knowing that the AWPs were artificially inflated as a result of 

the 5% scheme.253 Therefore, McKesson controlled First Databank by virtue of its ability to cause 

an increase in the WAC-AWP markup.254  

5. The Enterprise Engaged In a Pattern of Racketeering Activity, Consisting of Mail And 

Wire Fraud Violations.  

A person is accountable under civil RICO when committing a “pattern” of racketeering 

activity.255 “Pattern” means at least two acts of racketeering activity, one of which occurred after 

the effective date of this chapter and the last of which occurred within ten years (excluding any 

period of imprisonment) after the commission of a prior act of racketeering activity.256  In addition 

to showing a “pattern,” a civil RICO action also requires plaintiffs to show that defendants 

committed crimes alleged as “racketeering activities.”257  

As previously noted, mail fraud258 and wire fraud259 constitute racketeering activities and 

can be used to reach almost all fraudulent activity.260 The McKesson + First Databank Enterprise 

necessarily required communication directly and frequently between McKesson and First 

 
250 Id. at ¶ 83. 
251 Id. 
252 Id. at ¶ 84. 
253 Id. 
254 Id. 
255 18 U.S.C. § 1962. 
256 18 U.S.C. § 1961.5.  
257 Gangsters to Class Actions, supra note 48, at 216–17.  
258 18 U.S.C. § 1341. 
259 18 U.S.C. § 1343. 
260 Hughes, supra note 57, at 642. 
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Databank by U.S. mails and interstate wire facilities.261 The McKesson + First Databank 

Enterprise’s racketeering activities amounted to a common course of conduct, with similar pattern 

and purpose, intended to deceive plaintiffs and other payors.262 These acts are indictable under 

mail fraud and wire fraud.263  

In Bridge, the Supreme Court ruled that reliance on the misrepresentation is not required 

in mail fraud; therefore, there is no need to show that the victims relied on the 

misrepresentations.264 Each separate use of the U.S. mails and/or interstate wire facilities employed 

by the Enterprise was related, had similar intended purposes, involved similar participants and 

methods of execution, and had the same results affecting the same victims.265 Each of these 

fraudulent mailings and interstate wire transmissions constitute a “racketeering activity” within 

the meaning of the term.266 Collectively, this is a “pattern of racketeering activity,” in which 

McKesson intended to defraud plaintiffs and other intended victims.267 This pattern likely involved 

thousands of separate instances of use of the U.S. mails or interstate wire facilities in furtherance 

of the scheme.268 The first occurred in 2002 and the last in 2005, satisfying the requirement that 

one occur after the effective date of RICO and the last of which occurred within ten years after the 

commission of a prior act of racketeering activity.  

However, McKesson might argue that it did not commit mail or wire fraud because there 

was no intent to deceive. A 25% markup is not unusual; in fact, the typical markup is 20%-25%.269 

 
261 SECOND AMEND. COMPL., supra note 190, at ¶ 85. 
262 Id. 
263 Id. 
264 Bridge v. Phoenix Bond & Indem. Co., 533 U.S. 639 (2008).  
265 SECOND AMEND. COMPL., supra note 190, at ¶ 85. 
266 Id. at 85–86; 18 U.S.C. § 1961–61b. 
267 SECOND AMEND. COMPL., supra note 190, at ¶ 86. 
268 Id. at ¶ 85. 
269 Id. at ¶ 46.  
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McKesson decides the WAC, and it could have very possibly just increased it to create the 5% 

inflation in the spread. Furthering this point, McKesson actually estimated before 2000 that 80% 

of manufacturers used a 20% markup. McKesson could have decided to increase its WAC between 

then and 2002. However, even if this is true, it is hard to believe that McKesson would have known 

the exact amount to increase its WAC for all its branded drugs to precisely meet the 25% markup 

without some sort of communication with First Databank who compiles the AWP. Further, it does 

not explain the false AWPs. Even if there was no intent to deceive, the end result is that McKesson 

still misled plaintiffs to believe that its drugs had a better spread than its competitors, without any 

justifiable reason. Regardless of the intention, the outcome is still misinformation at the expense 

of plaintiffs.  

   6. Damages Were Caused by The Enterprise.  

Plaintiffs and all other members of the class have been injured in their business or property 

because they have paid millions of dollars, collectively, in overpayments and inflated 

reimbursements that they would not have otherwise paid had McKesson not engaged in its pattern 

of racketeering activity.270 If violations of civil RICO are established, the plaintiffs are looking at 

a substantial reward, considering the ability to recover threefold the damages the plaintiffs sustain 

and the cost of the suit, including a reasonable attorney’s fee.  

VI. CONCLUSION 

 Civil RICO is a promising cause of action against pharmaceutical price gouging because 

of the four benefits it confers: (1) certification of class actions; (2) treble damages; (3) application 

to a wide swath of conduct; and choices of venue. It is an untapped resource for plaintiffs that 

should be utilized more frequently in this context, especially when the corporations are price 

 
270 Id. at ¶ 89. 
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gouging mainly for capitalistic gains, because drug prices are becoming unsustainable. No one 

should have to decide between groceries or life-saving medication. And the legislature and the 

courts have proven unwilling to address this issue because of patent protection. Therefore, there 

needs to be a new angle of attack, and that angle is civil RICO.  
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