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policy argument inappropriately attempts to add a fourth element to the express three-part
statutory test.

A. The complaint plausibly alleges unfair acts or practices
1. Respondents caused substantial injury

Respondents do not dispute that Counts I and III of the complaint sufficiently allege that
certain insulin patients were substantially injured. Nor could they: Like In re International
Harvester—the Commission’s seminal unfairness decision—this case “clearly” involves a
“serious consumer injury” to health and physical well-being. 104 F.T.C. 949, 1064 (1984).
Respondents’ practices result in higher out-of-pocket costs that can lead to insulin rationing,
hospitalization, and even death. Compl. § 96-98, 183-92, 200, 222. In fact, the physical harm
here is far more widespread than in International Harvester, where the unfair practice injured
only twelve people. 104 F.T.C. at 1064. In addition to physical harm, the complaint also alleges
financial harm. See Orkin Exterminating Co. v. FTC, 849 F.2d 1354, 1365 (11th Cir. 1988)
(substantial injury demonstrated by financial injury). Both practices—low-WAC formulary
exclusion and cost-shifting—force certain patients to pay higher out-of-pocket costs based on an
artificially inflated list price. Compl. 4 95, 131, 158-62, 183-92, 233, 264, 271. As an extreme
example, one PBM Respondent “calculated that a patient in the deductible phase pays S|}
for a monthly prescription of high WAC Novolog pens—equal to [JJ§% of the net cost—while
the payer pays nothing and collects SJjjjjj in rebates.” Compl. 9 188.

Instead of challenging the sufficiency of these injuries, Respondents try to shift the blame
by arguing that “the alleged injury is caused not by Respondents but by three types of

independent third parties ... : drug manufacturers, plan sponsors, and patients themselves.”
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Mem. 28-31.'* Setting aside the audacity of blaming patients who depend on insulin to survive,
these arguments are legally and factually flawed.

It “is settled that ‘[o]ne who places in the hands of another a means of consummating a
fraud ... in violation of the Federal Trade Commission Act is himself guilty of a violation of the
Act.”” Regina Corp. v. FTC, 322 F.2d 765, 768 (3d Cir. 1963) (quoting C. Howard Hunt Pen Co.
v. FTC, 197 F.2d 273, 281 (3d Cir. 1952)). Even where other entities contribute to the unlawful
activity, “those contributions do not magically erase the role” of responsible parties. F7C v.
Neovi, Inc., 604 F.3d 1150, 1155 (9th Cir. 2010). In Neovi, for example, the operator of a check-
processing website was found liable for facilitating fraud by providing a platform that some
customers used to send fraudulent checks. /d. at 1157. The operator was on notice that fraud was
occurring and even implemented a validation system to prevent it. Id. at 1154-55; see also FTC
v. Wyndham Worldwide Corp., 799 F.3d 236, 246 (3d Cir. 2015) (the fact that a “company’s
conduct was not the most proximate cause of an injury generally does not immunize liability
from foreseeable harms™ (citing Restatement (Second) of Torts § 449 (Am. L. Inst. 1965); and
then citing Westfarm Assocs. v. Wash. Suburban Sanitary Comm’n, 66 F.3d 669, 688 (4th
Cir.1995)).1

The complaint amply alleges that Respondents—Iike the website operator in Neovi—
have “created and controlled a system that facilitate[s]” unfair formulary exclusion and cost-

shifting and are “on notice™ that these acts regularly occur. Neovi, 604 F.3d at 1155; Compl.

14 Respondents’ attempt to blame injured patients for not having better insurance policies is both
outrageous and legally misplaced—whether victims can reasonably avoid the harm is properly
analyzed in the second prong of the three-part statutory test. See 11.A.2, infra.

15 Respondents’ citations to Simon v. E. Ky. Welfare Rts. Org., 426 U.S. 26 (1976), Marceau v.
Int’l Bhd. of Elec. Workers, 618 F. Supp. 2d 1127 (D. Ariz. 2009), and Wright v. R.K.O. Radio
Pictures, 55 F. Supp. 639 (D. Mass. 1944), are irrelevant as they do not involve an unfairness
claim or the FTC Act.
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99 183-201. Respondents create and aggressively market their exclusionary flagship formularies
that exclude low WAC insulins and exacerbate the costs shifted onto patients. Compl. 99 107-08,
156, 186-87. They also incentivize clients who adopt custom formularies to exclude low WAC
products in favor of high WAC products. Compl. § 157, 191-92. Similarly, Respondents
facilitate cost-shifting by incentivizing their clients to take large rebates—and are aware that the
clients generally do not share rebates directly with patients, forcing certain patients to pay more
than the net cost of the drug. Compl. 4 170-75, 183-96. In fact, Respondents deny most of their
clients access to the price information necessary to appreciate the extent of cost-shifting and
make informed decisions to protect patients. Compl. 99 195-201. In sum, like the website
operator in Neovi, Respondents have created the current formulary exclusion and rebate system,
operate “at the center” of it, “handle the flow of rebate payments,” and are aware that the system
they designed and operate is harming consumers. Compl. 9 31, 51, 186-96.

Faced with the obvious fit between these claims and Neovi, Respondents attempt to cast
doubt on that case. They cite a district court decision, FTC v. Kochava Inc., 671 F. Supp. 3d
1161, 1172 (D. Idaho 2023), for the proposition that “causation is lacking” when “third parties
must take additional steps” to “bring about” an injury. Mem. 29. But Kochava says no such
thing. That case considered only whether the complaint “allege[d] more than a mere possibility
of consumer injury,” not whether third party involvement in consumer harm severs liability. 671
F. Supp. 3d at 1172 (emphasis added). In fact, as Respondents neglect to mention, the Kochava
district court cited Neovi and explained that the defendant could be liable even if it was not “the
one actually inflicting the underlying harm on consumers,” as long as its practices created a
“significant risk™ that third parties would harm consumers. /d. (citing Neovi, 604 F.3d at 1156-

57).
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The complaint sufficiently alleges that Respondents’ formulary exclusion and cost
shifting practices caused substantial harm to certain insulin patients. Respondents cannot
“magically erase the[ir] role” by blaming other actors in the supply chain. Neovi, 604 F.3d at
1155.

2. The injury is not reasonably avoidable

Respondents do not directly challenge the sufficiency of the allegations that patients
cannot reasonably avoid the injury. And for good reason: The complaint plausibly alleges that
insulin patients can neither safely discontinue using insulin (Compl. 49 74-77) nor switch to a
formulary that includes low WAC insulins or does not cost-shift (Compl. 9 50, 107, 144-48,
223, 265, 272). Most patients are stuck with the health plan offered by their employer. And even
if patients had adequate alternative health plan options, they could not make an “informed
choice” because they don’t know what formularies the different plans use and are unable to
“meaningful[ly] search, compare, and bargain over” the terms of their health plans, Am. Fin.
Servs. Ass’nv. FTC, 767 F.2d 957, 976 (D.C. Cir. 1985), due to the “black box™ rebate system
Respondents created (Compl. 9 198-99, 223-25).

3. The injury is not outweighed by countervailing benefits

Respondents’ argument that the complaint fails to plausibly allege that the injury
outweighs countervailing benefits (Mem. 32-34) is factually and legally wrong. As a threshold
matter, assessment of countervailing benefits is a fact-bound inquiry “rarely decide[d] at the
pleading stage.” Wang v. OCZ Tech. Grp., Inc., No. C 11-1415 PSG, 2012 WL 12924975, at *8
(N.D. Cal. June 6, 2012).

Construing facts “in the light most favorable to Complaint Counsel,” RagingWire, 2020
WL 1041715, at *3 (citations omitted), the complaint alleges severe injury to affected patients,

including harms to health and well-being (Compl. 9 10, 96-98, 222)—which the Commission

27



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 09/19/2025 OSCAR NO. 614116 -PAGE Page 34 of 41 *PUBLIC *

PUBLIC

has long given “especial care,” Int’l Harvester, 104 F.T.C. at 1065 n.59—and financial harms
from higher out-of-pocket costs and medical costs. Compl. § 227; 95, 131, 186, 188, 190, 200.
The complaint amply alleges that these harms outweigh “any potential small decrease in
employee health premiums” attributable to rebates. Compl. 9 227. In fact, the financial harms
alone necessarily outweigh these benefits. The complaint alleges both that Respondents retain a
portion of rebates and commercial payers do not use every rebate dollar they receive to reduce
member premiums. Compl. 94 226, 197 (citing study that found that “employers allocate 70% of
rebates to reduce the corporate employers’ own contributions to premiums” rather than patient
premiums). Thus, for every rebate dollar that is diverted from injured insulin patients, some
lesser amount is applied to member premiums. Simple math dictates that members receive fewer
dollars in premium reduction than injured patients overpay for insulin.

Instead of engaging with these allegations, Respondents insist that the complaint must
provide a precise “cost-benefit analysis,” such as identification of “how many patients pay more
out-of-pocket costs for insulin” or “how much more they pay.” Mem. 32-33. This view is
incorrect as a matter of logic—benefits can be shown to not outweigh harms under the language
of Section 45(n) without precisely quantifying each, just like scales can tell you which side is
heavier without telling you by how much. It is also incorrect as a matter of law. See FTC v. Roca
Labs, Inc., 345 F. Supp. 3d 1375, 1396 (M.D. Fla. 2018) (rejecting argument that FTC needed a
“quantitatively precise cost-benefits” analysis).'® In a case like this, involving severe alleged
harms to health and well-being, it is “unrealistic” to strive for “precision, valuing an injury or a

life at precisely x many dollars.” Int’l Harvester, 104 F.T.C. at 1065 n.59. Addressing balancing

16 See also Am. Fin. Servs. Ass’'n, 767 F.2d at 975-76, 986-87 (same in a rulemaking context);
Pa. Funeral Dirs. Assmv. FTC, 41 F.3d 81, 90-91 (3d Cir. 1994) (same).
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“in a more general way” to get an “overall sense of the relationship between costs and benefits,”
id., the complaint plausibly alleges that physical and financial harms are not outweighed by any
cognizable benefits to consumers or competition.

B. “Public policy” is not an element of an unfair acts or practices claim

Contrary to Respondents’ claim, Section 5 does not require that an unfair act or practice
“violate established public policy.” Mem. 26 (cleaned up). The plain text of Section 5(n) lays out
a three-part test for unfairness—which does not include public policy—and then specifically
states that public policy is not a necessary element:

The Commission shall have no authority under this section or section 57a of this

title to declare unlawful an act or practice on the grounds that such act or practice

is unfair unless the act or practice [1] causes or is likely to cause substantial injury

to consumers [2] which is not reasonably avoidable by consumers themselves and

[3] not outweighed by countervailing benefits to consumers or to competition. /n

determining whether an act or practice is unfair, the Commission may consider

established public policies as evidence to be considered with all other evidence.

Such public policy considerations may not serve as a primary basis for such
determination."’

Thus, far from requiring it, the statutory text expressly warns the Commission 7ot to use “public
policy considerations™ as “a primary basis for” an unfairness determination—although it “may”’
consider public policy along with “all other evidence.” Id.

The history of Section 5(n) explains why public policy is expressly carved out from the
test. In the 1960s and 70s the Commission considered “offense against public policy” in
determining whether conduct constituted an unfair act or practice warranting industry-wide
rulemaking. See Cigarette Rule, 29 Fed. Reg. 8324, 8355 (July 2, 1964) (articulating the old

unfairness test); FTC v. Sperry & Hutchinson Co., 405 U.S. 233, 244 n.5 (1972) (quoting the

1715 U.S.C. § 45 (emphasis added).
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Cigarette Rule test).!® This approach was heavily criticized, and in a 1980 letter to Congress, the
Commission changed its position and articulated the modern three-part test. See FTC Policy
Statement on Unfairness (Dec. 17, 1980).'° The letter clarified that “public policy” was not a
standalone element of unfairness and instead only “provides additional evidence on the degree of
consumer injury caused by specific practices.” Id. (emphasis added). The Commission further
explained that neither the presence nor, importantly, the absence of external public policies is
“conclusive in determining whether the challenged practices should be prohibited or otherwise
restricted.” Id. n.27. In 1994, Congress amended the FTC Act and codified the Commission’s
proposed three-part test nearly verbatim in Section 5(n).

Following the plain text of the statute, courts have consistently omitted any public policy
requirement. See, e.g., Neovi, 604 F.3d at 1155 (following the three-part test without any
discussion of public policy); FTC v. Accusearch Inc., 570 F.3d 1187, 1194 (10th Cir. 2009)
(rejecting argument that a practice cannot be unfair unless it violates some law independent of
the FTC Act). Respondents cite dicta in a single case—LabMD, Inc. v. FTC, 894 F.3d 1221 (11th
Cir. 2018)—that appears to require an analysis of public policy.?’ But LabMD made no effort to
grapple with the plain statutory text rejecting public policy as an element of an unfairness claim;
it inappropriately relegates the consideration of the pertinent statutory text to a footnote calling it
an “ambiguous statement.” 894 F.3d at 1229 n.24. Cf. Loper Bright Enterprises v. Raimondo,

603 U.S. 369, 401 (2024) (“[E]ven if some judges might (or might not) consider the statute

18 Respondents’ reliance on Sperry and Indiana Federation of Dentists is misplaced. Sperry pre-
dated the modern test and Indiana Federation of Dentists is an antitrust case that did not analyze
consumer protection unfairness.

19 https://www.ftc.gov/legal-library/browse/ftc-policy-statement-unfairness.

20In LabMD, the court assumed without deciding that the challenged practice was unfair, but
struck down the Commission’s remedy as unenforceable. 894 F.3d at 1231, 1237.
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ambiguous, there is a best reading all the same ....”"). Unsurprisingly, other courts have
repeatedly declined to follow LabMD’s dicta. See, e.g., Kochava, 671 F. Supp. 3d at 1169-71
(declining to follow LabMD and holding that “neither the statutory language [or] case law
support adding” a fourth “public policy” element to the unfairness test); F7C v. Walmart Inc.,
664 F. Supp. 3d 808, 833-34 (N.D. IlI. 2023) (declining to follow LabMD and holding that a
“public policy” element “isn’t necessary” to make out an unfairness claim). The Commission
should similarly reject Respondents’ argument as inconsistent with a clear statutory standard
codified by Congress more than 30 years ago.

Moreover, if the Commission were to consider public policy in this case, it weighs
heavily against Respondents. The complaint is grounded in well-established policy concerns
about inflated drug prices and affordability of life-saving medicines. Federal and state legislators
have scrutinized insulin affordability and PBM rebating conduct. For example, the Senate
Finance Committee investigated the increase in insulin prices and published a detailed staff
report discussing the role of Respondents and others. See Staff of S. Comm. on Finance, 116th
Cong., Rep. on Insulin: Examining the Factors Driving the Rising Cost of a Century Old Drug
(Comm. Print 2021). A year later, Congress capped insulin prices for Medicare patients. See
Inflation Reduction Act of 2022, Pub. L. No. 117-169, § 11406, 136 Stat. 1818 (2022). And
numerous states have passed laws requiring point-of-sale rebates to address harms from cost-

shifting. See, e.g., Ark. Code § 23-79-2503; Ind. Code § 27-1-49-7; W. Va. Code § 33-51-9(k).?!

2l Respondents’ suggestion that “Congress and other agencies have endorsed as beneficial”
(Mem. 28, 6-8) Respondents’ rebate preferencing, formulary exclusions, or cost-shifting
practices challenged in the complaint is simply wrong. None of the sources they cite support that
argument. Moreover, references to federal preemption of certain state laws or other agencies’
roles vis-a-vis Medicare, Medicaid, and other health plans do not bear on whether Congress has
decided to immunize the alleged anticompetitive and unfair rebate practices in commercial plans
(Continued...)
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President Trump has also taken executive action on these issues. For example, in May
2020, CMS noted that insulin patients “not being able to afford their medicine or resorting to
medication rationing, [can] result[] in worse health outcomes over time.” President Trump
Announces Lower Out of Pocket Insulin Costs for Medicare’s Seniors, CMS: Press Releases
(May 26, 2020).?? Recently, President Trump discussed the importance of affordable insulin and
highlighted “addressing the influence of middlemen and promoting open competition” in order
“to create a fairer prescription drug market that lowers costs and ensures accountability across
the health care system™ as a policy priority. Fact Sheet: President Donald J. Trump Announces
Actions to Lower Prescription Drug Prices, The White House (Apr. 15, 2025).%

CONCLUSION

In sum, Respondents’ arguments for dismissing the competition and consumer protection
counts are untethered from the law, conjure up elements that do not exist, repeatedly
mischaracterize complaint allegations, and improperly raise factual disputes. The Commission

should deny Respondents’ motion to dismiss in full.

from federal competition and consumer protection laws. See United States v. Nat’l Ass 'n of Sec.
Dealers, 422 U.S. 694, 719 (1975) (“Implied antitrust immunity is not favored, and can be
justified only by a convincing showing of clear repugnancy between the antitrust laws and the
regulatory system.”).

22 https://www.cms.gov/newsroom/press-releases/president-trump-announces-lower-out-pocket-
insulin-costs-medicares-seniors.

2 https://www.whitehouse.gov/fact-sheets/2025/04/fact-sheet-president-donald-j-trump-
announces-actions-to-lower-prescription-drug-prices.

32



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 09/19/2025 OSCAR NO. 614116 -PAGE Page 39 of 41 *PUBLIC *

PUBLIC

Dated: September 19, 2025 Respectfully submitted,

/s/ Rebecca L. Egeland
Rebecca L. Egeland
Bradley S. Albert
Armine Black

Evan J. Cartagena
Andrew Kennedy
Lauren Peay

Federal Trade Commission
600 Pennsylvania Avenue, NW
Washington, DC 20580

Tel: (202) 326-2990

Fax: (202) 326-3384

Email: regeland@ftc.gov

Counsel Supporting the Complaint

33



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 09/19/2025 OSCAR NO. 614116 -PAGE Page 40 of 41 *PUBLIC *

PUBLIC

CERTIFICATE OF SERVICE

I hereby certify that on September 19, 2025, I caused the foregoing document to be filed
electronically using the FTC’s E-Filing System, which will send notification of such filing to:

April Tabor

Office of the Secretary

Federal Trade Commission
600 Pennsylvania Avenue, NW

The Honorable Jay L. Himes
Administrative Law Judge
Federal Trade Commission
600 Pennsylvania Avenue, NW

Room H-113 Room H-110
Washington, DC 20580 Washington, DC 20580
ElectronicFilings@ftc.gov OALJ@ftc.gov

Secretary of the Commission Administrative Law Judge

Clerk of the Court

I certify that no portion of the filing was drafted by generative artificial intelligence (“AI”) (such
as ChatGPT, Microsoft Copilot, Harvey.Al, or Google Gemini). I also certify that I caused the
foregoing document to be served via email to:

Enu Mainigi

Craig D. Singer

Steven M. Pyser
WILLIAMS &
CONNOLLY LLP

680 Maine Avenue SW
Washington, DC 20024
emainigi@wc.com
csinger@wc.com
spyser@wc.com

Mike Cowie

Rani A. Habash
DECHERT LLP

1900 K Street NW
Washington, DC 20006

mike.cowie@dechert.com
rani.habash@dechert.com

Counsel for Respondents
Caremark Rx LLC; Zinc
Health Services, LLC

Daniel J. Howley

Charles F. (Rick) Rule
Margot Campbell

Justin T. Heipp

RULE GARZA HOWLEY
901 7th Street NW, Suite 600
Washington, DC 20006
howley@rulegarza.com
rule@rulegarza.com
campbell@rulegarza.com
heipp@rulegarza.com

Jennifer Milici

Perry A. Lange

John W. O'Toole
WILMERHALE

2100 Penn. Ave. NW
Washington, DC 20037
jennifer.milici@wilmerhale.com
perry.lange@wilmerhale.com
john.otoole@wilmerhale.com

Counsel for Respondents Express
Scripts, Inc.; Evernorth Health,

Inc.; Medco Health Services, Inc.,

Ascent Health Services LLC

Sophia A. Hansell

Michael J. Perry

Matthew C. Parrott

GIBSON, DUNN & CRUTCHER
LLP

1700 M Street NW

Washington, DC 20036
shansell@gibsondunn.com
mjperry@gibsondunn.com
mparrott@gibsondunn.com

Counsel for Respondents OptumRx,
Inc.; OptumRx Holdings, LLC;
Emisar Pharma Services LLC



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 09/19/2025 OSCAR NO. 614116 -PAGE Page 41 of 41 *PUBLIC *

PUBLIC

/s/ Rebecca L. Egeland
Rebecca L. Egeland

Federal Trade Commission
Bureau of Competition

600 Pennsylvania Avenue, NW
Washington, DC 20580

(202) 326-2290
regeland@ftc.gov

Counsel Supporting the Complaint





