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APPENDIX A
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Civil Division, UNITED STATES DEPARTMENT OF
JUSTICE, Washington, D.C.; Samuel R. Bagenstos,
General Counsel, Janice L. Hoffman, Associate Gen-
eral Counsel, Susan Maxson Lyons, Deputy Associate
General Counsel for Litigation, Kara Wilcox Mundy,
UNITED STATES DEPARTMENT OF HEALTH
AND HUMAN SERVICES, Washington, D.C.; Erek
Barron, United States Attorney, OFFICE OF THE
UNITED STATES ATTORNEY, Baltimore, Maryland,
for Appellees.

WILKINSON, Circuit Judge:

Under the Medicaid Drug Rebate Program, a drug
manufacturer that increases its prices faster than in-
flation rises must reimburse Medicaid for the differ-
ence. These reimbursements are paid via rebates.
Each drug’s rebate amount is usually determined
based on its own original price and inflation clock. But
not always. Congress has instructed in the Medicaid
statute that some “line extension” drugs can be on the
hook not only for their own price increases, but also
for the price increases of the drugs they evolved from.

In 2020, the Centers for Medicare and Medicaid
Services (CMS) promulgated a regulation that set
forth criteria for what constitutes a line-extension
drug. Vanda Pharmaceuticals challenged that regula-
tion in federal district court, arguing that it expanded
the definition of a line extension beyond what the
Medicaid statute permitted. The district court disa-
greed and granted summary judgment to CMS. Be-
cause the agency’s regulation lies within the bounds
of the Medicaid statute, we affirm.

L
A.

The Medicaid Drug Rebate Program was not built
in a day. It was created in 1990, but Congress has
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regularly revisited the rebate regime in the decades
since its enactment. The line-extension provision at
issue here was added in one such revision. It is best
explained in the context of what came before, and so
we begin with a discussion of the program as origi-
nally enacted.

Congress created the Medicaid Drug Rebate Pro-
gram as part of an effort to reduce Medicaid spending.
See Omnibus Budget Reconciliation Act of 1990, Pub.
L. No. 101-508, tit. IV, subtitle B, pt. 1, 104 Stat. 1388,
1388-141. Congress was concerned that the govern-
ment was being swindled on drug prices. Medicaid,
“the means-tested entitlement program that pur-
chases basic health care for the poor,” had been paying
significantly more for drugs than other large purchas-
ers. See H.R. Rep. No. 101-881, at 96 (1990). To make
matters worse, drug prices had been rising rapidly.
Between 1981 and 1988 drug price increases had
“more than tripled the rate of inflation.” See Majority
Staff of S. Special Comm. on Aging, 101st Cong., Pre-
scription Drug Prices: Are We Getting Our Money’s
Worth? 8 (Comm. Print 1989). Congress devised the
new rebate program in response to both these prob-
lems.

Under the program, drug manufacturers must
pay rebates to Medicaid that offset part of the cost of
the manufacturers’ drugs, thus lowering the ultimate
price Medicaid pays. The rebate amounts are calcu-
lated by CMS, but the Medicaid statute meticulously
lays out the formula that CMS must use. It has two
components. The first (which is not at issue here) is
the “basic rebate,” which ensures that Medicaid pays
the lowest price for any given drug. See 42 U.S.C. §
1396r-8(c)(1).

This case concerns the “additional rebate,” which
forces drug manufacturers to reimburse Medicaid for
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price increases greater than the rate of inflation. §
1396r-8(c)(2). It is calculated by taking the difference
between the current average price of the drug and the
price of the drug when it was first marketed, adjusted
for inflation. See § 1396r-8(c)(2)(A). In other words,
once a drug manufacturer sets an initial price for a
drug, Medicaid will not pay more than that price (plus
inflation). Medicaid thus locks in that original price.

But the original additional rebate formula had a
loophole. The statute calls for a separate rebate calcu-
lation for “each dosage form and strength” of a covered
drug. Id. A manufacturer could thus raise the price of
a drug without paying the additional rebate by releas-
ing a new strength (or form) of the drug at a higher
price. The additional rebate for the new strength
would be based on the new strength’s higher release
price rather than the original one. The manufacturer
could then discontinue the original strength, forcing
purchasers to switch. As a result, the manufacturer
could avoid reimbursing Medicaid for the jump in
price. See H.R. Rep. No. 111-299, pt. 1, at 635 (2009);
S. Rep. No. 111-89, at 92 (2009).

Congress added the line-extension provision in
2010 in part to close this loophole. It provides that so-
called “line extension” drugs are on the hook not only
for their own price increases, but also for any price in-
creases to the original drug on which they were based.
Here is how the provision works: For a line-extension
drug, the additional rebate is the greater of two
amounts. Amount One depends on the price increases
of the line-extension drug and is calculated the same
way as above—that is, by taking the difference be-
tween the current average price of the line-extension
drug and the price of that drug when first marketed,
adjusted for inflation. § 1396r-8(c)(2)(C)(ii). So far, so
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good. A line-extension drug is treated just like any
other drug.

Amount Two, however, depends on whether the
price of the original drug has increased. It is calcu-
lated by multiplying the highest additional rebate
percentage owed on any strength of the original drug
by the price of the line-extension drug. See § 1396r-
8(c)(2)(C)(iii). In other words, Medicaid will treat the
line-extension drug as if its own price had increased
proportionally with the original drug’s. For example,
if one of the strengths of the original drug (taking in-
flation into account) had doubled in price since its re-
lease, the line-extension drug would also be treated as
if it had doubled in price and would thus be subject to
at least a 50% rebate, regardless of whether the price
of the line-extension drug had changed at all. Im-
portantly, because the statute instructs that the addi-
tional rebate for a line extension is the greater of
Amount One and Amount Two, line-extension status
can only lead to higher rebates.

B.

But what is a line extension? Answering that
question involves consulting two sources: the Medi-
caid statute and the corresponding CMS regulation
challenged in this case.

1.

First, the guidance given by Congress: According
to the Medicaid statute,

[TThe term “line extension” means, with re-
spect to a drug, a new formulation of the drug,
such as an extended release formulation, but
does not include an abuse-deterrent formula-
tion of the drug (as determined by the Secre-
tary), regardless of whether such abuse-
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deterrent formulation is an extended release

formulation.

§ 1396r-8(c)(2)(C)(iii).

To break that down, the statute instructs that a
“line extension” is a “new formulation” of an existing
drug. There is also a carveout: abuse-deterrent formu-
lations do not count. (The carveout was added in 2016
as part of Congress’s response to the opioid crisis. See
Comprehensive Addiction and Recovery Act of 2016,
Pub. L. No. 114-198, § 705(a), 130 Stat. 695, 753.) As
is clear from this statutory language, however, the
legislative definition of line extension is incomplete:
Congress inserted the language “such as” before
providing the example of “an extended release formu-
lation,” indicating a gap left to be filled. As is common
in administrative regulation, the agency charged with
carrying out the program (here, CMS) was left to fill
in the blanks.

The Medicaid statute provides one more wrinkle
important to the case at hand. The line-extension pro-
vision (and the higher rebates it brings) does not apply
to all line-extension drugs. It applies only to “a line
extension of a single source drug or an innovator mul-
tiple source drug that is an oral solid dosage form.” §
13961-8(c)(2)(C)(1). In simpler terms: the provision ap-
plies only to line extensions of two specific types of
drugs (defined later in the statute), and only to a “line
extension of [either of those types of drugs] that is an
oral solid dosage form.” Id. (emphasis added). This
oral-solid-dosage-form requirement presented a puz-
zle: which drug(s) must be in oral solid dosage form?
The original drug? The line-extension drug? Both?
Here, too, it fell to the implementing agency to resolve
the ambiguity.
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2.

CMS took up those twin calls in June 2020. The
agency had received “requests to provide more specific
guidance on how to identify a line extension drug.” 85
Fed. Reg. 37,286, 37,294 (June 19, 2020). The agency
also had reasons to think that a more explicit defini-
tion of line extension was necessary. “After several
years of experience with manufacturers self-reporting
their line extensions,” it had “noted inconsistency
among manufacturers.” Id. The agency suspected that
line extensions were being underreported because
“manufacturers may have a financial incentive to be
underinclusive in their identification.” Id. It therefore
proposed a regulation that would “interpret the term
‘line extension’ broadly.” Id. at 37,295. After notice
and comment, the agency finalized its proposal (with
modest changes) in December 2020.

The final regulation started with a definition for
line extension that closely tracks the statute:

Line extension means, for a drug, a new for-
mulation of the drug, but does not include an
abuse-deterrent formulation of the drug (as
determined by the Secretary).

85 Fed. Reg. 87,000, 87,101 (Dec. 31, 2020) (codified
at 42 C.F.R. § 447.502). It also defined the term “new
formulation” and expanded on the example from the
statute:

New formulation means, for a drug, a change
to the drug, including, but not limited to: an
extended release formulation or other change
in release mechanism, a change in dosage
form, strength, route of administration, or in-
gredients.

Id. at 87,101-02 (codified at 42 C.F.R. § 447.502).



8a

The agency’s regulation also clarified its under-
standing of the oral-solid-dosage-form requirement:
“only the initial brand name listed drug must be an
oral solid dosage form.” Id. at 87,034. In other words,
only the original drug needs to be in an oral solid dos-
age (read: pill) form for the provision to apply. The
line-extension drug can be in a different form—Iliquid,
say, or injectable—and still qualify for the new rebate
formula.

On this point, however, the agency has wavered.
In 2012, it had proposed that both the line-extension
drug and the original drug must be in oral solid dos-
age form. See 77 Fed. Reg. 5318, 5338 (Feb. 2, 2012).
But it declined to finalize that proposal. See 81 Fed.
Reg. 5170, 5265 (Feb. 1, 2016). In its 2020 rulemaking,
CMS changed course, proposing in June and finalizing
in December after notice and comment that the re-
quirement applied to only the original drug.

C.

Appellant Vanda was not happy with the agency’s
new moves. Vanda develops and manufactures inno-
vative drugs that treat rare disorders. Its two flagship
drugs are Hetlioz and Fanapt, each of which has a sis-
ter drug that Vanda worries will be swept up in the
agency’s new line-extension definition.

Hetlioz is a drug approved to treat (among other
conditions) severe sleep disturbances caused by the
developmental disorder Smith-Magenis syndrome.
This disorder affects both adults and children, but
Hetlioz is approved only for adults because it comes in
oral solid dosage form (a pill capsule), and the dosage
cannot be calibrated to children’s weights. So Vanda
created a liquid version called Hetlioz LLQ for use in
treating sleep disturbances in children with Smith-
Magenis syndrome. Hetlioz LQ was approved by the
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Food and Drug Administration (FDA) in 2020 and is
available today for patients 3 to 15 years of age.

Vanda also manufactures Fanapt, an antipsy-
chotic used to treat schizophrenia. Fanapt is currently
offered in pill form and must be taken twice a day.
Like many antipsychotics, it is safest and most effec-
tive if taken at regular intervals without missing a
dose. But people with schizophrenia often struggle to
adhere to such treatment regimens. To solve this
problem, Vanda has been working to create a long-act-
ing injectable version of Fanapt called Fanapt LAI.
Fanapt LAI is still in development, but Vanda hopes
to offer it in a format that would require patients to
receive only a few injections each year. According to
Vanda, this change could “revolutionize schizophrenia
treatment.” Appellant’s Opening Br. 16.

Vanda alleges that, under the agency’s pre-regu-
lation approach, neither Hetlioz L.Q nor Fanapt LAI
would have been considered line extensions. Under
the new regulation, however, both will be.

Vanda has a strong interest in avoiding line-ex-
tension status for its drugs. Many patients who use
Vanda’s drugs are enrolled in Medicaid. Fanapt users
are especially likely to be Medicaid recipients, as 70%
of people with schizophrenia are covered under the
program. See Kimberly H. Geissler et al., Differences
in Insurance Coverage for Individuals with Schizo-
phrenia After Implementation of the Patient Protection
and Affordable Care Act, 80(3) JAMA Psychiatry 278,
278-79 (2023); see also Appellant’s Opening Br. 17.
Medicaid sales are thus an important source of reve-
nue for Vanda, and Medicaid rebates cut into profits.
Line-extension status can trigger even higher rebates,
which Vanda would prefer to avoid. To that end,
Vanda seeks to cabin the definition of line extension
so as to exclude drugs like Hetlioz LQ and Fanapt LAI.
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D.

Vanda sued in U.S. District Court to challenge the
agency’s 2020 regulation. It argued that the regula-
tion’s definitions of “line extension” and “new formu-
lation” were contrary to the text of the Medicaid stat-
ute. It also challenged the agency’s new interpretation
of the oral-solid-dosage-form requirement. Finally,
Vanda alleged that the agency had violated the Ad-
ministrative Procedure Act (APA) because the agency
failed to adequately address important industry con-
cerns aired during the notice-and-comment period.

On cross-motions for summary judgment, the dis-
trict court rejected Vanda’s claims. It held that the
regulation was consistent with the text of the Medi-
caid statute, and that CMS had satisfied its obliga-
tions under the APA. See Vanda Pharms., Inc. v. Ctrs.
for Medicare & Medicaid Servs., 2023 WL 2743364, at
*16, 18, 23—24 (D. Md. Mar. 31, 2023). Vanda timely
appealed.

II.

Under the APA, we set aside an agency’s regula-
tion only if it is “arbitrary, capricious, an abuse of dis-
cretion, or otherwise not in accordance with law.” 5
U.S.C. § 706(2)(A). We review the district court’s eval-
uation de novo, independently assessing whether the
agency action was unlawful. See Ren v. U.S. Citizen-
ship & Immigr. Servs., 60 F.4th 89, 93 (4th Cir. 2023).

III.

Vanda first argues that the 2020 regulation is “not
in accordance with law,” § 706(2)(A), because it broad-
ened the sweep of the line-extension provision beyond
what the Medicaid statute permits. We are thus called
upon to evaluate whether the 2020 regulation contra-
venes the Medicaid statute’s text. That task, however,
presents a conundrum. Courts have traditionally
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reviewed an agency’s statutory interpretations in ac-
cordance with the two-step framework of Chevron
U.S.A., Inc. v. Natural Resources Defense Council, Inc.,
467 U.S. 837 (1984). See, e.g., Cela v. Garland, 75
F.4th 355, 360— 61 (4th Cir. 2023). Under that frame-
work, we would first “consider[] ‘Whether Congress
has directly spoken to the precise question at issue.”
Id. at 361 (quoting Chevron, 467 U.S. at 842). If so,
our inquiry would stop there. If the statute was am-
biguous, however, we would defer to the agency’s in-
terpretation so long as it was reasonable. Id.

But CMS did not invoke Chevron in its briefing or
at oral argument. Recent Supreme Court precedent
has made clear that if the “government is not invoking
Chevron” a court can “decline to consider whether any
deference might be due.” HollyFrontier Cheyenne Ref.,
LLC v. Renewable Fuels Ass’n, 141 S. Ct. 2172, 2180
(2021); see also Guedes v. Bureau of Alcohol, Tobacco,
Firearms, & Explosives, 140 S. Ct. 789, 789-90 (2020)
(Gorsuch, J., statement respecting the denial of certi-
orari) (explaining that the Supreme Court “has often
declined to apply Chevron deference when the govern-
ment fails to invoke it” and collecting cases).

We, of course, follow the Supreme Court’s lead
here. Thus, if we encounter statutory ambiguity, ra-
ther than deferring to the agency’s interpretation, we
will “approach [that] interpretive problem[] methodi-
cally, using traditional tools of statutory interpreta-
tion.” Facebook, Inc. v. Duguid, 592 U.S. 395, 404 n.5
(2021). In doing so, however, we will “pay particular
attention to [the] agency’s views in light of the
agency’s expertise in [the] given area” and “its
knowledge gained through practical experience.”
County of Maui v. Haw. Wildlife Fund, 140 S. Ct. 1462,
1474 (2020). But we will adopt those views as our own
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only if they have the “power to persuade.” Skidmore v.
Swift & Co., 323 U.S. 134, 140 (1944).

With those principles in mind, we turn to Vanda’s
claims. It challenges two parts of the agency’s 2020
regulation: the definitions of line extension and new
formulation, and the agency’s understanding of the
oral-solid-dosage-form requirement. We take each in
turn.

A.

We begin with Vanda’s claim that the 2020 regu-
lation is contrary to law in that it gives impermissible
definitions to the terms “line extension” and “new for-
mulation.” Generally, Vanda argues that the agency’s
broad definitions contravene the purportedly narrow
focus of the line-extension provision in the Medicaid
statute. Vanda then offers up two specific limitations
that it reads into the statutory regime. We take up the
general point first.

1.

We disagree with Vanda’s contention that the
agency’s definitions stray outside the general statu-
tory ambit. Start with the definition of line extension.
We are struck at the outset by the similarities in the
statutory and regulatory definitions of this term. In
contrast to Vanda’s claims, the substance of the regu-
latory definition hews quite closely to the statute.
Both define “line extension” as a “new formulation”
and then carve out an exception for “abuse-deterrent
formulation[s].” Compare § 1396r-8(c)(2)(C)(iii), with
42 C.F.R. § 447.502.

The similarities are so striking as to make this
part of the regulation unimpeachable. Each departure
of the regulatory text is patently superficial, with no
discernable effect on the term’s reach. The agency’s
definition of line extension is clearly within the
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bounds of the statute and we see no reason it should
be set aside.

We turn next to the definition of new formulation.
Vanda claims that here the regulation strays further
afield, but it is plainly not so far as to call “foul ball.”
Recall that the statute explains the term by reference
to a single example: “an extended release formulation.”
§ 1396r-8(c)(2)(C)(iii). That example, however, is in-
troduced with the inclusive phrase “such as,” making
clear that Congress intended the term to sweep more
broadly than the illustrative example it chose.

The regulation thus starts with a broader defini-
tion: a “new formulation” is “a change to the drug.” 42
C.F.R. § 447.502. It then provides an expanded list of
changes that can count. The list starts with the statu-
tory example of “an extended release formulation.”
But it adds “other changel[s] in release mechanism”
and changes in “dosage form, strength, route of ad-
ministration, or ingredients” as well. Id. And like the
statute, the regulation makes clear (here with the
phrase “including, but not limited to”) that those ex-
amples are meant to be illustrative, not exhaustive. Id.

This strikes us as a perfectly sensible way to im-
plement the regime set by the Medicaid statute. Start
with the term Congress chose: “a new formulation.”
Something is “new” if it is “different from [what] pre-
viously exist[ed].” New, Oxford English Dictionary (2d
ed. 1989). And a “formulation” is “a material or mix-
ture prepared according to a particular formula.” For-
mulation, Oxford English Dictionary (2d ed. 1989)
(emphasis added). Putting it all together, a new for-
mulation is created whenever a drug is prepared ac-
cording to a formula different from the formula or for-
mulas previously in use. A different formula creates a
new formulation.
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The agency’s choice to define a “new formulation”
as a “change” aligns quite closely with the words se-
lected by Congress. With respect to drugs, change is
achieved precisely by using a different formula. Drug
manufacturers often create several variations of a
drug. A drug may come as a pill, a rapid release gel, a
chewable, a dissolve pack, or in a liquid suspension
measured out with a little plastic cup. As each succes-
sive format is developed, the drug must be changed by
using a different formula to achieve each final product.
It makes perfect sense, then, to say that each new it-
eration achieved by such a change might permissibly
be termed a “new formulation.”

Vanda, though, takes aim at the breadth of the
definition. It says the agency’s definition sweeps in too
much, pointing for support to the Congressional
Budget Office report in which a line-extension provi-
sion was first suggested. See CBO, Budget Options,
Volume I: Health Care 143 (Dec. 2008) (the “CBO Re-
port”). The report stated that drug manufacturers
could “avoid incurring an additional rebate obligation
by making a slight alteration to an existing product.”
Id. It recommended that Congress close this “loophole”
by treating “a certain type of new formulation—spe-
cifically, extended-release versions” more like “the
original product.” Id. This, Vanda says, was the prob-
lem Congress intended to solve with the line-exten-
sion provision as well: drug manufacturers avoiding
the additional rebate by making merely incremental
changes to their original drugs to reset the inflation
clock. And so, according to Vanda, Congress must
have intended the term “new formulation” only to en-
compass such slight alterations. Vanda insists that
larger changes in formula create altogether new
drugs—not simply line extensions to original drugs—
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and that therefore such changes should not fall into
the provision’s reach.

We do not think that this is a fair reading of the
statute or a fair condemnation of the agency’s regula-
tion. As an initial matter, “legislative history is not
the law.” Azar v. Allina Health Servs., 139 S. Ct. 1804,
1814 (2019). Courts must “apply faithfully the law
Congress has written” and “cannot replace the actual
text with speculation as to Congress’ intent.” Luna Pe-
rez v. Sturgis Pub. Sch., 598 U.S. 142, 150 (2023). And
the law that Congress passed differs in important re-
spects from the Budget Office proposal cited by Vanda.
That proposal would have gone after extended-release
formulations only, whereas the statute makes clear
that extended-release formulations are but one exam-
ple of what will be swept in. And the proposal targets
“a certain type of new formulation.” CBO Report, at
143. In contrast, the statute speaks in terms of new
formulations writ large.

The 2016 amendment that carved out abuse-de-
terrent formulations confirms that the statutory defi-
nition is broader than Vanda would have it be. Abuse-
deterrent formulations are not slight, meaningless al-
terations. They require new innovations and costly re-
search and development. They also provide important
therapeutic benefits and help prevent the harmful
consequences attendant to prescription drug misuse.
The fact that they had to be carved out from the pro-
vision shows that the statutory definition encom-
passes more than just the meaningless changes
Vanda advocates.

And Vanda’s argument overlooks the fact that
Congress chose to define line extension as a “new for-
mulation.” Vanda says that an alteration that is more
than slight creates, not a new formulation, but an en-
tirely new drug. But the term “new formulation” does
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not by its plain meaning limit line extensions in the
way Vanda might hope. We use the term “new” to de-
scribe differences both big and small, and both types
of changes can create an updated version of an origi-
nal without creating an entirely novel item. Take as
an example the new editions of well-loved books.
Sometimes the differences are atmospheric or slight.
Oxford World’s Classics’ new edition of Willa Cather’s
My Antonia added a new introduction and notes that
provide historical context, but Cather’s evocative de-
scriptions of pioneer life on the plains of Nebraska re-
main intact. See Willa Cather, My Antonia (Oxford
World’s Classics ed. 2009). In other words, despite pe-
ripheral changes, the substance of the book remains
the same. But sometimes the differences in new ver-
sions of something can be quite large indeed. New edi-
tions of classic legal treatises can differ dramatically
from the old, especially when there have been major
intervening changes in doctrine. But that does not
mean that the fourth edition of Williston on Contracts
cannot be said to be a “new edition” with respect to the
third. Even significant changes, therefore, can still
flow from the original so long as there is a throughline
between them. Congress’s choice of the definition
“new formulation” simply fails to support Vanda’s con-
tention that anything more than a “slight alteration”
should count as a new drug entirely.

Moreover, the structure of the statutory line-ex-
tension provision confirms that a broad definition of
new formulation is appropriate. The statutory provi-
sion speaks in terms of inclusion, not exclusion. It
makes clear that a line extension is “a new formula-
tion of the drug, such as an extended release formula-
tion.” § 1396r-8(c)(2)(C)(iii) (emphasis added). Terms
of inclusion like “such as” are congressional invita-
tions for agencies to apply their expertise to fill out
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the list with further examples. “Congress knows to
speak in plain terms when it wishes to circumscribe,
and in capacious terms when it wishes to enlarge,
agency discretion.” City of Arlington v. FCC, 569 U.S.
290, 296 (2013). Here, Congress chose the broader
route and reinforced it with a structure evincing in-
clusive intent.

The agency heeded the congressional invitation.
When proposing the regulation at issue here, the
agency acknowledged that it had chosen a “much
broader definition of new formulation” than in previ-
ous (never-finalized) proposals. See 85 Fed. Reg. at
37,295. It also made clear that its broadened defini-
tion was designed to expand the universe of drugs that
qualified as line extensions. Id. The agency “believe[d]
that the statute glave] [it] discretion and authority to
interpret the term ‘line extension’ broadly” and to “in-
clude a broad range of drugs” therein. Id. In response
to “requests to provide more specific guidance,” id. at
37,294, the agency informed manufacturers that—in
addition to extended-release formulations—"other
changels] in release mechanism” and changes in “dos-
age form, strength, route of administration, or ingre-
dients” would count as line extensions too. 42 C.F.R. §
447.502.

We find the agency’s additional examples here
“reasonable” and “consistent with the statutory
framework.” Fed. Exp. Corp. v. Holowecki, 552 U.S.
389, 402 (2008). In fact, the agency’s added examples
strike us as fairly similar to extended-release formu-
lations. And we can think of no “clearer alternatives”
that are “within our authority or expertise to adopt.”
Id. Moreover, Vanda has not identified any individual
element of the list that poses a particular problem. In
short, then, we do not find merit in Vanda’s general
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challenge to the breadth of the agency’s “new formu-
lation” definition.

That is not to say, however, that the agency is sub-
ject to no limitations at all. Line-extension status is
relational. A drug product cannot be a line extension
in the abstract; it is a line extension of a particular
original drug. See § 1396r-8(c)(2)(C)(ii1) (“[T]he term
“line extension” means, with respect to a drug, a new
formulation of the drug.” (emphasis added)). The two
must bear some relationship to each other. And not all
relationships will suffice. Tylenol (active ingredient:
acetaminophen) is not a line extension of Advil (active
ingredient: ibuprofen), even though both are useful in
treating aches and pains.

Luckily, we need not confront the problem of when
changes to a drug are significant enough to take it
from a new formulation to a distinct drug entirely.
The agency’s chosen examples of changes—different
release mechanisms, routes of administration, dos-
ages, ingredients, and strengths—are limited enough
(and similar enough to extended-release formula-
tions) to fit well within the statutory bounds.

2.

In addition to taking aim at the breadth of the pro-
vision generally, Vanda proposes two specific textual
limitations on the term “line extension.” We find nei-
ther one persuasive.

First, Vanda looks to the definitions of the words
“line” and “extension” to argue that a line extension
must serve the same “purpose” as an existing drug.
For support, it states that the definition of line is “ma-
terial serving a particular purpose.” Appellant’s
Opening Br. 36. But the full text of the cited definition
is: “a length of cord, rope, wire, or other material serv-
ing a particular purpose.” Line, New Oxford American
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Dictionary (3d ed. 2010) (emphasis added). And the
examples given relate to telephone lines or lines of
cord used for hanging out the wash to dry. Id. We are
skeptical that this is the definition that Congress had
in mind. A more on-point definition is “merchandise
or services of the same general class for sale or regu-
larly available.” Line, Merriam-Webster’s Collegiate
Dictionary (10th ed. 1999) (emphasis added). Tellingly,
this definition is broader than what Vanda proposes.

Second, Vanda points out that the agency’s broad
definition of line extension would sweep in drugs for
which the FDA requires a new drug application. It
urges us to hold that those drugs are not new formu-
lations, but new drugs themselves ineligible for line-
extension status. But extended-release formulations
(which, recall, are explicitly listed in the statute as
new formulations) sometimes require just such new
drug applications. That alone shows that a new drug
application is not the silver bullet Vanda imagines.

In making its new-drug-application point, Vanda
fails to consider the phrase “new formulation of the
drug” as a whole. Instead, Vanda counsels that Con-
gress’s insertion of the words “the drug” provides an
oblique cross-reference to the oral-solid-dosage-form
requirement. Only by looking there, according to
Vanda, can we understand what “the drug” must
mean. In that requirement, Vanda continues, the stat-
ute mentions two types of drugs: “single source drug”
and “innovator multiple source drug.” From there,
Vanda instructs that we should look at the definitions
portion of the Medicaid Drug Rebate Program to find
out what qualifies a drug as either of those types. And
(in a final step) Vanda points out that both these types
of covered drugs must fall “under a new drug applica-
tion approved by the Food and Drug Administration.”
§§ 13961r-8(k)(7)(A)({1), (iv).



20a

According to Vanda, this lengthy chain of cross-
references establishes some sort of statutory instruc-
tion that no drug marketed under a new drug applica-
tion can ever be a line extension because such a drug
is always an original drug instead. Line extensions, on
Vanda’s reading, can therefore only be drugs for which
the FDA requires a supplemental new drug applica-
tion.

This argument is wholly unpersuasive. The FDA
has a different focus from the Medicaid Drug Rebate
Program. The FDA is concerned chiefly with the
safety and efficacy of drugs, not with their cost. And
the cross-references to the FDA approval process in
the definitions of the Medicaid Drug Rebate Program
are meant chiefly to limit Medicaid drug coverage to
drugs that the FDA considers safe and efficacious—
not to create a hidden constraint on line extensions.

If Congress had meant to limit line extensions to
drugs approved via supplemental new drug applica-
tions, we think it would have done so explicitly within
the definition of the term “line extension.” See Jama
v. Immigr. & Customs Enft, 543 U.S. 335, 341 (2005)
(“We do not lightly assume that Congress has omitted
from its adopted text requirements that it nonetheless
intends to apply, and our reluctance is even greater
when Congress has shown elsewhere in the same stat-
ute that it knows how to make such a requirement
manifest.”). Other provisions of the Medicaid Drug
Rebate Program do explicitly depend on FDA determi-
nations: Special reimbursement limits apply when the
FDA has rated several drugs as “therapeutically and
pharmaceutically equivalent.” § 1396r-8(e)(4). And
drugs “approved by the [FDA] exclusively for pediatric
indications” are eligible for a lower minimum rebate.
§ 1396r-8(c)(1)(B)(1i1)(IT)(bb). No such FDA references
are made in the line-extension definition at issue here.
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That definition is at the core of the matter. In contrast,
Vanda’s argument invokes provisions that are wan-
dering on the periphery.

L S

Having addressed Vanda’s arguments to the con-
trary (both general and specific), we find that the
agency’s definitions of line extension and new formu-
lation are appropriately within the Medicaid statute’s
ambit. We thus affirm the district court as to this as-
pect of the case.

B.

We turn now to Vanda’s challenge to the portion
of the agency regulation regarding the oral-solid-dos-
age-form requirement. Recall that the line-extension
provision applies only to “a drug that is a line exten-
sion of a single source drug or an innovator multiple
source drug that is an oral solid dosage form.” § 1396r-
8(c)(2)(C)(i). The agency and Vanda disagree about
whether the oral-solid-dosage-form requirement ap-
plies only to the original drug (“a single source drug or
an innovator multiple source drug”) or to the line-ex-
tension drug as well.

The agency states that the modifier “that is an
oral solid dosage form” applies only to the immedi-
ately preceding phrase “a single source drug or an in-
novator multiple source drug.” The regulation there-
fore instructs that “only the initial brand name listed
drug must be an oral solid dosage form.” 85 Fed. Reg.
at 87,034. The line-extension drug, according to the
agency, can be in any form at all.

Vanda disagrees. It asserts that the agency’s read-
ing is contrary to the statute and proposes that both
the original drug and the line-extension drug must be
in oral solid dosage form for the provision to apply.
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The agency’s interpretation is the more persua-
sive. The statute makes clear that only one thing need
be “an oral solid dosage form” by using the singular
verb “is.” Verbs in modifying phrases must correspond
to their intended antecedent: If the antecedent is sin-
gular, the verb must be singular. If the antecedent is
plural, the verb must be plural. See Rodney Huddle-
ston & Geoffrey K. Pullum, The Cambridge Grammar
of the English Language § 18.1, p. 500 (2002). Thus a
visitor to a local café can order a single cappuccino
that is made with whole milk, but if she wants two she
will need to ask the barista for cappuccinos that are
made with whole milk. Vanda’s reading, on which two
drugs must meet the requirement, violates this gram-
matical rule.

In contrast, the agency’s reading conforms with
the rule. According to the agency, only one thing—the
original drug—must be in oral solid dosage form. And,
grammatically, it is of no moment that the original
drug can be either “a single source drug or an innova-
tor multiple source drug.” When singular nouns are
joined by words like “or,” they take a singular verb.
See id. § 18.4(b), p. 508.

The agency’s reading also comports with the last
antecedent rule, which counsels that a limiting clause
“should ordinarily be read as modifying only the noun
or phrase that it immediately follows.” See Barnhart
v. Thomas, 540 U.S. 20, 26 (2003). Here, the phrase
“that is an oral solid dosage form” immediately follows
the phrase “a single source drug or an innovator mul-
tiple source drug.” That phrase consists of a series of
two specific terms with “straightforward, parallel con-
struction.” Antonin Scalia & Bryan A. Garner, Read-
ing Law: The Interpretation of Legal Texts 147 (2012).
And so the modifier at the end of that list should be
read to “applly] to the entire series.” Id.; see also
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Facebook, 592 U.S. at 402-03. The “most natural read-
ing” is thus that the oral-solid-dosage-form require-
ment applies to the two elements in the parallel series
before it: single source and innovator multiple source
drugs. See Facebook, 592 U.S. at 403. That suggests
that the original drug (whether a single source drug
or an innovator multiple source one) is the thing that
must be in oral solid dosage form.

We think the agency persuasively posits that the
last antecedent rule applies here. Vanda protests,
however, that the last antecedent rule does not apply
to an “integrated’ clause” that “refer[s] to a single
thing.” Cyan, Inc. v. Beaver Cnty. Emps. Ret. Fund,
583 U.S. 416, 440 (2018). The phrase “a line extension
of a single source drug or an innovator multiple source
drug,” Vanda continues, is just such an integrated
clause. But even so, this does not support Vanda’s sug-
gested reading. When faced with integrated clauses,
the Supreme Court has instructed that “the modifier
goes back to the beginning of the preceding clause.” Id.
(emphasis added). And so, even if we were to read the
phrase at issue as an integrated clause, only the line
extension (and not the original drug) would need to be
in oral solid dosage form. But Vanda’s position is that
both drugs must be. Even Vanda’s proposed exception
to the last antecedent rule does not support its pre-
ferred result.

Vanda lastly tries to avoid the most obvious gram-
matical reading by contending that the agency’s inter-
pretation would produce an “absurd” result: that pill-
to-liquid transformations can lead to line extensions,
but liquid-to-pill transformations cannot. It is true
that the Supreme Court will sometimes reject “the
most grammatical reading” of a statute when it would
produce a result that is “positively absurd.” United
States v. X-Citement Video, Inc., 513 U.S. 64, 69-70
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(1994). But only when the absurdity is quite serious
indeed. See, e.g., id. (rejecting the most grammatical
reading because it would raise “substantial constitu-
tional questions” and impose criminal penalties with-
out any scienter requirement). We see no such absurd-
ity here. A great many drugs start off as pills. And
new formulations can work off that initial form as well.
It was reasonable for Congress to target this common
path of transformation. Further, judicial rulings that
Congress produced an “absurdity” must be rare in-
deed, lest we open the gates for our own policy prefer-
ences to trump those chosen by the legislature.

In short, and fundamentally, Vanda’s reading
cannot be squared with the language of the statute. It
has therefore failed to demonstrate that the agency’s
interpretation of the oral-solid-dosage-form require-
ment was contrary to law. We thus affirm the district
court and uphold the agency’s regulation as to the
oral-solid-dosage-form requirement as well.

Iv.

Having concluded that the regulation is not con-
trary to law, we turn to Vanda’s contention that the
agency’s rulemaking here was arbitrary and capri-
cious in violation of the APA. Unlike contrary-to-law
analysis, arbitrary and capricious review is “very def-
erential.” Rural Cellular Ass’n v. FCC, 588 F.3d 1095,
1105 (D.C. Cir. 2009). It is focused not on the sub-
stance of the regulation, but on “the reasonableness of
the agency’s decisionmaking processes.” Id. We look
only to whether the agency has “reasonably consid-
ered the relevant issues and reasonably explained the
decision” it made. FCC v. Prometheus Radio Project,
592 U.S. 414, 423 (2021).

Vanda lodges three specific complaints against
the procedure undergirding the agency’s 2020 regula-
tion. First, Vanda contends that the agency failed to
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confront a “practical inconsistency” that results from
the agency’s construction of the oral-solid-dosage-
form requirement, reiterating its view that it would
be “absurd” for the line-extension provision to apply to
transformations from pill to liquid but not from liquid
to pill. But, given our discussion above, see supra 111.B,
any such inconsistency must be laid at the feet of Con-
gress, not the agency. This, then, cannot be cited as a
flaw in the agency’s rulemaking procedure.

Second, Vanda accuses the agency of failing to ac-
count for reliance interests engendered by its 2012
proposal. But the agency explicitly declined to finalize
that proposal and instructed manufacturers instead
to “rely on the statutory definition.” 81 Fed. Reg. at
5265. The notice-and-comment procedure is designed
so that an agency can float a potential rule to the pub-
lic without committing itself to enacting the proposed
rule’s content. We are thus loath to impose on agen-
cies an obligation to make allowances for industry
players who relied on proposals never implemented.
Such an obligation would only serve to dissuade agen-
cies from making exploratory proposals in the first
place. The agency here acknowledged that it was
changing its position, see 85 Fed. Reg. at 87,034, and
explained that the new interpretation was based on

“10 years’ experience” and “supported by the statute,”
id. at 87,036. That was sufficient to satisfy the APA.

Finally, Vanda accuses the agency of failing to
consider the “chilling effects on pharmaceutical inno-
vation.” Appellant’s Opening Br. 23. But in alleging
such effects, Vanda overlooks two things. First, line-
extension status leads to higher rebates only if a drug
manufacturer chooses to raise the price of the original
drug at a rate that outpaces inflation. Drug manufac-
turers are thus in control of the rebate that they pay.
Second, a drug manufacturer can set the initial price
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for a line-extension drug as high as it needs to recoup
the cost of its development, and can increase that
price as well so long as those increases do not outpace
inflation either. As the agency explained, a line-exten-
sion drug incurs a higher rebate “not due to the inno-
vations in the new formulation” but “because the orig-
inal drug increased in price faster than the rate of in-
flation.” 85 Fed. Reg. at 87,041 (emphasis added). The
agency also rightly noted that if Congress had in-
tended for factors such as “the extent of the improve-
ments” or “the value of an innovation” to “limit the
scope of drugs that are line extensions, it would have
provided as much in the statute.” Id. at 87,038. We
think this satisfies the agency’s burden under the
APA to respond to innovation-focused comments and
concerns.

In sum, none of the challenges Vanda raises to the
agency’s decision-making process suffice to show that
the agency acted arbitrarily or capriciously. We there-
fore hold that the process conformed to the APA’s
strictures and affirm the district court with respect to
Vanda’s claim here as well.

V.

It is not surprising that the government advocates
a broad definition of line extension, both in the regu-
lation and in this litigation. Line-extension status
makes a big difference to the federal purse. It creates
the prospect of larger inflation-based rebates, which
make up an increasingly large portion of the total
amount paid under the Medicaid Drug Rebate Pro-
gram—more than half since 2012. See Off. of Inspector
Gen., U.S. Dep’t of Health & Hum. Servs., Medicaid
Rebates for Brand-Name Drugs Exceeded Part D Re-
bates by a Substantial Margin, OEI-03-13-00650 (Apr.
2015).
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Inflation-based rebates account for so much of the
total amount rebated not because of choices the
agency has made, but because prescription drug
prices continue to rise. Recall that when Congress was
considering the Medicaid Drug Rebate Program, a
Senate report noted that drug prices had been increas-
ing at three times the rate of inflation. This problem
has not abated. Between January 2022 and January
2023, drug prices increased an average of 15.2%. See
U.S. Dep’t of Health & Hum. Servs., Changes in the
List Prices of Prescription Drugs, 2017-2023 (Oct. 6,
2023). That is still nearly three times the 6.4% rate of
inflation measured for the same period. See U.S. Bu-
reau of Lab. Stats., Consumer Prices for Shelter Up 7.9
Percent from January 2022 to January 2023 (Feb. 16,
2023).

Congress reasonably sought to respond to these
soaring costs via innovative solutions, such as the
line-extension provision at issue here. In recent years,
Congress has doubled down on this mission to control
drug prices while preserving the ability of pharmaceu-
tical companies to grow their research and develop-
ment. Indeed, post-regulation initiatives underscore
this continuing focus. The Inflation Reduction Act of
2022 established for Medicare a rebate program based
on the Medicaid Drug Rebate Program at issue in this
litigation. See Pub. L. No. 117-169, § 11102, 136 Stat.
1818, 1871 (codified at 42 U.S.C. § 1395w-114b). The
new Medicare rebate provision, like its Medicaid
counterpart, includes a line-extension provision corre-
sponding to the one before us. See § 1395w-
114b(b)(5)(B)(i1). And it instructs the agency that the
Medicare rebate formula should match the one the
agency uses in Medicaid. See § 1395w-114b(b)(5)(B)(1).

Post-regulation initiatives do not operate as any
sort of ironclad proof of original congressional intent
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to broaden the universe of drug-expenditure regula-
tion. If the agency’s regulation was at odds with the
line-extension provision in the statute, post-enact-
ment events in other statutes could not salvage it. See
Food Mktg. Inst. v. Argus Leader Media, 139 S. Ct.
2356, 2366 (2019). But the fact that Congress is push-
ing in the same direction as the agency to carefully
balance progress and prices strengthens our convic-
tion that the statute it enacted allows for the regula-
tion the agency imposed.

Inflation-based rebates, of course, are not permis-
sible as a matter of policy but only insofar as they con-
form to law. But given that costs have continued to
rise and that Congress has continued to expand its
cost-control measures, we think the balance struck by
the agency’s challenged regulation between cost con-
trol and room for pharmaceutical innovation is appro-
priate. By entrusting the Medicaid Drug Rebate Pro-
gram to CMS’s care, Congress charged the agency
with trying to provide some modest set of controls on
healthcare costs to the government at a time when
great medical advances bring great benefits but also
impose great expense. Vanda is entitled to disagree
with the balance struck, but we do not think that the
statute gives us the authority to upset that balance so
long as it operates within the margins Congress drew.
If Vanda prefers a different balance between these
competing forces, it should direct its arguments to
Congress, not to the federal courts.

Our job is simply to ensure that the agency’s rule
is not contrary to law. In this case, we think that the
agency’s rule is in accord with law for all the reasons
set forth above. The district court’s judgment is thus

AFFIRMED.
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APPENDIX B

In The United States District Court
for the District of Maryland

Civil Action MJM-22-977

VANDA PHARMACEUTICALS, INC.,
Plaintiff,
V.

CENTERS FOR MEDICARE & MEDICAID SERVICES, ET
AL.,

Defendants.

MEMORANDUM OPINION

Plaintiff Vanda Pharmaceuticals, Inc. (“Plaintiff”
or “Vanda”) brings this lawsuit against the Centers for
Medicare & Medicaid Services (“CMS”) and Chiquita
Brooks-LaSure, in her official capacity as Administra-
tor of CMS, (collectively, “Defendants”) under the Ad-
ministrative Procedure Act, 5 U.S.C. § 551 et seq.
(“APA”), challenging a final rule of CMS (“the Rule”)
interpreting the “line extension” provision of the Med-
icaid Drug Rebate Program, 42 U.S.C. § 1396r-
8(c)(2)(C).! Currently pending are Plaintiff’s motion
for summary judgment (ECF 17) and Defendants’
cross-motion for summary judgment (ECF 26). The
Court has reviewed the record, as well as the plead-
ings and exhibits, and finds that no hearing is neces-
sary. Loc. R. 105.6. For the reasons stated below,
Plaintiff’s motion will be DENIED, and Defendants’
motion will be GRANTED.

! The parties have consented to proceed before a
United States magistrate judge pursuant to 28 U.S.C.
§ 636(c). ECF 15.



30a

I. Background
A. Statutory and Regulatory Framework

CMS is a federal agency under the U.S. Depart-
ment of Health and Human Services (“HHS”). CMS
administers the federal Medicaid program, and this
case rises from CMS’s rulemaking process concerning
the Medicaid Drug Rebate Program (“MDRP”). This
case also implicates the Food, Drug, and Cosmetic Act,
21 U.S.C. § 301 et seq. (“FDCA”), which is adminis-
tered by the Food and Drug Administration (“FDA”),
another federal agency under HHS.

1. The Medicaid Drug Rebate Program

Congress created Medicaid in 1965 when it added
Title XIX to the Social Security Act. Pharm. Research
& Mfrs. of Am. v. Walsh, 538 U.S. 644, 650 (2003). It
is a cooperative federal-state program through which
federal financial assistance is provided to states that
reimburse certain medical costs for the needy. Id. at
650. In return, participating states must pay a share
of the costs and comply with certain federal require-
ments. The states must have a plan for medical assis-
tance that is approved by CMS. 42 U.S.C. § 1396a. As
part of its Medicaid plan, a state may offer optional
coverage for prescription drugs. 42 U.S.C. §
1396d(a)(12). All fifty states and the District of Co-
lumbia have elected to participate in Medicaid and to
include prescription drug coverage in their Medicaid
plans.

In 1989, the Senate Special Committee on Aging
issued a report on prescription drug prices finding
that drug prices were rising far faster than inflation.
United States Senate Special Committee on Aging,
Prescription Drug Pricing: Are We Getting Our
Money’s Worth? U.S. Government Printing Office
(1989),
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https://www.aging.senate.gov/imo/media/doc/re-
ports/rpt289.pdf. According to the report, rising drug
prices, particularly the prices of new drugs, were driv-
ing up State Medicaid program costs and putting pre-
scription drug coverage at risk. Id. at 1. Congress es-
tablished MDRP, 42 U.S.C. § 1396r-8, to offset federal
and state costs of “covered outpatient drugs”? dis-
pensed to Medicaid beneficiaries. See In re Namenda
Direct Purchaser Antitrust Litig., 331 F. Supp. 3d 152,
193 (S.D.N.Y. 2018).

MDRP requires drug manufacturers to enter into
drug rebate agreements with the federal government
to provide quarterly rebates to the states on Medicaid
sales of their covered outpatient drugs. 42 U.S.C. §
1396r-8(a)(1), (b), (c). Federal payments to each state
are accordingly reduced by the rebate amounts states
receive from manufacturers. Id. This process guaran-
tees to Medicaid “the benefit of the best price” when it
comes to paying for prescription drugs. H.R. Rep. No.
101-881, at 96 (1990).

The terms of each Medicaid National Drug Rebate
Agreement are set by statute, 42 U.S.C. § 1396r-8(b),
and participating manufacturers must pay specified
rebates to the states, determined by a formula set
forth in § 1396r-8(c). The unit rebate amount, or URA,
for each drug purchase by a Medicaid beneficiary is
the sum of: (1) the basic rebate; and (2) the additional
rebate, if applicable. 42 U.S.C. § 1396r-8(c). Both
parts of the rebate are calculated based in part on the

2 A “covered outpatient drug,” is defined, in part, as a
drug “which is approved for safety and effectiveness
as a prescription drug under section 505 or 507 of the
[FDCA] or which is approved under section 505(j) of
[the FDCA, 21 U.S.C. § 355].” 42 U.S.C. § 1396r-
8(k)(2)(A)QG).
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“average manufacturer price” (“AMP”) of the drug,
which is generally defined as the average price paid to
the manufacturer for the drug by wholesalers and re-
tail community pharmacies. Id. § 1396r-8(k)(1).

The basic rebate for drugs is calculated by multi-
plying the number of units of each dosage form and
strength of the drug paid for under the state plan dur-
ing the rebate period by the greater of (1) 23.1% of the
AMP or (2) the difference between the AMP and the
“best price” (which is akin to the lowest price offered)
of the drug for the rebate period. Id. § 1396r-8(c)(1).

The additional rebate applies when a drug’s AMP
rises faster than inflation. It is calculated by taking a
drug’s “Base Date AMP,” the drug’s AMP during the
first full calendar quarter after the product launch
and adjusting it for inflation to the current quarter.
As such, the additional rebate is the difference be-
tween the drug’s AMP and Base Date AMP for that
quarter. 42 U.S.C. § 1396r-8(c)(2)(A)(ii). In other
words, the additional rebate requires manufacturers
to rebate the amount that the manufacturer has in-
creased its drug prices beyond the amount necessary
to account for inflation. See id. § 1396r-8(c)(2). A man-
ufacturer that keeps its drug prices in line with infla-
tion are not required to pay any additional rebate.
ECF 26-1 at 1.

2. The Affordable Care Act’s Amendments to
the Medicaid Statute

For purposes of the inflation-based additional re-
bate, the Base Date AMP is significant because it is
used to calculate the additional rebate due (if any) for
the life of each dosage form and strength of a covered
outpatient drug. Manufacturers thus had an incentive
to create putative “modifications to existing drugs”
which were considered “new” products for purposes of
seeking new base dates in order to avoid paying some
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or all of the additional rebate. See H. Rep. No. 111-299,
Pt. 1, at 635 (2009). When these “new” products were
released, manufacturers were able to “set their base
period [AMP] to any price, so they are able to set new
higher prices that will not incur Medicaid’s additional
rebates.” Id.

To curtail this practice, as part of the Affordable
Care Act, Congress amended the Medicaid rebate
statute to establish an alternative rebate formula for
any “drug that is a line extension of a single source
drug or an innovator multiple source drug that is an
oral solid dosage form.” Section 2501(d) of the Patient
Protection and Affordable Care Act (Pub. L. 111-148,
enacted March 23, 2010), as amended by section 1206
of the Health Care and Education Reconciliation Act
0f 2010 (Pub. L. 111-152, enacted March 30, 2010) (col-
lectively referred to as the Affordable Care Act).
“[TThe term ‘line extension’ means, with respect to a
drug, a new formulation of the drug, such as an ex-
tended release formulation.” Health Care and Educa-
tion Reconciliation Act of 2010, Pub. L. No. 111-152, §
1206, 124 Stat. 1029, 105758 (codified at 42 U.S.C. §
13961-8(¢c)(2)(C)). As relevant here, “[t]he term ‘single
source drug’ means a covered outpatient drug ... which
is produced or distributed under a new drug applica-
tion approved by the [FDA],” 42 U.S.C. § 1396r-
8(k)(7)(iv), and “[t]he term ‘innovator multiple source
drug’ means a multiple source drug that is marketed
under a new drug application approved by the [FDA],”
42 U.S.C. § 1396r-8(k)(7)(ii). “The term ‘multiple
source drug’ means, with respect to a rebate period, a
covered outpatient drug ....” 42 U.S.C. § 1396r-
8(k)(7)(1). Congress did not define the term “new for-
mulation.”

Under the line extension provision, a manufac-
turer must compare the total rebate amount under the
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standard rebate calculation of a line extension to the
“alternative” rebate amount for the line extension,
and the greater of two is the line extension drug’s total
unit rebate amount. 42 U.S.C. § 1396r-8(c)(2)(C)(1);
Compl. | 52. The alternative rebate formula is found
at 42 U.S.C. § 1396r-8(c)(2)(C)(iii)(I) through (III).3
The alternative rebate formula results in a higher re-
bate amount only when the original drug’s cost out-
paces inflation. ECF 26-1 at 11. If the original drug’s
price does not increase faster than the rate of inflation,
then the alternative calculation for the line extension
would not produce a higher rebate amount than the
standard rebate amount. Id.

Section 13961r-8(c)(2)(C) of the Act was further
amended by section 705 of the Comprehensive Addic-
tion and Recovery Act of 2016 (“CARA”) (Pub. L. 114-
198, enacted July 22, 2016) to exclude from the defini-
tion of line extension an abuse deterrent formulation
of the drug. As such, “the term ‘line extension’ means,
with respect to a drug, a new formulation of the drug,
such as an extended release formulation, but does not
include an abuse-deterrent formulation of the drug (as
determined by the Secretary), regardless of whether
such abuse-deterrent formulation is an extended re-
lease formulation.” 42 U.S.C. § 1396r-8(c)(2)(C).
Abuse-deterrent formulations (“ADF”) of prescription
drugs were exempted from the definition of “line ex-
tension” when calculating Medicaid rebates in order

3 CMS has provided detailed explanation, illustra-
tions, and examples of the calculation of rebates for a
line extension drug. See Medicaid Program; Covered
Outpatient Drug; Line Extension Definition; and
Change to the Rebate Calculation for Line Extension
Drugs, 84 Fed. Reg. 12,130, 12,133-34 (Apr. 1, 2019).
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to “incentivize the development of ADF to combat opi-
oid abuse.” H.R. Rep. No. 114-559, at 3 (2016).

3. CMS’s Rulemakings and the Challenged Rule

a. Proposed Definition of “Line Extension” in
2012

During its Covered Outpatient Drug (“COD”) rule-
making in 2012, CMS proposed a definition of “line ex-
tension”:

Line extension means a single source or inno-
vator multiple source drug that is in an oral
solid dosage form that has been approved by
the FDA as a change to the initial brand name
listed drug in that it represents a new version
of the previously approved listed drug, such as
a new ester, a new salt, or other noncovalent
derivative; a new formulation of a previously
approved drug; a new combination of two or
more drugs; or a new indication for an already
marketed drug.

Medicaid Program; Covered Outpatient Drugs, 77 Fed.
Reg. 5,318, 5,360 (Feb. 2, 2012). CMS also stated:

For the purpose of calculating the unit rebate
amount under the Affordable Care Act, we
propose that both the initial brand name drug
and the line extension drug have to be an oral
solid dosage form drug. We also propose to ex-
clude a new strength of the initial brand name
drug from the definition of a line extension
drug. We have adopted this policy in order to
capture all new formulations (including ex-
tended release formulations) and potential
line extensions of single source or innovator
multiple source drugs. Further, we believe
this policy 1is consistent with our
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understanding of the line extension provisions

in the Affordable Care Act.
Id. at 5,338.

CMS discussed the issue of identifying the line ex-
tension of the initial brand name listed drug:

We have determined that we do not have the
ability to identify the line extension of the in-
itial brand name listed drug based on manu-
facturer rebate submissions. We consulted
with the FDA to determine if the FDA cur-
rently keeps a list of line extension drugs as
we have defined the term, and the FDA does
not.

We plan to identify line extension drugs by us-
ing drug information that is publicly available
on the FDA Web sites. As stated, CMS cur-
rently does not have the ability to identify
whether a drug is a line extension and which
drug is the initial brand name listed drug of
the line extension drug based on manufactur-
ers’ MDRP submissions. Therefore, we plan to

rely on drug information obtained from the
FDA.

Id. at 5,339. Based on the analysis of the FDA’s drug
information and data files, CMS proposed to use
FDA’s assigned Chemical Types 2, 3, 4, and 6 (“new
ester, new salt, or other noncovalent derivative,” “new
formulation,” “new combination,” and “new indica-
tion,” respectively) to identify line extension drugs
and Chemical Type 1 (“new molecular entity (NME)”)
to identify an initial brand name listed drug. Id. CMS

reasoned:

The FDA classifies all NDAs based on Chemi-
cal Type. One measure of innovation is the



37a

newness of the listed drug or the drug’s active
ingredient. The Chemical Type may identify
the drug as new, or as related to the active in-
gredient of another drug that has already
been approved.

Chemical Type 2 (new ester, new salt, or other
noncovalent derivative) represents the incor-
poration of different salts or esters, or other
noncovalent derivatives (such as a complex,
chelate, or clathrate) of the molecule, respon-
sible for the physiological or pharmacological
action of the drug substance of an approved
pharmaceutical ingredient into a marketed
dosage form which represents a change to the
listed drug (21 CFR 314.108(a)). We propose
to identify this Chemical Type as a line exten-
sion because it describes a new version of the
initial brand name listed drug.

Chemical Type 3 (new formulation of a previ-
ously approved drug) (not a new salt or new
molecular entity) represents a change in the
inactive ingredients (excipients) in a drug but
no change in the amount of active ingredient.
A new formulation may be a dosage form that
contains the same active ingredient as was
previously approved in a different dosage form
as the initial brand name listed.

Chemical Type 4 (new combination) repre-
sents a drug comprised of two or more compo-
nents that are physically, chemically, or oth-
erwise combined or mixed to produce a single
drug product. We propose to identify this
Chemical Type as a line extension because the
new combination of the initial brand name
listed drug of two or more active ingredients
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represents a new formulation of the initial
brand name listed drugs that are combined to
form one drug product.

Chemical Type 6 (new indication for an al-
ready marketed drug) represents a change in
the description of use of an already marketed
initial brand name listed drug in the preven-
tion, treatment, or diagnosis of a recognized
disease or condition. According to the Na-
tional Institute for Health Care Management,
research performed on drugs that are already
on the market may reveal that they provide
safe and effective treatments for diseases or
conditions other than the indication(s) for
which the product was originally approved.
We propose to identify this Chemical Type as
a line extension because there is an approval
for a new indication that represents a change
to the initial brand name listed drug.

Chemical Type 1 (new molecular entity) rep-
resents an active ingredient that has never be-
fore been marketed in the United States in
any form. CMS proposes to use this Chemical
Type to identify the initial brand name listed
drug of a line extension.

Id. CMS also explained why other Chemical Types 5,
7 and 8 (“new manufacturer,” “drug already marketed,
but without an approved new drug application (NDA),”
and “OTC (over-the-counter) switch,” respectively)
were not considered line extension drugs. Id.

CMS then discussed five criteria that it believed
must be met in order to identify line extension drugs
and track back to the initial brand name listed drugs
using the FDA’s drug information:
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First, the line extension drug should be a sin-
gle source drug or innovator multiple source
drug. Manufacturers are already required to
report to CMS if their nine-digit NDC drug is
a single source drug, innovator multiple
source drug, or non-innovator multiple source
drug; therefore, we have the information to
make this determination.

Second, the line extension drug has to be an
oral solid dosage form of a single source drug
or innovator multiple source drug in accord-
ance with the definition of an oral solid dosage
form previously provided.

Third, the line extension is identified based on
Drugs@FDA’s application file. Since we cur-
rently do not have the ability to identify
whether the drug is the actual line extension
of the initial brand name listed drug based on
manufacturers’ submissions, we propose to
rely on the FDA’s list of Chemical Types to
identify which drug is a line extension drug,
as described above. Because we do not approve
new drugs or changes to a drug, using the
Chemical Types would permit us to identify
line extension drugs based on FDA data, since
the FDA currently has an identifier for the
Chemical Types in their Drugs@FDA’s appli-
cation file.

Fourth, the initial brand name listed drug of
the line extension drug needs to be identified
to calculate the Affordable Care Act unit re-
bate amount for the line extension drug.
Again, as described above, we plan to use
Chemical Type 1 to assist us in tracking back
to the initial brand name listed drug of the
line extension drug....
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Lastly, CMS currently collects drug product
and pricing information by NDC, not by active
ingredient. However, the FDA information is
mainly available by active ingredient. There-
fore, we need to identify the line extension
drugs by NDC.

Id. at 5,339-40. The last criterion involved proposed
manual matching of Drugs@FDA’s application file,
the FDA’s Orange Book’s product file, and the FDA’s
National Drug Code (“NDC”) Directory’s application
and listing files to obtain relevant information. Id.

CMS explained why it proposed exclusion of “new
strength[s]” of a drug from the definition of a line ex-
tension:

Additionally, as mentioned in the definition of
a line extension drug, we propose that a new
strength of the initial brand name listed drug
would not qualify as a line extension drug.
Furthermore, if we were to consider a new
strength to be a line extension, it would be dif-
ficult to identify the first strength of the initial
brand name listed drug because multiple
strengths are often launched simultaneously
and CMS would not be able to track back to
the first strength of the initial brand name
listed drug.

Id. at 5,340.

The Covered Outpatient Drug rulemaking was fi-
nalized in 2016, but the proposed definition of “line
extension” was not included. Medicaid Program; Cov-
ered Outpatient Drugs, 81 Fed. Reg. 5,170, 5,197 (Feb.
1, 2016). Nonetheless, CMS summarized the proposed
rule to include the plan to use FDA’s assigned Chem-
ical Types to identify line extension drugs and initial
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brand name listed drugs.* Id. at 5,265. CMS explained
that “[s]ince the writing of the proposed rule, FDA has
changed the assigned numbers and meaning of some
of the Chemical Types.” Id. CMS then went on to sum-
marize some of the comments it had received and an-
nounced that “at this time, we have decided not to fi-

nalize the proposed definitions of line extension drug.”
Id. CMS stated:

Although we are taking into consideration the
comments we received on the proposed rule [],
we are requesting additional comments on the
definition of line extension drug and the iden-
tification of new formulations as we may con-
sider addressing these in future rule making.
Therefore, at this time, manufacturers are to
rely on the statutory definition of line exten-
sion at section 1927(c)(2)(C) of the [Social Se-
curity] Act, and where appropriate, are per-
mitted to use reasonable assumptions in their
determination of whether their drug qualifies
as a line extension drug.

Id. The proposed definition of “line extension” was
again not included in regulations implementing a
technical correction in 2019. See Medicaid Program;
Covered Outpatient Drug; Line Extension Definition;
and Change to the Rebate Calculation for Line Exten-
sion Drugs, 84 Fed. Reg. 12,130, 12,132 (Apr. 1, 2019).
CMS explained its decision not to finalize a definition
of line extension at the time:

* CMS also mentioned the proposed exclusion of a new
strength of the initial brand name listed drug from the
definition of a line extension drug. 81 Fed. Reg. at
5,265.
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As discussed in the COD final rule, we decided
not to finalize the proposed regulatory defini-
tion of line extension drug [] and, instead, we
requested additional comments on the defini-
tion of line extension drug noting that we may
consider addressing this issue in future rule-
making (81 FR 5297). After the additional
public comment period closed, CARA passed,
and we issued guidance to the public on how
we would apply section 1927(c)(2)(C) of the
[Social Security] Act. While the additional
comments that we received through the addi-
tional public comment period were insightful
of the public’s thoughts at a particular time,
the comments are not informed by the current
statutory framework. Therefore, we are not fi-
nalizing a definition of line extension in this
final rule and interim final rule with comment
period, but instead, are reiterating guidance
provided in the COD final rule that manufac-
turers are to rely on the statutory definition of
line extension at section 1927(c)(2)(C) of the
[Social Security] Act, and where appropriate
are permitted to use reasonable assumptions
in their determination of whether their drug
qualifies as a line extension drug (81 FR 5265).
Reasonable assumptions must be consistent
with the purpose of section 1927 of the [Social
Security] Act, federal regulations, and the
terms of the [Medicaid Drug Rebate] agree-
ment; manufacturers must maintain ade-
quate documentation explaining any such as-
sumptions (83 FR 12770, 12785 (March 23,
2018)). If we later decide to develop a regula-
tory definition of line extension drug, we will
do so through our established Administrative
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Procedures Act (APA) compliant rulemaking
process and issue a proposed rule.

Id.
b. The Challenged Rule

On June 19, 2020, CMS proposed the Rule chal-
lenged here. See Medicaid Program, 85 Fed. Reg.
37,286 (June 19, 2020). CMS explained the impetus
for the proposed rule:

[W]e proposed to define line extension in the
February 2, 2012 proposed rule, but did not fi-
nalize a definition in the COD final rule or the
April 1, 2019 final rule. We reiterated in the
April 1, 2019 final rule that manufacturers
are to rely on the statutory definition of line
extension at section 1927(c)(2)(C) of the [So-
cial Security] Act, and where appropriate are
permitted to use reasonable assumptions in
their determination of whether their drug
qualifies as a line extension....

After several years of experience with manu-
facturers self-reporting their line extensions,
and numerous inquiries from manufacturers
regarding the identification of drugs as line
extensions, we have noted inconsistency
among manufacturers in their identification
of drugs as line extensions. In addition, we are
concerned that manufacturers may have a fi-
nancial incentive to be underinclusive in their
identification of drugs as line extensions be-
cause a drug identified as a line extension may
be subject to a higher rebate. We note that if
manufacturers underreport their line exten-
sions, rebates may be calculated incorrectly
and underpaid.
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We believe the line extension provision was
codified in statute to assure that manufactur-
ers are not circumventing rebate liability by
creating a line extension drug and avoiding in-
flation-based additional rebates. In order to
ensure that section 1927(c)(2)(C) of the [Social
Security] Act is fully implemented and the
universe of line extensions is identified con-
sistent with our understanding of Congres-
sional intent, we are proposing to provide fur-
ther interpretation of the statute in this pro-
posed rule.

1d. at 37,294.

As an initial matter, CMS proposed that “only the
initial single source drug or innovator multiple source
drug (the initial brand name listed drug) must be an
oral solid dosage form.” Id. CMS acknowledged that in
2012, it was proposed “that both the initial brand
name drug and the line extension drug had to be an
oral solid dosage form.” Id. But CMS “did not finalize
a regulatory definition of line extension, and in-
structed manufacturers to make ‘reasonable assump-

tions’ regarding whether a drug is a line extension.”
Id. CMS further explained:

Upon further evaluation of this statutory lan-
guage, we believe that the statutory text can
be reasonably construed to provide that only
the initial single source drug or innovator
multiple source drug must be an oral solid
dosage form. We believe this interpretation is
appropriate because the alternative construc-
tion (requiring both the line extension and the
initial single source drug or innovator multi-
ple source drug to be an oral solid dosage form)
may inappropriately limit the universe of line
extension drugs in a manner which would
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allow a manufacturer to circumvent rebate li-
ability when creating a line extension and to
potentially avoid inflation-based additional
rebates, in cases where such rebates should
apply. Therefore, we are proposing that when
determining whether a drug is a line exten-
sion, only the initial single source drug or in-
novator multiple source drug must be an oral
solid dosage form. That is, we are proposing
that the line extension of the initial brand
name listed drug does not need to be an oral
solid dosage form. We believe this is con-
sistent with the statutory language and will
assist in appropriately identifying drugs that
may be line extension drugs.
Id. CMS next proposed to define “line extension” and
“new formulation” at 42 C.F.R. § 447.502. Specifically,
CMS proposed to define “line extension” to mean, “for
a drug, a new formulation of the drug, but ... not in-
clud[ing] an abuse deterrent formulation of the drug
(as determined by the Secretary).” Medicaid Program,
85 Fed. Reg. 37,295. Additionally, CMS proposed to
define the term “new formulation™:

[W]e are proposing to define “new formulation”
to mean, for a drug, any change to the drug,
provided that the new formulation contains at
least one active ingredient in common with
the initial brand name listed drug. New for-
mulations, (for the purpose of determining if a
drug is a line extension) would not include
abuse deterrent formulations but would in-
clude, but would not be limited to: [e]xtended
release formulations[]; changes in dosage
form, strength, route of administration, ingre-
dients, pharmacodynamics, or pharmacoki-
netic properties; changes in indication
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accompanied by marketing as a separately
identifiable drug (for example, a different
NDC); and combination drugs, such as a drug
that is a combination of two or more drugs or
a drug that is a combination of a drug and a
device.

Id. “Based on the definition of line extension that was
included in the Affordable Care Act,” CMS believed
that the “statute gives us discretion and authority to
interpret the term ‘line extension’ broadly.” Id. As to
new strengths, CMS noted that “[t]he statutory defi-
nition of line extension does not expressly exclude a
new strength of a drug, and we believe a change in
strength is a relatively simple modification to a cur-
rently marketed product.” Id. Therefore, the proposed
definition of new formulation included changes in
strength. Id. at 37,296. CMS requested comments on
all aspects of the proposed rule, including its proposed
definitions of “line extension” and “new formulation,”
and “specifically on whether these terms should be in-
terpreted more narrowly.” Id. at 37,295.

On December 31, 2020, the final Rule was pub-
lished, adopting many of the proposals in the Notice
of Proposed Rule, with modifications. 85 Fed. Reg.
87,000. CMS codified a regulatory definition of “line
extension” that mirrors the statutory definition and
the proposed definition, to mean “a new formulation
of the drug but does not include an abuse-deterrent
formulation of the drug (as determined by the Secre-
tary).” 42 C.F.R. § 447.502 (85 Fed. Reg. 87,034,
87,101). It defined “new formulation” as “a change to
the drug, including, but not limited to: an extended-
release formulation or other change in release mecha-
nism, a change in dosage form, strength, route of ad-
ministration, or ingredients.” Id. CMS also finalized
its proposed interpretation of line extension such that
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only the initial drug, but not the new formulation,
must be in an oral solid dosage form. 85 Fed. Reg. at
87,045.

In finalizing the Rule, CMS responded to com-
ments it had received including, as relevant here, is-
sues concerning the interpretation of “line extension”
related to “oral solid dosage form” as well as the defi-
nitions of “line extension” and “new formulation” See
id. at 87,033-45.

With respect to the interpretation of line exten-
sion such that “only the initial brand name listed drug
must be an oral solid dosage form,” several comment-
ers expressed their disagreement:

[Tlhey claimed that the proposal does not
align with Congressional intent. They stated
that the legislative history shows that Con-
gress intended that the line extension provi-
sion applies only to drugs that were “slight al-
terations” of the previous drug, and that a
change from an oral solid dosage form to a dif-
ferent dosage form is a significant alteration.
A few commenters stated that if the change
requires submission of clinical data to FDA, it
would be a significant alteration. Some com-
menters, in discussing fixed-dose combination
tablets in treating diseases such as HIV, noted
that innovations that improve patient compli-
ance provide significant improvements that
benefit patients.

Id. at 87,033. CMS believed that the “proposal is con-

sistent with section 1927(c)(2)(C) of the [Social Secu-

rity] Act”:
[TThe statute does not require that in order for
a drug to be a line extension, the change to a
drug must be a slight alteration. Had
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Congress intended to limit the definition of
line extension to only those drugs for which a
slight alteration had been made, we believe
they would have included that requirement in
the statute. Notably, the example of a new for-
mulation that Congress provided in the stat-
ute is “an extended release formulation.” The
change from an immediate release formula-
tion to an extended release formulation may
be considered more than a slight alteration.
We agree with commenters that innovations
that improve patient compliance provide sig-
nificant improvements that benefit patients
and believe this may include extended release
formulations. Had Congress intended to limit
the line extension provisions to drugs that
were only slight alterations, we believe they
would have provided an example of a less sig-
nificant change than “an extended release for-
mulation.”

Id.

A few commenters stated that this interpretation
“does not align with the statute.” Id. They argued that
“in the statutory language, in the case of a drug that
is a line extension of a single source drug or an inno-
vator multiple source drug that is an oral solid dosage
form, Congress plainly intended for the phrase ‘that is
an oral solid dosage form’ to modify the term ‘line ex-
tension,” and “because Congress directly addressed
this issue, the agency lacks discretion to define “line
extensions” to include products that are not oral solid
dosage forms.” Id. CMS disagreed with this reading of
the statutory text. Id. Rather, it believed that “the
statutory text can be reasonably construed to provide
that only the initial single source drug or innovator
multiple source drug must be an oral solid dosage.” Id.
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“Although the structure of the sentence does not make
it clear which subject is modified by ‘that is an oral
solid dosage form,” CMS believed that “the better
reading is that the phrase modifies ‘a single source
drug or an innovator multiple source drug’ because it
appears directly following that subject.” Id. at 87,033—
34.

Some commenters stated that CMS’s interpreta-
tion “is contrary to prior guidance and that the exist-
ing interpretation is more reasonable and should be
retained.” Id. at 87,034. CMS did not agree that the
proposal was less reasonable than the interpretation
discussed in the COD final rule in 2012:

We acknowledge that in the February 2, 2012
proposed rule, we proposed that both the ini-
tial brand name listed drug and the drug that
is a line extension were required to be an oral
solid dosage form in order for the alternative
rebate calculation to be required. However,
that proposal was not finalized in the COD fi-
nal rule. Instead, we stated that we will con-
tinue to consider the issues and may consider
addressing the issues in future rulemaking
(81 FR 5265). We are doing so in this final rule.
After consideration of public comments, we
are finalizing our proposal that only the initial
single source drug or innovator multiple
source drug be an oral solid dosage form when
determining whether a drug is a line exten-
sion. ....

[W]e are finalizing that the definitions of line
extension, new formulation, and oral solid
dosage form, as well as the requirement that
only the initial brand name listed drug must
be an oral solid dosage form, are effective be-
ginning on January 1, 2022. For prior periods,
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manufacturers should continue to rely on the
statutory definition of line extension and may
continue to make reasonable assumptions to
determine whether their drug is a line exten-
sion.

Id.

With respect to the definitions of “line extension”
and “new formulation,” CMS received “many com-
ments that provided general support for our proposed
definition of new formulation.” Id. Commenters noted
that “the proposed definition will help ensure that
manufacturers identify all their drugs that are line
extensions and will prevent manufacturers from cir-
cumventing inflation-based rebates.” Id. CMS also re-
ceived many comments concerning various issues,
such as those related to statutory concerns, congres-
sional intent, prior guidance and effect on innovation.
See id. at 87,033-45.

“[M]any comments stat[ed] that the proposed def-
inition of new formulation exceeds statutory authority
because it is too broad or exceeds what Congress au-
thorized.” Id. at 87,035. Moreover, “[a] few comment-
ers stated that CMS exceeds reasonable statutory in-
terpretation by including several product categories
clearly not within the common understanding of new
formulation.” Id. CMS disagreed, reasoning:

> Addressing comments on the proposed use of the
phrase “any change” being inconsistent with the stat-
ute, CMS stated that the “phrase was followed by spe-
cific inclusions and exclusions so that the final defini-
tion did not state that any change to a drug qualified
the drug as a new formulation.” Id. at 87,035. How-
ever, the definition in the final Rule does not contain
that phrase. Id.
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The statute does not define new formulation
and it provides only one example of a new for-
mulation, that is, an extended release formu-
lation. The example provided does not ex-
pressly limit the types of new formulations
that are to be treated as line extensions; ra-
ther, using the term “such as,” Congress pro-
vided one example of a new formulation. Had
Congress intended to limit the definition to
certain types of changes to a drug, it could
have done so in the statute....

We do not believe that the language Congress
selected limits the definition of new formula-
tion to include only an extended release for-
mulation of the original drug or a change that
is closely related to an extended release for-
mulation. Congress merely provided one ex-
ample of a new formulation, that is, an ex-
tended release formulation.

Id.

CMS also received related comments concerning
the intent of Congress and the legislative history.
Some commenters stated that “Congressional intent
was to capture slight alterations of existing drugs and
the legislative history mandates a narrow reading of
the statute.” Id. One argued that “the legislative his-
tory makes it clear that a new formulation is only a
slight alteration in an existing drug where no addi-
tional studies are required by FDA but the proposed
definition captures more than slight alterations.” Id.
Other commenters stated that “Congress did not in-
tend to include innovative products and new formula-
tions that provide significant benefits to patients in
the definition of line extension.” Id. CMS reasoned
that the line extension is not limited to slight altera-
tions:
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We are aware that there have been discus-
sions about slight alterations made to a drug
and those alterations permitted a manufac-
turer to mitigate the effect of inflation-basel[d]
rebates on the original drug, however, Con-
gress chose not to include that language, or
any similar language, when constructing the
statutory language. Additionally, Congress
did choose to include an example of one
change that is a new formulation. The exam-
ple given is an extended release formulation,
which in general is a change to a drug for
which FDA requires additional studies and
may be considered a significant change to an
original drug. Had Congress intended that the
change be slight in order to be considered a
new formulation, it could have stated so. The
change from an immediate release drug to an
extended release drug is not a slight change;
there may be significantly different technol-
ogy involved. Therefore, as Congress had con-
sidered slight alterations to a drug in their
discussions of line extensions, but chose not to
include that limitation in statute, and, as Con-
gress ultimately included a more complex
change (that is, an extended release formula-
tion) as an example of a new formulation, we
believe that section 1927(c)(2)(C) of the Act is
not limited to only slight alterations.

Similarly, Congress could have included lan-
guage that excluded new formulations that
were innovative or provided significant bene-
fits to patients. However, not only was such
language not included in the statute, but the
only example of a new formulation that was
provided (that is, extended release
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formulation) can provide significant benefits
to patients.

Id. at 87,035-36.

Some parts of the proposed definition of new for-
mulation differed from prior guidance. One com-
menter argued that, for a long time, manufacturers
have been relying on prior guidance that “both the
original drug and the line extension drug must be an
oral solid dosage form for the application of the alter-
native rebate formula.” Id. at 87,035-36. “The com-
menter stated that the prior guidance is reasonable
and appropriate.” Id. at 87,036. Moreover, in the COD
final rule, CMS stated that a new strength is not a line
extension. Id. A few commenters stated that CMS’s
“reversal of that position is being done without ade-
quate justification and is arbitrary and capricious” be-
cause “prior guidance instructed manufacturers to
rely on the statutory definition to determine if a drug
is a line extension and that some may have assumed
that a new strength is not a line extension. Id. CMS
addressed the reliance issue as follows:

In the COD final rule, we advised that we
were not finalizing a definition of line exten-
sion at that time and we reiterated that man-
ufacturers are to rely on the statutory defini-
tion of line extension and where appropriate
are permitted to use reasonable assumptions
in their determination of whether their drug
qualifies as a line extension drug. We also
stated that if we later decide to develop a reg-
ulatory definition of line extension drug, we
will do so through our established Adminis-
trative Procedures Act compliant process and
issue a proposed rule. We have done so by is-
suing the June 2020 proposed rule and this fi-
nal rule. We have 10 years’ experience with
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various aspects of the line extension provi-
sions that were enacted in the Affordable Care
Act and are using our experience to develop a
definition of new formulation that we believe
is supported by the statute, and supports the
MDRP. We do not believe that any changes we
have made to prior guidance conflict with the
statute or are unreasonable or unjustified in
light of the proposed changes.

CMS received many comments addressing the ef-
fect that the proposed definition of new formulation
would have on innovation. Some were supportive of
the proposed definitions, while others thought that it
would have a negative effect on innovation by discour-

aging, disincentivizing, or penalizing innovation:

One commenter stated that the proposed def-
inition could make innovation financially un-
tenable for manufacturers. Several comment-
ers discussed that reducing incentives for in-
novation, research and development, which
are long-term, high-risk and expensive invest-
ments, will affect clinical outcomes. A few
commenters expressed concern that the pro-
posed definition will stifle the development of
new and innovative therapies with particular
concern for drugs that treat rare diseases. One
commenter stated that the proposed definition
distorts incentives to innovate because new
active ingredients would be incented over
other changes, even though new uses, dosage
forms, and combination drugs require signifi-
cant innovation and may lead to important ad-
vancements. Several commenters stated that
the proposed definition undermines, or is
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inconsistent with FDA policies and incentives
that encourage innovation.

Id. at 87,037. CMS disagreed that the definition of
new formulation penalizes innovation:

If the alternative calculation for a drug that is
a line extension results in a higher URA than
the standard rebate calculation, it is because
the original drug was subject to inflation-
based penalties. Therefore, the most im-
portant variable that determines if the appli-
cable URA is based on the alternative rebate
calculation, rather than the standard calcula-
tion, is whether the original drug increased
faster than the rate of inflation. The perceived
“penalty” for a drug that is a line extension is
not a penalty on the new drug, rather it is a
continuation of the “penalty” on the original
drug. We agree that the treatment of a line ex-
tension drug may result in a URA that is
greater than the standard rebate amount,
however we do not believe that this treatment
would prevent a manufacturer from pursuing
innovation. The fact that the innovation may
lead to a higher rebate obligation for a drug
that is a line extension is not the result of the
innovation. Manufacturers will continue to
have incentives to innovate based on multiple
factors, as noted in the previous response to a
comment. In addition to previously described
factors, we understand various FDA policies
encourage innovation. We do not believe the
proposed definition of new formulation
changes those FDA policies and incentives.

Id.

The Rule went into effect on January 1, 2022, and
was codified as 42 C.F.R. § 447.502.
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4. The Food, Drug, and Cosmetic Act

The FDCA sets forth various requirements for the
approval of new drugs. It defines “new drug,” in rele-
vant part, to mean “[a]ny drug . . . the composition of
which is such that such drug is not generally recog-
nized, among experts qualified by scientific training
and experience to evaluate the safety and effective-
ness of drugs, as safe and effective for use under the
conditions prescribed, recommended, or suggested in
the labeling thereof.” 21 U.S.C. § 321(p). The FDCA
then imposes a general requirement that “[nJo person
shall introduce or deliver for introduction into inter-
state commerce any new drug, unless an approval of
an application filed pursuant to subsection (b) or (j) is
effective with respect to such drug.” 21 U.S.C. § 355(a).

Section 505(b) provides that persons seeking ap-
proval of such new drugs “may file with the Secretary
an application with respect to any drug subject to the
provisions of subsection (a).” 21 U.S.C. § 355(b)(1).
Any such application must contain various pieces of
information specified by statute, including, for exam-
ple, “full reports of investigations which have been
made to show whether or not such drug is safe for use
and whether such drug is effective in use,” “a full list
of the articles used as components of such drug,” and
“a full statement of the composition of such drug.” 21

U.8.C. § 355(b)(1)(A), (b)(1)(B), (b)(1)(C).

An application submitted under section 505(b)(1)
of the FDCA is referred to as a “new drug application”
(or “NDA”). 21 C.F.R. § 314.3. The FDCA’s implement-
ing regulations provide, in 21 C.F.R. § 314.50, exten-
sive requirements beyond those imposed in the stat-
ute itself that the drug must meet to obtain FDA ap-
proval. See id. The regulations also define “new drug
application” as “the application described under §
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314.50, including all amendments and supplements to
the application.” 21 C.F.R. § 314.3.

The implementing regulations establish a sepa-
rate process that applies when a manufacturer wishes
to make “[s]upplements and other changes to an ap-
proved NDA.” 21 C.F.R. § 314.70. Under that process,
“the applicant must notify FDA about each change in
each condition established in an approved NDA be-
yond the variations already provided for in the NDA,”
and must “describe the change fully.” 21 C.F.R. §
314.70(a).

Certain changes to an approved NDA require the
manufacturer to submit a “supplemental new drug
application” (or “sNDA”) and obtain FDA’s approval of
that supplemental new drug application “prior to dis-
tribution of the product made using the change.” 21
C.F.R. § 314.70(b). The supplemental new drug appli-
cation process is set forth in the FDA’s regulations.
See 21 C.F.R. §§ 314.70-71. Those regulations permit
drug manufacturers to give the FDA notice of certain
permissible changes to the drug from what was origi-
nally submitted in the NDA. 21 CF.R. §
314.70(a)(1)().

In 1983, Congress enacted the Orphan Drug Act
to provide pharmaceutical companies with benefits to
incentivize the development of “orphan drugs”—that
is, drugs that treat rare diseases. See Spectrum
Pharm., Inc. v. Burwell, 824 F.3d 1062, 1064 (D.C. Cir.
2016). One of those benefits, typically referred to as
“orphan-drug exclusivity,” is a seven-year period dur-
ing which the FDA may not approve any other manu-
facturer’s application to market the same drug to treat

the same rare disease. 21 U.S.C. § 360cc(a).

The FDCA was amended by the Drug Price Com-
petition and Patent Term Restoration Act of 1984
(“Hatch—-Waxman Amendments”), where Congress
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established an expedited process for obtaining ap-
proval for generic drugs, but, at the same time, pro-
vided increased intellectual property rights and peri-
ods of market exclusivity for those pioneer manufac-
turers that invent new drugs. See, e.g., Otsuka Pharm.
Co. v. Price, 869 F.3d 987, 990 (D.C. Cir. 2017). “Once
the drug is approved, it is referred to as a ‘listed drug.”
Sanofi-Aventis U.S. LLC v. FDA, 842 F. Supp. 2d 195,
196-98 (D.D.C.2012) (citing 21 C.F.R. § 314.3(b)). The
FDA publishes listed drugs in the “Orange Book,”
which includes information about applicable patents
and periods of exclusivity. AstraZeneca Pharms. LP v.
Food & Drug Admin., 872 F. Supp. 2d 60, 62-63
(D.D.C. 2012), aff’d, 713 F.3d 1134 (D.C. Cir. 2013)

The FDCA does not contain a definition for “line
extension” or “new formulation.” ECF 26-1 at 15.

B. Vanda’s Development of Hetlioz LQ and Fan-
apt LAI

Vanda creates, studies, and manufactures innova-
tive drugs to treat rare disorders. Many patients who
benefit from Vanda’s life-improving drugs receive as-
sistance for their healthcare needs through the Medi-
caid program. Compl. I 3, 78.

In 2014, Vanda brought to market Hetlioz, the
first ever drug indicated to treat Non-24-Sleep-Wake-
Disorder (“Non-24"), a rare sleep disorder. Compl. {{
24-25. Non-24 is a disorder in which the body is una-
ble to synchronize its internal circadian rhythm—the
process that regulates the sleep-wake cycle—with the
24-hour day. Compl. { 24. Desynchronization of the
day-night cycle “can be debilitating.” Id. Over time,
the symptoms of chronic sleep deprivation accumulate,
making it difficult for patients to maintain any sem-
blance of a normal life.
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Based on the success of Hetlioz in treating Non-
24, Vanda began to study whether it could be modified
to treat other conditions that impact circadian
rhythms, such as Smith-Magenis Syndrome (“SMS”),
a rare neurodevelopmental disorder. Compl. J 26. One
of the most common symptoms of SMS is severe sleep
disturbances, a chronic problem that develops as early
as infancy and continues throughout childhood and
adulthood. Compl. { 26. Vanda developed and con-
ducted a clinical trial to study the use of Hetlioz in
adult patients with SMS, and patients receiving Het-
lioz saw significant improvements in sleep quality and
duration. Compl. q 27. Today, Hetlioz bears an indi-
cation for the treatment of sleep disturbances in pa-
tients 16 years and older with SMS. Compl. ] 30.

Vanda then worked on a new product, Hetlioz LQ,
in an oral suspension form (a liquid) to treat children
with SMS experiencing sleep disturbances. Vanda
submitted an NDA seeking FDA approval of Hetlioz
LQ, as well as an sNDA to expand the indication of
the capsule form of Hetlioz to treat adults with SMS.
Compl.  29. FDA approved Hetlioz LQ on December
1, 2020, for the treatment of sleep disturbances in pe-
diatric SMS patients 3 to 15 years old. Compl. { 30.
Vanda alleges that because Hetlioz LQ falls within
CMS’s definition of “line extension,” it has to calculate
alternative, higher rebates for Hetlioz LLQ. According
to Vanda, under CMS’s earlier proposal in 2012, Het-
lioz LLQ would not have been considered a line exten-
sion. Compl. | 63—-64.

Vanda also developed and manufactures Fanapt,
an atypical antipsychotic, to treat schizophrenia in
adults. Fanapt helps patients suffering from schizo-
phrenia, particularly those who have not benefitted
from other therapies, think more clearly, feel less
nervous, and experience fewer hallucinations. Compl.
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q 32. In its current form, Fanapt is a tablet available
at various doses ranging from one to twelve milli-
grams. Compl. J 33. Individuals with schizophrenia
often struggle to adhere to treatment regimens.
Compl. ] 34. That poses a challenge for patients treat-
ing with Fanapt, who cannot safely reap all of its ben-
efits until the dose is appropriately titrated. Compl.
33. This process requires daily adjustment of doses
the first few weeks a patient begins taking the drug,
and ultimately, patients must continue to take the
drug twice daily. Compl. { 33. Compliance with taking
the right amount of the drug at the right time, without
missing doses, is therefore essential for patients on
Fanapt.

Vanda has been working to transform the current
version of Fanapt into a long-acting injectable formu-
lation, Fanapt LAI. Rather than requiring patients to
take different doses of tablets multiple times each day,
a long-acting injectable requires patients to receive an
injection only a few times each year. Thus, the dose for
Fanapt LAI (250 to 500 mg every few months) differs
significantly from Fanapt (12 to 24 mg every day).
Compl. | 35. According to Vanda, long-acting injecta-
ble therapeutics would revolutionize schizophrenia
treatment. Compl. { 10.

Vanda has made substantial investments in de-
veloping Fanapt LAI It has obtained one patent for it
and has also filed and plans to file additional patent
applications related to this innovative formulation.
Compl. | 37. After years of costly research and devel-
opment, Vanda began its first pharmacokinetic study
for Fanapt LAI in 2018, which is still ongoing and will
inform the dosing for a later phase III study on effi-
cacy. Compl. | 38.

According to Vanda, Medicaid beneficiaries make
up a disproportionately large segment of Fanapt users.
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Compl. { 78. Roughly two-thirds of patients with
schizophrenia are covered by Medicaid, meaning Med-
icaid reimbursements comprise an outsized amount of
the revenue for Fanapt. Compl. { 78. Vanda alleges
that under CMS’s 2012 proposal, Fanapt LAI would
not have been a “line extension.” Vanda claims that it
needs to invest millions of more dollars to conduct the
necessary clinical studies for approval, but if Fanapt
LAI is a line extension, Vanda may not be able to re-
coup that investment. Compl. | 38.

C. Procedural History

Plaintiff filed this case on April 21, 2022, alleging
that (1) the Rule violates the APA because the agency
action was not in accordance with the law (Count
One); (2) the Rule is arbitrary and capricious (Count
Two); and (3) Defendants did not follow the APA’s pro-
cedural requirements by failing to “address essential
considerations” (Count Three). See Compl. ] 97-113.
Plaintiff moved for summary judgment (ECF 17), and
Defendants opposed Plaintiff's motion and cross-
moved for summary judgment (ECF 26).

II. Judicial Review of Agency Action

Under the APA, a reviewing court shall “hold un-
lawful and set aside” any aspect of a final agency ac-
tion that is “arbitrary [and] capricious, an abuse of
discretion, or otherwise not in accordance with law.” 5
U.S.C. § 706(2)(A). In a case involving review of a final
agency action under the APA, summary judgment
“serves as the mechanism for deciding, as a matter of
law, whether the agency action is supported by the ad-
ministrative record and otherwise consistent with the
APA standard of review.” Sierra Club v. Mainella, 459
F. Supp. 2d 76, 90 (D.D.C. 2006). In other words, “the
entire case ... is a question of law[,]” and the district
court “sits as an appellate tribunal.” Am. Biosci., Inc.

v. Thompson, 269 F.3d 1077, 1083 (D.C. Cir. 2001)
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(footnote and internal quotation marks omitted). The
“focal point for judicial review” of agency action
“should be the administrative record already in exist-
ence, not some new record made initially in the re-
viewing court.” Camp v. Pitts, 411 U.S. 138, 142 (1973).
And courts “must engage in a searching and careful
inquiry of the administrative record, so that we may
consider whether the agency considered the relevant
factors and whether a clear error of judgment was
made.” Casa de Maryland v. Dep’t of Homeland Sec.,
924 F.3d 684, 703 (4th Cir. 2019) (alterations and in-
ternal quotation marks omitted). The party challeng-
ing an agency’s action as arbitrary and capricious
bears the burden of proof. Pierce v. SEC, 786 F.3d
1027, 1035 (D.C. Cir. 2015).

II1. Analysis

The relevant text of the Affordable Care Act in-
cludes the following:

(1) “In the case of a drug that is a line extension of
a single source drug or an innovator multiple source
drug that is an oral solid dosage form, the rebate obli-
gation for a rebate period with respect to such drug
under this subsection shall be the greater of the
amount described in clause (ii) for such drug or the
amount described in clause (iii) for such drug.” 42
U.S.C. § 1396r-8(c)(2)(C);

(2) “[TThe term ‘line extension’ means, with re-
spect to a drug, a new formulation of the drug, such as
an extended release formulation, but does not include
an abuse-deterrent formulation of the drug (as deter-
mined by the Secretary), regardless of whether such
abuse-deterrent formulation is an extended release

formulation” 42 U.S.C. § 1396r-8(c)(2)(C);

(3) “The term ‘single source drug’ means a covered
outpatient drug...,” 42 U.S.C. § 1396r-8(k)(7); and
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(4) “The term ‘innovator multiple source drug’
means a multiple source drug that is marketed under
a new drug application approved by the Food and
Drug Administration,” Id.

The pertinent part of the Rule reads:

(1) Line extension means, for a drug, a new formu-
lation of the drug, but does not include an abuse-de-
terrent formulation of the drug (as determined by the
Secretary).

(2) New formulation means, for a drug, a change
to the drug, including, but not limited to: an extended
release formulation or other change in release mecha-
nism, a change in dosage form, strength, route of ad-
ministration, or ingredients.

42 C.F.R. § 447.502. Moreover, under CMS’s interpre-
tation of line extension, only the initial drug must be

in an oral solid dosage form, not the new formulation.
85 Fed. Reg. at 87,045.

Vanda argues that the Rule is contrary to law and
in excess of statutory authority. It also argues that the
Rule is arbitrary and capricious. Vanda further ar-
gues that Defendants did not follow the APA’s proce-
dural requirements by failing to “address essential
considerations.” The Court will consider each of these
arguments in turn.

A. Statutory Authority

When a challenger asserts that an agency action
conflicts with the language of a statute the agency ad-
ministers, a reviewing court applies the two-step
framework articulated in Chevron, U.S.A., Inc. v. Nat.
Res. Def. Council, Inc., 467 U.S. 837 (1984), to deter-
mine whether an agency “has stayed within the
bounds of its statutory authority” when issuing an ac-
tion. City of Arlington v. FCC, 569 U.S. 290, 297 (2013)
(emphasis omitted); see PETA v. U.S. Dep’t of Agric.,
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861 F.3d 502, 506 (4th Cir. 2017). First, the court ap-
plies ordinary tools of statutory construction to deter-
mine “whether Congress has directly spoken to the
precise question at issue.” Chevron, 467 U.S. at 842;
see City of Arlington, 569 U.S. at 296. If so, and “the
intent of Congress is clear, that is the end of the mat-
ter; for the court, as well as the agency, must give ef-
fect to the unambiguously expressed intent of Con-
gress.” Chevron, 467 U.S. at 842-43; see City of Arling-
ton, 569 U.S. at 296. “[I]f the statute is silent or am-
biguous with respect to the specific issue, the question
for the court is whether the agency’s answer is based
on a permissible construction of the statute.” Chevron,
467 U.S. at 843. At this step, the “reviewing court
must respect the agency’s construction of the statute
so long as it is permissible.” FDA v. Brown & William-
son Tobacco Corp., 529 U.S. 120, 132 (2000); see also
Dada v. Mukasey, 554 U.S. 1, 29 n.1 (2008) (observing
that an “agency need not adopt ... the best reading of
the statute, but merely one that is permissible”).

Vanda first avers that the Rule overrides Con-
gress’s clear policy goals, contradicts the statutory
text, and therefore exceeds CMS’s statutory authority.
Specifically, Vanda argues that (1) a new and distinct
drug (a product that requires FDA approval of an
NDA) cannot be a line extension of a preexisting drug;
(2) a line extension must be an oral solid dosage form,;
(3) the plain meaning of the term “line extension”
should not be overlooked; and (4) “such as an extended
release formulation” demonstrates the kind of change
that Congress had in mind—which is “a simple one,
not a major one requiring FDA approval of an NDA.”
ECF 27 at 19. Vanda also argues that the Rule is not
consistent with the purpose and history of the statute.

The analysis begins with the relevant statutory
text: “a drug that is a line extension of a single source
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drug or an innovator multiple source drug that is an
oral solid dosage form,” and “the term ‘line extension’
means, with respect to a drug, a new formulation of
the drug, such as an extended release formulation.” 42
U.S.C. § 1396r-8(c)(2)(C). “The term ‘single source
drug’ means a covered outpatient drug,” and a “cov-
ered outpatient drug,” is defined, in part, as a drug
“which is approved for safety and effectiveness as a
prescription drug under section 505 or 507 of the
[FDCA] or which is approved under section 505(j) of
such Act,” 42 U.S.C. §§ 1396r-8(k)(2), 1396r-8(k)(7).
An application submitted under section 505(b)(1) of
the FDCA is referred to as an NDA. 21 C.F.R. § 314.3.
Thus, a single source drug can be a drug product ap-
proved under section 505 or 507 of the FDCA via an
NDA. Additionally, “innovator multiple source drug’
means a multiple source drug that is marketed under
a new drug application approved by the Food and
Drug Administration.” 42 U.S.C. §1396r-8(k)7).
Therefore, both forms of the original drugs can be a
new drug product in that an NDA was required for its
FDA approval.

CMS points out that “line extensions (like other
drugs) generally must be ‘covered outpatient drugs’ in
order for the [MDRP]to apply to them.” ECF 28 at 8.
Because a “covered outpatient drug” can be a drug
“which is approved for safety and effectiveness as a
prescription drug under section 505 or 507 of the
[FDCA] or which is approved under section 505(j) of
such Act,” 42 U.S.C. §§ 1396r-8(k)(2), the intent of
Congress is clear that a line extension can be a new
drug product with FDA approval. Even if the statute
were deemed silent or not unambiguous with respect
to this issue, CMS’s reading would be “a permissible
construction of the statute” because it is based on the
general understanding that line extensions (like other
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drugs) must be “covered outpatient drugs” under
MDRP. Chevron, 467 U.S. at 843.

Vanda next argues that the clause “that is an oral
solid dosage form” in 42 U.S.C. § 1396r-8(c)(2)(C) mod-
ifies “a single source drug or an innovator multiple
source drug” as well as “a line extension.” CMS argues
that the clause “that is an oral solid dosage form” mod-
ifies “a single source drug or an innovator multiple
source drug” but not “a line extension.” CMS avers
that its interpretation comports with the rule of the
last antecedent, a tool of statutory construction. See
e.g., Lockhart v. United States, 577 U.S. 347, 351
(2016); Paroline v. United States, 572 U.S. 434, 447
(2014); Barnhart v. Thomas, 540 U.S. 20, 26 (2003).
The Lockhart Court explained “[w]hen this Court has
interpreted statutes that include a list of terms or
phrases followed by a limiting clause, we have typi-
cally applied an interpretive strategy called the ‘rule
of the last antecedent.” 577 U.S. at 351. The rule pro-
vides that “a limiting clause or phrase ... should ordi-
narily be read as modifying only the noun or phrase
that it immediately follows.” Id. “The rule reflects the
basic intuition that when a modifier appears at the
end of a list, it is easier to apply that modifier only to
the item directly before it.” Id. “That is particularly
true where it takes more than a little mental energy
to process the individual entries in the list, making it
a heavy lift to carry the modifier across them all.” Id.
The Lockhart Court continued:

For example, imagine you are the general
manager of the Yankees and you are rounding
out your 2016 roster. You tell your scouts to
find a defensive catcher, a quick-footed short-
stop, or a pitcher from last year’s World
Champion Kansas City Royals. It would be
natural for your scouts to confine their search
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for a pitcher to last year’s championship team,
but to look more broadly for catchers and
shortstops.

Id. at 351-52. But “structural or contextual evidence
may ‘rebut the last antecedent inference.” Id. at 355
(citing Jama v. Immigration and Customs Enforce-
ment, 543 U.S. 335, 344, n. 4 (2005)). As the Lockhart
Court further explained:

For instance, take “the laws, the treaties, and
the constitution of the United States.” []. A
reader intuitively applies “of the United
States” to “the laws,” “the treaties” and “the
constitution” because (among other things)
laws, treaties, and the constitution are often
cited together, because readers are used to
seeing “of the United States” modify each of
them, and because the listed items are simple
and parallel without unexpected internal mod-
ifiers or structure....

Id. at 352 (emphasis added).

Citing United States v. Bass, and other cases in-
cluding Lockhart, Vanda argues that in this case,
“[slince [the phrase] undeniably applies to at least one
antecedent, and since it makes sense with all three,
the more plausible construction here is that it in fact
applies to all three.” ECF 17-1 at 25 (quoting 404 U.S.
336, 339-40 (1971)). Bass concerns Title VII of the Om-
nibus Crime Control and Safe Streets Act of 1968, 18
U.S.C.App. s 1202(a). In pertinent part, that statute
reads:

Any person who—

(1) has been convicted by a court of the United
States or of a State or any political subdivision
thereof of a felony . . . and who receives, pos-
sesses, or transports in commerce or affecting
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commerce . . . any firearm shall be fined not
more than $10,000 or imprisoned for not more
than two years, or both.

Bass, 404 U.S. at 339. “The critical textual question is
whether the statutory phrase ‘in commerce or affect-
ing commerce’ applies to ‘possesses’ and ‘receives’ as
well as to ‘transports.” Id. “Since ‘in commerce or af-
fecting commerce’ undeniably applies to at least one
antecedent, and since it makes sense with all three,
the more plausible construction here is that it in fact

applies to all three.” Id. at 339-40.

The Court notes that the relevant cases cited by
both sides involve lists of grammatically parallel
items without internal modifiers or structure, and
with a modifier appearing after the last item. See
Lockhart, 577 U.S. at 351-52 (“the laws, the treaties,
and the constitution of the United States”); Bass, 404
U.S. at 339 (“receives, possesses, or transports in com-
merce or affecting commerce”). In this case, the three
items identified by Vanda in the statutory text in
question are “a line extension,” “a single source drug,”
and “an innovator multiple source drug.” Unlike the
terms in the cases cited by the parties, the three items
here are not grammatically parallel because the text
in question includes internal modifiers. Specifically,
“a single source drug” and “an innovator multiple
source drug” are two parallel items that modify “a line
extension.” And at the end of the two-item list is the
final modifier: “that is an oral solid dosage form.” Ap-
plying the rule of the last antecedent, the phrase “that
is an oral solid dosage form” would only apply to “an
innovator multiple source drug.” Under Bass and re-
lated cases cited by Vanda, “that is an oral solid dos-
age form” would apply to both “a single source drug”
and “an innovator multiple source drug”—which con-
sistent with CMS’s interpretation of 42 U.S.C. §
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1396r-8(c)(2)(C). No rule of statutory construction ref-
erenced by the parties would support the interpreta-
tion suggested by Vanda that the phrase “that is an
oral solid dosage form” modifies “a line extension,” “a
single source drug,” and “an innovator multiple source
drug.”

Even if the structure of the sentence left unclear
which antecedent phrase is modified by “that is an
oral solid dosage form,” and the statute was deemed
ambiguous with respect to this issue, then “the analy-
sis shifts to Chevron step two, where ‘the question for
the court is whether the agency’s answer is based on
a permissible construction of the statute.” ECF 28 at
9 (quoting City of Arlington v. FCC, 569 U.S. 290, 296
(2013)). As discussed above, CMS’s interpretation is
permissible as it is consistent with a rule of statutory
interpretation discussed and applied by the Supreme
Court. See, e.g., Lockhart, 577 U.S. at 351-52.

Third, Vanda argues that the Rule is incompatible
with the ordinary dictionary meaning of the words
“line” and “extension.” Vanda cites Wisconsin Cent.
Ltd. v. United States, to support an interpretation of
“line extension” that results from combining the se-
lected dictionary definitions for “line” and “extension.”
138 S. Ct. 2067, 2074 (2018). It is a “fundamental
canon of statutory construction” that words generally
should be “interpreted as taking their ordinary, con-
temporary, common meaning ... at the time Congress
enacted the statute.” Id. The Supreme Court ex-
plained that “Congress alone has the institutional
competence, democratic legitimacy, and (most im-
portantly) constitutional authority to revise statutes
in light of new social problems and preferences. Until
it exercises that power, the people may rely on the
original meaning of the written law.” Id. In other
words, “[ulnless otherwise defined, statutory terms
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are generally interpreted in accordance with their or-
dinary meaning.” BP Am. Prod. Co. v. Burton, 549 U.S.
84, 91 (2006) (citing Perrin v. United States, 444 U.S.
37, 42 (1979)). Here, like other relevant terms of art,
such as “single source drug” and “innovator multiple
source drug,” “line extension” was expressly defined in
the statute: “the term ‘line extension’ means, with re-
spect to a drug, a new formulation of the drug, such as
an extended release formulation....” 42 U.S.C. § 1396r-
8(k)(7). Because Congress has exercised its constitu-
tional authority to define the term “line extension,” a
specific concept relevant to understanding the MDRP,
it would not be appropriate to attempt to derive the
meaning of the term (“line extension”) from dictionary
definitions of each word that comprises the term.

Vanda further argues that CMS’s interpretation
of “line extension” is too broad because it captures
more than “slight alterations” to existing drugs.
Vanda reasons that the example expressly identified
by Congress, “such as an extended release formula-
tion,” “demonstrates the general kind of change that
Congress had in mind—and that kind of change is a
simple one, not a major one requiring FDA approval
of an NDA.” ECF 27 at 19. A premise of Vanda’s argu-
ment is that “an extended release formulation” is a
simple change or slight alteration of an existing drug,
and not a major change requiring FDA approval of an
NDA. But the change from an immediate release drug
to an extended release drug is not necessarily a slight
change as “there may be significantly different tech-
nology involved.” 85 Fed. Reg. at 87,036. Indeed, as
CMS pointed out, Vanda’s long-acting injectable for-
mulation, Fanapt LAI, an extended release formula-
tion of its atypical antipsychotic medication, Fanapt,
appears to involve significantly different technology.
According to Vanda, instead of taking different doses
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of Fanapt multiple times each day, a long-acting in-
jectable allows patients to receive an injection only a
few times each year. Compl. { 35. Vanda states that
its long-acting injectable therapeutics “would revolu-
tionize schizophrenia treatment” and has “obtained
one patent for it and has also filed and plans on filing
additional patent applications related to this innova-
tive formulation.” Compl. {] 35, 37. Moreover, the rec-
ord does not appear to include any statutory refer-
ences concerning of FDA approval status of an ex-
tended release formulation. Even if the statute is
deemed silent, or ambiguous with respect to the ex-
ample identified by Congress (“an extended release
formulation”), Vanda fails to demonstrate that the
Rule is unreasonably broad.

Next, Vanda argues that the Rule is inconsistent
with the purpose and history of the statute. Vanda ar-
gues that “Congress did not intend the line-extension
provision to apply broadly” because “the line-exten-
sion provision was designed to close the ‘loophole’
through which some drugmakers circumvented infla-
tion-related rebate payments by making meaningless
modifications to existing drugs.” ECF 27 at 21. And
Congress was also aware of one potential “drawback
to [enacting the line extension provision] is that it
could discourage some manufacturers from develop-
ing new formulations.” ECF 27 at 21. The Court notes
that both parties cite a report by the Congressional
Budget Office (“CBO”) published in 2008 (the “CBO
Report”). CBO, Budget Options, Volume I: Health
Care, at 143 (Dec. 2008), https:/bit.ly/3wb8xGq. The
CBO Report highlighted the importance of addressing
health care issues to close the nation’s fiscal gap:

Addressing health care issues will be crucial

to closing the nation’s looming fiscal gap—
which is caused to a great extent by rising
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health care costs. Spending on health care has
consumed an ever-increasing share of gross
domestic product (GDP) over the past 45 years,
and its share will continue to rise unless
changes occur to slow the trajectory []. If tax
revenues as a share of GDP remain at current
levels, additional spending for Medicare, Med-
icaid, and Social Security will eventually
cause future budget deficits to become unsus-
tainable.

Id. at 1. The report presented “a compendium of
budget options to help inform federal lawmakers
about the implications of various policy choices.” Id.
One of the options provided in the CBO Report con-
cerned applying the Medicaid additional rebate to new
formulations of existing drugs:

Currently, modifications to existing drugs—
new dosages or formulations—are generally
considered new products for purposes of re-
porting AMPs to CMS. As a result, drugmak-
ers can often avoid incurring an additional re-
bate obligation by making a slight alteration
to an existing product.

This option would treat a certain type of new
formulation—specifically, extended-release
versions—of existing drugs more like the orig-
inal product for purposes of calculating the ad-
ditional rebate.... Implementing the option
would increase rebate amounts and reduce
federal outlays....

An advantage of this option is that it would
remove a loophole that enables drug manufac-
turers to circumvent their rebate obligations
simply by altering an existing product. Under
current law, even a minor change to an exist-
ing drug can lead to a “new” product
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designation that does not trigger the inflation-
related rebate even if the initial price for that
new product is substantially higher than the
price for the original formulation.

A potential drawback to this option is that it
could discourage some manufacturers from
developing new formulations even when the
new products might offer advantages over
older versions of the same product.

Id. at 143.

While the CBO Report informed Congress about
the loophole through which drug companies circum-
vented the existing rebate program and the potential
risk of discouraging innovation, it was mainly con-
cerned about increasing health care spending, its im-
pact on budget deficits, and mechanisms to reduce
health care spending. CBO Report at 1. And the option
regarding the Medicaid additional rebate is one of
over one hundred options presented for reducing fed-
eral spending on health care. Id. Additionally, by
CBO’s assessment, this option “would increase rebate
amounts and reduce federal outlays” over one billion
dollars over time. Id. at 143. The CBO Report echoed
a 1989 report of the Senate Special Committee on Ag-
ing that warned of the effects of high drug prices on
the cost of Medicaid programs. Thus, a narrow inter-
pretation of the line extension, restricting it to only
slight alterations, as Vanda suggests, would not be
consistent with the purpose and history of the statute.

Vanda relies on the 2016 amendment that ex-
cluded ADF from the definition of line extension to
support its argument. However, the 2016 amendment
was a correction of “unintended consequences” and
part of the efforts to incentivize the development of
ADF to combat opioid abuse. H.R. Rep. No. 101-881,
at 96. Moreover, instead of modifying or further
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limiting the scope of the definition of line extension,
Congress only exempted ADF from the definition. Had
Congress wanted to limit or modify the scope of the
line extension definition to address issues such as en-
couraging innovation, it could have amended the
statue accordingly.

Lastly, CMS points out that Congress recently
passed legislation with identically worded statutory
language in the Inflation Reduction Act of 2022 creat-
ing an inflation-based rebate scheme for Medicare
Part D (“Part D Rebate Program”). Citing Lorillard v.
Pons, 434 U.S. 575, 580 (1978), CMS argues that this
is “compelling evidence that, contrary to Vanda’s ar-
guments, Congress is aware of CMS’s treatment of
line extensions and approves.” ECF 26 at 31.

Twenty months after CMS enacted the challenged
Rule, in August 2022, Congress passed the Inflation
Reduction Act. See Inflation Reduction Act of 2022,
Pub. L. No. 117-169, (codified as amended at 42 U.S.C.
§ 1395w-114(b)(5)(B)). With respect to the “line exten-
sion” for purposes of the Part D Rebate Program, the
Act provides:

(B) Treatment of new formulations
(i) In general

In the case of a part D rebatable drug® that is
a line extension of a part D rebatable drug
that is an oral solid dosage form, the Secretary
shall establish a formula for determining the
rebate amount under paragraph (1) and the

¢ As relevant here, “the term ‘part D rebatable drug’
means, with respect to an applicable period, a drug or
biological ... that is a covered part D drug (as such
term is defined under section 1395w—102(e) of this ti-
tle).” 42 U.S.C. § 1395w-114b(g)(1)(A).
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inflation adjusted payment amount under
paragraph (3) with respect to such part D re-
batable drug and an applicable period, con-
sistent with the formula applied under sub-
section (¢)(2)(C) of section 1396r—8 of this title
for determining a rebate obligation for a re-
bate period under such section.

(11) Line extension defined

In this subparagraph, the term “line extension”
means, with respect to a part D rebatable drug,
a new formulation of the drug, such as an ex-
tended release formulation, but does not in-
clude an abuse-deterrent formulation of the
drug (as determined by the Secretary), regard-
less of whether such abuse-deterrent formula-
tion is an extended release formulation.

42 U.S.C. § 1395w-114(b)(5)(B). Referencing the Af-
fordable Care Act, Congress used a near identical de-
scription and definition of “line extension.” Id. And
similarly, Congress did not define the term “new for-
mulation.” Moreover, Congress requires the Secretary
of HHS to establish a rebate formula, consistent with
the line extension alternative rebate formula under

the MDRP. 42 U.S.C. § 1395w-114(b)(5)(B)(1).

Vanda argues that the Part D Rebate Program
has no bearing on the analysis because “the Lorillard
canon applies only ‘When judicial interpretations have
settled the meaning of an existing statutory provision.”
ECF 27 at 24 (citing Pareja v. Attorney General, 615
F.3d 180, 194 n.7 (3d Cir. 2010) (quoting Merrill
Lynch, Pierce, Fenner & Smith Inc. v. Dabit, 547 U.S.
71, 85 (2006) (emphasis added)); see also Fogerty v.
Fantasy, Inc., 510 U.S. 517, 527-33 (1994)). Vanda
also reasons that “Congress did not reenact the provi-
sion here, as it did in Lorillard.” ECF 27 at 24.
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In Lorillard, the Supreme Court stated:

Congress is presumed to be aware of an ad-
ministrative or judicial interpretation of a
statute and to adopt that interpretation when
it reenacts a statute without change.... So too,
where ... Congress adopts a new law incorpo-
rating sections of a prior law, Congress nor-
mally can be presumed to have had knowledge
of the interpretation given to the incorporated
law, at least insofar as it affects the new stat-
ute.

434 U.S. at 580-81. The Lorillard Court did not favor
judicial interpretation over administrative interpreta-
tion of a statute: “Congress is presumed to be aware
of an administrative or judicial interpretation of a
statute....” Id. at 580 (emphasis added). The Part D Re-
bate Program is in the same title and chapter as the
MDRP (§ 1396r-8), and both include near identical de-
scription and definition of “line extension.” Although
the text concerning line extension under Part D Re-
bate Program does not incorporate relevant text of the
MDRP, the former references the latter. And HHS is
directed to establish a rebate formula, consistent with
the line extension alternative rebate formula applied
under the latter. Thus, with respect to line extension,
the Part D Rebate Program and the MDRP are related.
Therefore, it is reasonable to infer that Congress had
knowledge of CMS’s interpretation of line extension
as defined in § 1396r-8, “at least insofar as it affects
the new statute.” Lorillard, 434 U.S. at 581. As such,
Vanda’s arguments are unavailing.

B. Arbitrary and Capricious

Unlike step-two review under Chevron, “which fo-
cuses on whether the agency’s interpretation was rea-
sonable, ‘arbitrary and capricious’ review focuses on
the reasonableness of the agency’s decisionmaking
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processes.” Rural Cellular Ass’n v. FCC, 588 F.3d
1095, 1105 (D.C. Cir. 2009). “The scope of review un-
der the ‘arbitrary and capricious’ standard is narrow
and a court is not to substitute its judgment for that
of the agency.” Motor Vehicle Mfrs. Ass’n of U.S., Inc.
v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43
(1983). Indeed, arbitrary and capricious review is
“fundamentally deferential—especially with respect
to matters relating to an agency’s areas of technical
expertise.” Fox v. Clinton, 684 F.3d 67, 75 (D.C. Cir.
2012) (alteration adopted and internal quotation
marks omitted).

One of the basic procedural requirements of ad-
ministrative rulemaking is that an agency must give
adequate reasons for its decisions. Encino Motorcars,
LLC v. Navarro, 579 U.S. 211 (2016). The court must
“consider whether the [agency’s] decision was based
on a consideration of the relevant factors and whether
there has been a clear error of judgment.” Id. (quoting
Bowman Transportation, Inc. v. Arkansas-Best
Freight System, Inc., 419 U.S. 281, 285 (1974)). An
agency’s decision will be upheld so long as it provides
“an explanation of its decision that includes a rational
connection between the facts found and the choice
made.” State Farm, 463 U.S. at 42— 43.

“An agency must ... demonstrate the rationality of
its decisionmaking process by responding to those
comments that are relevant and significant.” Grand
Canyon Air Tour Coalition v. FAA, 154 F.3d 455, 468
(D.C. Cir. 1998). Moreover, “[algencies are free to
change their existing policies as long as they provide
a reasoned explanation for the change. When an
agency changes its existing position, it need not al-
ways provide a more detailed justification than would
suffice for a new policy created on a blank slate.” En-
cino Motorcars, 136 S. Ct. at 2125 (internal citations
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and quotation marks omitted). However, a more de-
tailed justification is required where the agency’s
“new policy rests upon factual findings that contradict
those which underlay its prior policy.” FCC v. Fox Tel-
evision Stations, Inc., 556 U.S. 502, 515 (2009). “In
such cases, it is not that further justification is de-
manded by the mere fact of policy change; but that a
reasoned explanation is needed for disregarding facts
and circumstances that underlay or were engendered
by the prior policy.” Id. at 515-16.

In conducting a “arbitrary and capricious” review,
a court does “not look at the agency’s decision as would
a scientist, but as a reviewing court exercising [its]
narrowly defined duty of holding agencies to certain
minimal standards of rationality.” Am. Trucking
Ass’ns v. Fed. Motor Carrier Safety Admin., 724 F.3d
243, 249 (D.C. Cir. 2013) (alteration adopted and in-
ternal quotation marks omitted). A court “may not
supply a reasoned basis for the agency’s action that
the agency itself has not given.” Bowman Transp., Inc.,
419 U.S. at 285. But an agency’s decision need not “be
a model of analytic precision to survive a challenge,”
either. Dickson v. Sec’y of Def., 68 F.3d 1396, 1404
(D.C. Cir. 1995). A “decision of less than ideal clarity”
will be upheld “if the agency’s path may reasonably be
discerned.” State Farm, 463 U.S. at 43. “But where the
agency has failed to provide even that minimal level
of analysis, its action is arbitrary and capricious and
so cannot carry the force of law.” Encino Motorcars,
579 U.S. at 221 (citing 5 U.S.C. § 706(2)(A); State
Farm, 463 U.S. at 42-43).

Vanda argues that the Rule produces inexplicable
inconsistencies in application and is internally incon-
sistent. According to Vanda, the Rule irrationally pe-
nalizes transformations from an oral solid form but
not o an oral solid form, and there is no reason to
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disfavor one direction of transformation over the other.
CMS addressed this issue when finalizing the Rule:
“the better reading is that the phrase [‘that is an oral
solid dosage form’] modifies ‘a single source drug or an
innovator multiple source drug’ because it appears di-
rectly following that subject.” 85 Fed. Reg. at 87,034.
As explained above, CMS’s interpretation is con-
sistent with rules of grammar and is not unreasonable.

Vanda argues that the Rule also “arbitrarily dis-
tinguishes between new products requiring market-
ing approval based on whether the new treatment has
an active ingredient in common with a previously ap-
proved drug.” ECF 27 at 26. Vanda reasons that, un-
der the Rule, “if FDA approves an NDA for a new
product that does not have any active ingredients in
common with an existing product, it does not qualify
as a ‘line extension,” but if FDA approves an NDA for
a drug with some active ingredient in common with an
existing, approved drug, it does so qualify.” Id. There-
fore, according to Vanda, the Rule “inexplicably penal-
izes manufacturers that work to develop new effective
uses for active ingredients that exist in currently ap-
proved products.” Id. CMS addressed this issue, stat-
ing “manufacturers’ decisions regarding those drugs
to research and market depend on multiple factors, in-
cluding clinical significance of the drug, prescriber
and patient demand, costs of research and develop-
ment, and possible revenues generated.” 85 Fed. Reg.
at 87,036. “Whether the drug is a line extension,
which could subject it to the alternative rebate calcu-
lation, is only one factor in these decisions.” Id. More-
over, “[t]he financial effect of the alternative rebate
calculation would only be applicable in the Medicaid
program/[.]” Id. For drug products with only limited
use in Medicaid, “it will continue to be in the interest
of a manufacturer to broaden the use of its existing
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drugs in the form of line extensions, which will lead to
increased revenue for the manufacturer.” Id. Vanda’s
argument, therefore, is speculative at best.® Accord-
ingly, Vanda fails to show that CMS’s interpretation

" CMS points out that manufacturer’s pricing deci-
sions alone are responsible for whether a drug is sub-
ject to any inflation-based rebate. If the price of a drug
is in line with the rate of inflation, it would not be sub-

ject to inflationary-based rebate — or would not be pe-
nalized. ECF 28 at 15.

8 Vanda also argues that “[t]he Rule is internally in-
consistent because the final regulatory text conflicts
with CMS’s stated intent in the Rule’s preamble.”
ECF 27 at 27. Vanda averts that throughout the pre-
amble, CMS explains that it decided to exclude certain
drugs from its definition of “new formulation.” Id. Ac-
cording to Vanda the “final regulatory text defining
“new formulation” (42 C.F.R. § 447.502) is incon-
sistent with CMS’s conclusions and purposes in the
preamble.” Id. Vanda claims that “[t]he regulatory
text defines “new formulation” as any “change to the
drug” without any exceptions at all.” Id. (emphasis
original). But the Rule does not include the term “any
change.” The record also shows that at least some
changes were excluded. For example, the Rule does
not include “a new indication” or “a new combination,”
and it does not use the terminology “pharmacodynam-
ics” or “pharmacokinetics” which could “incorporated
a broader range of changes than [it] intended.” 85 Fed.
Reg. at 87,039 & 87,042. CMS discussed the com-
ments concerning these issues and decided not to in-
clude that in the final rule. Thus, the Court cannot
conclude that the agency’s interpretation is irrational
based on Vanda’s allegations.
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of the line extension provision was arbitrary and ca-
pricious.

C. Addressing Essential Issues

Vanda argues that CMS, in finalizing the Rule,
failed to address substantial comments pertaining to
essential matters. Plaintiff asserts that CMS failed to
consider manufacturers’ reliance on its prior under-
standing of the line extension provision. “[T]he mere
fact that an agency interpretation contradicts a prior
agency position is not fatal.” Smiley v. Citibank (S.
Dakota), N.A., 517 U.S. 735, 742 (1996). “Agencies are
free to change their existing policies as long as they
provide a reasoned explanation for the change.” En-
cino Motorcars, 579 U.S. at 221. The agency “need not
demonstrate to [the] court’s satisfaction that the rea-
sons for the new policy are better than the reasons for
the old one; it suffices that the new policy is permissi-
ble under the statute, that there are good reasons for
it, and that the agency believes it to be better, which
the conscious change of course adequately indicates.”
FCC v. Fox Television Stations, Inc., 556 U.S. 502, 515
(2009).

In any event, Vanda fails to show that “anything
which can accurately be described as a change of offi-
cial agency position has occurred here.” Smiley, 517
U.S. at 742. The prior “positions” cited by Vanda are
merely proposals that were never finalized or officially
adopted by CMS.® The record is clear that CMS explic-
itly stated that it “decided not to finalize the proposed
definitions of line extension drug” in 2016 and in 2019.
81 Fed. Reg. at 5,265; 84 Fed. Reg. at 12,132. Moreo-
ver, CMS repeatedly instructed manufacturers “to

® None of the cases cited by Vanda concern a party’s
reliance on a proposed rule which was not finalized.
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rely on the statutory definition of line extension.” Id.
As CMS noted in 2019, if CMS decided to develop a
regulatory definition of “line extension,” it would do so
through its established APA-compliant rulemaking
process and issue a proposed rule. 84 Fed. Reg. at
12,132. Thus, CMS cannot be accused of suddenly
changing its policy with respect to interpreting line
extension, because its interpretation of line extension
was not finalized until 2020.° Manufacturers were
notified about the status of the proposals and possible
future rulemaking process, and they were repeatedly
advised to rely on the statutory language. CMS is not
responsible for any manufacturer’s reliance on draft
proposals. Furthermore, the Rule does not apply ret-
roactively. The Rule was finalized on December 31,
2020. Until these specific provisions went into effect
on January 1, 2022, manufacturers were given time to
evaluate their options and adjust their understanding
of what was considered a “new formulation” and
thereby a line extension. Therefore, Vanda’s argu-
ment is not persuasive.

Vanda lastly argues that CMS failed to account
for the effect of the Rule on innovation. CMS ad-
dressed this issue in its rulemaking. While CMS did
not dispute that its interpretation of a line extension
drug may result in a rebate amount that is greater

10 The Court also notes that the earlier proposal of the
line extension appears to be broader in scope in cer-
tain areas. For example, under the 2012 proposed rule,
new indication for an already marketed drug and new
combination of the initial brand name listed drug of
two or more active ingredients would be a line exten-
sion. 77 Fed. Reg. at 5,339. The interpretation of line
extension in the final Rule does not include those two
categories. 85 Fed. Reg. at 87,039.
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than the standard rebate amount, it disagreed that
the interpretation would “prevent a manufacturer
from pursuing innovation.” CMS stated that “[t]he
fact that the innovation may lead to a higher rebate
obligation for a drug that is a line extension is not the
result of the innovation.” 85 Fed. Reg. at 87,037.
“Manufacturers will continue to have incentives to in-
novate based on multiple factors,” such as “clinical
significance of the drug, prescriber and patient de-
mand, costs of research and development, and possi-
ble revenues generated.” 85 Fed. Reg. at 87,036-37.
Moreover, CMS specifically noted that “various FDA
policies encourage innovation” and the Rule does not
change “those FDA policies and incentives.” Id. In-
deed, the FDCA, administered by the FDA, governs
the pharmaceutical drug approval process for both
new and generic drugs. The Orphan Drug Act and
Hatch—-Waxman Amendments provide incentives,
such as periods of market exclusivity for those pioneer
manufacturers that invent new drugs. See, e.g.,
Otsuka Pharm. Co. v. Price, 869 F.3d at 990; 21 U.S.C.
§ 360cc(a). CMS, an agency that administers the Med-
icaid Act, certainly would have a minimal role, in any,
in influencing FDA’s policies and incentives concern-
ing pharmaceutical innovation.

Vanda insists that CMS was required to conduct
a specific cost benefit analysis on the effect of the Rule
on innovation. But none of the cases it cites supports
Vanda’s proposition. Additionally, even if such “cost
benefit analysis” were required, CMS would not be
able to conduct such an analysis on “pharmaceutical
innovation” because “[i]t is not privy to manufacturers’
decision making, it does not have access to the projects
manufacturers are planning, it does not set the drug
prices for manufacturers.” ECF 28 at 18. Vanda lastly
warns about the dire consequences the Rule will have
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on pharmaceutical innovation. Congress, but not the
Court, is better equipped to address Vanda’s policy ar-
gument.

IV. Conclusion

For the reasons stated above, Plaintiff’s motion for
summary judgment (ECF 17) will be DENIED, and
Defendant’s cross-motion for summary judgment
(ECF 26) will be GRANTED.

A separate Order will follow.
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APPENDIX C
STATUTORY AND REGULATORY PROVISIONS
42 U.S.C. § 1396r-8(c)(2)

(2) Additional rebate for single source and inno-
vator multiple source drugs

(A) In general

The amount of the rebate specified in this sub-
section for a rebate period, with respect to each
dosage form and strength of a single source drug
or an innovator multiple source drug, shall be in-
creased by an amount equal to the product of-

(1) the total number of units of such dosage
form and strength dispensed after December 31,
1990, for which payment was made under the
State plan for the rebate period; and

(ii) the amount (if any) by which-

(I) the average manufacturer price for the
dosage form and strength of the drug for the
period, exceeds

(I) the average manufacturer price for
such dosage form and strength for the calen-
dar quarter beginning July 1, 1990 (without
regard to whether or not the drug has been
sold or transferred to an entity, including a di-
vision or subsidiary of the manufacturer, after
the first day of such quarter), increased by the
percentage by which the consumer price index
for all urban consumers (United States city
average) for the month before the month in
which the rebate period begins exceeds such
index for September 1990.

(B) Treatment of subsequently approved drugs

In the case of a covered outpatient drug ap-
proved by the Food and Drug Administration after
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October 1, 1990, clause (i1)(IT) of subparagraph (A)
shall be applied by substituting “the first full cal-
endar quarter after the day on which the drug was
first marketed” for “the calendar quarter begin-
ning July 1, 1990” and “the month prior to the first
month of the first full calendar quarter after the
day on which the drug was first marketed” for

“September 1990”.
(C) Treatment of new formulations
(i) In general

In the case of a drug that is a line exten-
sion of a single source drug or an innovator
multiple source drug that is an oral solid dos-
age form, the rebate obligation for a rebate pe-
riod with respect to such drug under this sub-
section shall be the greater of the amount de-
scribed in clause (ii) for such drug or the
amount described in clause (iii) for such drug.

(i) Amount 1

For purposes of clause (i), the amount de-
scribed in this clause with respect to a drug
described in clause (i) and rebate period is the
amount computed under paragraph (1) for
such drug, increased by the amount computed
under subparagraph (A) and, as applicable,
subparagraph (B) for such drug and rebate pe-
riod.

(111) Amount 2

For purposes of clause (i), the amount de-
scribed in this clause with respect to a drug
described in clause (i) and rebate period is the
amount computed under paragraph (1) for
such drug, increased by the product of-

(I) the average manufacturer price for
the rebate period of the line extension of a
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single source drug or an innovator multi-
ple source drug that is an oral solid dosage
form;

(IT) the highest additional rebate (cal-
culated as a percentage of average manu-
facturer price) under this paragraph for
the rebate period for any strength of the
original single source drug or innovator
multiple source drug; and

(ITT) the total number of units of each
dosage form and strength of the line ex-
tension product paid for under the State
plan in the rebate period (as reported by
the State).

In this subparagraph, the term “line ex-
tension” means, with respect to a drug, a new
formulation of the drug, such as an extended
release formulation, but does not include an
abuse-deterrent formulation of the drug (as
determined by the Secretary), regardless of
whether such abuse-deterrent formulation is
an extended release formulation.

k) ok ok

42 U.S.C. § 1396r-8(k)(7)(A)

(7) Multiple source drug; innovator multiple
source drug; noninnovator multiple source
drug; single source drug

(A) Defined
(1) Multiple source drug

The term “multiple source drug” means,
with respect to a rebate period, a covered out-
patient drug, including a drug product ap-
proved for marketing as a non-prescription
drug that is regarded as a covered outpatient
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drug under paragraph (4), for which there at
least 1 other drug product which-

(I) is rated as therapeutically equiva-
lent (under the Food and Drug Admin-
istration's most recent publication of “Ap-
proved Drug Products with Therapeutic
Equivalence Evaluations”),

(IT) except as provided in subpara-
graph (B), is pharmaceutically equivalent
and bioequivalent, as defined in subpara-
graph (C) and as determined by the Food
and Drug Administration, and

(IIT) is sold or marketed in the United
States during the period.

(i1) Innovator multiple source drug

The term “innovator multiple source drug”
means a multiple source drug that is mar-
keted under a new drug application approved
by the Food and Drug Administration, unless
the Secretary determines that a narrow excep-
tion applies (as described in section 447.502 of
title 42, Code of Federal Regulations (or any
successor regulation)).

(iii) Noninnovator multiple source drug

The term “noninnovator multiple source
drug” means a multiple source drug that is not
an innovator multiple source drug.

(iv) Single source drug

The term “single source drug” means a
covered outpatient drug, including a drug
product approved for marketing as a non-pre-
scription drug that is regarded as a covered
outpatient drug under paragraph (4), which is
produced or distributed under a new drug ap-
plication approved by the Food and Drug
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Administration, including a drug product
marketed by any cross-licensed producers or
distributors operating under the new drug ap-
plication unless the Secretary determines that
a narrow exception applies (as described in
section 447.502 of title 42, Code of Federal
Regulations (or any successor regulation)).
Such term also includes a covered outpatient
drug that is a biological product licensed, pro-
duced, or distributed under a biologics license
application approved by the Food and Drug
Administration.

42 C.F.R. § 447.502

For the purpose of this subpart, the following def-
initions apply:
k) ok ok

Line extension means, for a drug, a new formula-
tion of the drug, but does not include an abuse-deter-
rent formulation of the drug (as determined by the
Secretary).

%ok ok

New formulation means, for a drug, a change to
the drug, including, but not limited to: an extended
release formulation or other change in release mecha-
nism, a change in dosage form, strength, route of ad-
ministration, or ingredients.

%ok ok

42 C.F.R. § 447.509(a)(4)
(4) Treatment of new formulations.

(1) In the case of a drug that is a line extension
of a single source drug or an innovator multiple
source drug that is an oral solid dosage form, the
rebate obligation for the rebate periods beginning
January 1, 2010 through September 30, 2018 is
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the amount computed under paragraphs (a)(1)
through (3) of this section for such new drug or, if
greater, the product of all of the following:

(A) The AMP of the line extension of a sin-
gle source drug or an innovator multiple
source drug that is an oral solid dosage form.

(B) The highest additional rebate (calcu-
lated as a percentage of AMP) under this sec-
tion for any strength of the original single
source drug or innovator multiple source drug.

(C) The total number of units of each dos-
age form and strength of the line extension
product paid for under the State plan in the
rebate period (as reported by the State).

(i1) In the case of a drug that is a line extension
of a single source drug or an innovator multiple
source drug that is an oral solid dosage form, the
rebate obligation for the rebate periods beginning
on October 1, 2018 through December 31, 2021 is
the amount computed under paragraphs (a)(1)
through (3) of this section for such new drug or, if
greater, the amount computed under paragraph
(a)(1) of this section plus the product of all of the
following:

(A) The AMP of the line extension of a sin-
gle source drug or an innovator multiple
source drug that is an oral solid dosage form.

(B) The highest additional rebate (calcu-
lated as a percentage of AMP) under this sec-
tion for any strength of the original single
source drug or innovator multiple source drug.

(C) The total number of units of each dos-
age form and strength of the line extension
product paid for under the State plan in the
rebate period (as reported by the State).
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(iii) In the case of a drug that is a line exten-
sion of a single source drug or an innovator multi-
ple source drug, provided that the initial single
source drug or innovator multiple source drug is
an oral solid dosage form, the rebate obligation for
the rebate periods beginning on and after January
1, 2022 is the amount computed under paragraphs
(a)(1) through (8) of this section for such new drug
or, if greater, the amount computed under para-
graph (a)(1) of this section plus the product of all
of the following:

(A) The AMP of the line extension of a sin-
gle source drug or an innovator multiple
source drug.

(B) The highest additional rebate (calcu-
lated as a percentage of AMP) under this sec-
tion for any strength of the original single
source drug or innovator multiple source drug.

(C) The total number of units of each dos-
age form and strength of the line extension
product paid for under the State plan in the
rebate period (as reported by the State).

(iv) The alternative rebate is required to be
calculated if the manufacturer of the line exten-
sion drug also manufactures the initial brand
name listed drug or has a corporate relationship
with the manufacturer of the initial brand name
listed drug.



