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INTRODUCTION

States may not interfere with the incentive structure of the federal patent
system by regulating the price of patented drugs. Biotech. Indus. Org. v. District of
Columbia (BIO I), 496 F.3d 1362 (Fed. Cir. 2007). And where price regulation is
permitted, a price-control scheme must include ascertainable standards to limit
regulators’ discretion. As Amgen’s motion demonstrated, Colorado flouted these rules
when it capped the price of Amgen’s patented drug Enbrel at a level that is 72% below
Amgen’s current price.

In response, Defendants claim to have found a loophole. They say a state can
regulate Amgen’s prices “indirectly,” Opp. 24, by imposing whatever price it wants on
“downstream” sales of Enbrel—even if doing so will limit what Amgen can charge just
as surely as if the price cap applied directly to Amgen’s own sales. That is wrong. A
state “cannot do indirectly what [it] is barred from doing directly.” Nat’l Rifle Ass’n v.
Vullo (NRA), 602 U.S. 175, 190 (2024). Each preliminary-injunction factor favors
granting relief.

First, Amgen has standing and will suffer irreparable harm from the price cap.
Defendants condemn Amgen for seeking “to earn the highest possible profits” from
Enbrel, Opp. 36, then turn around and claim the UPL will not affect Amgen’s profits.
But the discovery Defendants insisted on confirmed what was always clear from

common sense and basic economics: Wholesalers will not buy Enbrel for more than

they can lawfully sell it for. So the UPL will cost Amgen more than _ per
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year in lost revenue from sales to wholesalers, as well as force it to incur-
compliance costs ahead of the UPL’s effective date. Defendants respond by claiming
the UPL is similar to prices Amgen charges in other contexts, which is both factually
incorrect and irrelevant.

Second, Amgen is likely to succeed on its patent-preemption and due-process
claims. As to patent preemption, Defendants argue that despite binding precedent
prohibiting states from limiting the price of patented drugs “directly,” states are free
to drastically limit those prices so long as they do so “indirectly.” Opp. 24, 27. “The
Constitution does not tolerate such ready evasion.” Trump v. Mazars USA, LLP, 591
U.S. 848, 868 (2020). Accepting Defendants’ argument would nullify the Federal
Circuit’s BIO I decision and upend the system Congress created to encourage and
reward innovation. As to due process, the Supreme Court has long recognized that
price-control schemes impair manufacturers’ property rights, and Defendants do not
identify any statutory standards that meaningfully constrained the Board’s
decisionmaking or ensured a fair return on investment.

Third, Defendants have no response to binding precedent establishing that
the equities and the public interest favor enjoining unconstitutional laws. The Court

should therefore grant Amgen’s motion and enjoin enforcement of the UPL.
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ARGUMENT

I. Amgen’s injuries from the UPL demonstrate both standing and
irreparable harm.

Defendants make the extraordinary claim that a price cap on Amgen’s
patented drug that is 72% below Amgen’s current price will somehow not injure
Amgen. The harm to Amgen is obvious as a matter of common sense and basic
economics, and discovery conclusively confirmed it.

A. Defendants do not dispute that the UPL will function as a cap
on Amgen’s prices.

Defendants do not dispute that Amgen is an “object” of the UPL, which is aimed
squarely and exclusively at Amgen’s patented drug. That leaves “little question” that
Amgen has standing. Diamond Alt. Energy, LLC v. EPA, 606 U.S. 100, 112, 114-16
(2025) (“[W]hen a regulation targets the provider of a product ... by limiting another
entity’s use of that product,” the provider is likely “an object of the ... regulation[.]”);
accord Mirabelli v. Bonta, 146 S. Ct. 797, 803 (2026) (parents “very likely” had
standing to challenge regulation not directly applicable to them because they were
“objects” of the regulation); Mot. 18-19.

Even if the Court does not treat Amgen as a formal object of the regulation,
Defendants do not dispute that the Enbrel UPL will operate as a cap on what Amgen
can charge for Enbrel, because Amgen cannot sell Enbrel to wholesalers for more
than the wholesalers can sell the drug for downstream. As Amgen explained,

Mot. 19-24, this is obvious as a matter of “commonsense economic inferences” that
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courts are encouraged to draw. Diamond, 606 U.S. at 120; accord First Choice
Women’s Res. Ctrs., Inc. v. Davenport, 2026 WL 1153029, at *8 (U.S. Apr. 29, 2026)
(“[Clourts may make ‘commonsense inferences’ ... about ‘third party behavior.”).
Amgen also submitted with its motion declarations from Amgen and its three largest
wholesalers establishing that if wholesalers must sell Enbrel at the UPL, they will
not buy it from Amgen for more than the UPL unless Amgen provides a chargeback
to make up the difference. ECFs 19-22.

Defendants demanded discovery to test these obvious points, and discovery
confirmed them. Amgen’s contracts show that whenever a wholesaler is required to
sell Enbrel to a downstream customer for less than WAC, including due to a statutory
price cap, Amgen must provide a chargeback to reimburse the wholesaler for the
difference between WAC and the downstream price. Ex. 3 §§ 1.15, 7.2 & Ex. A; Ex. 15
§§ 1.15, 6.2 & Ex. A; Ex. 16 §§ 1.17, 6.2 & Ex. A; Ex. 29 (“Amgen Dep.”) at 50:21—
53:22. Defendants also deposed a wholesaler, McKesson, which confirmed that if the
UPL applies downstream, McKesson will not buy Enbrel from Amgen at WAC unless

Amgen provides a chargeback. Ex. 30 at 44:4-9, 54:5-9, 54:22-55:13. _

In their opposition, Defendants do not deny that the UPL will function as a cap

on Amgen’s prices. On the contrary, they concede that when wholesalers must “sell
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to downstream customers for less than WAC,” the wholesalers “typically receive
‘chargeback’ payments” from the manufacturer to “make up the difference between
what the wholesaler paid the manufacturer ... and what the downstream customer
paid the wholesaler.” Opp. 2. And they do not argue that Amgen can sell Enbrel to
wholesalers at WAC if the wholesalers must sell to downstream customers at the
UPL. Nor do Defendants deny that this is exactly how the UPL was intended to
operate. When it enacted the UPL legislation, Colorado well understood that if
wholesalers were required to sell a drug at the UPL, they would need to “be made
whole ... by the pharmaceutical manufacturer.” S.B. 21-175 Hr’g at 7:22:00-7:23:30
(statement of Rep. Kennedy).

B. The UPL will cause Amgen severe financial harm when it takes
effect on January 1, 2027.

Given these now-undisputed economic realities, it is clear the UPL will cause
Amgen serious financial harm. Amgen estimates the UPL will cost it more than .
- per year in increased chargeback payments to wholesalers. Amgen
Dep. 164:3-15. These fiscal injuries are more than sufficient to establish standing
and irreparable harm. Cf. Chamber of Com. v. Edmondson, 594 F.3d 742, 756, 771
(10th Cir. 2010) (unrecoverable costs of “more than a thousand dollars per business
per year” established standing and irreparable harm).

Defendants devote only two paragraphs to this harm, Opp. 17-18, advancing
two arguments that both lack merit. These arguments have nothing to do with the

UPL’s “downstream” application; Defendants could make the same arguments even
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if the UPL applied directly to Amgen’s sales.

1. Defendants first compare the UPL to Enbrel’s “average net unit price,”
its “best price,” and the federal MFP for Enbrel to contend that Amgen “overstate[s]”
its harms from being forced to sell Enbrel to wholesalers for 72% below WAC (either
as an initial price or as a net price after chargebacks). Opp. 17. These comparisons
are highly misleading.

“Average net unit price” is not a standard pricing metric, but a figure invented
by CMS “[f]or the sole purpose of data collection under” the Inflation Reduction Act.
Ex. 27 at 196. As Defendants acknowledge (at 4), this figure reflects not what Amgen
charges for Enbrel but what it retains after providing patient assistance and paying
numerous contractual fees, rebates, and discounts. Id.; Amgen Dep. 115:12-116:6.
These fees, rebates, and discounts are business expenses that Amgen has contracted
to pay because it receives value in return, and if the UPL is implemented, Amgen will
have to either continue paying them or risk losing the value they provide. These
expenses include, among other things: fees and discounts Amgen provides to
wholesalers as compensation for their distribution services and to encourage prompt
payment, Amgen Dep. 26:14-27:9, 31:16—-32:9; discounts Amgen provides to certain
large customers “in exchange for preferred placement in their organizations” and
other services, id. at 40:21-41:5; and fees and rebates Amgen provides to PBMs in
exchange for access to and preferred placement on the PBMs’ formularies and other

services, id. at 34:15-36:1, 170:23-171:10, 176:6—-177:9. Thus, Amgen’s realized “net
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unit price” for affected sales under the UPL will not be $600; it will be $600 minus
the expenses Amgen must continue to pay.

To the extent Defendants contend that Amgen could theoretically mitigate its
UPL-related losses by terminating its patient-assistance programs, modifying its
existing contracts, and reducing the fees, rebates, and discounts it pays to promote
sales of Enbrel, that argument is not relevant to standing or irreparable harm.
Defendants’ argument is akin to claiming that a business is not injured by a revenue-
reducing regulation so long as it can make up the losses by canceling its advertising
or eliminating its sales force. Defendants cite no case suggesting that irreparable
harm requires auditing a plaintiff’s business to determine whether it can offset the
harm by cutting costs elsewhere. When the Tenth Circuit held in Edmondson that
regulatory compliance costs of “more than a thousand dollars” established irreparable
harm, 594 F.3d at 756, it did not ask whether the plaintiffs could recover that money
by reducing other expenses. Nor did the Federal Circuit conduct any such inquiry in
BIO I

In any event, Defendants make no argument and cite no evidence suggesting
Amgen can reduce these expenses without adverse consequences. The IRA, which
authorized the federal government to cap drug prices for sales covered by Medicare,
addressed one aspect of this problem by requiring health plans to cover a price-limited
drug even if manufacturers stop paying rebates. 42 U.S.C. § 1395w-104(b)(3)(I). But

Colorado’s law does not provide any similar coverage guarantee, and Defendants have
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no theory as to why PBMs would provide the same coverage benefits for free if Amgen
stopped paying for them. Nor do Defendants contend that the UPL will allow Amgen
to stop paying for other services, such as distribution services provided by
wholesalers. And Defendants expect Amgen to continue funding patient-assistance
programs, acknowledging that patients will “have to continue to rely on” those
programs to access Enbrel notwithstanding the UPL. ECF 1-9 at 74:22-76:7; see ECF
1-8 at 63:7-64:15; Ex. 54 at 1-2.

Moreover, Defendants make a basic mathematical error. As Defendants
recognize, the figure they cite is an average, meaning some sales are above it and
some are below. Opp. 17. The UPL, by contrast, is a price ceiling (but not a floor) that
applies to every individual sale within its reach. So even if it were appropriate to
compare the UPL to the “net unit price”—which it is not—the UPL would eliminate
all sales at above-average prices without affecting sales at below-average prices,
bringing down the average dramatically. The Court should disregard Defendants’
misguided analogy between the UPL and the “average net unit price.”

Defendants’ attempts to minimize Amgen’s injuries by comparing the UPL to
Amgen’s “best price” and the federal MFP, Opp. 17, are equally illogical. The “best
price” can be set by a single sale and is therefore not a valid point of comparison for
a market-wide price cap. Amgen Dep. 117:4-23; 42 U.S.C. § 1396r-8(c)(1)(C). And
there is no question the MFP has caused Amgen financial harm. Amgen Dep. 167:4—

168:9; Ex. 14 at 12, 31, 62. Contrary to Defendants’ characterization, Amgen did not
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“voluntarily agree[]” to the MFP, Opp. 17, and has supported PhRMA’s lawsuit
challenging the MFP as coercive and unlawful. Mot. 15 n.6. Regardless, whether
Amgen agreed to the MFP for Medicare sales has no bearing on whether Amgen is
harmed by a price cap on non-Medicare sales.

2. Defendants contend that Amgen overestimates its losses from the UPL
because the UPL does not automatically apply to self-funded health plans regulated
by ERISA. Opp. 8, 18. This is wrong for several reasons.

As Defendants recognize, ERISA plans can “opt in” to be covered by the UPL.
Opp. 8; see Colo. Rev. Stat. §§ 10-16-1407(8), -1413 (ERISA plans can “elect[] to
subject [their] purchases of ... prescription drugs in Colorado to the requirements of”
the UPL). The Court can assume ERISA plan sponsors will be “guided by basic
economic rationality,” Nat’l Infusion Ctr. Ass’n v. Becerra, 116 F.4th 488, 500 (5th
Cir. 2024), and will thus opt in to the UPL if doing so would result in the plan paying
less for Enbrel.

In any event, whether an ERISA plan formally opts in will make little practical
difference. Either way, the UPL will apply to a pharmacy’s purchase of Enbrel from
a wholesaler, which will require Amgen to pay the wholesaler a chargeback. If the
pharmacy subsequently provides Enbrel to an ERISA plan member, the pharmacy
will presumably bill the plan only for the amount the pharmacy itself paid for the
drug. See Ex. 102 at 35 (“Because providers and suppliers buy and bill at no more

than the UPL, ERISA plans ... will be billed at the UPL, like all other insurers/payers
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in the State.”). And if the pharmacy bills the plan at a higher price, that might
represent a windfall for the pharmacy, but it would do nothing to mitigate Amgen’s
losses.

What is more, even if no ERISA plans opted in to the UPL and their decision
not to opt in somehow alleviated Amgen’s UPL-related losses for those sales, Amgen
would still face substantial, irreparable harm from the nearly half of the commercial
insurance market that is not self-funded ERISA plans. See U.S. Census Bureau,
Health Insurance Coverage in the United States: 2024, at 2-3 (Sept. 2025), available
at https://www.census.gov/library/publications/2025/demo/p60-288.html (about 80%
of private health insurance is employer-sponsored); Kaiser Fam. Found., 2025
Employer Health Benefits Survey 11 (Oct. 2025), available at https://www.kff.org/
health-costs/2025-employer-health-benefits-survey/ (about two-thirds of employer-
sponsored plans are self-funded).

C. Amgen will also be harmed before the UPL’s effective date.

Discovery also confirmed that the UPL will impose significant costs on Amgen
well before its effective date.

Amgen will have to spend _ to modify its payment systems to
account for the UPL. Mot. 35-36; Ex. 25 at 12; Amgen Dep. 138:1-146:23. Defendants
do not dispute that Amgen will need to incur these costs over the next six months;
they note only that the costs have not been incurred yet. Opp. 18. But the point of

seeking a preliminary injunction is to avoid future harm, “not to remedy past harm.”

10
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Schrier v. Univ. of Colo., 427 F.3d 1253, 1267 (10th Cir. 2005). Amgen is reasonably
trying to delay the most expensive and disruptive system changes for as long as
possible while its motion is pending, but it cannot do so indefinitely.

Amgen will also have to spend _ strategizing and negotiating
with its contracting partners to address the UPL. Mot. 36-37; Ex. 25 at 8-9; Amgen

Dep. 202:12-204:22. Defendants dismiss this harm because Amgen routinely

negotiates with these entities about other issues. Opp. 19-20. _
I oo Dep. 130:21-22, 148:22-149:3. These

negotiations will be anything but routine: They will concern a novel issue—how to
implement the first-ever state UPL for a prescription drug—with major implications
for the future of Amgen’s business. Defendants provide no reason to doubt that
Amgen will have to expend significant resources dealing with this important issue.
The UPL will also damage Amgen’s goodwill and business relationships,

including by encouraging customers outside Colorado to demand similar discounts.

Mot. 37; Amgen Dep. 126:6—-129:3. Defendants concede that_

Opp. 20. Although they claim the UPL will not cause “additional harm or disruption,”
id., there 1s every reason to expect that it will. Whereas the MFP applies only to
Medicare sales, the UPL applies to private-market sales. It will therefore disrupt

private-market business relationships and negotiations in a way that the price

11
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demanded by Medicare does not.

D. Amgen’s harm is irreparable.

The monetary injuries Amgen will suffer absent injunctive relief are
irreparable because they “cannot later be recovered” in the form of damages due to
“sovereign immunity.” Edmondson, 594 F.3d at 770-71; accord Prairie Band of
Potawatomi Indians v. Pierce, 253 F.3d 1234, 1251 (10th Cir. 2001). Amgen does not
assert that there is a “presumption of irreparable harm” whenever a state official is
sued. Opp. 21. Defendants’ immunity from damages “does not, in itself, establish
harm”—but when harm is demonstrated, as it is here, sovereign immunity does
establish “irreparability” of that harm. Kan. Health Care Ass’n v. Kan. Dep’t of Soc.
& Rehab. Servs., 31 F.3d 1536, 1543 (10th Cir. 1994).

Defendants also assert that Amgen’s harm is not irreparable because “[i]f
Amgen believes it is entitled to compensation for a regulatory taking, it can attempt
to seek those costs in Colorado state court.” Opp. 21. That is a non sequitur. Amgen
has never claimed it is entitled to compensation for a regulatory taking—a claim with
distinct elements that Amgen has not pled and which Defendants do not contend
would be viable here. Defendants’ allusion to an entirely different claim not present
in this case cannot defeat Amgen’s showing of irreparable harm.

II. Amgen is likely to succeed on the merits of its claims.
A. Colorado’s price cap is preempted.

1. Defendants do not dispute that under binding precedent, federal patent

12
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law preempts state laws that “restrain” the price of patented drugs and thus
“diminish[] the reward to patentees” by “limiting the full exercise of the exclusionary
power that derives from a patent.” BIO I, 496 F.3d at 1374. Instead, Defendants claim
to have found a way around that precedent: Simply declare that a price cap applies
only to “downstream” sales, and ignore the economic reality that the price cap will
inevitably limit what the manufacturer can charge for its patented drug.

The Constitution “does not tolerate such ready evasion; it deals with substance,
not shadows.” Mazars, 591 U.S. at 868 (quotation marks omitted) (holding that
constitutional concerns raised by Congress subpoenaing information about the
President “are no less palpable here simply because the subpoenas were issued to
third parties”). It has thus been “settled” for centuries that “a State cannot do that
indirectly which she is forbidden by the Constitution to do directly.” Passenger Cases,
48 U.S. 283, 458-59 (1849); see NRA, 602 U.S. at 190.

This principle applies with full force in the preemption context. Consider
Kansas ex rel. Todd v. United States, 995 F.2d 1505 (10th Cir. 1993). Kansas, which
was preempted from directly regulating federal crop insurance, sought to avoid
preemption by regulating contracts “between a private insurance company and [an]
agricultural producer” that were “reinsured by the [federal government] in another
contract.” Id. at 1510. The court rejected the state’s attempt to regulate federal crop
insurance “by the back door,” explaining that “[w]hat Kansas cannot do directly, it is,

in essence, trying to do indirectly.” Id.

13
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Here, similarly, Colorado’s “downstream” UPL is “an indirect attempt to
accomplish what the Constitution prohibits [it] from accomplishing directly.”
U.S. Term Limits, Inc. v. Thornton, 514 U.S. 779, 829 (1995). And as such attempts
go, this one is remarkably unsubtle. Common sense and record evidence leave no
doubt that the UPL was intended to and will function as a cap on Amgen’s prices. It
makes no difference whether the state achieves that result directly by regulating
Amgen’s sales or indirectly by regulating downstream sales; either way, the price
control is both field- and conflict-preempted because it “diminish[es] the reward to
patentees.” BIO I, 496 F.3d at 1374.

2. Defendants’ attempts to distinguish BIO I are unpersuasive.
Defendants first assert that D.C.’s price-control law regulated manufacturers’ prices
“directly,” whereas Colorado’s law does so indirectly. Opp. 27. Even setting aside that
states cannot evade preemption in this way, Colorado is mistaken: D.C.’s law applied
only if the drug was ultimately “sold in the District for an excessive price,” and the
Federal Circuit held that the law was preempted even though it “d[id] not directly
regulate manufacturers’ wholesale prices.” 496 F.3d at 1371.

Defendants next assert that unlike the law in BIO I, the statute here “applies
to branded and generic drugs alike” and “is not targeted at anyone’s patent right.”
Opp. 27. But Amgen is not challenging the state’s ability to set price caps for generic
drugs; it is challenging the Enbrel UPL, which applies to one specific patented drug.

In any event, Defendants do not respond to the extensive evidence that the Board

14
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brazenly targeted patented drugs. Mot. 11-13, 28-29. Discovery made the targeting

153:20-154:2; Ex. 106 at 1; Ex. 58 at PDAB1589.

Defendants can find no support in cases holding that patented products are
subject to generally applicable state taxes and health-and-safety regulations.
Opp. 24-25. Those general laws bear no resemblance to a price cap imposed on a
specific patented drug because the state believes the prices enabled by the patent are
too high. As BIO I's author explained, “that states have broad leeway to regulate
patented products does not mean that they have unlimited ability to do so in
situations in which the regulation significantly and directly impedes Congress’s
purpose in providing the federal patent right.” Biotech. Indus. Org. v. District of
Columbia (BIO II), 505 F.3d 1343, 1346 n.1 (Fed. Cir. 2007) (Gajarsa, J., concurring

in denial of rehearing en banc).!

1 Defendants fail to support their claim that states “routinely” regulate patented
drug prices. Opp. 26 & n.11. Several of the cited laws merely require insurance plans
to provide coverage or limit co-pays, which allocates financial responsibility between
insurer and insured but does not impose a price cap. Defendants do not claim that
Colorado’s novel “affordability programs” for insulin and epinephrine have been or
could lawfully be applied to patented products. And the law in Rutledge v.
Pharmaceutical Care Management Ass’n, 592 U.S. 80 (2020), was the opposite of a
price cap—it “require[d] PBMs to reimburse Arkansas pharmacies at a price equal to
or higher than that which the pharmacy paid to buy the drug from a wholesaler.” Id.
at 84.

15
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3. The patent-exhaustion doctrine does not entitle Colorado to cap the price
of patented drugs indirectly when it cannot do so directly. Patent exhaustion means
only that “[w]hen a patentee sells one of its products,” it “can no longer control that
item through the patent laws.” Impression Prods., Inc. v. Lexmark Int’l, Inc., 581 U.S.
360, 366 (2017). Amgen does not seek to “set or control” the price of Enbrel in
downstream transactions, Opp. 24; it objects to the state dictating downstream prices
and thus restricting Amgen’s prices “by the back door.” Todd, 995 F.2d at 1510. This
case is not about Amgen using patent law to police downstream resale after receiving
its reward; it is about the state-law interference with Amgen’s first-sale reward
caused by Colorado’s regulation.

Impression Products confirms that Defendants’ patent-exhaustion argument is
a red herring. That case had nothing to do with preemption or state price controls.
The Court held only that exhaustion principles prevented Lexmark from threatening
a “patent infringement suit” to prevent other companies from refurbishing and
reselling Lexmark’s patented printer cartridges. 581 U.S. at 374. The Court did not
suggest that exhaustion is a defense to preemption of state laws that undercut the
rewards flowing to the patent owner.

Defendants seize on the Court’s statement that “the Patent Act does not
guarantee a particular price.” Opp. 23, 28 (quoting 581 U.S. at 380). True enough—
as the Federal Circuit has explained, “the dictates of the marketplace” ultimately

determine what a manufacturer can charge for a patented drug. BIO I, 496 F.3d at
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1372 (quotation marks omitted). But that does not mean states have free rein to force
a below-market price. While the patent laws may not guarantee a particular price,
together with the Supremacy Clause, they do ensure that the “determination about
the proper balance between innovators’ profit and consumer access to medication” is
“exclusively one for Congress,” not individual states. Id. at 1374.

B. Colorado’s regime violates due process.

1. It is “well-settled” that Amgen’s right “to fix the price at which [it] will
sell” Enbrel is “within the protection of’ due process.” Mot. 30-31 (quoting Old
Dearborn Distrib. Co. v. Seagram-Distillers Corp., 299 U.S. 183, 192 (1936)).
Defendants’ claim that manufacturers “do not have a protected property interest in
selling their products at any particular price,” Opp. 31, cannot be squared with
decades of precedent applying due process to price-control schemes. Defendants’ cases
hold only that a manufacturer has no due-process interest in “what the government
is willing to pay” for a drug under Medicare. AstraZeneca Pharms. LP v. Sec’y HHS,
137 F.4th 116, 126 (3d Cir. 2025). Those cases do not suggest a state can enforce a
price cap for private sales without implicating due process.

Defendants insist they can circumvent Amgen’s due-process rights by applying
the UPL “downstream” from Amgen’s own sales. Opp. 31. But it strains credulity to
argue that a price cap on Amgen’s drug does not implicate Amgen’s rights. The right
recognized by Old Dearborn and other cases would be hollow if a state could strip it

without due process simply by moving price controls one step down the supply chain
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and thus “do indirectly what [it] is barred from doing directly.” NRA, 602 U.S. at 190.
Due process applies where governmental action “lower[s] the market value of”
property by reducing what buyers will pay for it, which a price cap on downstream
sales surely does. Pater v. City of Casper, 646 F.3d 1290, 1295-96 (10th Cir. 2011).

Defendants’ cases do not suggest otherwise. One case held nursing-home
residents did not have a property interest in “the home’s authority to provide them
with nursing care at government expense,” O’Bannon v. Town Ct. Nursing Ctr., 447
U.S. 773, 775 (1980), and another held a victim did not “have a property interest in
police enforcement of [a] restraining order,” Town of Castle Rock v. Gonzales, 545 U.S.
748, 768 (2005). Neither involved anything resembling the core property right at issue
here, and neither held that property rights are never implicated unless a party is
directly regulated. The other cases Defendants cite did not involve due process at all.
See Mosaic Health, Inc. v. Sanofi-Aventis U.S., LLC, 156 F.4th 68 (2d Cir. 2025);
United States v. Univis Lens Co., 316 U.S. 241 (1942).

2. Defendants cannot show that Amgen received adequate process.
Defendants’ focus on the Board’s public meetings and receipt of comments
misunderstands Amgen’s claim. Amgen was denied “a meaningful opportunity to be
heard,” In re C.W. Mining Co., 625 F.3d 1240, 124445 (10th Cir. 2010) (emphasis
added), because the law set no “ascertainable limit[s]” on the Board’s discretion,
Hobbs ex rel. Hobbs v. Zenderman, 579 F.3d 1171, 1185-86 (10th Cir. 2009). Holding

hearings and receiving comments is insufficient without comprehensible standards

18



Case No. 1:25-cv-03452-DDD-STV  Document 59  filed 05/19/26 USDC Colorado
pg 24 of 28

to guide those proceedings. Amgen’s comments flagged this problem repeatedly, and
the Board never responded. E.g., Ex. 49 at 2-3; Ex. 52 at 2—3. Similarly, the length of
the affordability report is not a substitute for constitutionally adequate standards.
Defendants identify nothing in the statute that meaningfully limited the
Board’s “unfettered discretion” to deem Enbrel unaffordable and cap its price. White
v. Roughton, 530 F.2d 750, 754 (7th Cir. 1976). While they point to various factors
the Board had to “consider,” Colo. Rev. Stat. § 10-16-1406(4), they do not dispute that
the statute provided zero guidance regarding “how to assess or weigh those factors,”

Mot. 32. And Defendants acknowledge (at 34) that the Board ultimately swept those

factors aside and based Enbrel’s UPL on the federal MFP, _

Dep. 184:11-14, 186:14-187:14.

Nor do Defendants identify anything in the statute that “ensure[d] a fair and
reasonable rate of return on [Amgen’s] investment.” Mich. Bell Tel. Co. v. Engler, 257
F.3d 587, 594 (6th Cir. 2001). They instead contend Amgen had already received a
sufficient return “before the UPL was set.” Opp. 35. Amgen disagrees with
Defendants’ simplistic attempt to calculate Amgen’s return on investment, which
ignores (among other things) that the profits from a successful drug must support not
only development and production of that particular drug, but also vast amounts of

research that do not result in any marketable products. Amgen Dep. 155:10-156:8.
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But that is beside the point. Due process requires an ex ante statutory “mechanism”
to “guarantee” a fair return. Guar. Nat’l Ins. Co. v. Gates, 916 F.2d 508, 512 (9th Cir.
1990). The constitutional problem is not just that the Board set the UPL too low; it is
that Colorado supplied no mechanism requiring the Board even to consider whether
the UPL would provide a fair return for Amgen.2

III. The equities and the public interest strongly favor Amgen.

The last two preliminary-injunction factors are foregone conclusions given that
Amgen faces irreparable harm and will likely prevail on the merits. Defendants have
no response to precedent holding that a state “does not have an interest in enforcing
a law that is likely constitutionally infirm” and “the public interest will perforce be
served by enjoining” such a law. Edmondson, 594 F.3d at 750, 771 (cleaned up);
accord Ortega v. Grisham, 148 F.4th 1134, 1154 n.13 (10th Cir. 2025); Free the
Nipple-Fort Collins v. City of Fort Collins, 916 F.3d 792, 806-07 (10th Cir. 2019).
Defendants’ contention that the equities do not favor Amgen because Amgen will not
be harmed, Opp. 36-37, repackages meritless arguments addressed above.
Defendants also claim the UPL will benefit consumers, but a state may not seek to

benefit consumers through an unconstitutional law. In any event, Defendants cite no

2 Defendants falsely claim that “[d]Juring rulemaking, the Board specifically asked
Amgen to provide additional testimony and submit specific information on Amgen’s
costs, average and net prices, and chargebacks, but Amgen refused.” Opp. 33.
Defendants’ sole citation for this broadside is one Board member’s passing comment
that “it would be great to hear from” Amgen regarding whether the UPL would
“impact[] patient assistance programs.” ECF 1-8 at 73:6-74:2.
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evidence that consumers will benefit from the UPL, and any such benefit is dubious.
Mot. 38; Amgen Dep. 45:1-50:15; Ex. 47 at J29-J30; Ex. 54 at 1-2.

IV. The Court can resolve this case on the merits.

“Before or after beginning the hearing on a motion for a preliminary injunction,
the court may advance the trial on the merits and consolidate it with the hearing.”
Fed. R. Civ. P. 65(a)(2). The Court may wish to invoke that rule here, just as the
district court did in the challenge to D.C.’s similar price-control scheme. Pharm. Rsch.
& Mfrs. of Am. v. District of Columbia, No. 1:05-cv-2015 (D.D.C. Nov. 17, 2005) (text
order). The parties here agreed that Amgen’s claims “raise[] legal questions that may
be properly resolved ... without the need for discovery or trial.” Joint Mot. 2, Amgen
Inc. v. Mizner, No. 1:24-cv-810 (D. Colo. May 16, 2024), ECF 18. And while the
magistrate judge ordered discovery—which is now complete—on irreparable harm,
he too recognized that “the ultimate resolution of this case is going to be a pure legal
question.” ECF 44 at 25. Where state law is preempted and “the only material issue

» &«

of fact concern|s] irreparable injury,” “consolidation of the preliminary injunction
application with a trial on the merits ... is appropriate.” Bioganic Safety Brands, Inc.

v. Ament, 174 F. Supp. 2d 1168, 1171-72 (D. Colo. 2001).

CONCLUSION

The Court should grant Amgen’s motion.
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard ‘ M s
Baltimore, Maryland 21244-1850

CENTER FOR MEDICARE

DATE: June 30, 2023

TO: Interested Parties

FROM: Meena Seshamani, M.D., Ph.D., CMS Deputy Administrator and Director of the

Center for Medicare

SUBJECT:  Medicare Drug Price Negotiation Program: Revised Guidance, Implementation of Sections
1191 — 1198 of the Social Security Act for Initial Price Applicability Year 2026

This memorandum provides interested parties with the revised Medicare Drug Price Negotiation
Program guidance for initial price applicability year 2026. It includes four sections:

A. An introduction, which begins on page 1.

B. A summary of changes and clarifications to the initial memorandum released on March
15, 2023, which begins on page 2.

C. A summary of the public comments received in response to the initial memorandum, and
the Centers for Medicare & Medicaid Services’ (CMS’) responses, which begins on page
8.

D. Revised guidance that establishes final policies on the topics discussed for initial price
applicability year 2026, which begins on page 92 and for which a table of contents
appears on page 94.

CMS may supplement this guidance with further program instruction to explain how these
policies will be implemented during initial price applicability year 2026 (e.g., technical
instructions for data submissions).

A. Introduction

Sections 11001(c) and 11002(c) of the Inflation Reduction Act (IRA) direct the Secretary to
implement the Medicare Drug Price Negotiation Program (hereafter the “Negotiation Program™)
for 2026, 2027, and 2028 by program instruction or other forms of program guidance. In
accordance with the law, on March 15, 2023, CMS issued an initial memorandum for
implementation of the Negotiation Program for initial price applicability year 2026. CMS also
voluntarily solicited comments on a number of key aspects of the initial memorandum. The 30-
day comment period for the initial memorandum began March 15, 2023 and concluded April 14,
2023. CMS received more than 7,500 comment letters in response to the initial memorandum,
representing a wide range of views from academic experts and thought leaders, consumer and
patient organizations, data vendors/software technology entities, health plans, health care
providers, health systems, individuals, labor unions, pharmaceutical and biotechnology
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Appendix C: Definitions for Purposes of Collecting Manufacturer-Specific Data

For the purposes of describing the data at sections 1194(e)(1), 1194(e)(2), and 1193(a)(4)(A) of
the Act to be collected for use in the Negotiation Program, as described in sections 40.2, 50.1,
and 50.2 of this revised guidance and the Negotiation Data Elements Information Collection
Request (ICR), CMS adopts the following definitions and standards.

General

e  When calculating monetary values, assume at most an 8.1 percent annual cost of capital
for purposes of applying an adjustment. If a Primary Manufacturer uses a cost of capital
below 8.1 percent, that amount should be used.

Non-FAMP

e Non-FAMP: Section 1194(c)(6) of the Act defines “average non-Federal average
manufacturer price” as the average of the non-FAMP (as defined in section 8126(h)(5) of
title 38 of the U.S. Code) for the four calendar quarters of the year involved.?! For initial
price applicability year 2026, these are the quarters of 2021. When there are less than
30 days of commercial sales data for all NDC-11s of the selected drug in calendar year
2021, the applicable year will be the first full calendar year following market entry of
such drug. When there are at least 30 days of commercial sales data but less than a
calendar quarter of data to calculate the non-FAMP in calendar year 2021 (or the first full
year following market entry of such drug, when applicable) for a given NDC-11 of such
drug, the non-FAMP reported by the manufacturer to CMS should reflect the temporary
non-FAMP predicated upon the first 30 days of commercial sales data. The temporary
non-FAMP should be calculated following the same methodology used to calculate the
temporary non-FAMP amount used to determine the Temporary Federal Ceiling Price, as
described in the Department of Veterans Affairs (VA) 2023 Updated Guidance for
Calculation of Federal Ceiling Prices (FCPs) for New Drugs subject to Public Law
102-585. Any restatements of the non-FAMP made in any manufacturer non-FAMP
submissions to the VA must be reflected in the non-FAMP submitted to CMS.

e Non-FAMP unit: Non-FAMP unit is the package unit as described in 38 U.S.C. §
8126(h)(6).

e Non-FAMP dosage form unit: The non-FAMP dosage form unit is the dosage form of the
NDC that is reported in the “Dose form” field of the Excel workbook used by the Office
of Pharmacy Benefits Management Services at the VA to collect non-FAMP information.

Research and Development (R&D) Costs

R&D costs mean a combination of costs incurred by the Primary Manufacturer for all FDA-
approved indications of a drug falling into the five categories below, and excluding (a) prior
Federal financial support, (b) costs associated with applying for and receiving foreign approvals,

81 The term “non-Federal average manufacturer price” means, with respect to a covered drug and a period of time (as
determined by the Secretary), the weighted average price of a single form and dosage unit of the drug that is paid by
wholesalers in the United States to the manufacturer, taking into account any cash discounts or similar price
reductions during that period, but not taking into account— (A) any prices paid by the Federal Government; or

(B) any prices found by the Secretary to be merely nominal in amount. 38 U.S.C. § 8126(h)(5).
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and (c) costs associated with ongoing basic pre-clinical research, clinical trials, and pending
approvals:
1. R&D: Acquisition Costs
R&D: Basic Pre-Clinical Research Costs
R&D: Post-Investigational New Drug (IND) Application Costs
R&D: Abandoned and Failed Drug Costs
R&D: All Other R&D Direct Costs

ol

CMS is calculating recoupment of R&D costs using both the global and U.S. total lifetime net
revenue for the selected drug:

6. Recoupment: Global and U.S. Total Lifetime Net Revenue for the Selected Drug

The definitions and associated time periods for these terms are included below.
Definitions for 1. R&D: Acquisition Costs

e For the sole purpose of data collection under section 1194(e)(1)(A) of the Act, acquisition
costs are defined as costs associated with the Primary Manufacturer’s purchase from
another entity of the rights to hold previously approved or future NDA(s) / BLA(s) of the
selected drug.

Definitions for 2. R&D: Basic Pre-Clinical Research Costs

e Basic pre-clinical research costs are defined as all discovery and pre-clinical
developmental costs incurred by the Primary Manufacturer with respect to the selected
drug during the basic pre-clinical research period and are the sum of (1) direct research
expenses and (2) the appropriate proportion of indirect research expenses (defined
below).

e For each indication of the selected drug, the basic pre-clinical research period is defined
as the date of initial discovery or the date the Primary Manufacturer acquired the right to
hold the potential NDA(s) / BLA(s) or NDA(s) / BLA(s) of the selected drug (whichever
is later) to the day before the last IND application for that indication of the selected drug
went into effect.®? #° The basic pre-clinical research period may include both the initial
research on the discovery of the selected drug and basic pre-clinical research related to
new applications of the selected drug. If the length of the basic pre-clinical research
period for the selected drug cannot be calculated, use 52 months ending the day before
the first IND application went into effect. For example, if the selected drug had five IND
applications that went into effect, use the date of the first IND application that went into
effect as the end date for the 52-month period.%*

82 CMS acknowledges that the exact date of initial discovery might not be known, but manufacturers should use
their best estimate.

83 For the purposes of identifying the date the Primary Manufacturer acquired the right to hold the potential NDA(s)
/ BLA(s) or NDA(s) / BLA(s) of the selected drug, use the earliest date of acquisition for any NDA / BLA of the
selected drug.

8 CMS believes that 52 months represents a solid average across studies. For example, one study reported that the
pre-clinical phase takes 52 months on average. See_DiMasi, J, Hansen, R, Grabowski, H. The price of innovation:
new estimates of drug development costs. Journal of Health Economics, 2003, https://fds.duke.edu/db?attachment-
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e Direct basic pre-clinical research costs are costs that can be specifically attributed to the
discovery and pre-clinical development of the selected drug. Direct research expenses
could include personnel (compensation for investigators and staff) researching the
selected drug, materials for conducting basic pre-clinical research, and the costs of in
vivo and in vitro studies on the selected drug before an IND application went into effect.

e Indirect basic pre-clinical research costs and relevant general and administrative costs are
operating costs for basic pre-clinical research beyond the basic pre-clinical research costs
for the selected drug, including administrative personnel and overhead costs (expenses
for clinical facilities and equipment) that are shared across multiple potential drugs or
biologics. To calculate the proportion of indirect costs, the Primary Manufacturer must
use proportional allocation, whereby the same proportion of spending allocated for direct
research on the selected drug is used to estimate the proportional spending for indirect
research.> 8 For example, if the direct pre-clinical research costs spent on the selected
drug were approximately 10 percent of a Primary Manufacturer’s total direct basic pre-
clinical research costs, then indirect costs should be allocated proportionally, thus for the
selected drug they should be 10 percent of the total spending on indirect pre-clinical
research costs during that time period.

Definitions for 3. R&D: Post-Investigational New Drug (IND) Application Costs

e Post-IND costs are defined as all direct costs associated with dosing and preparing the
selected drug for clinical trials and the selected drug’s Phase I, Phase II, and Phase III
clinical trials for each FDA-approved indication. Post-IND costs also include all direct
costs associated with completed FDA-required, post-marketing trials that are conducted
after the FDA has approved a product. Post-IND costs exclude FDA-required,
post-marketing trials that were not completed.

e Direct post-IND costs are defined as Institutional Review Board (IRB) review and
amendment costs, user fees, patient recruitment, per-patient costs, research and data
collection costs, personnel, and facility costs that are directly related to conducting the
dosing and Phase I, Phase II, and Phase III clinical trials during the post-IND period.
Direct post-IND costs also include patient recruitment, per-patient costs, research and
data collection costs, personnel, and facility costs that are directly related to conducting
the completed FDA-required, post-marketing trial.

25--1301-view-168. Another study estimated that the pre-clinical phase can take 31 months on average. See DiMasi,
J, Grabowski, H, Hansen, R. Innovation in the pharmaceutical industry: New estimates of R&D costs, Journal of
Health Economics, 2016, as cited by the Congressional Budget Office (CBO) in Research and Development in the
Pharmaceutical Industry, April 2021, https://www.cbo.gov/publication/57126. Other estimates have found that the
pre-clinical phase ranges from three to six years. See PARMA, “Biopharmaceutical Research & Development: The
Process Behind New Medicines,” 2015, http://phrma-

docs.phrma.org/sites/default/files/pdf/rd brochure 022307.pdf.

85 Wouters OJ, McKee M, Luyten J. Estimated Research and Development Investment Needed to Bring a New
Medicine to Market, 2009-2018. JAMA. 2020;323(9):844-853. doi:10.1001/jama.2020.1166

8 Drummond MF, Sculpher MJ, Torrance GW, O’Brien BJ, Stoddart GL. Methods for the Economic Evaluation of
Health Care Programme. 3rd ed. Oxford, UK: Oxford University Press; 2005,
https://pure.york.ac.uk/portal/en/publications/methods-for-the-economic-evaluation-of-health-care-programme-

third-edition(e43124¢d-099a-4d56-97¢6-6524afaa37d1)/export.html.
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The post-IND period begins on the day the IND went into effect for the first

FDA-approved indication for the selected drug through the date when the last
FDA-required post-marketing trial was completed for the selected drug.

Definitions for 4. R&D: Abandoned and Failed Drug Costs

Failed or abandoned product costs include a sum of the portion of direct basic pre-
clinical research costs on drugs with the same active moiety / active ingredient or
mechanism of action as the selected drug that did not make it to clinical trials and a
portion of direct post-IND costs for drugs in the same therapeutic class as the selected
drug that did not achieve FDA approval.

Failed or abandoned product costs include a portion of direct basic pre-clinical research
costs on drugs with the same active moiety / active ingredient or mechanism of action as
the selected drug that did not make it to clinical trials.

o Direct research expenses are costs that can specifically be attributed to the
discovery and pre-clinical development of the drug.

o Direct research expenses include personnel (compensation for investigators and
staff) researching the drug, materials for conducting basic pre-clinical research,
and in vivo and in vitro studies on the drug.

Failed or abandoned product costs include a portion of direct post-IND costs for drugs in
the same therapeutic class as the selected drug that did not achieve FDA approval.

o Direct post-IND costs are costs that can specifically be attributed to the dosing
and clinical trials for the drug.

o Direct post-IND costs include IRB review and amendment costs, user fees, patient
recruitment, per-patient costs, research and data collection costs, personnel, and
facility costs that are directly related to conducting dosing and clinical trials for
the drug.

Definitions for 5. R&D: All Other R&D Direct Costs

All other R&D direct costs are any other allowable costs that do not align with R&D
definitions 1-4. For example, other R&D direct costs may include direct costs associated
with conducting FDA-required post-marketing trials that were not completed. No
additional definitions adopted.

Definitions for 6. Global and U.S. Total Lifetime Net Revenue for the Selected Drug

CMS will use both the Primary Manufacturer’s global and U.S. total lifetime net revenue for the
selected drug to determine the extent to which the Primary Manufacturer has recouped R&D
costs for the selected drug.

Definitions for 6a. Global, including U.S., Total Lifetime Net Revenue for the Selected Drug

Global, total lifetime net revenue for the selected drug is defined as the direct sales and
payments from all other entities, minus the discounts, chargebacks, rebates, cash
discounts, free goods contingent on a purchase agreement, up-front payments, coupons,
goods in kind, free or reduced-price services, grants, other price concessions or similar
benefits offered to any purchasers or any royalty payments or percentage payments in
purchase contracts.
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Global, total lifetime net revenue period is defined as the date the drug or biologic was
first sold anywhere globally through the date of the publication of the selected drug list
that includes the drug as a selected drug for an initial price applicability year.

If global, total lifetime net revenue for the selected drug is not available through the date
of the publication of the selected drug list that includes the drug as a selected drug for an
initial price applicability year, calculate net revenue through the most recent quarter for
which such data are available.

Definitions for 6b. U.S. Lifetime Net Revenue for the Selected Drug

U.S. lifetime net revenue for the selected drug is defined as the direct sales and payments
from U.S. entities, minus the discounts, chargebacks, rebates, cash discounts, free goods
contingent on a purchase agreement, up-front payments, coupons, goods in kind, free or
reduced-price services, grants, other price concessions or similar benefits offered to any
purchasers or any royalty payments or percentage payments in purchase contracts.

U.S. lifetime net revenue period is defined as the date the drug or biologic was first sold
in the U.S. through the date of the publication of the selected drug list that includes the
drug as a selected drug for an initial price applicability year.

If U.S. lifetime net revenue for the selected drug is not available through the date of the
publication of the selected drug list that includes the drug as a selected drug for an initial
price applicability year, calculate net revenue through the most recent quarter for which
such data are available.

Current Unit Costs of Production and Distribution

In accordance with section 1191(c)(6) of the Act, the term “unit” means, with respect to a
drug or biological product, the lowest identifiable amount (such as a capsule or tablet,
milligram of molecules, or grams) of the drug or biological product that is dispensed or
furnished.

Units must be reported in one of the three National Council for Prescription Drug
Programs (NCPDP) Billing Unit Standards (BUS)¥": each (EA), milliliter (ML), or gram
(GM). The unit reported must be specified for each of the NDC-11s of the selected drug.
Selections of EA, ML or GM must be made as follows:

o “EA” is used when the product is dispensed in discrete units. These products are
not measured by volume or weight. The Billing Unit of “EA” is also used to
address exceptions where “GM” and “ML” are not applicable. Examples of
products defined as “EA” include, but are not limited to:

= Tablets;
Capsules;
Suppositories;
Transdermal patches;
Non-filled syringes;
Tapes;
Devices/Digital Therapies;

87 See: https://standards.ncpdp.org/Billing-Unit-
Request.aspx#:~:text=Billing%20Unit%20Requests.grams%22%200r%20%22milliliters.%22.
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= Blister packs;

= Oral powder packets;

= Powder filled vials for injection;

»  Kits;® and

= Unit-of-use packages of products other than injectables with a quantity
less than one milliliter or gram should be billed as “one each,” for
example, ointment in packets of less than 1 gram or eye drops in
dropperettes that contain less than 1 ML.

o “ML” is used when a product is measured by its liquid volume. Examples of

products defined as “ML” include, but are not limited to:
= Liquid non-injectable products of 1 ML or greater;
* Liquid injectable products in vials/ampules/syringes;
» Reconstitutable non-injectable products at the final volume after
reconstitution except when they are in powder packets; and
* Inhalers (when labeled as milliliters on the product).
o “GM” is used when a product is measured by its weight. Examples of products
defined as “GM” include, but are not limited to:
" Creams (of 1 GM or greater);
* QOintments (of 1 GM or greater); and
* Inhalers (when labeled as GM on the product).®
e Costs of production are defined as all (direct and allocation of indirect) costs related to:

o Purchase of raw ingredients, including intermediates, active pharmaceutical
ingredients, excipients, and other bulk chemicals;

o Formulation and preparation of the finished drug product;

o Quality control and testing of the drug; and

o Operating costs for personnel, facilities, transportation, importation (if any), and
other expenses related to the preparation of the finished drug product for the
selected drug.

e (Costs of distribution are defined as all (direct and allocation of indirect) costs related to:

o Packaging and packaging materials;

o Labeling (e.g., the mechanical aspects of printing and affixing the approved
label);

o Shipping to any entity (e.g., distributor, wholesaler, retail or specialty pharmacy,
physician office or hospital, etc.) that acquires the drug from the Primary
Manufacturer or any Secondary Manufacturer; and

o Operating costs for facilities, transportation, and other expenses related to
packaging, labeling, and shipping to any entity that acquires the drug from the
Primary Manufacturer or any Secondary Manufacturer.

e Current unit costs of production and distribution of the selected drug are defined to
include:

88 Kits are defined as products that contain one of the following: (1) at least two distinct items with different billing
units; (2) one product packaged with medicated or unmedicated swabs, wipes and/or cotton swabs/balls; or (3)
meters packaged with test strips.

8 See: https:/standards.ncpdp.org/Standards/media/pdf/BUS_fact_sheet.pdf. Permission is hereby granted to any
organization to copy and distribute this material as long as this copyright statement is included, the contents are not
changed, and the copies are not sold.
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Units (and associated costs) marketed by the Primary Manufacturer and any
Secondary Manufacturer(s);

Average unit costs during the 12-month period ending May 31, 2023 (for selected
drugs for initial price applicability year);

Only units (and associated costs) produced and distributed for U.S. sales; costs
incurred outside of the U.S. are included, provided that they are incurred for the
production or distribution of units produced and distributed for use in the U.S.;
Only costs incurred by the Primary Manufacturer and any Secondary
Manufacturers; such costs may include payments to third parties (e.g.,
contractors) performing activities that qualify as production or distribution, as
specified above; and

Allocated shared operating and other indirect costs (such as capitalized production
facility costs, benefits, generalized and administrative costs, and overhead
expenses) specific to each NDC-11 based on unit volume.

e Current unit costs of production and distribution of the selected drug are defined not to
include:

o R&D costs; and
o Marketing costs.

e “Marketing costs” are defined as expenditures incurred in the introduction or delivery for
introduction into interstate commerce of a drug product, specifically including media
advertisements, direct-to-consumer promotional incentives including patient assistance
programs, promotion of the drug to health professionals, and other paid promotion.

Prior Federal Financial Support

For the purposes of describing prior federal financial support for novel therapeutic discovery and
development to be collected for use in the Negotiation Program with respect to the selected drug,
as described in section 1194(e)(1) of the Act and section 50.1 of this revised guidance, CMS
adopts the definitions described in this subsection.

e “Federal financial support for novel therapeutic discovery and development” refers to tax
credits, direct financial support, grants or contracts, and any other funds provided by the
federal government that support discovery, research, and/or development related to the
selected drug.

e “Prior Federal financial support” refers to Federal financial support for novel therapeutic
discovery and development (as defined above) issued during the time period from when
initial research began (as defined above in the R&D Costs subsection), or when the drug
was acquired by the Primary Manufacturer, whichever is later, to the day through the date
the most recent NDA / BLA was approved for the selected drug.

Patents, Exclusivities, and Approvals

e CMS considers relevant patents, both expired and unexpired, and relevant patent
applications to include:

All patents issued by the United States Patent and Trademark Office (USPTO), as
of September 1, 2023, both expired and unexpired, for which a claim of patent
infringement could reasonably be, or has been, asserted against a person or
manufacturer engaged in the unlicensed manufacture, use, or sale of the selected
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drug in any form or any person or manufacturer seeking FDA approval of a product
that references the selected drug.

= All patents related to the selected drug, both expired and unexpired, where the
Primary Manufacturer is not listed as the assignee/applicant (for example, for a joint
venture product or if any patents related to the selected drug are held by a federal
agency).

= All patent applications related to the selected drug that are pending issuance by the
USPTO.

= Patents and patent applications related to the selected drug include, but are not
limited to, any patents that are, have been, or may be listed for the selected drug in
the FDA Orange Book or Purple Book®’; utility patents that claim the drug product
(formulation or composition), drug substance (active ingredient), metabolites or
intermediaries of a selected drug, method(s) of using the drug, or method(s) of
manufacturing the drug; and design patents that, for example, claim a design on the
packaging of the selected drug.

e Exclusivity periods under the FD&C Act or the PHS Act refer to certain delays and
prohibitions on the approval of competitor drug products. An NDA or BLA holder is
eligible for exclusivity if statutory requirements are met. Exclusivities include:

o Orphan Drug Exclusivity (ODE);’!

o New Chemical Entity Exclusivity (NCE);”?

o Generating Antibiotic Incentives Now (GAIN) Exclusivity for Qualified
Infectious Disease Products (QIDP);?

o New Clinical Investigation Exclusivity (NCI);**

o Pediatric Exclusivity (PED);* and

o Reference Product Exclusivity for Biological Products.”®

e Active and pending FDA applications and approvals includes all applications for approval
under section 505(c) of the FD&C Act or sections 351(a) of the PHS Act, including those
not yet decided.

Market Data and Revenue and Sales Volume Data
e  Wholesale Acquisition Cost (WAC) unit price: The manufacturer’s list price for the drug
or biological product to wholesalers or direct purchasers in the United States, not
including prompt pay or other discounts, rebates or reductions in price, for the most
recent month for which the information is available, as reported in wholesale price guides
or other publications of drug or biological product pricing data (as defined in section
1847A(c)(6)(B) of the Act). The WAC unit price is reported at the NDC-11 level.

% FDA serves a ministerial role with regard to the listing of patent information in the Orange Book and Purple
Book.

91 Section 527 of the Federal Food, Drug and Cosmetic (FD&C) Act.

92 Section 505(c)(3)(E)(ii) and Section 505(j)(5)(F)(ii) of the FD&C Act.

93 Section 505E(a) of the FD&C Act.

%4 Section 505(c)(3)(E)(iii) & (iv) and Section 505()(5)(F)(iii) & (iv) of the FD&C Act.

9% Section 505A(b) & (¢) of the FD&C Act.

% Section 351(k)(7) of the PHS Act.
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e National Council of Prescription Drug Programs (NCPDP) Billing Unit Standards: The
three NCPDP Billing Unit Standards (BUS)"7 are: each (EA), milliliter (ML), and gram
(GM). For certain volume data of the selected drug, CMS is requesting units be reported
using the NCPDP BUS to facilitate comparison with the amounts in the quantity
dispensed field found in PDE data, which also uses the NCPDP BUS.

e Medicaid best price: The Medicaid best price is defined in 42 C.F.R. § 447.505(a). The
Medicaid best price is reported at the NDC-9 level.

e Average manufacturer price (AMP) unit: The unit type used by the manufacturer to
calculate AMP (42 C.F.R. § 447.504) and best price (42 C.F.R. § 447.505) for purposes
of the Medicaid Drug Rebate Program (MDRP): injectable anti-hemophilic factor,
capsule, suppository, gram, milliliter, tablet, transdermal patch, each, millicurie,
microcurie. Such units are reported by the manufacturer on a monthly basis at the NDC-9
level.

e Federal supply schedule (FSS) price: The price offered by the VA in its FSS program, by
delegated authority of the General Services Administration.”® The FSS price is reported
at the NDC-11 level.

e Big Four price: The Big Four price is described in 38 U.S.C. § 8126. The Big Four price
is reported at the NDC-11 level.

e U.S. commercial average net unit price: For the sole purpose of data collection under
section 1194(e)(1)(E) of the Act, the average net unit price of the selected drug for group
or individual commercial plans on- and off-Exchange, excluding Medicare fee-for-
service (Parts A and B), Medicare Advantage, Medicare Part D, Medicaid fee-for-service,
and Medicaid managed care. The average net unit price must be net of discounts,
chargebacks or rebates, cash discounts, free goods contingent on a purchase agreement,
up-front payments, coupons, goods in kind, free or reduced-price services, grants, or
other price concessions or similar benefits offered by the Primary Manufacturer and any
Secondary Manufacturer(s) to any purchasers. The U.S. commercial average net unit
price is reported at the NDC-11 level.

e U.S. commercial average net unit price— without patient assistance program: For the sole
purpose of data collection under section 1194(e)(1)(E) of the Act, the U.S. commercial
average net unit price net of manufacturer-run patient assistance programs that provide
financial assistance such as coupons and co-payment assistance or free drug products to
patients offered by the Primary Manufacturer and any Secondary Manufacturer(s). The
U.S. commercial average net unit price— without patient assistance program is reported at
the NDC-11 level.

e U.S. commercial average net unit price— best: For the sole purpose of data collection
under section 1194(e)(1)(E) of the Act, the lowest U.S. commercial average net unit price
offered by the Primary Manufacturer and any Secondary Manufacturer(s) to any
commercial payer in the U.S. The average net unit price must be net of discounts,
chargebacks or rebates, cash discounts, free goods contingent on a purchase agreement,
up-front payments, coupons, goods in kind, free or reduced-price services, grants, or
other price concessions or similar benefits offered by the Primary Manufacturer or any

97 See: https://standards.ncpdp.org/Billing-Unit-

Request.aspx#:~:text=Billing%20Unit%20Requests.grams%22%200r%20%22milliliters.%22.
98 See: https://www.fss.va.gov/index.asp.
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Secondary Manufacturer(s) to any purchasers. The U.S. commercial average net unit
price— best is reported at the NDC-11 level.

Evidence About Alternative Treatments

Therapeutic Alternative: A therapeutic alternative must be a pharmaceutical product that
is clinically comparable to the selected drug. CMS will consider different therapeutic
alternatives for each indication, as applicable. Therapeutic alternatives may be a brand
name drug or biological product, generic drug, or biosimilar and may be on-label or off-
label to treat a given indication. CMS will begin by identifying therapeutic alternatives
within the same drug class as the selected drug based on properties such as chemical
class, therapeutic class, or mechanism of action before considering therapeutic
alternatives in other drug classes. In cases where there are many potential therapeutic
alternatives for a given indication of the selected drug, CMS may focus on the subset of
therapeutic alternatives that are most clinically comparable to the selected drug.
Outcomes: Outcomes may be clinical or related to the functioning, symptoms, quality of
life, or other aspects of a patient’s life. Outcomes such as cure, survival, progression-free
survival, or improved morbidity could be considered when comparing the selected drug
to its therapeutic alternative(s). Outcomes such as changes in symptoms or other factors
that are of importance to patients, and patient-reported outcomes will also be identified
and considered in determining clinical benefit, if available. Additional outcomes such as
changes to productivity, independence, and quality of life will also be considered,
including patient-centered outcomes when available, to the extent that these outcomes
correspond with a direct impact on individuals taking the drug. The caregiver perspective
will be considered when there is a direct impact on the individuals taking the selected
drug or therapeutic alternative.

Patient-centered outcome: An outcome that is important to patients’ survival, functioning,
or feelings as identified or affirmed by patients themselves, or judged to be in patients’
best interest by providers and/or caregivers when patients cannot report for themselves.”’
Specific populations: Specific populations include individuals with disabilities, the
elderly, individuals who are terminally ill, children, and other patient populations among
Medicare beneficiaries including those that may experience disparities in access to care,
health outcomes, or other factors when taking the selected drug that impact health equity.
Health equity: The attainment of the highest level of health for all people, where
everyone has a fair and just opportunity to attain their optimal health regardless of race,
ethnicity, disability, sexual orientation, gender identity, socioeconomic status, geography,
preferred language, or other factors that affect access to care and health outcomes. '
Unmet medical need: A drug or biological product may be considered to meet an unmet
medical need if the drug or biological product treats a disease or condition in cases where
no other treatment options exist or existing treatments do not adequately address the

9 Source: ISPOR Plenary, Patrick (2013) via FDA’s “Patient-Focused Drug Development: Collecting
Comprehensive and Representative Input — Guidance for Industry, Food and Drug Administration Staff, and Other
Stakeholders” (June 2020). See: https://www.fda.gov/media/139088/download.

100 See: https://www.cms.gov/pillar/health-equity.
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disease or condition.'?! Unmet medical need is determined at the time of submission of
this information.

101 CMS will consider the nonbinding recommendations in the FDA “Guidance for Industry Expedited Programs for
Serious Conditions — Drugs and Biologics” (May 2014) when considering if a drug addresses an unmet medical
need for the purpose of the Negotiation Program.
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Prescription Drug Affordability Board DRAFT Meeting Minutes
Friday, August 4, 2023; 10 am - 2 pm - Virtual Meeting
Meeting Recording

Meeting Attendance

Board Members Board Staff
Dr. Gail Mizner Lila Cummings
Dr. Sami Diab Kate Davidson
Dr. Justin VandenBerg Callie Shelton
Dr. Amy Gutierrez Moroj Salih
Ms. Cathy Harshbarger Abby Chestnut
Sara Stultz

Absent
N/A
Agenda

e Call to Order, Roll Call, Member Updates, Minutes Approval

e Public Comment

e Director Update & Board Business

e Break

e Board Business

Call to Order and Roll Calli

Gail Mizner called the meeting to order at 10:01 am and all Board members were present.
Board staff disclosed meetings with the Cystic Fibrosis Foundation, Vertex, Novartis, and a
coalition of consumer advocacy groups.

Approval of June 23 Meeting Minutes

Amy Gutierrez proposed an addition to the minutes to reflect the time she left the last meeting.
The Board voted unanimously to approve the minutes as discussed. Sami Diab moved and
Cathy Harshbarger seconded to approve the June 23 meeting minutes. The Board voted
unanimously to approve the minutes.

DECISION: June 23 meeting minutes approved at 10:05 am.

Public Comment

e Bridget Federico, consumer

e Katelin Lucarello, PhRMA

e Brian Warren, Bio

e Michiel Peters, Global Coalition on Aging

e Hope Stonner, CCHI c 1:2

e Amy Goodman, CBSA :‘15345'25'

e Kat Gruschow, on behalf of Claudia Curry Hill, a Coloradan living with MS DDD-STV
EXHIBIT

58

PDAB_001587
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Elyse Blazevich, CO BioScience Association
Sabrina Walker, CF advocate

Patrick Sosnay, Vertex

Bethany Pray, CCLP

Board members requested to hear all public comments at the beginning of the meeting and omit
the second public comment period.

Lindsey Viscarra, National Organization for Rare Disorders
Kelly Keena, cystic fibrosis advocate

Siri Vaeth, Cystic Fibrosis Research Institute
Michael Eging, Rare Access Action Project

Stacie Abbott, Incyte

Joni Inman, CO Womens’ Alliance,

Amber Strickler, cystic fibrosis advocate

Wyatt Cunningham, student

Kelly Wiberg, parent of cystic fibrosis adult

Brian Callanan, Cystic Fibrosis Lifestyle Foundation
Nina Anderson, small business owner.

Toni Mulroy, family of adult cystic fibrosis patient
Scott Sagel, Children’s National Colorado

Laura Bonnell, cystic fibrosis advocate

Public comment concluded at 11:03 am.
Director Updates & Board Business

Sami Diab disclosed conflicts with the following manufacturers due to clinical research activities,
speaker/consulting fees, travel/food/beverage/lodging/educational activities:

Abbvie US, LLC

Alexion Pharmaceuticals
BMS Primary Care

Eli Lilly & Co

Pharmacyclics

Amgen Inc

AstraZeneca Pharmaceuticals
Celgene Corporation

Clovis Oncology

Daiichi Sankyo

Eisai

Genentech USA, Inc.

Gilead Science

Lexicon Pharmaceutical

Lilly USA

Novartis Pharmaceuticals Corporation
Pfizer Inc

PDAB_001588
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e Puma Biotechnology, Inc.
e Seagen Inc
e Takeda

Board staff presented PDAAC selection recommendations to the Board, including general
principles and specific drugs. Board staff then recommended the Board select 3-5 prescription
drugs by utilizing the dashboard and secure spreadsheets to narrow the focus and use
additional selection research as contextual or tie-breaking factors.

Staff presented additional research requested by the Board regarding:

e Therapeutic class, equivalents, and indications,
e Patient out-of-pocket cost, and
e Payer mix.

The Board took a brief break from 12:03 - 12:08.
Board Deliberates Whether to Select Specific Drugs
The Board sorted the list of eligible drugs according to the following criteria:

Sorted patient count from highest to lowest,

Only included drugs without therapeutic equivalents,
Excluded drugs with biosimilars,

Excluded biosimilars, and

Removed deprioritized drugs.

The Board selected the top 5 drugs appearing on the list after these filters were applied.
After Board discussion, a break was called from 12:36 - 12:56 pm.

Board Votes to Adopt Resolutions Selecting Specific Drugs

Resolution 1: Enbrel

Amy Gutierrez moved, Justin VandenBerg seconded. Sami Diab recused. The remaining four
Board members voted to approve the resolution.

DECISION: Resolution 1: Enbrel approved at 1:00 pm.

Resolution 2: Genvoya

Cathy Harshbarger moved, Amy Gutierrez seconded. Sami Diab recused. The remaining four
Board members voted to approve the resolution.

DECISION: Resolution 2: Genvoya approved at 1:01 pm.

Resolution 3: Cosentyx

Amy Gutierrez moved, Justin VandenBerg seconded. Sami Diab recused. The remaining four
Board members voted to approve the resolution.

DECISION: Resolution 3: Cosentyx approved at 1:03 pm.

Resolution 4: Stelara

PDAB_001589
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Justin VandenBerg moved, Amy Gutierrez seconded, and the Board voted unanimously to
approve the resolution.

DECISION: Resolution 4: Stelara approved at 1:05 pm.

Resolution 5: Trikafta

Cathy Harshbarger moved, Amy Gutierrez seconded, Sami Diab voted nay, all other Board
members voted to adopt the resolution.

DECISION: Resolution 5: Trikafta approved at 1:08 pm.
PDAAC Member Appointment
One application was received for the open PDAAC seat representing wholesalers.

Amy Gutierrez moved, Justin VandenBerg seconded, and the Board voted unanimously to
appoint Leah Lindahl to the Advisory Council.

DECISION: Leah Lindahl was appointed to the PDAAC at 1:11 pm.

The second public comment period was omitted due to extended public comment at the
beginning of the meeting.

Chair Mizner adjourned the meeting at 1:14 pm.
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Background

The Prescription Drug Affardability board (PDAB or the board) was established in the Department of
Consumer and Business Services (DCBS) and is committed to protecting residents of Oregon, state and
local governments, commercial health plans, health care providers, pharmacies licensed in Oregon, and
other constituent groups within the Oregon health care system from the high costs of prescription
drugs. The board was established by the legislature in 2021 under S&nate Bill (SB) 844, later codified in
Oregon Revised Statute (ORS) 646A.693.1 The board provides p eécommendations and reports to
the Oregon Legislature. These materials include a reportiss December with legislative policy
iﬁ%in the state's healthcare system.

ffordability reviews totidentify nine drugs and at
least one Insulln product that it determines may create. affordability challeng S health care systems
or through high out-of-pocket costs incurred by Oreg\oq . Or rﬁ}‘ﬂg\dminisi:ratl\ng
criteria to be used in conducting affordability reviews o ' il
Through the authority granted under $
payment [imits (UPLs) on drugs soldin t
under ORS 646A.694.%*

In December 2023, the
Division of Financial ReE
prescription drug const
these services, Myers a
identified and.ap

‘ P£0-44000-00028053) to provide
lated to the board's SB 192 obligations. As part of

manufact‘ufew" :rpﬁ“armacy benefit managers, and patient
meeting, MVérs and Stauffer compiled a summary document
‘ﬁy_icritical discussions, recommendations, or strategies that
stituent group i}gagemenj;fmeetings. The board also contracted with Horvath Health
fisultant services  Their work is referenced throughout this report and included in

Policy to provid
the appendices.

More information on the Bgai
website (https://dfr.oregon.

ission, meetings, decisions and reports may be found on the PDAB

/pdab/Pages/index.aspx).

Oregon PDAB’s Prior Work

The Oregon Legislature created the board in 2021 due to concerns about rising prescription drug costs
and their negative effect on patients and the health system in the state. The board met for the first time
on June 23, 2022 and convened eight times in 2022, 12 times in 2023, and is set to meet 11 times in

15.B. 844, 81%' Leg. Assemb., Reg. Sess. (Or. 2021)
https://olis.oregonlegislature.gov/liz/2021R1/Downloads/MeasureDocument/SB344.

Z OR. ADMIN. R. 925.200.0010 — 925.200.0020 https://dfr.oregon.gov/pdab/Documents/PDAB-1-2023-affordability-
review-rule.pdf.

3 Oregon Prescription Drug Affordability Board website. Frequently Asked Questions.
https://dfr.oregon.gov/pdab/Pages/pdab-fags.aspy, accessed 4/2/2024.

4 Senate Bill 192 (2023)
https://olis.oregonlegislature.gov/liz/2023R1/Downloads/MeasureDocument/SB192/Enrolled, accessed 4/2/2024.

4
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2024, Board members started Immediately working on the road map provided in its founding legislation.
An early task was to study the entire prescription drug distribution and payment system and the generic
drug market. The board presented its first report to the Legislature in December 2022, which contained
recommendations for the Oregon Legislature including: (1) implementing a UPL; (2) promoting
transparency in supply chain rebate; (3) expanding reporting requirements for patient assistance
programs {PAPs); and (4) expanding reporting tc more insurers fi Drug Price Transparency (DPT)
Program.® These recommendations were later proposed as parf of 58 404 in the 2023 legislative session.
In June 2023, the board presented its second annual geneti rt to the Legislature that

535 and/or decouple from inflation index; (2) Cha
requwements for biological products and biosimil

r afd attending board meetings and hearings. [n
_szRules for Rulemaking and Public Records

pending in the United States has varied in recent decades.
According to the most re | health expenditures (NHE) accounts compiled by the Centers for
Medicare & Medicaid Servi S), the United States spent $405.9 billion on prescription drugs in
2022—approximately 9.02 percent of total health consumption expenditures.® Of this figure, $43.8
billion was attributed to Medicaid—approximately five percent of total Medicaid expenditures.’
Additionally, 32 percent of prescription drug spending, or $378 billion, is attributed to Medicare, and 42

5 DR PRESCRIPTION DRUG AFFORDABILITY BOARD, 2022 REPORT FOR THE OREGON LEGISLATURE (Dec. 19, 2022}
https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Report_2022.pdf,

§ CMS.cov, NHE FACT SHEET (2024) https://www.cms.gov/data-research/statistics-trends-and-reports/national-
health-expenditure-data/nhe-fact-
sheetft:~:text=Historical%20NHES2C%202020%3A,20%20percent%200f%20total %20NHE.

7 Elizabeth Williams, et al., Recent Trends in Medicaid Outpatient Prescription Drug Utilization and Spending, KFF
(2023) https://www.kff.org/medicaid/issue-brief/recent-trends-in-medicald-outpatient-prescription-drug-
utilization-and-spending/#:~:text=Spending%20Trends,-
Net%ZOspend|ng/ﬁzo(spendlng&text—Gross%ZOMedlcald%ZOspeﬂd ing%20(spending%20before, gross%20spending
%20is%20drug¥20rebates,
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percent is attributed to private health insurance.® By 2028, overall prescription drug spending is
projected to increase to $560.3 billion, and Medicaid spending on prescription drugs is projected to
increase to $57.6 billion.? Importantly, this data does not include drugs administered in clinics or
hospitals such as gene therapies, which are generally very expensive.

Opacity surrounding drug pricing and reimbursement practices oba¢iit#s understanding and
accountability for the cost of drugs. This lack of transparency u ores a pressing need for
comprehensive reforms to ensure affordability, fairness, an, ricy within the pharmaceutical

spending while increasing pricing transparency, includit i . : %ﬂ\Bs to review the
; mtrol state spending.

discussion focuses on the deli i ti 1 spec:IflcalIy those drugs
delivered through retail, | falty bl 5] ininistered on an outpatient

basis through a clinic ice. jer complex with the addition of the
purchasing streams fi

to drugq holesalers, and in some cases, directly to retail pharmacy
y pharmacies, hospital chains, physician offices, and some health

and sell themtoa va of customers, including pharmacies (retail, mail-order, and specialty),
hospitals, and long-term care and other medical facilities (e.g., community clinics, physician

8 Juliette Cubanski, et al., What to Know about Medicare Spending and Financing, KFF (2023)
hitps://www.kff.org/medicare/issue-brief/what-to-know-about-medicare-spending-and-
financing/#:~:text=Medicare%20plays%20a%20major%20role,drug%20sales%20({Figure%201). Juliette Cubanski et
al., How does Prescription Drug Spending and Use Compare Across Large Employer Plans, Medicare Part D, and
Medicaid ?, KFF (2023) https://www.kff. org/medicare/issue-brief/how-does-prescription-drug-spending-and-use-
compare-across-large-employer-plans-medicare-part-d-and-
medicaid/#;~itext=Among%20all%20payers%2C%20private%20health, of%ZOtotal%zoretali%ZOdrug%ZOspendmg
°1d.

18 The Health Strategies Consultancy LLC, Folfowing the Pill: Understanding the U.S. Commercial Pharmaceutical
Supply Chain, The Kaiser Family Foundation, Mar. 2005, https://tinyurl.com/2p9a38p6.

6
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offices, and diagnostic labs).** They also resell to smaller, regional distributors for regional or

local distribution to retail pharmacies and hospitals.®
s Pharmacy Benefit Managers (PBMs). PBMs manage prescription drug benefits on behalf of
health plans and payers. PBMs design and maintain drug fo |aries to encourage patients and
prescribers to use certain drugs in exchange for post-utjlization price concessions. Price
concessions from manufacturers are paid to PBMs vi tes, a share of which are passed back
r other benefits for insured
his is starting to change with

PBMs also serve as gatekeepers to patient ac
policies such as prior authorization.
e Payers. Payers are health insut:
coverage to individuals. Payers
commercial insurers selling health:
programs such as Medicare, Medicait
plans.**
Pharmacies. B}

overnment programs that offer drug

health plans to their employees,
ividuals, and government

vetnment employee benefit

an adequate stock of drug products,
‘ and effective use of prescription drugs, and
r consumiersparticipating in health plans.’® Pharmacies are
| -integrate\‘ caorporations that include PBMs, insurers, and

ake physical possession of drug products.” These purchasing
e confused with PBM-owned entities that are also called GPOs; PBM-

and services. GPOs
organizations shou

14,

12 National Academy for State Health Policy, A Glossary of Alf Terms Pharma, June 15, 2018, https://nashp.org/fa-
glossary-of-all-terms-pharma/.

B Pharmacy Benefit Managers and Their Role in Drug Spending, The Commonwealth Fund, (Apr. 22, 2019),
https://tinyurl.com/uvdfeynf,

14 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Stpply Chains, Rand Corporation, (2021),
https://www.rand.org/pubs/research_reports/RRA328-1.html.

5 The Health Strategies Consultancy LLC, Folfowing the Pifl: Understanding the U.5. Commercial Pharmaceutical
Supply Chain, KFF, (Mar. 2005), https://tinyurl.com/2p29a38p6.

6 The Evolution of Group Purchasing Organizations, Drug Topics, {Oct. 10, 2016},
https://www.drugtopics.com/view/evolution-group-purchasing-organizations.

7 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation, (2021},
hitps://www.rand.org/pubs/research_reports/RRA328-1.html.

7
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based GPOs function as rebate aggregators and engage directly with manufacturers to negotiate
rebate and other contracts.®

¢ Pharmacy Services Administrative Organizations (PSAOSs). PSAOs represent and provide
services for independent or small chain pharmacies. Services;gffered can include negotiating
and entering into PBM contracts on the pharmacy's beh ding the pharmacies with
communications and information regarding contractu egulatory requirements, and
providing general, claitm-specific assistance by me desk or dedicated staff person.’®
PSAQs are often owned by wholesalers or PBM

¢ Patients. Patients, may also be referred to
access to prescription medications and fing

esign, and most
drug plan.

PBMs, although there
wholesalers to smallef:

are paid t d phi Siddrug o le of drugs on the formulary or preferred
and periodic payments are based on the

ments is similar, although it lacks the influence of rebates paid by

! facturers noted during the focus group sessions that rebates on
vings of approximately 50 percent on branded products and may be as
ated products.

branded products provide ¢
much as 80 percent on highly

18 5. Federal Trade Commission Office of Policy Planning, Pharmacy Benefit Managers: The Powerful Middiemen
Inflating Drug Costs and Squeezing Main Street Pharmacies, (July 2024,
https:/fwww.ftc.gov/system/files/ftc_gov/pdf/pharmacy-benefit-managers-staff-report.pdf.

% .8, Gov't Accountability Office, Prescription Drugs the Number, Role, and Ownership of Pharmacy Services
Administrative Organizations, Government Accountability Office, (Jan. 2013), https:/fwww.gao.gov/assets/gao-13-
176.pdf.

20 National Academy for State Health Policy, A Glossary of All Terms Pharma, June 15, 2018, https://nashp.org/fa-
glossary-of-all-terms-pharma/.

2 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation, (2021},
https://www.rand.org/pubs/research_reports/RRA328-Lhtml.

22,5, Senate Committee on Finance, Minority Staff, A Tangled Web: An Examination of the Drug Supply and
Payment Chains (June, 2018}, https://fwww.finance.senate.gov/imo/media/doc/A%20Tangled%20Web.pdf.

8
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Figure 1: Typical Supply Chain for Brand-Name Drugs Dispensed Through Retail Pharmacies®
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23 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation, (2021),

https://www.rand.orgfpubs/research_reports/RRA328-1.htmi.

4 Jason Shafrin, White vs. Brown vs. Clear Bagging, Healthcare Economist {April 25, 2023),

hitps:/fwww.healthcare-economist.com/2023/04/25 /white-vs-brown-vs-clear-bagging/.
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Figure 2: Typical Supply Chaln for Drugs Dispensed in Outpatient Facllity Settings®
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PDAB Landscape :
As described above, st in ﬁ?attempt to control costs and

JABs, PDABs are government

gard g the cost of drugs, specifically high-cost
roups directly, from state agencies, or from outside services

Four states, in aé i
reviews, but unlike
mechanism to contain escal prescrlptlon drug costs and ensure affordablllty for patients and payers
alike.

3 |d.

26 CO, WA, MN have statewide prescription drug UPL setting authority; MD has UPL setting authority for just state
and local governments; ME and NH have unspecified cost control authority for state agencies and programs; OH,
NJ only have study authority; and NY and MA have Medicaid pharmacy budget growth caps and remediation
authority. OR has authority to assess affordability of certain drugs but no UPL setting authority.

7 Additionally, thirteen states have proposed legislation to create PDABs: Arizona, Connecticut, lowa, Kentucky,
Michigan, Nebraska, Pennsylvania, South Carolina, Vermont, Virginia, West Virginia, and Wisconsin. :

10
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In addition to the states with UPL-setting authority, six states have implemented various drug
affordability review initiatives, signaling a growing trend in addressing pharmaceutical pricing and
accessihility at the state level.?®

UPL States
Maryland, Minnesota, Washington, and Colorado have end
UPLs for certain prescription drugs. While none of thesé itati
describe factors these states may consider, or havg
so. No state’s law limits what factors to consider a(g:
the approach to setting a UPL. The boards in thrae’
required to consider similar factors, such as:

* The cost of administering the%
s The cost of delivering the presc
»  Whether the drug isincluded on tt
» Any other relevant.admini

Additional details for

Maryland

writing, the Bg i ifiet eseription drugs that may be eligible for a UPL, and it voted to
' ‘drugs.® The Board will then undertake a cost review to

At the meeting held on Séptem
process to set UPLs. Per theig plan, methodologies for calculating a UPL may include cost effective
analysis; therapeutic class reference; indexed launch price; same molecule reference (i.e., set UPL based
on costs of other products with the same active ingredients with the same indication of use);

28 NASHP, DRUGS TAKE DIVERSE APPROACHES TO DRUG AFFORDABILITY BOARDS {2021) https://nashp.org/states-take-diverse-
approaches-to-drug-affordability-boards/. In addition to the states with UPL-setting authority, six states have
implemented drug affordability initiatives through a variety of alternative methods. While these states are not
authorized to establish UPL methodology, they are authorized to explore and implement other cost-saving
measures for prescription drugs. In Ohio, the Board is required to issue a report making recommendations on a
number of areas, such as how the state can achieve cost transparency and new payment models. In New
Hampshire, the Board must establish drug spending targets and recommend strategies for public purchasers to
lower costs to meet those targets. In Massachusetts and in New York, the Medicaid programs are authorized to
negotiate supplemental rebates with manufacturers. In Maine, the board is authorized to determine and set
spending target recommendations. Lastly, in New fersey, the Board is authorized to identify drugs that present
affordability challenges and make legislative or regulatory recommendations that would advance the state’s goal
of more affordable and accessible prescription drugs.

2 Md, Laws § 21 — 2C — 13 (2024); H.B. 279, Gen. Assemb., Reg. Sess. {Md. 2023},

g, .

31 MARYLAND PRESCRIPTION DRUG AFFORDABILITY BoARD, CosT REVIEW STUDY PROCESS (2024},

11
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international reference; budget impact-based; or a blend of multiple methodologies. The draft action
plan also notes additional factors to be considered when setting a UPL including any information
gathered during the cost review study process or the policy review process; utilization in government-
sponsored health plans; the amount of direct government purchases; net prices for government-
sponsored health plans; total out-of-packet costs for government-sponsored health plans; current
coverage status of the drug in government-sponsored health plans; the number of prescriptions paid
through the State Medicaid program; the number of patients for the drug helped through the State
Medicaid program; the total amount paid for the drug through the State Medicaid program; any budget
impact analysis; comparisons of health system costs to research levelop cost; life cycle revenue
analysis; and any information that can be derived from the m: ion, aggregation, calculation, and
comparison of any available information. The Board will v fier to adopt the plan at its next
meeting.® '

Colorado .
Per statute, the Colorado PDAB may establish up t
until 2025, at which point they may establish unlimited;
the Board must consider the impact to.gider adults and p

pact to clder adults.
Joard may consider the therapeutic
nditions or diseases the drug may
insurance coverage type for individuals utilizing
rmation submitted by individuals with lived

Similarly, when asses
classification of the d

pply chain entities. If a drug is on the FDA drug shortage list, the
?timated shortage duration; shortage reason; therapeutic

The Board may set a UPL for any drug for which the Board has performed an affordability review.

To determine whether a drug is unaffordable, the Board must consider the availability of therapeutic
alternatives; the effect of price on consumer access; the relative financial effects on health, medical, or
social services costs; patient copayment or other cost sharing of the drug; the impact on 340B safety net
providers if the prescription drug is available through section 340B; input from patients and caregivers
affected by the condition or disease that is treated by the prescription drug under review by the Board;
and whether the pricing of the prescription drug results in or has contributed to health inequities in

32 M ARYLAND. GOV, MARYLAND PRESCRIPTION DRUG AFFORDABILITY BOARD PLAN OF ACTION FOR | MPLEMENTING THE PROCESS FOR
SETTING UpPPER PAYMENT LimiTs (2024)
https://pdab.maryland.gov/Documents/comments/Draft3%200utline20UPL%20Action%20Plan.2024.08.02.1700,
pdf,

2 CoLo. Rev. STAT. §5 10-16-1406, 10-16-1407 (2024).

i2
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priority populations.®* After analyzing each of these factors, the Board issues an Affordability Review
Summary Report for the drug under review, which also states the Board’s determination of affordability.
As of the time of this writing, the Colorado PDAB has conducted affordability reviews for five drugs —
Trikafta, Enbrel, Genvoya, Stelara, and Cosentyx. The Board has declared Enbrel, Stelara, and Cosentyx
to be unaffordable and has voted to establish UPLs for each of the drugs.*

At its August meeting, the Board proposed draft revisions to its policies and procedures for conducting
affordability reviews. The revisions would expand the affordability asséssment to “consumers” broadly,
and not just to consumers of the drug under review. Further, sions would require the Board to
consider additional factors to determine whether a drugi vied unaffordable. The Board will vote on

whether to adopt the proposed revisions.

The Board is currently facing litigation challengin inati hritis drug, Enbrel, is

‘agamst Coiorado s PDAB; contesting the
undmg it. The com;;]amt filed by

¢ Violation of Supremacy Clause: T| €
Clause of the US Con tutlon baca

g
hinges on the allegat
commerce,

hat the statute's broad applicability encroaches upon interstate

As of the time of this writing, no significant developments in the litigation have occurred.

3 Colo. Rev. STAT. §§ 10-16-1406(4)(a)-{j).

35 CO PRESCRIPTION DRUG AFFORDABILITY BOARD, 2023 AFFORDABILITY REVIEW SUMMARY REPORT: ENBREL {2023). CO
Prescription Drug Affordability Board, Affordability Review Summary Report: Stelara {2024). CO Prescription Drug
Affordability Board, Affordability Review Summary Report: Cosentyx (2024).

36 Complaint, Amgen Inc. et al., v. Colo. Prescription Drug Affordability Board, No. 1:24-cv-00810 (D. Colo. March
22, 2024).

13
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Washington
Per statute, the Washington PDAB has the authority to set payment rates statewide, including for all
pavyers and all purchasers, for certain drugs. The methodology must not include QALY considering a
patient's age or severity of illness or disability to identify subpopulations for which a prescription drug
would be less cost-effective. For any drug that extends life, the board's analysis of cost-effectiveness
may not employ a measure or metric which assigns a reduced value to the life extension provided by a
treatment based on a preexisting disability or chronic health condition of the individuals whom the
treatment would benefit. Finally, the UPL must apply to all purchases by any entity and reimbursement
far a claim by any carrier/health plan when dispensed or adminis the state by any means, the
UPL must be reassessed annually based on current economic {Z However, carrier may disregard
UPL and provide coverage if it Is determined the drug shou yared based on medical necessity.
The board is authorized to conduct up to 24 affordabili ear and to set UPLs for up to 12
drugs per year, no earlier than lanuary 1, 2027. '

Minnesota,
Per statute, the Minnesota PDAB has the authority to
certain drugs provided its methodology j t
' sted States according to one or more
pricing files (e.g., Medi-Span or FirstData ,rmlned by the Board) the range at
which pharmacies are reimbursed in Can g
information for the drug.??

cost-per QALY or similar

e
y treatment that extends life, if
the value of all additional

The board chair, vice chair? sultants met with representatives from hospitals, pharmacies,
insurance companies, manufacttirers, pharmacy benefit managers, advocacy groups, patients and
consumers. The board also hosted question and answer sessions with constituents during the July 24
board meeting.® In addition to the consumer and constituent group outreach, the board also offered
three additional mechanisms for public engagement. Constituents wishing to provide oral comments or
testimony at any scheduled PDAB meeting by submitting a public comment form no later than 24 hours
before the PDAB meeting. Written comments could be submitted via a public comment form no less

%7 publicly available Canadian prescription pricefcost data comes from provincial public prescription coverage for
people without drug coverage. The provinces post their drug by drug pharmacy reimbursement rates.

32 MINN. COMMERCE DEP'T., MINNESOTA’S PRESCRIPTION DRUG AFFORDARILITY BOARD (2024),

3 Upper payment limit study. https://dfr.oregon.gov/pdab/Pages/upper-payment-limit-study.aspx.
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than 72 hours before a PDAB meeting. The same mechanisms could be used to submit oral or written
comments specific to drugs under review by the board.*°

Consumer Engagement

As previously described, the board contracted with Lou Savage, a past DCBS director of the Department
of Consumer and Business Services and former Oregon insurance commissioner, to conduct in-person
and online community forums across Oregon to discuss the high cost of prescription drugs and its effect
on Oregonians' lives, health, and budgets. The board held events in five cities, along with two online
meetings in April and May. About 156 people attended the sessions.held in Portland, Lincoln City,
Woodburn, Medford, Bend, and online through Zoom. For the ¢ ity forums, the board selected
locations around the state in venues that were centrally locatet éasily accessible to the public; the

five in-person meetings were supplemented with two virt The board also invited people to
take a survey about medication names and costs, along

completed the survey.

Consumers and advocates who shared their storit nges with the cost of

came through.

answer format moderated’ :board chair and which served as a follow up to the focus groups and
community ferums theboa d to collect feedback about upper payment limits. The board heard
from a consumer reprasentative and representativas from PBMs, insurance companies, manufacturers,
advocacy groups, pharmacies, and hospitals/FQHCs/providers. The consumer representative spoke to
the board about the personal impact of drug prices, while the remaining constituent groups were
queried about topics specific to their expertise. Topics included rebate pass through to consumers,
insurance benefit designs, the impact of a UPL on manufacturer pricing strategies, data and data
confidentiality, patient and provider protections, reimbursement impacts, and recommendations for
strategies to address drug affordability.

%0 public comment form, https://dfr.oregon.gov/pdab/Pages/public-comment.aspx.
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Constituent Group Engagement
As previously described, the board contracted with Myers and Stauffer to conduct constituent outreach
on the board’s behalf. The purpose of this outreach was to capture the perspectives of constituents
throughout the pharmaceutical supply chain regarding a UPL in general, rather than targeting
discussions around a particular model or approach. Seven constituent groups were identified for
targeted outreach: 340B Covered Entities (CEs), carriers, hospitals, patient advocacy groups,
pharmaceutical manufacturers, PBMs, and retail pharmacies. Myers and Stauffer then developed and
administered an informal survey and facilitated two, one-hour virtual focus group meetings per
constituent group, to identify perceptions regarding strengths, w sses, opportunities, and threats
associated with a UPL methodology. The surveys included a ser] estions and multiple response
questions, as well as free-text questions tao allow recipients more detailed infarmation on
approaches, recommendatians, or concerns, Focus group g re organized araund topics
including the impact of drug affordability impact of a 5, UPL methodsl ies, desired state of drug
affordability, and recommendations or other strategj

Observations
Responses to the surveys and engagem

at a UPL will negatively impact already thin
ductions in reimbursement to providers

ervices. Patient |mpact concerns centered on potential
t in response to a UPL, an unintended impact if manufacturers
sistance programs, and responses by PBMs or payers to shift
utilization into non-UPL degj; : '.:gh formulary design and benefit design changes that may lead to
placing UPL drugs.in a non ‘or higher copayment tier. System complexity was cited as a concern,
especially related to implemenitation, contracting and necessary system enhancements. Participants also
had questions around how the UPL was intended to be implemented for patients, payers, or providers
who live or conduct business in states outside of Oregon, especially bordering states, or for costly
therapies that may be administered at regional centers of excellence outside of Cregon.

manufacturer with
chose to reduce or

Recommendations

The most frequently cited recommendations are noted in Table 1. It should be noted that there are
additional recommendations that could be considered from the original Constituent Group Engagement
Repart presented to the board in August, 2024.%

41 Draft Constituent Group Engagement Report. https://dfr.oregon.gov/pdab/Documents/OR-PDAB-UPL-Report-
Draft-20240821.pdf.
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Focus UPLs on drug classes, rather than individual
drugs, especially those drugs without lower cost
alternatives and those representing Oregonians
highest percentage of spending
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Incorporate lessons learned from other state PDABs
into the board’s affordability reviews and UPL
planning processes

that savings pass-throughé,t
reduced premiums or rediiced drug'costs is

pharmacies, and a shared
specialty drugs)

Eliminate the use of rebates in the various levels of
the supply chain

Ensure that pharmacies are paid no less than the
UPL and separate the dispensing fee from the cost of
the drug; dispensing fees should be adequate to
cover the enhanced clinical services required for
specialty drugs and the cost of drugs and services in
pharmacies in general
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Plan for Establishing an Oregon-Specific UPL

The board has engaged in an extensive and intensive process, detailed here and in other public
documents, to assess the feasibility of establishing an upper payment limit in Oregon as a method for
improving drug affordability. Our discussions establish the complexity of the concept, the
implementation, and regulatory considerations such an approach would warrant. As has been noted in
public meetings, the establishment of a UPL would require flexibility of approach and adequate, likely
lengthy, time to develop and test models, assess impacts, and implement through the rulemaking
process {including public comment).

affordable through the
the board to identify nine drugs
affordability challenges for the

Prior to establishing UPLs, the board must first determine if a dry,
affordability review process. The board's enabling legislation ré
and at least one Insulln product under ORS 646A.694 that
healthcare system or high out-of-pocket costs for pati

ider setting a UPL on
»:may choose to

ions. Alternatwety, the board may determlne that a particular option
option for consideration. There is a consensus that no single
oducts considered for a UPL, and that multiple approaches may be
best option(s) for each drug or therapeutic class.

methodology will wo
considered. The board'

In addition to the potential’ approach(es) to developing a UPL, there are multiple models for
implementing a UPL. A rebate model implemented at the state level would offer an opportunity for the
State to leverage its buying power by consclidating utilization at the state level, including utilization for
uninsured and underinsured patients that are not typically included in negotiations. This model offers
the advantage of increased negotiating power, but is often hampered by opacity in the process and lack
of transparency in the use of savings. Additionally, leveraging a rebate model similar to that used in the
Medicare Fair Price (MFF) may not be a viable approach because it would likely place. administrative
burdens on providers and result in payment delays that could further threaten providers’ financial
viability, especially for retail pharmacies. An up-front, net cost approach would likely offer the benefits
of a transparent upper cost limit throughout the supply chain and reduced administrative burden,
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especially on downstream members of the supply chain such as carriers and providers. It may also
provide an added benefit of visibility to patients, especially those who are uninsured or who have high
coinsurance obligations. These operational level details will be determined through the rulemaking and
public comment process.

Net Cost

Table 2: UPL Approaches (General Concepts)

by payers. This is particularly useft
rebated drugs which are generally p

leveraging publicly &v.
{(ASP) data for provir}e
ensure that patient out?
based on reimbursemen

Option could include use of rebates
negotiated at a state-wide level

throughout the
Requires assurances that providers
are kept whole

i

Reference Pricing
to Existing
Benchmarks

ences include the price of
er countries, Medicare

as published a
ng MFP as the ceiling for all

'or a claim for a referenced
Py
drug?iv hen;; g is dispensed, delivered, or
administérad to a person in the state,?

Use of drug prices negotiated in
other countries is an option, but is
controversial and would be
challenging to evaluate and
implement

International reference pricing
carries the risk of limiting
manufacturer participation in the
process

Using a U.S. published reference
pricing file, such as VA federal supply
schedule pricing offers the benefit of
beihg publicly available and easily
accessible and could serve as &
benchmark for state-level
negotiations with manufacturers
Must ensure that using VA pricing as
a benchmark does not create
Miedicaid best price implications

%2 program on Regulation, Therapeutics, And Law {PORTAL), Determining Upper Payment Limits: Considerations for
State Prescription Drug Affordability Boards (PDABs) (2024), avaifable at https://eadn-wc03-
8290287.nxedge.io/wp-content/uploads/2024/04/Upper-Payment-Limit-White-Paper,pdf.

43 NATIONAL ACADEMY FOR STATE HEALTH PoLcY, AN ACT TO REDUCE PRESCRIPTION DRUG COSTS UsING REFERENCE-BASED PRICING
(2022), available at https://nashp.orgfan-act-to-reduce-prescription-drug-costs-using-reference-based-pricing/.
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Reference Pricing
to Therapeutic
Alternatives

can be used in place of the selected drug. For
drugs with muitiple approved indications, the
therapeutic alternatives may differ for each
indication. In these instances, it may be
necessary to only include alternatives that are
approved for all of the same indications as the
selected drug; or to set separate prices based on
reference groups for each of the drug's
indications. Where multiple alternatives exist, ,
health plans and PBMs often select one or
“preferred” drugs within a class, which o

filed 05/19/26

Establish UPL based onthe price of drugs that '

USDC Colorado

R ALk AL VA A LR SR

Setting a UPL at a therapeutic class
level increases the complexity of the
analysis needed

This option could avoid some of the
challenges noted by constituent
groups that an unintended
consequence of a UPL could be that
an agent is moved to a non-

referred status to avoid the UPL
Long contracting runways with PBMs
and carriers could be a barrier to
mplementation

Launch Price
Indexing

1240 a launch price
plus an appropriate annual CPI
provides a straightforward option
that may have reduced complexity

t implementation

Go neerns that increased or higher
launch prices could be an
unintended consequence of this
approach

Changes to Medicare (new financial
penaities for drug prices that
increase faster than inflation) and
Medicaid {price inflation penalties
are uncapped and can exceed the
WAC of a drug) make this option
most applicable to drugs that have
been on the market a long time with
price increases before the change to
Medicare and Medicaid rebates.

Percentage off of
WAC

Establish’aibiPL that is a fixed percentage off of
WAC., For brand drugs, the federal minimum
Medicaid rebate is 23% of the AMP, which is

confidential but, given the formula, is likely to be

close to WAC. If a board is uncertain about the
level of discounting in the market for first-in-
class or other type of sole source products, but
the drug is causing clear affordabliity challenges
(e.g., clearly resultant premium increases, very
high patient cost sharing, minimal manufacturer

Offers a straightforward approach
Could leverage information available
through a data call to determine a
reasonable discounted WAC
Information is often hard to obtain
Inaccuracies in the data or inability
to obtain the data could result in
setting a WAC that is too low or too
high
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access.
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For a drug that has been subject to valid
pharmacoeconomic research on value/cost
savings, establish an initial UPL with a mini
lower cost and assess health plan savings

Payer Return on
Investment {ROI)

that produce savings over a lifeti b
affordable to the healthcare system
years.

% Allows the board to assess the

" potential savings from a UPL along
with a drug’s positive impact on

» overall cost of therapy

ong period for assessment may

Budget Impact-
Based

Complex concept that requires more
exploration

sessment of the unintended
nsequences of the approach such
as high launch prices

3408 Prog
Specific

ebate for the drug, although
ay not go below a penny.

for a variety of programmatic reasons.*
Regardless, profit on UPL drugs will be less than
in the absence of a UPL.

Requires an assessment of the cost
to the 340B market

Recognition that the margins are
important to Oregon covered
entities since there is no state
funding for non-grantee programs
Concern that this option doesn’t
fulfill the desire to ensure that all
Oregonians benefit from a UPL

“ For brand drugs, the Medicaid rebate and corresponding discounts available through the 3408 program are
based on 23 percent of the Average Manufacturer Price (AMP), which is roughly equivalent to federal WAC or, if
greater, AMP minus the Best Price in the market to almost any entity and an infiation penalty rebate, A Consumer
Price Index (CPI) penalty is added if/when the AMP of the drug in a given quarter exceeds CPl growth. In general, it
is the CPI penalty that produces very low costs and very high rebates, and affects drugs that have been on the
market many years. Best Price does not include the CPl penalty. Best Price may be much higher than the total 340B
cost {i.e., federal rebate + CPI penalty). Under current law, a Board should avoid creating a UPL that creates a new
Best Price, as it would likely automatically be extended to every state Medicaid program.
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Analysis of Resources Needed by the PDAB to Implement UPL

Additional resources may be necessary to implement a UPL plan. The board must identify if the UPL shall
be placed within the supply chain, as a pricing benchmark similar to WAC, rebate mechanisms, or
another mechanism altogether that may be identified at a later time. Resources will be needed to
support the development of a UPL, any costs or savings analysis that must be performed, and
implementation support that may be required to support the board’s ongoing work. Initial
considerations are identified below and subsequent reports will likely result in additional
recommendations. Resource requirements will be driven by the ma ‘ ptions that are still under
development nat only for the UPL, but also by the stated desire prove access to data, improve

with wholesalers dedicated to supply UPL'B

prevent diversion.*

¢ The board may need to contra
board’s work. The Center prov
clinical and process consultatio

¢ Commercial products exist that can g

availability of rebateg, in the non-M

: ol a¢il that includes representatives of
roviders, caregivers and other, the board may
this council. The number and type of staff would

purchasers will not.
reimburse provider
consumers will be awar

ey should be charged when paying for a drug.

One potential enforcement challenge could be diversion. This has the potential to occur when a supplier
buys a quantity of products subject to a UPL and then sells the product at market price into another
state. In 2013, Congress passed the Drug Supply Chain Security Act (DSCSA), which establishes a track
and trace system for prescription drugs to reduce diversion and counterfeiting of drugs.” Once the
DSCSA Is fully Implemented, diversion will become less likely. A state may want to contract with a
wholesaler dedicated to distribution of UPL products. The wholesaler can work with manufacturers on

45 Horvath Health Policy, Upper Payment Limit Operational Features, March 2024.

¢ Horvath Health Policy, Upper Payment Limits, March 2024.

47 U.5. FooD AND DRUG ADMIN., DRUG SUPPLY CHAIN AND SECURITY AT (DSCSA) https://www.fda.gov/drugs/drug-supply-
chain-integrity/drug-supply-chain-security-act-dscsa.
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avoiding diversion. State offices that operate the federal (free) Vaccine for Children Program may also
have experience to share thwarting diversion laws.*®

Authorities Necessary for Enforcement of UPL
Leveraging UPL authority as a mechanism could improve prescription drug affordability for Oregonians;
however, it also recognizes that a lengthy implementation will be required, given the effects on
contractual relationships, potential procurement implications on the supply side, and a desire to ensure
that implementation addresses concerns expressed by constituents. Moreover, implementation and
enforcement of a UPL will require the board to conduct rulemak:ng through the authority granted under
ORS 646A.693. The proposed list of authorities below are not ¢ od exhaustive, and will likely
require further evaluation as the board pursues jts work.

conﬁdentlallt I
initiatives, @ .

s Regulatory authority:io establish a reporting mechanism and associated staffing to provide
individuals at any level (cansumers, supply chain members, etc.) with a mechanism to report

noncompliance with the use of the UPL for pharmacy transactions in the state of Oregon.

Analysis of how UPLs Could be Implemented

This section will discuss the considerations for implementation for constituent groups including PEBB,
OEBB, state administered health benefits, health benefit plans, and other forms of health insurance. The
board’s work, as described in the 2024 Annual Report, is “to consider prescription drugs that may create

48 Horvath Health Policy, Upper Payment Limits, March 2024,
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affordability challenges for Oregonians and the state’s health care system.”*® The board work plan
published on August 3, 2022, expresses an intent to study the “entire prescription drug distribution and
payment system in Oregon”. The discussion, which includes upper payment limits along with other
options, frames the UPL as applying to “all financial transactions in this state involving a drug” and
specifies that it should not “undermine the viability” of any part of the drug supply chain.>® Throughout
its deliberations, the board has consistently reiterated that an upper payment limit must not be
determined to be harmful to the overall supply chain or damage an already fragile system, especially for
disadvantaged populations.* :

As described in this and other reports, the board undertoo hificant activities to engage constituent
groups and solicit feedback on the use of a UPL, potenti' Dnsequence of implementing a UPL, and

Employees Benefit Boards. Each option
& A .
3 metrics, All metrics may not be

sative impactsito the greatest extent possible,
oy in UPL implementation and provide financial
'the pharmaceutical supply system and ensure

eness of leveraging existing information from other state agencies,

ing by OEBB or PEBB or clinical reviews by the Medicaid agency, to
develop Oregon-specific reimbursement models. Legislative and regulatory support will
be required to appropriately gain access to the data needed to fully evaluate the impact
on supply chain; for example, the impact of changes in provider reimbursement
methodologies.

o The potential to reinvest savings into the supply chain, for example, supporting changes
to reimbursement models to community pharmacies or preserving access to services

49 2024 Report for the Oregon Legislature: Generic Drug Report Pursuant to Senate Bill 844 (2021), Oregon PDAB,
https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Generic-Drug-Report-2024. pdf,

0 Oregon PDAB Agenda, Proposed Work Plan, August 3, 2022,
https://dfr.oregon.gov/pdab/Documents/20220803-PDAB-document-package.pdf,

51 Oregon PDAB Minutes, November 16, 2022 https://dfr.oregon.gov/pdab/Documents/20221116-PDAB-
approved-minutes.pdf.
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provided by 340B covered entities, such as federally qualified health centers, who do
not otherwise receive state funding.

As the approach to the upper payment limit is defined, the board will engage the resources needed to
assess the impact of any proposed upper limit on the supply chain, including gathering input from
constituent groups regarding potential areas of impact. While not an exhaustive list, this could include
an estimated impact on patient copayments based upon claims provided by the carriers, an impact
assessment by Medicald to ensure there is not an unanticipated impact on best price, or impact of thé
UPL on net costs and copayments for the benefits provided to state employees and Oregon educators.
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Current Analysis of Potential Costs and Savings

The board initially aimed to analyze and model costs associated with implementing a UPL and the resulting
savings across various points within the pharmaceutical supply chain. The implementation of a UPL could
potentially yield savings for the State, insurers, hospitals, pharmacies, and consumers. Myers and Stauffer
elected to use a net price strategy to establish a “proxy” for determining the impact of a UPL. This
approach links a UPL to the net price of a drug after accounting for rebates and discounts. Many of the
products selected for initial affordability were found to be highly rebateable. Since patient copayments are
generally based on the total cost of a product, reducing this cost could potentially lower patients’ out of
pocket expenses. The complexity of the pharmaceutical supply chain, along with the intricacies of drug
reimbursement, has made this analysis challenging.

fly, dlspensed by outpatient
2 B,

e quality:and completeness of list price
Stered to the patientbya

12

each medication, resulting in three pot
subsequently provided to Oregon PDA
QEBB, and Oregon Medicaid with modeling
using utilization data from their plans. An ov
included in the appendices

conservative estimate bein ates for the affected drugs are eliminated upon implementation. The
analysis never allowed the rebaté to exceed the ingredient cost for a drug/scenario combination.

Under a scenario where it is assumed there are no rebates due to an implemented UPL, the most likely
outcomes range from a cost savings of $18.7 million (price reduction exceeds existing rebates) to a
combined increase of $12.1 million in plan spend {where the modest price reduction is less than existing
rebates). The UPL scenario prices for drugs commonly used in the medical benefit represent less of a
discount from WAC than the UPL scenarios provided for drugs typically dispensed through the pharmacy
benefit. As a result, there is more opportunity for savings in the pharmacy benefit than the medical
benefit.
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Board staff observed that the projected outcomes leading to increased program costs were based on
assumptions of a modest UPL reduction from WAC and the complete elimination of all rebates. However,
total loss of rebates may not be a realistic assumption. Conversely, setting a UPL close to the current net
price after rebates while assuming retention of 25 to 50 percent of rebates is also unlikely. In general, if
implementation a UPL results in all rebates being removed, only the more aggressive UPL scenarios result
in plan savings. Board staff expect analysis of commercial plan data would have simitar findings. Given the
complexity of the drug supply chain, it is important to consider a range of scenarios and account for
potential market shifts that could continue to offer price concessions where feasible.

Medicaid Analysis
In order to model impacts to the Oregon Medicaid program, board staff tasked OHA with modeling costs
utilizing the three theoretical UPL points as above. OHA’s Office of Health Analytics pulled coordinated
care organlzation (CCO) encounter and fee-for—servlce (FFS) clal a for the year endIng June 2024

£ 3 (DSSURS)/Medicaid Management
Information System (MMIS) database, The Office of Actua d Financial Analytlcs (QAFA) built models
for each payer and claim type, comparing actual payme: Y
by a UPL. Savings were estimated on a gross (total pa‘y
payments) basis. Changes to rebates were not consjt
expected to apply to OHP.

In terms of budgetary impact, the FFS cg
pharmacy rebates. Due to timing and da
In assessing budgetary impact, OHA would 0 o |
determine what proportion of the total will be' tate fu, e
proportion of state funds I addition, there appear to be
entially be: exclude

prices those
This process

would be reflected in capi evelopment, but in absence of any direction to the contrary OHA
would still target a 3.4 percerit all increase, which would [eave more room for inflationary or policy
increases in other areas of rate setting. However, if OHA were expecting a decrease in pharmacy rebates,
the 3.4 percent target might be adjusted to offset the loss of pharmacy revenue. Therefore, unless the
Legislature asks OHA to bank the savings (of which perhaps 25 percent to 30 percent would be the state’s
to retain), a UPL likely would not result in savings to the state but rather lead to reinvestment of the
proceeds into other CCO expenditures.

For context, the CCO system is expected to incur around $6.2 billion in service costs during calendar year
2025. A savings of $56 million represents around 0.9 percent of costs, which is a significant impact in the
context of rate setting. Again, offsetting for rebates foregone would reduce that potential
savings/reinvestment.
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Medicare Maximum Fair Price Analysis

On August 14, 2024, CMS provided an update on its progress in the Medicare Drug Pricing Negotiation
Program, This program stems from the enactment of the Inflation Reduction Act of 2022, which affords
CMS the “ability to directly negotiate the prices of certain high expenditure, single source drugs without
generic or biosimilar competition.” The CMS$ negotiated price for a given drug is known as the Maximum
Fair Price (MFP).

As CMS continues its MFP program, Oregon’s PDAB may be able to draw parallels and model similar
effects if a UPL is used in the state. PDAB staff completed an analysis to examine the potential estimated
savings to health plans using the recent CMS negotiated drug prices.

h based on the entire Oregon

! insurance carrier reporting to
es (i.e., large, small and

ed PEBB, and OEBB. The analysis

It is important to note this analysis was not a comprehensive co
pharmaceutical marketplace. The Oregon data was limited to co
the Drug Price Transparency program. This only includes spe i

S{UPL) will work best if the UPL
ments of publlc and prlvate

regional suppliers, and"q‘
then available to everyo

iinsurance. Under this scenario, a wholesaler
or below the UPL and the UPL replaces the

While Senate Bill 192 re; /sis of the costs of implementing the plan with respect to various
constituent groups, a detaile is premature at this time. As specific UPL approaches are identified
and finalized for specific drdﬁs_ rug classes, future analytics may be performed to estimate the cost to
each of the various constituent groups. It should be noted that the discussions with specific focus groups,
as detailed in other documents, provide some insight into issues or concerns that warrant additional

consideration or evaluation.

Pharmacy

Assessing the impact of a UPL on pharmacies includes modeling pharmacy acquisition costs and
reimbursements. With access to wholesaler drug purchasing and sales data, as well as pharmacy
dispensing and reimbursement data, it would be possible to model different UPL acquisition costs and
quantify savings at the pharmacy level, However, pharmacies and wholesalers are not obligated to provide

2 Horvath Health Policy, Upper Payment Limits, March 2024,
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drug purchase cost data. An estimate of pharmacy acquisition costs could be modeled using published
resources such as the Oregon Actual Average Drug Acquisition Cost (AAAC) and the NADAC benchmarks.
Additionally, the state may not have full access to non-public payer data specific to Oregon. Modeling
could potentially use data fram state-administered plans and summary data from state-regulated entities.
Limited utilization data for government programs is publicly available, such as Medicare Part B and D
summary data {which is national and not Oregon-specific) and State Drug Utilization Data (SDUD) for
Medicaid programs (which can be obtained at the Oregon-specific level). However, data from cash payers
may not be accessible. Pharmacy reimbursement data from PBMs and patients will be difficult to obtain
and will vary by pharmacy organization. Aggregating pharmacy reimbursement data across different
pharmacies would be necessary to project statewide effects. Projecting pharmacy acquisition costs in a
post-UPL environment will be challenging. One approach could be to express both current pharmacy
acquisition costs and pharmacy reimhursements from PBMs and patients as a percentage of WAC,

Commercial Insurance Carriers
Assessing the impact of a UPL on carriers includes an anal
drug spending and the total rebates generated. Under,
for a specific UPL product is expected to decrease
generated. The overall impact on health plans wili'd

WAC to UPL. Consequently, once a UPL.
decrease total payments in claims to phar.
"wash" on prescription drug net spending
could serve as a representatlve data source
available from commercial he:
analysis may be limited a3

Employee Plans {OEBB and PEBB)
alth plans, Other data, if made

pending. Assessing the impact of a UPL on
jer claims data lnclud[ng pharmacy

sement to the pharmacy, potentially lowering patient out of

sion through deductible and out of pocket maximum phases.
However, the necessary clal “to fully model the effects on patient out-of-pocket spending may not
be available. Deductibles and pocket maximums can vary from one health plan to another, so
calculations based on assumptions from one heaith plan should nat be extrapolated to others. However,
the cost to patients either at the point-of-sale or through cost-sharing or coinsurance could be expected to
be reduced based on the lower list price of the drug. The availability of patient assistance programs
currently provided by drug manufacturers should also be considered in an assessment of UPL impacts to
patient out-of-pocket spending.

Hospitals
Assessing the impact of a UPL on inpatient and eutpatient hospital charges and assaociated
reimbursements would require various data including inpatient and outpatient standard drug charges,
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mark-up methodologies, and reimbursement methodologies for hospitals. The implementation of UPLs
may alter the standard charges set by hospitals to the extent that UPLs are incorporated into the mark-up
methodologies for setting standard charges. Reimbursements from third parties may or may not be
directly impacted by UPLs, depending on the reimbursement methodologies, which will vary by hospital,
third-party payer, and whether the drug was used in an inpatient or outpatient setting.

The complexity and variability in methods for setting hospital standard charges, along with the complexity
and variability in inpatient and outpatient bundled payment methodologies, present significant limitations
in realistically modeling the impact of UPLs on hospital charges and associated reimbursements.

Physician Offices and Clinics
A UPL could impact both pharmacy payments and payments for drugs-administered in an office setting. To

model any UPL impacts In this setting, the board would require def, purchasing data from wholesalers
and relmbursement data from Insurance carrlers. Providers and: ésalers are not obligated to provide
drug purchase cost data. An estimate of pharmacy acquisitio uld be modeled using published
resources such as the Average Sales Price {ASP). Additionally, ay not have full access to non-
public payer data specific to Oregon. Data from state-a 2.2, Medicaid, PEBB/OEBB)
could be obtained from the state. Data from state- lable in summary form
through data calls (e.g., commercial insurance). Lirg ent programs is
publicly available, such as Medicare Part Band Dsum not Oregon-specific)

rriers and patients sillbe difficult to
cross different provider organizations
costs in a post-UPL environment
der acquisition costs and

payers may not be available. Provider re
obtain and will vary by provider. Aggre
would be necessary to project statewide e
will be challenging. One apptoach could be
reimbursements from carri

3408 Covered Entities. :
To model the effect of a Ul _ i e board would need access to 340B acquisition
costs, dispensi s well as reimbursement data from insurers.
ion costs for covered entities However, a UPL

dispensing feg; i ilization: DC) could be prowded by participating covered entities.
However, 34 ities : uctant to disclose this information, and there are
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Appendices

Intentionally left blank.
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Legal Considerations

Federal Patent Preemption

Importantly, upper payment limits do not regulate manufacturer list pricing. Instead, a UPL is a payment
rate limit on state regulated entities that buy, sell, bill or reimburse prescription drugs. The UPL does not
govern a manufacturer’s price, and a manufacturer can decide to forego a state’s market for the product
entirely. The Medicare MFP negotiation with manufacturers is also a voluntary process and federal circuits
have thus far {as of the date of this document), found that manufacturer rights are not violated by
voluntary government programs. . If there is a challenge to UPLs based on patent law, a state in that case
should use federal healthcare/prescription [aws to show that Congress does notintend that patent rights
supersede the need for affordable prescription drugs.®® Examples of €& gress intent that patent rights
should not impede access to healthcare include thirty years of th program and the new Medicare
MFP program * Both these programs would seem to indicate t hen it comes to access to

ind. In fact, the new Medicare

: %turers from selling
0 federal

of patent rights.
arding PDABs asserts that states can

A National Academy for State Health Polié
mitigate preemption concerns by designing]
patented and non-patented products, and, if
judge in BIO v. DC explicitl nti

state authority to regulate commerce, or the limit of that
ecisions and is referred to as the Dormant Commerce

3 Horvath Health Policy, How U eme Court Decisions on ERISA and Dormant Commerce Clause Create a Path
Forward for Substantive State Heafthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023),
*1d.
5 1d.
% https://www.nashp.org/wp-content/uploads/2022/08/White-Paper_NASHP-Proposal-for-State-Based-
PDABs_Sachs_042622.pdf
*7 Horvath Health Policy, State Prescription Drug Affordability Board and the Dormant Commerce Clause (DCC), April
2023.
58 1d.
59 1d.
&0 1d.
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by burdening out-of-state competitors” therefore violating the DCC.% To further support their claim,
manufacturers may point to the recent case, Association for Accessible Medicines v. Frosh, in which the
court struck down a Maryland law that prohibited “price gouging in the sale of an essential off-patent
generic drug” on the grounds that it “directly regulates transactions that take place outside of
Maryland.”®? In the NASHP white paper cited above, the authors argue that there are at least two reasons
that manufacturers’ DCC claims are likely to fail. First, PDABs can choose to limit their UPLs to sales made
or products distributed within the state thus limiting DCC concerns. Second, the Association for Accessible
Medicines decision applied a more restrictive reading of the DCC than previous courts and therefore is
arguably a departure from existing DCC precedent. Also, the branded drug industry operates differently
than the multi-manufacturer generic drug product industry and those supply chain distribution differences
are substantial. Remediation in the Frosh and other price gouging legislation allows a state to requirea
roll back of prices for multi-source generic product sold in the state e unacceptable price as one
example of a Commerce Clause question.

Medicaid “Best Price”
The Medicaid Drug Rebate Program (MDRP), authoriz§ by
requires that drug manufacturers enter |nto a rebate E|

deepest price concession in the market
Medicaid programs. A UPL that would cr

: g
‘ rivate, employer-spansored retirement and health
plans. ERISA preempts any ent that they “relate to” employee benefit

plans.® Wheth

y increase costs or alter incentives for ERISA plans without forcing
substantive coverage are not preempted by ERISA.”5¢ As long as
the state law does not bind p strators to any particular choice, a state law will not be preempted
by ERISA. Establishing a UPL'm ology is a rate setting measure, and the court in Rutledge held that
state rate setting is not preempted by ERISA.

51 Dep't of Revenue of Ky. v. Davis, 553 U.S. 328, 338 (2008) (quoting New Energy Co. of Ind. v. Limbach, 486 1.5, 269,
273-274, (1988)).
& Association for Accessible Medicines v. Frosh 887 F.3d 664 (4™ Cir. 2018).
& 29 U.5.C, § 1001 Et, Seq.
5% putledge v. Pharmaceutical Case Management Association, 141 5.Ct. 474 (2020).
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On the other hand, a Supreme Court case from 2016, Gobeille v. Liberty Mutual, upheld the ERISA plan
objection to reporting data to the Vermont All Payer Claims Database.®® The Court found that the
administrative burden of complying with various state claims payment, enrollee data, and other plan data
reporting laws affected the heart of plan administration, and, therefore, the state law was preempted by
ERISA.% Unlike in Gobeille, where the state law affecting reporting was struck down because it interfered
with nationally uniform plan administration, establishing a UPL in Oregon likely will not interfere with the
administration of ERISA plans. A UPL is a requirement to buy and bill at the UPL. The ERISA plan benefits
and basic administrative functions are not affected.” Implementing a UPL using rebates to plans may be
complicated by ERISA preemption.

Medicare Preemption
Recent case law has expanded interpretations of federal preempti

Medicare Parts Cand D plans. The preemption is arguably bro3 an ERISA. Regardless of
preemption, a UPL is designed for the passive participation nsd Medicare plans as they are billed
at the UPL by pharmacies, clinics, and other providers. Presumably th 2 UPL is less than the prevailing

market rate that would otherwise be used in provider billing, so ERISA énq Medicare plans have no

ate laws that might affect

A

rebates.

8 Horvath Health Policy, How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create o Path
Forward for Substantive State Healthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023). Gobeille v. Liberty Mut. Ins. Co., 577 U.S. 312 (2015),
5 1d.
57 Horvath Health Policy, How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create a Poth
Forward for Substantive State Healthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023),
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Upper Payment Limit Operational Features, Horvath Health Policy
In General

Upper payment limits (UPLs) will wark best if the UPL applies statewide - to all purchases, payments,
billings, and reimbursements of public and private purchasers, payers, and patients. |deally, the entire
state supply of the UPL prescription product comes into the state at or below the UPL via wholesalers and
is distributed to pharmacies, regional suppliers, and dispensing and administering providers and facilities.
The UPL product is then available to everyone, including people without insurance. The wholesaler
negotiates with the manufacturer to buy the product at or below the UPL.

Once the wholesaler acquires the product, distribution (sales and acquisitions) of the product operate the
same way as they always have and the supply chain makes some (profit) on the product along the
way. The acquisition cost to the pharmacy/other providers sho 1 be more than payer reimbursement
formulas. In a statewide scenario, the payer product reimbug: e UPL {professional fees are not
part of the UPL).

In setting the UPL for a drug product of concern, th will take into consitderation whether there are

Purchasing and Programs W|thm the Ore n Health Author
nage |mplen1

contract with wholesalers dedicated to su
prevent diversion,

Enforcement

ilibe aware of what they should be charged when
~could be diversion: a supplier might buy a quantity

Because providers and suppl and bill at no more than the UPL, ERISA plans and Medicare will be
billed at the UPL, like all other insurers/payers in the State. Oregon cannot enforce a UPL against Medicare
but there is no obvious reason for Medicare to reimburse mare than billed.
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COLORADO

Prescription Drug
Affordability Board

Division of Irswance

PDAAC Recommendations

Prescription Drug Affordability Advisory Council Conflicts of Interest Disclosures (PDAAC
om de ugs Highlighted

PDAAC Meeting Recordings

e July 13, 2023
e July 31, 2023

General Recommendations from PDAAC Deliberations (Staff

Summary)

The PDAAC recommends the Board, within the top 50 prioritized drugs:
e Do not select prescription drugs with approved and marketed therapeutic equivalents
and biosimilars.
e Combine drugs with the same name and different dosage and strengths and consider for
selection together.
e \When there are multiple drugs in the same class, do not pick multiple drugs from the
same class. Pick a single drug from a single therapeutic class.
e Focus selection across three swim lanes within already prioritized list:
o Highest Average Paid PPPY (to examine high-cost drugs and impact to system),
o Highest Patient Count (to examine impact to highest number of Coloradans), and
o Highest Change in WAC (to examine impact to behaviors).
m Consider rebate information when examining this.
e This round, the Board should delay consideration of drugs that may be necessary to
treat rare diseases, until it better understands how UPLs affect access.
e Consider the Social Vulnerability Index (SVI) score.

Response to Board Request: Vote Summary for Top 20 PDAAC
Recommended Drugs (See Attached Spreadsheet)

*The list presented to the Board has not yet been filtered to incorporate all of these
recommendations. Specifically, the list has not been vetted to exclude prescription drugs that
treat rare diseases.
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Conditions

Name Representing Vote
Kim Bimestefer Executive Director of HCPF Aye
Edward Dauer Consumer Advocates Aye
Gail deVore Consumers Absent
Maria Fenwick Labor Unions Absent
Chad Friday Carriers Aye
Drew Gonzales Pharmacists Aye
Kimberley Jackson Consumers with Chronic Absent

Katelin Lucariello

Brand Name Manufacturers

Abstain *After reiterating the
concerns about accuracy in
the eligible drug list as
expressed in public comment
by PhRMA

Brett McQueen Researchers Aye

Neal Mlller Generic Manufacturers Aye

Sarita Parikh Consumers Aye

Marc Reece PBMs Aye *With the caveat that his
aye vote is not an
endorsement for any drug on
the list

Thomas Tobin Providers Aye

Nathan Wilkes Employers Aye

Prescription Drug Affordability Advisory Council Conflicts of
Interest Disclosures (PDAAC Recommended Drugs Highlighted)

The following members of the Advisory Council have disclosed a personal association with an
eligible drug or a financial conflict of interest with respect to a drug manufacturer, for themselves
or for an immediate family member. With respect to a drug manufacturer or specific drug, there
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are potential conflicts of interest with the eligible drugs under consideration by the Prescription
Drug Affordability Board (attached) as specified below.

COLORADO
Prescription Drug
Affordability Board
Division of Irawance

GAIL DEVORE: Humira.

KATELIN LUCARIELLO: Benefix, Besponsa, Bosulif, Braftovi, Daurismo, Fragmin
Genotropin, Ibrance, Inflectra, Inlyta, Lorbrena, Mektovi, Oxbryta, Panzyga,
Silvadene, Somavert, Sutent, Talzenna, Vyndamax, Vyndagqel, Xalkori, Xtandi,
Xyntha Solofuse, and Xyntha.

BRETT McQUEEN: Actemba, Activase, Alecensa, Cotellic, Emend, Enspryng,
Erivedge, Esbriet, Evrysdi, Fosiprepitant Dimeglumine, Gazyva, Hemlibra,
Herceptin, Hycela, Kadcyla, Keytruda, Koselugo, Lenvima, Lucentis, Lynparza,
Mavenclad, Nutropin AQ NuSpin, Ocrevus, Ontruzant, Perjeta, Polivy, Recarbrio,
Rozlytrek, Sivexiro, Tecentriq, Venclexta, Welireg,and Zelboraf.

NATHAN WILKES: Alecensa, Cotellic, Enspryng, Erivedge, Esbriet, Evrysdi, Hemlibra,,
Herceptin, Kadcyla, Novoseven, Nutropin AQ NuSpin, Ocrevus, Perjeta,
Rozlytrek, Tecentrig, Venclexta, and Zelboraf.

In addition, EDWARD DAUER discloses that he is a volunteer member of several
organizations whose constituents are often prescribed eligible drugs in the
treatment of diseases such as cancer, and such treatment may include the eligible
drugs Keytruda, Lenvima, Lynparza, Mvasi, Neulasta, Rubraca, and Zejula.

In addition, KATELIN LUCARIELLO discloses that she is a representative of
PhRMA and has a general conflict with brand name drugs/ biological products on
the eligible drug list that are manufactured by the following PhARMA members:
Alkermes, Amgen, Astellas, Bayer, BioMarin, Biogen, Boehringer Ingelheim, Bristol
Myers Squibb, CSL, Daiichi Sankyo, Gilead, Eisai, Eli Lilly, EMD Serono,
Genentech, GSK, Incyte, Ipsen, Johnson & Johnson, Lundbeck, Novartis, Novo
Nordisk, Merck, Otsuka, Pfizer, Sanofi, Takeda, and UCB.

Finally, all Advisory Council members have been appointed on the basis of their
positions as stakeholders with personal experience, professional expertise, or both,
in the realm of prescription drugs.

The remaining Advisory Council members—Kim Bimestefer, Dr. Kimberley
Jackson, Maria Fenwick, Chad Friday, Sarita Parikh, Marc Reese, Dr. Thomas
Tobin, Neal Miller, and Andrew Gonzales—have disclosed that they have no
potential conflicts of interest with respect to the eligible drugs or their
manufacturers.
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