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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) 

(“[C]ourts 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.  

 

 

 Ex. 57 (“Mizner Dep.”) at 85:16–22. 

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.” 
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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.  

 

 Amgen 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 is 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 

Case No. 1:25-cv-03452-DDD-STV     Document 59     filed 05/19/26     USDC Colorado 
pg 16 of 28



12 

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

even clearer:  

   

 Mizner Dep. 127:12–132:2, 

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 

 
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. 
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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, 1244–45 (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 
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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,  

 

 Mizner 

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]uring 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
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 

 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 
 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.81 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.  

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

 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
2. R&D: Basic Pre-Clinical Research Costs 
3. R&D: Post-Investigational New Drug (IND) Application Costs  
4. R&D: Abandoned and Failed Drug Costs 
5. R&D: All Other R&D Direct Costs 

 
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  

 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

 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). 

 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.82, 83 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.84

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.  
84 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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 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. 

 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.85, 86 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 

 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. 

 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 PhRMA, “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 
86 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(e43f24cd-099a-4d56-97e6-6524afaa37d1)/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)87: 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%20or%20%22milliliters.%22.  
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Blister packs; 
Oral powder packets;  
Powder filled vials for injection;   
Kits;88 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);  
 Ointments (of 1 GM or greater); and 
 Inhalers (when labeled as GM on the product).89 

 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.  

 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. 

 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. 
89 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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o Units (and associated costs) marketed by the Primary Manufacturer and any 
Secondary Manufacturer(s);

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

o 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.;  

o 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  

o 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. 

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

o R&D costs; and 
o Marketing costs.

 “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. 

 “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.

 “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
 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 Book90; 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. 

 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);91 
o New Chemical Entity Exclusivity (NCE);92 
o Generating Antibiotic Incentives Now (GAIN) Exclusivity for Qualified 

Infectious Disease Products (QIDP);93

o New Clinical Investigation Exclusivity (NCI);94

o Pediatric Exclusivity (PED);95 and
o Reference Product Exclusivity for Biological Products.96  

 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
 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.

90 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. 
94 Section 505(c)(3)(E)(iii) & (iv) and Section 505(j)(5)(F)(iii) & (iv) of the FD&C Act. 
95 Section 505A(b) & (c) of the FD&C Act. 
96 Section 351(k)(7) of the PHS Act. 
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 National Council of Prescription Drug Programs (NCPDP) Billing Unit Standards: The 
three NCPDP Billing Unit Standards (BUS)97 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.  

 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. 

 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.
Federal supply schedule (FSS) price: The price offered by the VA in its FSS program, by 
delegated authority of the General Services Administration.98 The FSS price is reported 
at the NDC-11 level. 

 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. 

 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.

 he 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 

 is reported at 
the NDC-11 level. 

 or 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%20or%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 
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.99 

 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.100 

 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 

99 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.101 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
Dr. Gail Mizner
Dr. Sami Diab
Dr. Justin VandenBerg
Dr. Amy Gutierrez
Ms. Cathy Harshbarger

Absent
N/A

Board Staff
Lila Cummings
Kate Davidson
Callie Shelton
Moroj Salih
Abby Chestnut
Sara Stultz

Agenda

● Call to Order, Roll Call, Member Updates, Minutes Approval
● Public Comment
● Director Update & Board Business
● Break
● Board Business

Call to Order and Roll Call

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

● Bridget Federico, consumer
● Katelin Lucarello, PhRMA
● Brian Warren, Bio
● Michiel Peters, Global Coalition on Aging
● Hope Stonner, CCHI
● Amy Goodman, CBSA
● Kat Gruschow, on behalf of Claudia Curry Hill, a Coloradan living with MS
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https://us06web.zoom.us/rec/share/fObeOITGkbT_q2K7R8JSDkt9eKQNHWwmcmWyAimcqn-kysxf0moxqjza5pBikAU-.H3dsqiilhJVyYFsx


● 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
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● Puma Biotechnology, Inc.
● Seagen Inc
● 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:

● Therapeutic class, equivalents, and indications,
● Patient out-of-pocket cost, and
● 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
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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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