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INTRODUCTION 

 Colorado’s Affordability Program is a constitutional, measured exercise of the 

state’s police powers to study the affordability of certain medications for Colorado 

consumers and to potentially set an upper payment limit (a “UPL”) for those medications 

on transactions in Colorado. One can only speculate about the potential impact of a UPL, 

should the Prescription Drug Affordability Board (“Board”) choose to set one for Enbrel, 

and that is insufficient to invoke the jurisdiction of this court. Furthermore, the Affordability 

Program, with its downstream application, is constitutional. 

I. The complexities of the prescription drug supply chain highlight the 
speculative nature of Amgen’s claims. 
 

The pharmaceutical supply chain is not as “common sense” as Amgen would have 

this court believe. Despite Amgen’s claim that “[n]o rational economic actor, including a 

wholesaler or distributor, will buy a product for a price higher than that for which it can 

lawfully sell the product” (ECF No. 35 at 5), that is, in practice exactly what routinely 

happens with prescription drugs. According to Amgen, after purchasing from 

manufacturers at the wholesale acquisition cost or “WAC”, “[w]holesalers typically sell 

drugs to indirect purchasers at WAC or at a price lower than WAC.” ECF No. 35-1 ¶¶ 4–

5. “Wholesalers’ profit margins generally come from discounts they obtain from the 

manufacturer for prompt payment and/or from administrative or service fees they charge 

to the manufacturer for managing distribution of its drugs.” Id. ¶ 5. 

It is so commonplace for wholesalers to sell a drug for less than it paid that 

manufacturers and wholesalers have developed established business practices of 

administrative fees, discounts, and chargebacks to sustain their mutual business 

Case No. 1:24-cv-00810-NYW-SBP   Document 42   filed 10/04/24   USDC Colorado   pg 6 of 26



 

2 
 

interests. Id. And “biosimilar manufacturers typically sell their products to wholesale 

distributors pursuant to pre-negotiated, long-term bulk contracts that cover a range of 

products for resale nationwide.” Ass’n for Accessible Meds v. Ellison, 704 F. Supp. 3d 

947, 952 (D. Minn. 2023). And wholesalers do not simply make money off individual 

purchases of drugs from manufacturers, but also receive fees from manufacturers for 

other services including financial management, inventory management, distribution 

services, and data processing. See PhRMA, Follow the Dollar 3 (2017). 

 Amgen asserts that it is obvious that a downstream UPL inevitably would be 

directly felt at the wholesaler and manufacturer levels. But this ignores the economic 

realities that these contractual relationships are built on economies of scale, diverse 

services provided by wholesalers, and fees, discounts, and rebates manufacturers 

already provide to wholesalers. It is not at all a foregone conclusion that a potential 

downstream payment limitation impacting some wholesalers, applying to some 

purchases1 of one drug in one state would result in any impact to Amgen whatsoever.  

Whether a UPL will ever be set and whether the Board would set it at an amount 

that results in any, let alone a material, loss to wholesalers is pure speculation. What a 

wholesaler will decide to contractually do with such an impact will be a negotiated 

business decision between it and the manufacturer. 

II. UPLs are limited by statute to downstream transactions.  
 

 
1 At a minimum, a UPL would not apply to reimbursements from Medicare (covering 
approximately 10.5% of Coloradans) or under employer-sponsored insurance plans 
(covering 49.4% of Coloradans) regulated by ERISA (which is more than half of employer-
sponsored insurance plans) that do not opt in to a UPL. Colo. Health Institute, 2023: Colo. 
Health Access Survey: Insurance Coverage, available at https://tinyurl.com/23ykz2kr. 
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A well-established canon of constitutional avoidance counsels that ambiguous 

statutory language should be construed to avoid serious constitutional doubts. F.C.C. v. 

Fox Television Stations, Inc., 556 U.S. 502, 516 (2009). Applying this doctrine to the 

Affordability Program, this court should adopt the Board’s proffered interpretations 

regarding the application of UPLs, both in rule and policy.  

The statute provides the scope of UPLs. Section 10-16-1401(23), C.R.S., defines 

a UPL as “the maximum amount that may be paid or billed for a prescription drug that is 

dispensed or distributed in Colorado in any financial transaction concerning the purchase 

of or reimbursement for the prescription drug.” (emphasis added); see also § 10-16-

1407(5), C.R.S. (providing that a UPL “applies to all purchases of and payer 

reimbursements for a prescription drug that is dispensed or administered to individuals in 

the state[.]” (emphasis added)). While Amgen improperly reads this language to include 

all financial transactions in the supply chain, a closer read demonstrates a more 

reasonable and faithful interpretation. The General Assembly intended for the UPL to 

apply in any financial transaction concerning the purchase of or reimbursement for “the 

prescription drug.” The use of the definite article “the” is to purposely direct the application 

of the UPL to only financial transactions for a drug that is dispensed or distributed in 

Colorado. See Nielsen v. Preap, 586 U.S. 392, 408 (2019) (“Here grammar and usage 

establish that ‘the’ is ‘a function word ... indicat[ing] that a following noun or noun 

equivalent is definite or has been previously specified by context.’”). Thus, until the drug 

is “dispensed or distributed in Colorado”—the UPL does not apply to financial transactions 

in the supply chain concerning it.  
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The UPL was not intended to apply to purchases or reimbursements in the supply 

chain where the drug is not destined for Colorado. It is not until the drug is purchased by 

the pharmacy to be dispensed in Colorado that the UPL attaches. This interpretation 

adheres to the legislature’s intent to protect consumers, as well as “state and local 

governments, contractors and vendors, commercial health plans, providers, and 

pharmacies” from excessive costs of prescription drugs. See SB 21-175, 73rd Leg., Reg. 

Sess. (Colo. 2021), at 2–3. And even if the statute is ambiguous, the Board’s rule focuses 

the UPL’s application on these discrete, critical points in the supply chain: 

• The consumer’s purchase from a pharmacy or provider. 3 C.C.R. § 702-9:4.2.C.1.  
 

• If the consumer is insured, “the consumer’s portion of the payment together with 
the reimbursement to the pharmacy or provider by the carrier, state entity, or 
optional participating plan.” 3 C.C.R. § 702-9:4.2.C.1.2 
 

• The pharmacy or provider’s purchase of the drug. 3 C.C.R. § 702-9:4.2.C.2. 
 

The Board is not interested in interpreting its statutes to yield far-reaching, 

potentially unconstitutional results. The Board is interested in exposing the affordability 

challenges facing Coloradans relating to prescription drugs and possibly empowering 

downstream supply chain actors with a UPL to address those challenges. It has 

interpreted the Affordability Program in a measured way to accomplish that narrow, but 

critical, purpose. This court—evaluating the statutory text and structure, explicit legislative 

intent, and constitutional avoidance principles—should do the same.  

III. Amgen cannot establish that this case is ripe or that it has standing. 

 
2 This part of the Board’s rule also clarifies that a UPL does not apply against the types of 
federal agencies identified by Amgen. See infra VI. 
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A. The Board has not and may not set a UPL for Enbrel, so this case is not ripe. 

The Board has not set a UPL for Enbrel and is in the middle of the statutorily-

outlined process to determine if one should be set. The Affordability Program consists of 

discrete stages and there is no mandate that the Board set a UPL for any drug, including 

Enbrel. Not setting a UPL would not be “revers[ing] course”, but instead engaging in the 

deliberate process designed by the General Assembly to protect Colorado consumers, 

where each key step—affordability reviews and UPLs—serve their own standalone 

function. It is written into the Board’s rule that it may terminate a rulemaking to establish 

a UPL at any time. 3 C.C.R. § 702-9:4.1.D.1. The Board has not begun the UPL 

rulemaking process for Enbrel. No rule has been noticed. No rulemaking hearing has 

been scheduled. Instead, the Board continues to engage stakeholders and industry 

related to the UPL process.3 The Board’s deliberate consideration of the potential effects 

of a UPL before starting rulemaking is not a “ploy to avoid review”, but an acknowledgment 

that the UPL process calls for careful decision-making.  

 Amgen’s arguments highlight exactly why this case is not ripe for review: whether 

it will actually incur any injury as a result of a UPL depends entirely on if a UPL is set and 

what the UPL is set at and how third parties will react.4 Cf. sPower Dev. Co. v. Colo. Pub. 

Utils. Comm’n, No. 17-cv- 00683, 2018 WL 4368612 at *6-7 (D. Colo. June 18, 2018) 

 
3 The Board discussed their plans for the UPL process during the Board’s July 3 and 
September 6 meetings. Meeting recordings are available at https://tinyurl.com/2s4b48vz. 
4 Amicus, Biotechnology Innovation Organization, raises a novel argument regarding the 
potential impact of a UPL to the Medicaid Drug Rebate Program’s “best price.” ECF No. 
41 at 10-16. But this argument entirely assumes the Board sets a UPL and that UPL is 
below best price and underscores exactly why this court must wait to hear this challenge: 
any injury depends on if and at what amount the Board sets the UPL.  
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(finding a concrete injury under an existing rule and that the possibility of rulemaking by 

the agency to correct the issue was too attenuated to render the matter unripe). A UPL 

will neither apply to, nor injure, Amgen sufficient to invoke the jurisdiction of this court.  

However, if this court decides summary judgment in Defendants’ favor is not 

appropriate, then factual development is necessary to determine whether and to what 

extent an actual UPL on Enbrel actually harms Amgen or interferes with its constitutional 

rights. Amgen argues that its hardship comes from the alleged lack of process itself. But 

Amgen misunderstands the application of the law. The process does not harm Amgen 

because Amgen’s rights are not at stake. See infra V. Amgen’s alleged “procedural harms” 

are insufficient to demonstrate the adverse effects of a “strictly legal kind” necessary to 

demonstrate ripeness. See Nat'l Park Hosp. Ass'n v. Dep’t of Interior, 538 U.S. 803, 808–

09 (2003); Spokeo, Inc. v. Robins, 578 U.S. 330, 341 (2016) (“a bare procedural violation, 

divorced from any concrete harm” is insufficient to establish standing). 

B. Amgen fails to establish injury in fact or causation necessary for standing. 

Amgen bears a heavy burden in a facial challenge to show that all applications of 

the Affordability Program are unconstitutional. See Moody v. NetChoice, LLC, 144 S. Ct. 

2383, 2397 (2024) (“a plaintiff cannot succeed on a facial challenge unless he 

‘establish[es] that no set of circumstances exists under which the [law] would be valid,’ or 

he shows that the law lacks a ‘plainly legitimate sweep.’”). But there are a number of 

applications Amgen appears to agree would not conflict with federal patent law: 

• UPL applying to an uninsured consumer’s purchase of a patented drug from a 
pharmacy dispensed in Colorado. 

• UPL applying to limit a state-regulated insurance plan from reimbursing more 
than a UPL for a patented drug dispensed in Colorado. 
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• UPL applying to an optional participating plan’s reimbursement for a patented 
drug dispensed in Colorado. 

• UPL applying to limit the reimbursement by the state employee benefit plan for a 
patented drug dispensed in Colorado. 

• UPL applying to a generic drug’s purchase or reimbursement.5 
 

Reaching for the most unconstitutional potential fringe applications of the 

Affordability Program to undermine Colorado’s interest in protecting its consumers from 

excessive prescription drug costs is insufficient to establish standing in a facial challenge. 

Apart from this heavy burden, two central elements of Article III standing are 

lacking here: injury in fact and causation. Amgen cites Susan B. Anthony List v. Driehaus, 

573 U.S. 149 (2014), for the proposition that in a “preenforcement context”, the threat of 

injury is enough. ECF No. 35 at 4. But “preenforcement” standing is inapposite when, as 

here, Amgen does not stand to be subject to an enforcement action at all. See, e.g., 

California v. Texas, 593 U.S. 659, 670 (2021) (“our cases have consistently spoken of the 

need to assert an injury that is the result of a statute's actual or threatened enforcement”). 

Even this lowered bar requires a showing of a threatened enforcement, which Amgen has 

failed to do. See SBA List, 573 U.S. at 158–59; ECF No. 29 at 18, 39. The existence of a 

UPL, let alone whether any of its effects will be felt by Amgen, is purely speculative, so 

Amgen fails to demonstrate that any injury from a possible UPL is imminent or credible.    

Regarding causation, Amgen cites numerous non-binding cases from other circuits 

for the assertion that causation can be demonstrated if the agency action causes such a 

 
5 While the Board did not identify any eligible generic drugs in 2023, the General Assembly 
changed the eligibility criteria effective January 1, 2025, from $30,000/year per course of 
treatment to $3,000/year per course of treatment. See HB 23-1225, 74th Leg., Reg. Sess. 
(Colo. 2023). The impact of this dramatically reduced eligibility threshold on identification 
and potential selection of eligible generic drugs for the Board’s work remains to be seen. 
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predictable result as to result in injury to an unregulated plaintiff. ECF No. 35 at 5–8. But 

these cases all rely on a linchpin not present here: the predictable effect of government 

action on the decisions of third parties. See Kane Cnty. v. United States, 928 F.3d 877, 

888 (10th Cir. 2019) (impact of a government’s decision “almost inevitably” causing 

specific harm to plaintiffs); Lobstermen’s Ass’n v. Nat’l Marine Fisheries Serv., 70 F.4th 

582, 592–93 (D.C. Cir. 2023) (discussing the established behavior of fishermen in 

response to a governmental action to find potential harm was “fairly traceable” to the 

agency action). Amgen cites F.D.A. v. All. for Hippocratic Med., 602 U.S. 367, 384–86 

(2024), to argue that regulation of a business that causes “upstream economic injuries”6 

to other actors is sufficient. ECF No. 35 at 5–7. But the Supreme Court, collecting these 

independent actor standing cases, still proclaimed the irreducible minimum requirement: 

“to establish causation, the plaintiff must show a predictable chain of events leading from 

the government action to the asserted injury—in other words, that the government action 

has caused or likely will cause injury in fact to the plaintiff.” F.D.A., 602 U.S. at 385. The 

Court even emphasized that, in the case of alleged future injury, the likelihood of that 

injury is brought into even sharper focus when evaluating standing. Id. at 385, n.2. Here, 

where there may never be a UPL and the business decisions of independent third parties 

will determine any impact of a UPL, Amgen has not satisfied this minimum. 

Little about the applicability of a UPL is predictable. While Amgen may have 

 
6 Amgen cites two non-binding cases involving a state or local restriction on sales or 
licenses themselves to argue that a manufacturer can establish injury. See 
Wedges/Ledges, Inc. v. Phoenix, 24 F.3d 56 (9th Cir. 1994); Energy Future Coalition v. 
E.P.A., 793 F.3d 141 (D.C. Cir. 2015). That is not happening here. Here, a UPL would 
limit the amount paid downstream, not whether purchase/reimbursement can occur. 
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factually bolstered its perception of how the law will operate and what its wholesalers will 

do (ECF No. 35-1 at 2–3), it stopped short of providing statements directly from those 

wholesalers about how they may respond to a UPL. How wholesalers will respond is 

inherently unpredictable. Only after a wholesaler knows that a UPL exists can it assess 

how many of its customers’ purchases would be impacted by a UPL and determine 

whether any possible impact on select purchases in one state for one drug—compared 

to bulk business—is worthwhile to pursue from the manufacturer. And this business 

decision is no different from how a wholesaler could attempt to renegotiate its contracts 

anytime there is a state regulation that may increase its business costs. This is business—

not direct government regulation—as usual. 

Amgen has failed to provide sufficient evidentiary support to show the actions of 

wholesalers in response to a state regulation of this nature are so predictable as to satisfy 

causation. See Dep't of Com. v. New York, 588 U.S. 752, 768 (2019) (burden to 

demonstrate third parties will react in predictable ways met by introducing evidence at 

trial of historic responses); Growth Energy v. E.P.A., 5 F.4th 1, 33 (D.C. Cir. 2021 (“In 

considering the likely reaction of third parties, we may consider a variety of evidence, 

including the agency's own factfinding; affidavits submitted by the parties; evidence in the 

administrative record; arguments firmly rooted in the basic laws of economics; and 

conclusions in other agency orders and rulemakings.”).  

Amgen cannot establish the required elements of standing or satisfy its heavy 

burden with respect to facial challenges when so much about the operation of any UPL 

the Board may establish rests on conjecture about how independent actors within the 
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supply chain will behave, in light of dramatic industry opacity. 

IV. Patent exhaustion is a bar to Amgen’s claims.  

Defendants have demonstrated there is no patent preemption because a UPL 

would regulate downstream transactions after the Patent Act’s purposes have been 

fulfilled and Amgen’s patent rights have been exhausted. In response, Amgen makes 

three principal arguments, all of which are meritless. 

First, Amgen argues that the Affordability Program is preempted because a state 

allegedly cannot indirectly regulate what it cannot directly regulate. ECF No. 35 at 12–14. 

But preemption does not turn on whether Amgen is “indirectly” affected by the Affordability 

Program, especially in the implied preemption context.7 Rather, the ultimate touchstone 

is Congress’s purpose. And here, as in all preemption cases, the presumption against 

preemption applies. That is, courts start with the assumption that the state’s historic police 

powers are not superseded unless that was the clear and manifest purpose of Congress. 

See, e.g., Allergan, Inc. v. Athena Cosms., Inc., 738 F.3d 1350, 1355 (Fed. Cir. 2013). 

Amgen’s vague “indirect vs. direct” distinction is not rooted in the conflict preemption 

doctrine and should be disregarded. Instead, starting with the presumption that the 

Affordability Program is not preempted, this court should focus on the purpose behind the 

Patent Act’s right to exclude and the manner in which that purpose is satisfied. The 

Affordability Program does not conflict with the purposes of patent law because it 

 
7 Amgen cites to a variety of cases, but none are patent preemption cases. See ECF No. 
35 at 12–14. Rather, most are express preemption cases, where the Constitution or 
Congress explicitly prohibited a certain type of state regulation. Id. These are irrelevant 
to the core issue in this conflict preemption case: whether the Affordability Program 
conflicts with the purposes of the Patent Act. 
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regulates transactions involving Enbrel after Amgen’s patent rights have been exhausted.  

Second, Amgen claims that the patent exhaustion doctrine is irrelevant and tries 

to distinguish Impression Products. ECF No. 35 at 14–16. But Amgen cannot avoid 

Impression Products or the patent exhaustion doctrine’s impact on its patent preemption 

claim. Amgen’s patent preemption claim is based on the notion that the Affordability 

Program conflicts with its right to exclude under the Patent Act. See, e.g., ECF. No. 1 ¶¶ 

32–33, 69; ECF. No. 24 at 17–18. Impression Products, the most recent Supreme Court 

case that discusses the right to exclude, is directly relevant here as it explains the purpose 

behind the right to exclude, how that purpose is satisfied, and when that right ends. 

Impression Prod., Inc. v. Lexmark Int’l, Inc., 581 U.S. 360, 371 (2017). As the Court 

explained, the Patent Act promotes innovation by granting inventors “a limited monopoly” 

that allows them to “secure financial rewards for their inventions.” Id. (quotations omitted). 

Amgen repeatedly points to language in BIO and other pre-Impression Products cases 

related to this general point. Indeed, this principle is the entire premise of its claim. 

However, Amgen’s argument overlooks the next step. Although patents allow for 

financial rewards, the Court explained that “once a patentee sells an item, it has enjoyed 

all the rights secured by that limited monopoly” and cannot use the patent laws to control 

the product thereafter. Impression Prod., 581 U.S. at 371 (quotations omitted). That is 

because “the purpose of the patent law is fulfilled when the patentee has received his 

reward for the use of his invention.” Id. (alterations omitted). Or, as the Court put it long 

ago, “the purpose of the patent law is fulfilled with respect to any particular article when 

the patentee has received his reward for the use of his invention by the sale of the article.” 
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United States v. Univis Lens Co., 316 U.S. 241, 251 (1942). 

Patent exhaustion is not merely a “defense to a patent-infringement lawsuit,” as 

Amgen suggests. The Supreme Court explicitly rejected that argument. See Impression 

Prod., 581 U.S. at 368–69, 374–75. Rather, patent exhaustion defines the limit on “the 

scope of the patentee’s rights.” Id. at 374 (emphasis in original). Its applicability 

transcends the patent infringement context and extends to any attempt by a patentee to 

rely on patent law post-sale. See, e.g., Univis Lens Co., 316 U.S. at 251–52 (rejecting 

patentee’s attempt to rely on its patent in antitrust suit brought by government). 

Here, Amgen does not dispute that it sells Enbrel to wholesalers, that those 

wholesalers sell Enbrel to pharmacies, and pharmacies in turn sell Enbrel to Colorado 

consumers. As Impression Products makes clear, the moment Amgen sells Enbrel to the 

wholesalers, the purposes of the patent law have been fully achieved and Amgen has “no 

exclusionary right left to enforce.” 581 U.S. at 375. A UPL would apply to transactions at 

the pharmacy level, after the Patent Act’s purposes have been fulfilled and after Enbrel 

has traveled through several links in the chain of commerce.8 Accordingly, there is no 

conflict between the Affordability Program and the Patent Act, and Amgen’s patent 

preemption argument must be rejected. See ECF No. 29 at 25–27. 

Third, Amgen tries to evade the consequences of exhaustion by turning to policy 

arguments. In particular, Amgen invokes “common sense” to argue that Affordability 

 
8 This key fact is what distinguishes this case from the BIO case. See ECF No. 29 at 27–
28. Since Amgen’s patent rights are exhausted before the UPL would apply, BIO does not 
apply here. See Biotechnology Indus. Org. v. D.C., 505 F.3d 1343, 1348 (Fed. Cir. 2007) 
(Gajarsa, J. concurring) (BIO does not stand for proposition that “any state law regulating 
the prices of patented pharmaceutical products” is preempted). 
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Program will reduce its profits, and that the Patent Act prohibits states from enacting 

regulations that affect their profits. See ECF No. 35 at 14, 16. But, the notion that the 

Patent Act somehow gives patentees the right to reap maximum profits was put to rest in 

Impression Products. See ECF No. 29 at 29–31. The Supreme Court rejected same 

arguments Amgen (and amici) have raised here. Id. 

The “federal patent laws do not create any affirmative right to make, use, or sell 

anything.” Leatherman Tool Grp. Inc. v. Cooper Indus., Inc., 131 F.3d 1011, 1015 (Fed. 

Cir. 1997). The “Patent Act does not guarantee a particular price” or “some undefined 

premium;” it only guarantees “one reward.” Impression Prod., 581 U.S. at 379–80.9 

Amgen can sell Enbrel to a wholesaler if it believes it will receive “satisfactory 

compensation” in the transaction. See id.; see also ECF No. 35 at 16. What Amgen cannot 

do is sell Enbrel to wholesalers and then claim the Patent Act prohibits state regulation of 

the pharmacy’s subsequent purchase because that regulation interferes with Amgen’s 

business model.10 Amgen’s argument would allow “patent rights to stick remora-like” to 

Enbrel “as it flows through the market” in violation of “the principle against restraints on 

 
9 Amgen argues that this language merely referred to foreign exhaustion. See ECF No. 
35 at 15–16. But when the Supreme Court said that “the Patent Act does not guarantee 
a particular price,” it meant it universally, regardless of whether the product was sold to a 
foreign location or within the United States. Impression Prod., 581 U.S. at 363. 
10 Amgen asserts that patent exhaustion eliminates a patentee’s ability to place 
restrictions on authorized acquirers, but not “the Constitution’s restrictions on what states 
can do.” ECF No. 35 at 15 (emphasis in original). But it is well established that there is no 
constitutional prohibition on states regulating patented products. See, e.g., Patterson v. 
Kentucky, 97 U.S. 501, 505 (1878). The Patent Act can potentially preempt state 
regulation. But, since exhaustion marks the limit on “the scope of the patentee’s rights” 
under the Patent Act, Impression Prod., 581 U.S. at 374 (emphasis in original), it does 
not matter who the patentee is attempting to assert its supposed patent rights against. 
Once a patentee sells, it cannot claim a right to exclude anyone, including governments.   
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alienation.” 581 U.S. at 382. 

The Patent Act does not give Amgen a free-floating right to prevent any state 

regulation that might have an indirect effect on its profits. Instead, exhaustion is a bright 

line, uniform, and automatic rule. It does not depend on whether a patentee receives a 

premium; all that matters is the sale. Once Amgen sells to its wholesalers for the price 

wholesalers are willing to pay, the Patent Act’s purposes have been satisfied and 

Amgen’s rights are exhausted. Full stop. The Affordability Program is not preempted. 

V. The Affordability Program comports with due process. 

 Amgen argues that, to satisfy due process, the Affordability Program must contain 

“legal standards11 and procedural mechanisms to ensure a fair and reasonable rate of 

return on investment.” ECF No. 35 at 22. The contention relies on case law from other 

circuits and misapprehends the necessary elements to a due process claim.  

The central inquiry in a procedural due process claim is whether there is a 

protected property interest at stake and, if so, whether the individual was afforded an 

appropriate level of process. See Clark v. City of Draper, 168 F.3d 1185, 1189 (10th Cir. 

1999). Amgen cannot simply identify an ephemeral property right it possesses; it must 

identify how that right is being deprived by the Board. See, e.g., Pater v. City of Casper, 

646 F.3d 1290, 1294 (10th Cir. 2011) (finding when the city imposed notices of 

assessments on real property, plaintiffs showed the property’s market value could be 

impacted). But there is no such direct regulation by the Board of Amgen here. Any 

 
11 Amgen strains to fit its qualms with the Affordability Program into a due process 
violation, but Amgen’s claims that the Board has too much discretion or the statute lacks 
clarity are not procedural due process claims. 
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potential UPL set by the Board does not directly bear on the manufacturer at all, and 

whether such a UPL ever has an indirect impact on the manufacturer will be up to 

wholesalers, not the Board. Amgen thus fails to identify a protected property right that is 

being deprived by the Board. 

 But even if this court finds that Amgen has a property interest impacted by the 

Affordability Program, “due process is flexible and calls for such procedural protections 

as the particular situation demands.” Mathews v. Eldridge, 424 U.S. 319, 334 (1976). A 

full-blown hearing is not required in either the affordability review or UPL stages of the 

Board’s work because the Board is not engaged in a quasi-judicial action. It is not 

adjudicating Amgen’s rights or altering Amgen’s real-world obligations in any way. Due 

process simply requires notice and the meaningful opportunity to be heard. Mathews, 424 

U.S. at 333–34. During the affordability review for Enbrel, Amgen was on notice and was 

actually heard. See ECF No. 29 at 36–37. Amgen may not like that the Board did not 

change course based on Amgen’s participation, but that does not render its participation 

meaningless or the affordability review a due process violation. 

 Amgen argues that setting a UPL is not a quasi-legislative action, so it is entitled 

to more process than a public rulemaking proceeding affords.12 But a UPL is a 

quintessential rule of general applicability: it would apply to every eligible purchase and 

reimbursement of Enbrel in Colorado, not just a “few people.” Onyx Props LLC v. Bd of 

Cnty. Commn’rs, 838 F.3d 1039, 1045-47 (10th Cir. 2016). Just like the Tenth Circuit found 

 
12 Notice and comment procedures in rulemaking satisfy due process. See In re FCC 11-
161, 753 F.3d 1015, 1091 (10th Cir. 2014). 
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a prospective, general zoning ordinance—impacting certain types of properties—was a 

legislative action not subject to notice-and-hearing requirements, a UPL would also be a 

generally applicable, prospective rule not adjudicating the rights of individuals or particular 

situations. See id. at 1047. The statute appropriately directs the Board to engage in 

rulemaking when it sets a UPL. See § 10-16-1407(5), C.R.S. 

 Moreover, Amgen’s drumbeat of the Board’s lack of standards is neither true nor 

relevant to the due process inquiry. The Affordability Program provides ample standards 

in the affordability review13 and UPL processes, and any Board discretion is cabined by 

the numerous opportunities for legislative and judicial review of the Board’s actions. 

Specifically, a multi-factor rule like the Board’s UPL methodology rule is not standardless 

simply because it is not a proscriptive formula. The Board will evaluate an array of data 

points and information presented to it in the public rulemaking process to try to identify 

what various actors in the supply chain, from consumers to pharmacies to insurance 

companies to wholesalers, are buying and selling a drug for. See 3 C.C.R. § 702-9:4.2 

(setting forth at least ten metrics the Board will evaluate in establishing a UPL).  From 

there, the Board can ascertain how a UPL may result in savings for those it will apply to.14 

 
13 Amgen points to the Board’s other affordability reviews as purported evidence of its 
lack of standards. But in this facial challenge, Amgen’s cherry-picked details from the 
Board’s actions to date, without context, are irrelevant. This is not an action for judicial 
review. See § 10-16-1408(2), C.R.S. This case centers on whether the Affordability 
Program is unconstitutional in every application. 
14 Though ensuring a reasonable rate of return for anyone–but particularly for 
manufacturers to whom the UPL does not apply–is not a specific requirement, there is 
also no reason to suspect that the Board’s UPL would not do this using the factors 
identified. This speculative conclusion that the Board’s process must be unconstitutional 
again highlights the heavy burden Amgen bears in demonstrating facial unconstitutionality 
of the statute while simultaneously reaching for as-applied, doomsday conclusions. 
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And Amgen can robustly participate in this process.  

 The Board is not interfering with Amgen’s right to set its own price when it sells 

Enbrel. Amgen cannot claim its rights are being adjudicated simply because the Board 

chose to study the affordability of Enbrel for Colorado consumers or because the Board 

may choose to set a UPL on downstream purchasers that may indirectly impact Amgen. 

VI. Amgen’s claim regarding federal preemption is moot. 

The Board has consistently interpreted its statute to not apply to transactions that 

raise potential constitutional concerns, including by providing that a UPL would not apply 

to the federal government or Indian tribe’s purchases of or reimbursements for a drug. 

Amgen’s preemption claim is moot. The Board did not “end unlawful conduct” when it was 

sued. Rather, since January of 2023, the Board has expressed the limited application of 

a UPL in its rule and policy document. See 3 C.C.R. 702-9:4:1.C.2; PDAB UPL Policy.15 

The Board’s rule provides that a UPL applies to reimbursement made by a “carrier, 

state entity, or optional participating plan.” 3 C.C.R. § 702-9:4.2.C.1. Each of these terms 

specifically connects to established state authority. “Carrier”, for example, only includes 

certain entities that are “subject to the insurance laws and rules of Colorado.” 3 C.C.R. § 

702-9:1.1 (citing § 10-16-102(8), C.R.S). Further, “State Entity” is limited to Colorado’s 

state agencies. 3 C.C.R. § 702-9:1.1 (citing § 10-16-1401(22), C.R.S.). Finally, “Optional 

Participating Plan” means “a self-funded health benefit plan offered in Colorado that 

elects to subject its purchases of or payer reimbursements for prescription drugs for its 

members in Colorado to the requirements of [the Affordability Program].” 3 C.C.R. § 702-

 
15 PDAB Policy 05, UPL Policy and Procedure, available at https://tinyurl.com/djct93ch. 
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9:1.1 (citing § 10-16-1401(17), C.R.S.). Federal health insurance programs, like those 

identified by Amgen, are not carriers because they are not subject to the insurance laws 

and rules of Colorado, nor are they state entities or optional participating plans. Under the 

Board’s rule, the UPL would not apply to these entities.  

This view was echoed in the Board’s policy. Its original UPL policy specified that 

UPL does not apply to Medicare purchases or reimbursements and the July 2024 

revisions were not a change in direction for litigation gain,16 but a clarification. The UPL 

Policy is in step with the Board’s charge, consistently implemented for almost two years: 

to protect consumers and “state and local governments, contractors and vendors, 

commercial health plans, providers, and pharmacies” from excessive drug costs. SB 21-

175 at 2–3. It is consistent with statutory text (see ECF No. 29 at 10–11, 40), legislative 

intent (id. at 10–11), and its own rule, promulgated in advance of this lawsuit. 

There is no gamesmanship here. Rather, the Board is measuredly applying its law 

to maximize its effect on Coloradans, within the bounds of state authority. There is no 

evidence that the Board and the AG used the policy and the declaration to merely defeat 

jurisdiction. Since 2023, the Board sought to apply its law to avoid the constitutional 

concerns raised by Amgen. Its claim is moot. 

VII. A UPL comports with the dormant Commerce Clause.  

 The Supreme Court has instructed that “extreme caution is warranted before a 

court” declares a state law unconstitutional for violating the dormant Commerce Clause. 

 
16 Deputy AG Blake also declared, prior to any enforcement action under the Affordability 
Program, the AG will enforce in line with the Board’s policies. ECF No. 29-1 ¶¶ 3–6. 
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Nat’l Pork Producers Council v. Ross, 598 U.S. 356, 390 (2023). Yet, Amgen asks this 

Court to declare Colorado’s non-discriminatory UPL regime unconstitutional even though 

it focuses on a subject in which Colorado’s interest is obvious: medications sold or 

dispensed in Colorado. The Court should not do so. 

 First, Amgen focuses solely on what it describes as wholly out-of-state 

transactions. ECF No. 35 at 27–30. But its dormant Commerce Clause argument is 

necessarily limited to only some of the transactions to which a UPL applies.  

 Second, a UPL does not apply to wholly out-of-state transactions because a UPL 

does not apply if a drug is not administered or dispensed in Colorado. A pharmacy in 

Oregon can purchase a drug from a wholesaler in New York at whatever price it chooses 

so long as the pharmacy will not send the drug to a consumer in Colorado. This is no 

different than the regime the Supreme Court considered in Ross where pork producers 

were free to raise pigs as they saw fit so long as they did not intend to sell them into 

California. For the same reason California’s law was constitutional, so is Colorado’s: it 

does not directly regulate “an out-of-state transaction by those with no connection to the 

State.” Ross, 598 U.S. at 376 n.1.17 

 A UPL “applies to a consumer’s purchase from a pharmacy or provider, 

reimbursements by certain insurance payers, and pharmacies’ and providers’ purchases 

 
17 In discussing this language, Amgen argues that Court “was careful to distinguish other 
state laws that are invalid because they do ‘directly regulate[] out-of-state transactions.’” 
ECF No. 35 at 28. But in excising the phrase “by those with no connection to the State,” 
Amgen overstates the scope of the Court’s language. Ross, 598 U.S. at 376 n.1. For 
example, in Interlink Products Int’l v. Crowfoot, 678 F. Supp. 3d 1216 (E.D. Cal. 2023), 
which Amgen cites for support (ECF No. 35 at 28 n.7), it was the principle that this phrase 
embodies that led the court there to reject the plaintiff’s dormant Commerce Clause claim. 
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of the prescription drug.” ECF No. 29 at 10. These limits demonstrate the clear connection 

between any transaction that would be subject to a UPL and Colorado. 

• The consumer’s purchase is subject to a UPL only if the drug is administered or 
dispensed in Colorado.18  
 

• The reimbursement by certain insurance payers is only subject to a UPL if the drug 
for which the reimbursement is being issued was dispensed in Colorado. 

 
• The pharmacies’ and providers’ purchase of a drug is subject to a UPL only if they 

decide to dispense or administer the drug in Colorado. And as the party making 
that choice, they are in control of whether the UPL will apply or not.19 This is not a 
situation like the one in Association for Accessible Medicines v. Ellison, where 
someone with no control over or knowledge of the drug’s final distribution location 
can be held liable. See 704 F. Supp. 3d 947. 
 

Simply put, UPLs do not apply to wholly out-of-state transactions that have no 

connection to Colorado. They do not violate the dormant Commerce Clause.20 

CONCLUSION 

 Defendants respectfully request this Court grant summary judgment in their favor.  

 
18 A UPL does not apply just because the purchaser is a Colorado resident. See, e.g., 
Styczinski v. Arnold, 46 F.4th 907, 913–15 (8th Cir. 2022). 
19 And because the UPL applies to the purchaser, § 10-16-1411(1), C.R.S., that the 
wholesaler does not control where the drugs are dispensed is immaterial. As the seller, 
the wholesaler would not be the one liable for violating the UPL. 
20 Regarding the Pike balancing test, to the extent Amgen identifies any burdens—here, 
additional contract provisions (ECF No. 35 at 30 n.8)—it fails to explain how it would 
create a burden on interstate commerce to the benefit of intrastate commerce to support 
a claim under Pike. Direct Mktg. Ass’n v. Brohl, 814 F.3d 1129, 1142 (10th Cir. 2016); V-1 
Oil Co. v. Utah State Dep’t of Pub. Safety, 131 F.3d 1415, 1425 (10th Cir. 1997). 
Companies in Colorado that sell drugs outside of the state would need to take the same 
steps to avoid their purchases being subject to a UPL as out-of-state companies. And 
purchasers in Colorado must actually comply with the UPL, a greater burden than adding 
new contract provisions. See Brohl, 814 F.3d at 1145 (finding no commerce clause 
violation when burdens of reporting regime for out-of-state retailers was less than sales 
tax collection and reporting burdens on in-state retailers).  
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