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INTRODUCTION 

Every day in Colorado, people are forced to make the unconscionable choice 

between paying for groceries or rent and paying for necessary medication. The excessive 

costs of prescription drugs hamper both the financial and physical health of Coloradans. 

The prescription drug supply chain is rife with dramatic asymmetries in bargaining 

power, with manufacturers and middlemen raising costs that consumers must pay to 

receive life-changing and life-saving medicine. The complexity of the supply chain results 

in opaque drug prices for Colorado consumers. And supply chain actors can inflate prices 

to capture a share of the profit of the trillion-dollar pharmaceutical industry as the drugs 

make their way to the consumer, while consumers are left without information or leverage 

to negotiate lower prices. 

The Constitution does not dictate that states stand idly by while their consumers 

grapple with these wrongs. States not only have the authority, but the duty, to protect the 

health and welfare of their citizens by addressing the harms inuring to the consumers and 

entities in their borders caused by these prescription drug market failures. Colorado has 

done just that with the creation of the Prescription Drug Affordability Board.  

The Board is empowered to address the lack of access to affordable prescription 

drugs in Colorado, cutting through the obfuscated drivers of prescription drug costs, 

holding supply chain actors accountable, and shifting power back to those in Colorado 

most harmed by unaffordability. To that end, the Board is authorized to conduct 

affordability reviews of particular drugs and, if the Board finds those drugs unaffordable, 
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establish upper payment limits on what certain consumers, providers, pharmacies, and 

insurance companies may pay for those drugs dispensed in Colorado.   

The work of Colorado’s Board is a necessary, careful, and tailored exercise of the 

state’s police power to help alleviate the threat that unaffordability of prescription drugs 

poses to Coloradans. Plaintiffs (referred to herein as “Amgen”), manufacturers of Enbrel, 

seek to end this work. But no harm befalls Amgen from the Board’s affordability review or 

the ongoing upper payment limit setting, so Amgen cannot demonstrate ripeness, 

standing, or violations of federal law. The Board’s work is a constitutional effort at 

transparency and regulation of transactions occurring directly in response to Colorado 

consumers filling their prescriptions. Defendants are entitled to summary judgment. 

BACKGROUND 

The Prescription Drug Market 

The physical prescription drug distribution chain is generally unremarkable. The 

pharmaceutical “distribution chain starts with the manufacturer who sells to a wholesaler 

for the wholesale acquisition cost (‘list price’). Wholesalers then sell to the pharmacy, who 

dispense the product to the patient with a doctor’s prescription.” In re EpiPen (Epinephrine 

Injection, USP) Mktg., Sales Pracs. & Antitrust Litig., 44 F.4th 959, 965 (10th Cir. 2022). 

Amgen is a pharmaceutical manufacturer. See ECF No. 1 ¶¶ 16-18. Substantially 

all of Amgen’s sales in the United States are to pharmaceutical wholesale distributors, 

which serve as the principal means of distributing Amgen’s products to healthcare 
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providers.1 Amgen sells its products to wholesalers for the list price or “wholesale 

acquisition cost.”2 The wholesalers then sell Amgen’s products to the wholesalers’ 

customers, which include physicians or their clinics, dialysis centers, hospitals, and 

pharmacies.3  

While physical drug distribution is straightforward, the flow of funds in the 

prescription drug market is not. “Drug pricing is a complex and often confusing issue” 

involving “multiple transactions among numerous stakeholders.”4  

 

Fig. 1. Visual representation of distribution of prescription drugs in supply chain and flow 
of payments amongst stakeholders. See PhRMA, Follow the Dollar at 1. 

In addition to the manufacturers, wholesalers, pharmacies, and patients, there are 

two other important players in the prescription drug market. 

 
1 See Amgen 2023 Form 10K at 2, 76, available at https://investors.amgen.com/static-
files/eeb1013b-5d9a-4ff3-934f-3905972207f3. 79% of Amgen’s 2023 worldwide gross 
revenues were based on sales to three wholesalers. See id. at 2. 
2 See Amgen, Paying for Enbrel, available at https://www.enbrel.com/enbrel-cost. 
3 Amgen 2023 Form 10K, supra note 1, at 42. 
4 PhRMA, Follow the Dollar 1 (2017), available at https://tinyurl.com/bdfrt945. 
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First, there are the health plans or “payers.” Insured patients access prescription 

drugs through health plans—such as individual health insurance purchased on the state 

insurance exchange or employer-sponsored plans—that offer prescription-drug benefits. 

Pharm. Care Mgmt. Ass'n v. Mulready, 78 F.4th 1183, 1188 (10th Cir. 2023). The cost of 

the drug is shared between the patient and their health plan, and the amount the patient 

pays depends on the scope of their prescription drug benefit. In re EpiPen, 44 F.4th at 

965. The health plan sets this benefit, including “what drugs the plan covers (the 

formulary), how much the plan will pay for those drugs (the cost-sharing terms), and at 

which pharmacies beneficiaries can have prescriptions filled (the pharmacy network).” 

Mulready, 78 F.4th at 1188. 

Second, there are pharmacy benefit managers or “PBMs.” Health plans typically 

hire PBMs to formulate and oversee the health plans’ prescription-drug benefits. Id.5 

When a patient goes to a pharmacy to fill a prescription, the pharmacy checks with the 

PBM to determine whether the drug is covered and what the patient’s payment will be. 

Rutledge v. Pharm. Care Mgmt. Ass’n, 592 U.S. 80, 84 (2020). The PBM then reimburses 

the pharmacy on behalf of the health plan, and the PBM is compensated by the health 

plan with reimbursements and fees. Id.; see also FTC PBM Report at 9-13. PBMs also 

contract with manufacturers to negotiate rebates on drugs. See Mulready, 78 F.4th at 

1188. According to one estimate, these rebates and discounts now exceed $100 billion 

each year. PhRMA, Follow the Dollar at 1. This rebate system is coming under increasing 

 
5 See also Fed. Trade Comm’n, Pharmacy Benefit Managers at 9-10, available at  
https://www.ftc.gov/system/files/ftc_gov/pdf/pharmacy-benefit-managers-staff-report.pdf 
(hereinafter, “FTC PBM Report”). 
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scrutiny given its apparent anticompetitive effects. See FTC PBM Report at 66 (“[O]ur 

initial review of these contracts shows rebate structures that may impede and impair 

competition and patient access to affordable medicines.”). Further, since nearly 80 

percent of prescriptions filled in the U.S. are managed by the three largest PBMs, PBMs 

also exert substantial influence over independent pharmacies and the contractual terms 

of their pharmacy networks and reimbursement agreements. Id. at 1, 9-11. Despite the 

significant impact these middlemen have on the access to prescription drugs, PBM 

business practices remain extraordinarily opaque. Id.  

Given this web of rebates and reimbursements, PhRMA6 argues “prices paid by 

wholesalers, pharmacies, PBMs, and health plan sponsors all vary and are determined 

by negotiations between stakeholders, each with varying degrees of negotiating power.” 

PhRMA, Follow the Dollar at 1. This system is supposed to generate cost savings. In 

practice, it does not. According to Amgen’s CEO, “[c]ompanies in virtually every other 

industry compete by offering the lowest price. Unfortunately, the current rebate system in 

the U.S., created with good intent, now often leads to a situation in which not getting 

kicked off formulary requires matching a competitor’s higher price.”7 According to Amgen, 

“[p]rescription drug list prices increase so that manufacturers can absorb more and more 

 
6 PhRMA is a “voluntary, nonprofit association representing the nation’s leading research-
based pharmaceutical and biotechnology companies.” ECF No. 27 at 1. Amgen is a 
member of PhRMA and Amgen’s CEO serves on PhRMA’s Board of Directors. See 
https://phrma.org/en/About. 
7 Unsustainable Drug Prices: Testimony from the CEOs (Part II): Hearing Before the H. 
Comm. on Oversight and Reform, 116th Cong. at 5 (2020) (Statement of Robert Bradway, 
CEO, Amgen) available at https://tinyurl.com/mtj35txr (hereinafter “Bradway Testimony”). 
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payer demands for rebates and other discounts.”8 “Higher list prices can mean higher 

out-of-pocket costs for patients, since rebate dollars aren’t passed on to patients at the 

pharmacy counter.”9  

Manufacturers like Amgen blame intermediaries like the PBMs for rising drug 

prices. PBMs, in turn, blame the manufacturers.10 But at the end of the day, consumers 

are the ones left hurt. In 2022, prices for branded drugs in the U.S. were 422% of the 

prices in other parts of the world.11 In fact, according to PhRMA, “[s]ometimes a patient’s 

cost-sharing amount may exceed the price the health plan actually pays for a medicine 

or exceed what the patient would pay at the pharmacy counter without using insurance 

(ie, by paying in cash)” and pharmacies can be contractually prevented from telling 

consumers about the lower cash price. Follow the Dollar at 6.  

The Prescription Drug Affordability Board Program 

In 2021, Colorado created the Prescription Drug Affordability Board.12 The 

legislature found it “imperative” to “take measures to reduce excessive prescription drug 

costs for Coloradans who cannot afford prescription drugs,” thus creating the Board “with 

 
8 Amgen, Inside the Drug Pricing Loop, available at https://tinyurl.com/37d6p5tk. 
9 Id. 
10 According to the Pharmaceutical Care Management Association, which represents 
PBMs in the United States, drug companies abuse “the patent system to keep more 
affordable alternatives from entering the marketplace, which allows those companies to 
increase prescription drug prices for far longer than Congress contemplated when it 
established patent and exclusivity periods.” Testimony of Juan Carlos Scott to U.S. H. 
Comm. on Oversight at 3, available at https://tinyurl.com/mrybaczf. 
11 International Prescription Drug Price Comparisons: Estimates Using 2022 Data, 
Assistant Secretary for Planning and Evaluation, U.S. Dept. of Health & Human Services 
at 3 (2024) available at https://tinyurl.com/uawhpeuc. 
12 SB 21-175, 73rd Leg., Reg. Sess. (Colo. 2021) (hereinafter, “SB 21-175”). Two other 
bills have subsequently modified the Board’s authority: HB 23-1225 and SB 24-203. 
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the authority to review prescription drug costs and protect Colorado residents and entities 

who purchase or reimburse for prescription drugs from the excessive costs of prescription 

drugs.” SB 21-175 at 2-3. 

The Board is comprised of five medical and pharmacy experts and performs two 

main functions: (1) conducting affordability reviews of eligible drugs to determine whether 

use of those drugs is unaffordable for Colorado consumers, and (2) for drugs it deems 

unaffordable, potentially establishing upper payment limits in certain transactions for 

drugs dispensed in Colorado. §§ 10-16-1402(1), (2)(a); 10-16-1403(1), C.R.S. The Board 

implemented procedures for these statutory directives through rules (3 C.C.R. § 702-9:1.1 

to 702-9:5.1) and policies13 (referred to generally herein as the “Affordability Program”). 

Affordability Reviews 

Pricing in the prescription drug market is notoriously opaque. Since this lack of 

transparency prevents policymakers and Coloradans from understanding the true costs 

of prescription drugs and hinders accountability, the legislature charged the Board with 

conducting “affordability reviews.” See SB 21-175 at 2; §§ 10-16-1405 –1406, C.R.S. 

Choosing from eligible generic and brand-name drugs alike (§ 10-16-1406(1), 

C.R.S.), the Board conducts affordability reviews by analyzing over a dozen mandatory 

factors and additional permissive criteria set forth in statute and rule (§ 10-16-1406(4)-

(6), C.R.S., and 3 C.C.R. § 702-9:3.1), to determine if use of a prescription drug is 

 
13 See Prescription Drug Affordability Board Policies 01 to 05, available at 
https://tinyurl.com/djct93ch. 
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unaffordable for Colorado consumers (§ 10-16-1406(3), C.R.S.). The factors the Board 

considers are centered on the consumer experience, including:  

• Cost and availability of therapeutic alternatives14 to the drug; 
• Effect of the price on Colorado consumers’ access to the drug; 
• Patient co-payment or other cost sharing associated with the drug and 

typically required pursuant to health benefit plans; 
• Input provided by patients and caregivers affected by the condition or 

disease that is treated by the drug; 
• Whether patients receive financial assistance from the manufacturers; and 
• Impact of the affordability challenges on health equity. 

 
§ 10-16-1406(4)(b), (c), (e), (h)(I), (j), C.R.S.; 3 C.C.R. § 702-9:3.1.E.2.j. 

To establish the factual basis for these factors, the Board developed an 

affordability review process that provides ample opportunity for Coloradans, supply chain 

actors, and manufacturers alike to provide information to the Board about the affordability 

of a drug. See 3 C.C.R. § 702-9:3.1; Enbrel Affordability Review Report.15  

The goal of the affordability review is not to determine the appropriateness of a 

manufacturer’s price. Rather, the Board considers and flexibly weighs robust, contextual 

factors16 to determine whether use of a drug, consistent with standard medical practice 

or the FDA label, is unaffordable for Colorado consumers. § 10-16-1406(3), C.R.S. The 

 
14 “Therapeutic alternatives” is a technical term for a drug that may contain different 
therapeutic agents, but is in the same therapeutic class and similarly treats a condition as 
the drug under review. See 3 C.C.R. § 702-9:1.1.C. This is not to be confused with a 
“therapeutic equivalent” which encompasses, for example, a generic competitor to a 
brand-name drug because such a drug is a “pharmaceutical equivalent[] for which 
bioequivalence has been demonstrated.” 3 C.C.R. § 702-9:1.1.C 
15 See generally Prescription Drug Affordability Board, Enbrel Affordability Review Report, 
available at https://tinyurl.com/yc5u94h3. 
16 These contextual factors allow the Board to evaluate the circumstances and market 
behavior surrounding use of a particular prescription drug, treating specific diseases or 
conditions, in Colorado, and the unique attendant affordability challenges they may pose. 
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result of an affordability review is a report that details the Board’s analysis of the required 

factors, supporting documents, and a determination of whether the drug is unaffordable 

for Colorado consumers. 

Importantly, the Board’s determination regarding unaffordability does not impact 

any rights or obligations of anyone selling or purchasing the prescription drug. The 

unaffordability determination is not a final agency action. § 10-16-1408(1)(c), C.R.S. The 

General Assembly made clear that the affordability reviews serve standalone purposes 

of transparency and accountability and may be an end unto themselves. See § 10-16-

1407(1) and § 10-16-1407(9), C.R.S. The Board’s determination of unaffordability may 

conclude its review of a prescription drug.  

Upper Payment Limits 

To re-balance the bargaining power in Colorado’s prescription drug market, the 

legislature also empowered the Board with the Affordability Program’s second major 

component: establishing upper payment limits (“UPLs”). The Board may only set a UPL 

for a drug it has determined is unaffordable.17 UPLs are intended to “reduce excessive 

prescription drug costs for Coloradans who cannot afford prescription drugs.” SB 21-175 

at 2-3. A UPL is not a regulation on the manufacturer but rather a limit on what someone 

can pay—in particular, what in-state actors and actors doing business in Colorado can 

pay—for a drug that is dispensed or administered in Colorado.  

 
17 The Board does not have to set a UPL for a drug it has deemed unaffordable and the 
two processes—affordability reviews and UPLs—are not only distinct but explicitly 
severable. §§ 10-16-1407(1), 10-16-1407(9), C.R.S.; see also § 2-4-204, C.R.S.  
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An upper payment limit is “the maximum amount that may be paid or billed for a 

prescription drug that is dispensed or distributed in Colorado” and applies to a consumer’s 

purchase from a pharmacy or provider, reimbursements by certain insurance payers, and 

pharmacies’ and providers’ purchases of the prescription drug. § 10-16-1401(23), C.R.S.; 

3 C.C.R. § 702-9:4.2.C. The legislature intended UPLs to specifically apply to entities 

such as state and local governments, contractors and vendors, commercial health plans, 

providers, and pharmacies. SB 21-175 at 3. The statute also directs the Board to consider 

the costs of “administering,” “dispensing,” and “distributing” the prescription drug in 

Colorado in establishing a UPL, putting into sharp focus for the Board the costs incurred 

by the entities the UPL was designed to apply to: providers, pharmacies, and wholesalers, 

respectively. § 10-16-1407(2), C.R.S. Put simply, a UPL is a payment restriction on 

entirely downstream actors for actual sales and reimbursements of a drug dispensed to 

Colorado consumers.  

The statute should not be read to apply otherwise. The legislative history 

underscores this intent that a UPL not apply to a wholesaler’s purchase from a 

manufacturer. In introducing the bill in committee, one of the bill’s sponsors explained the 

purpose of the downstream applicability as follows:  

“The reason we did this is because we wanted to impact the entities in 
Colorado that are purchasing these drugs and give them the support they 
need to get better pricing from the industry. The way we anticipate this 
working is that the current relationship between pharmaceutical 
manufacturers and wholesalers will largely remain unchanged.  . . . 
[Wholesalers] will purchase drugs at the wholesale acquisition cost. They 
will sell it to pharmacies or hospitals at the UPL or whatever negotiated price 
is lower than that – which may be the case. Our hope is that negotiations 
continue and there will be lower prices that are below the UPL. But they’ll 
sell them at that lower price and then they will be made whole on the back-
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end by the pharmaceutical manufacturer. So we really don’t believe in-state 
purchasers are stuck in the middle in this bill. What we believe is this bill is 
giving them the air support they need to get the better prices in the first 
place.”  
  
Prescription Drug Affordability Review Board: Hearing on SB 21-175 Before 
the House Comm. On Health & Insurance, 73rd Sess. (2021) (statement of 
Rep. Chris Kennedy). 
 
UPLs are also limited to only the transactions where Colorado’s authority to 

regulate is clear. The Board adopted a policy that states a UPL does not apply to Medicare 

and other purchases and reimbursements made by federal or sovereign actors.18 UPLs 

also do not apply to self-funded plans regulated pursuant to Employee Retirement Income 

Security Act (“ERISA”) (§ 10-16-1413, C.R.S.) or where a carrier is required under state 

or federal law to purchase or reimburse a payer for a prescription drug (§ 10-16-1411(5), 

C.R.S.) above a UPL. 

The Board establishes UPLs through rulemaking, and a rule establishing a UPL is 

an appealable final agency order. §§ 10-16-1408(2), 24-4-103, 24-4-106(2), C.R.S. The 

Board may also terminate a rulemaking proceeding at any time. 3 C.C.R. § 702-

9:4.1.D.1.; see also § 24-4-103(4)(d), C.R.S. A UPL does not go into effect until at least 

six months after the Board’s adoption of the rule. § 10-16-1407(5), C.R.S. 

A UPL established by the Board is subject to judicial review (§ 10-16-1408(2), 

C.R.S.), and may also be subsequently repealed by the legislature through a direct repeal 

(§ 10-16-1414(3)(b), C.R.S.) or through the rule review process under the state 

Administrative Procedure Act (§ 24-4-103(11)(d), C.R.S). Judicial review of a UPL rule 

 
18  PDAB Policy 05, Upper Payment Limit Policy and Procedure, available at 
https://tinyurl.com/djct93ch (hereinafter “PDAB UPL Policy”). 
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may also include a challenge to the affordability review determination. §§ 10-16-1408(2); 

24-4-106(7)(b), C.R.S. 

The Attorney General is exclusively authorized to “enforce [§§ 10-16-1401—10-

16-1416, C.R.S.] on behalf of any state entity or any consumer of prescription drugs.” 

§ 10-16-1411(3), C.R.S. However, he may not enforce the Affordability Program against 

“a carrier or state agency that is required pursuant to state or federal law to purchase or 

reimburse a payer for a prescription drug for which the board has established an upper 

payment limit.” § 10-16-1411(5), C.R.S. The Attorney General has expressly stated that 

if it is ever necessary to bring an enforcement action, he will enforce a UPL set by the 

Board according to the applicability of UPLs as established by the Board. Exhibit 1, Decl. 

of Nathan Blake at 1-2. 

The Board has not yet established any UPLs, nor has the Attorney General or 

Commissioner19 initiated any enforcement actions concerning the Affordability Program. 

Enbrel 

In 1998, Enbrel was approved by the FDA to treat autoimmune diseases such as 

rheumatoid arthritis. ECF No. 1 ¶ 50. While Enbrel is covered by patents, those patents 

are held by a different company; Amgen merely licenses the commercial rights for use of 

the patents in the United States. See id. ¶ 54; Immunex Corp. v. Sandoz Inc., 964 F.3d 

1049, 1054-55 (Fed. Cir. 2020).  

 
19 The Commissioner of Insurance may impose a penalty on a manufacturer that fails to 
comply with certain notice requirements upon withdrawal. § 10-16-1412, C.R.S. 
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Between its launch in 1998 through January 2024, “Enbrel’s [list price] has 

increased 1,582.24%,” significantly outpacing inflation for the same period. Enbrel 

Affordability Review Report at 2. The current list price for Enbrel is at least $1,850.46 per 

weekly 50 mg dose.20 According to Colorado data from 2022, Colorado entities and 

consumers paid over $159,305,653 that year for Enbrel, and the average cost per patient 

of a year’s supply was $46,772. Enbrel Affordability Report at 2. In that same year, the 

average annual out-of-pocket cost for Coloradans with commercial insurance was $3,980 

annually. Id. at 2. Over half of insurance carriers who submitted information to Colorado 

under section 10-16-1405, C.R.S., reported that Enbrel was one of the top 15 prescription 

drugs that raised premiums for all covered lives. Id. 

Enbrel’s list price did not increase by 1,582.24% over this time because of 

“innovation.” Amgen’s CEO told Congress that “the primary reason the list price of 

Enbrel® has increased as much as it has” is because the market “is structured in a way 

to benefit intermediaries and not in a way to get lower prices to patients.”21 Amgen often 

has to “pay higher and higher rebates to remain on formulary” and “increases in list prices 

generally have limited impact on net prices but significantly increase total rebates paid to 

the PBMs.” Id. So, “Amgen has increased list prices over the years in response to 

competitor list price increases to remain available as a choice on PBM formularies.” Id. 

The net effect of this “counterintuitive pricing behavior” is that PBMs receive lower prices, 

 
20 See Amgen, Paying for Enbrel, available at https://www.enbrel.com/enbrel-cost. 
21 Testimony of Robert A. Bradway, Chairman and Chief Executive Officer Amgen Inc., 
Before the U.S. H. Comm. on Oversight and Reform at 7 (hereinafter, “Bradway Written 
Statement”) available at https://tinyurl.com/mufwzev3. 
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but “consumers instead see prices go up and see little relief at the pharmacy counter 

since these savings from the PBMs are often not passed on.” Id. at 8. 

The Board’s Proceedings Relating to Enbrel 

In 2023, the Board began implementing the Affordability Program. Out of 604 

eligible drugs, the Board selected Enbrel and four other drugs for affordability reviews. 

Enbrel Affordability Review Report at 3. 

 The Board then conducted its affordability review for Enbrel deliberately and 

thoroughly over a period of six months, with Amgen participating in the process at every 

step. The affordability review occurred across three public Board meetings—December 

8, February 16, and February 23—and included voluminous stakeholder feedback, 

including from Amgen.22 Before and between these meetings, the Board gathered 

stakeholder input and analyzed each of the required factors. Amgen voluntarily submitted 

information in October, 2023, that was included in the Board’s Affordability Review 

Report. Exhibit 2, Decl. of Elizabeth Cummings at 1; Enbrel Affordability Review Report 

at J3-J11, J23-J49. Amgen also participated in a September 19, 2023, stakeholder 

meeting facilitated by Board staff where it provided robust input from its medical experts. 

Enbrel Affordability Review Report at I-4. Amgen provided verbal comments at the 

December 8, February 16, and February 23 Board meetings and written comments in 

advance of the February 16 and 23 Board meetings.  

 
22 Links to recordings from 2023 Board meetings are available at 
https://drive.google.com/file/d/1kKX96Z4vzczf5McTx-MJsf_X4OqBb5lp/view, and links to 
recordings from 2024 Board meetings are available at 
https://drive.google.com/file/d/1Mh7-0Bmd0_t_IPO8IOT_GQgYUO1JOHfb/view. 
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 The Board deliberated on the over 500-page draft affordability report for Enbrel 

and determined that use of Enbrel was unaffordable for Colorado consumers at its 

February 16 meeting. This report contains a separate appendix devoted to each of the 

required factors the Board is directed to consider in determining unaffordability of a drug 

for Colorado consumers. In addition, it contains information the Board may permissively 

consider, including pricing information for Enbrel. § 10-16-1406(6)-(7), C.R.S. Four pages 

out of the 534-page report mention Enbrel’s patent protections. See Enbrel Affordability 

Review Report at 25, C-11-13. During the February 16 meeting, for less than 15 minutes 

over the span of an almost two-hour deliberation, the Board discussed Enbrel’s status as 

a patented drug and how that lack of competition from biosimilars might impact Colorado 

consumers’ affordability and access. The remaining substance of the Board’s report and 

the deliberation reflects the true focus of the Board: unaffordability for Colorado 

consumers. The summary report presents the Board’s most salient considerations in 

reaching its unaffordability determination including Enbrel’s higher out-of-pocket costs 

compared to therapeutic alternatives and self-reported affordability concerns from 

Colorado consumers. Enbrel Affordability Review Report at 2-3. 

 The Board approved the final affordability review report for Enbrel on February 23. 

The Board then voted to initiate rulemaking to establish a UPL for Enbrel. The Board has 

not yet begun the rulemaking and it anticipates holding rulemaking hearings, at a 

minimum and at the earliest, at its September 6, October 18, and December 6 meetings.23 

The Board may terminate these proceedings at any time without setting a UPL.  

 
23 The timeline was affirmed by the Board at its April 26 and July 3 meetings. 
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LEGAL STANDARD 

Federal Rule of Civil Procedure 56(a) states, “The court shall grant summary 

judgment if the movant shows that there is no genuine dispute as to any material fact and 

the movant is entitled to judgment as a matter of law.” When presented with cross-motions 

for summary judgment, [the court] “‘must view each motion separately,’ in the light most 

favorable to the non-moving party, and draw all reasonable inferences in that party's 

favor.” United States v. Sup. Ct. of New Mexico, 839 F.3d 888, 906–07 (10th Cir. 2016) 

(citations omitted). And if the parties dispute factual matters, “[o]nly disputes over facts 

that might affect the outcome of the suit under the governing law will properly preclude 

the entry of summary judgment.” Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 248 

(1986). 

State legislative acts are presumed to be constitutional. Villanueva v. Carere, 85 

F.3d 481, 487 (10th Cir. 1996). In evaluating facial challenges to a state law, courts 

consider implementing regulations as well as any limiting construction an agency has 

proffered. See, e.g., Vill. of Hoffman Ests. v. Flipside, Hoffman Ests., Inc., 455 U.S. 489, 

494 n.5 (1982); Ward v. Rock Against Racism, 491 U.S. 781, 795 (1989).  “Claims of 

facial invalidity often rest on speculation” and “facial challenges threaten to short circuit 

the democratic process by preventing duly enacted laws from being implemented in 

constitutional ways.” Moody v. NetChoice, LLC, 144 S. Ct. 2383, 2397 (2024) (quotations 

omitted). Furthermore, “[f]acial challenges also run contrary to the fundamental principle 

of judicial restraint that courts should neither “‘anticipate a question of constitutional law 

in advance of the necessity of deciding it’” nor “‘formulate a rule of constitutional law 
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broader than is required by the precise facts to which it is to be applied.’” Wash. State 

Grange v. Wash. State Republican Party, 552 U.S. 442, 450 (2008) (citations omitted). 

Accordingly, the Supreme Court has “made facial challenges hard to win.” Moody, 144 S. 

Ct. at 2397. “[A] plaintiff cannot succeed on a facial challenge unless he establishes that 

no set of circumstances exists under which the law would be valid, or he shows that the 

law lacks a plainly legitimate sweep.” Id. (quotations and alterations omitted). 

I. Amgen’s case must be dismissed because this court lacks subject matter 
jurisdiction.  
 
This court lacks subject matter jurisdiction because Amgen, as a manufacturer, 

does not have standing as it cannot demonstrate that it is directly injured by the Board’s 

work, and this case is not ripe as the Board has not, and may never, set a UPL.  

A. Amgen lacks standing. 

As an initial matter, Amgen’s claims must be dismissed because it lacks standing 

to bring suit. To establish standing to bring an action, a plaintiff must show that they have 

“(1) suffered an injury in fact, (2) that is fairly traceable to the challenged conduct of the 

defendant, and (3) that is likely to be redressed by a favorable judicial decision.” Spokeo 

v. Robins, 578 U.S. 330, 338 (2016). Here, Amgen cannot demonstrate either of the first 

two required elements: injury in fact and causation.  

i. Amgen fails to identify an injury in fact. 

First, any injury to Amgen is based on conjecture of what effects may flow from a 

downstream UPL that does not apply to Amgen; this is insufficient to demonstrate 

standing. “To establish injury in fact, a plaintiff must show that he or she suffered ‘an 

invasion of a legally protected interest’ that is ‘concrete and particularized’ and ‘actual or 
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imminent, not conjectural or hypothetical.’” Spokeo, 578 U.S. at 339. (citations omitted). 

For an injury to be concrete, “it must actually exist.”  Id. “A claimed injury that is contingent 

upon speculation or conjecture is beyond the bounds of a federal court’s jurisdiction.” 

Tandy v. City of Wichita, 380 F.3d 1277, 1283-84 (10th Cir. 2004). Additionally, “where 

an injury is threatened rather than actual, ‘[a]llegations of possible future injury are not 

sufficient’ to establish standing.” Tennille v. Western Union Co., 809 F.3d 555, 560 (10th 

Cir. 2015) (citation omitted).   

Amgen does not suffer any concrete injury to a legally protected interest from a 

possible downstream payment regulation affecting third-party entities. 3 C.C.R. 702-

9:4.2.C. Neither the affordability review nor the UPL impacts what the manufacturer can 

charge or who the manufacturer sells its drugs to; Amgen fails to identify a legally 

protected interest. Nor does Amgen suffer an injury from fear of an enforcement action. 

Because a UPL does not apply to a wholesaler’s purchase from a manufacturer, the 

Attorney General could not enforce a UPL against Amgen. § 10-16-1411(3), C.R.S.; 

Exh. 1. There is also no concrete harm to Amgen; the Board may never set a UPL. 

Finally, to the extent Amgen argues its injury arises from the Board’s mere 

determination that Enbrel is unaffordable, it does not allege a cognizable injury. 

Allegations of “a bare procedural violation, divorced from any concrete harm” cannot 

satisfy the injury in fact requirement under Article III. Spokeo, 578 U.S. at 341; Summers 

v. Earth Island Inst., 555 U.S. 488, 496 (2009). 

ii. Amgen fails to demonstrate causation. 
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Moreover, Amgen’s alleged injury arises not from the Board’s actions, but from the 

possibility that independent supply chain actors may try to negotiate a lower price from 

the manufacturer. But to demonstrate causation of an injury when the plaintiff is not the 

object of the government’s action, standing is “substantially more difficult” to establish, 

because the plaintiff must show that the “unfettered choices made by independent actors 

not before the courts and whose exercise of broad and legitimate discretion the courts 

cannot presume either to control or predict” “have been or will be made in such a manner 

as to produce causation and permit redressability of injury.” Lujan v. Defs. of Wildlife, 504 

U.S. 555, 561-62 (1992). Amgen cannot make such a showing here.  

Any UPL set by the Board would apply to downstream actors including consumers, 

PBMs, insurance carriers, pharmacies, and providers. Given the complexity of the 

pharmaceutical supply chain, how intermediaries throughout the supply chain will respond 

to a UPL is a matter of pure speculation, particularly as no other state has established a 

UPL. What’s more, the business decisions these intermediaries make in response to a 

UPL is for them alone to make. Any incidental and indirect impacts they may choose to 

try to pass on to manufacturers is a contractual matter between the manufacturer and 

those entities. The potential for indirect impact does not transform a UPL into a regulation 

on the manufacturer and does not show causation necessary to establish standing. 

B. Without a UPL, this suit is not ripe.  
 

Because a UPL for Enbrel has not yet been set, and may never be set, this suit is 

not ripe. In determining whether a case is ripe, courts look to two main factors: (1) fitness 

of the issues for judicial decision, and (2) hardship to the parties from withholding court 
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consideration. Nat'l Park Hosp. Ass'n v. Dep't of Interior, 538 U.S. 803, 808 (2003); Abbott 

Lab'ys v. Gardner, 387 U.S. 136, 148-49 (1967). 

First, the issues here are not fit for judicial decision because there is no final 

agency action and judicial intervention would inappropriately interfere with further 

administrative action. The basic rationale of the ripeness doctrine is “to prevent the courts, 

through avoidance of premature adjudication, from entangling themselves in abstract 

disagreements over administrative policies, and also to protect the agencies from judicial 

interference until an administrative decision has been formalized and its effects felt in a 

concrete way by the challenging parties.” Abbott Lab'ys, 387 U.S. at 148-49. Whether an 

action is fit for review concerns whether the question presented is purely legal, whether 

the agency action is final, and whether further factual development would significantly 

advance the court’s ability to deal with the legal issues presented. Merit Energy Co., LLC 

v. Haaland, Nos. 21-8047, 21-8048, 2022 WL 17844513 at *5-6 (10th Cir. Dec. 22, 2022).  

An agency action is final when it represents the consummation of the agency 

decision-making process and determines the parties’ rights or obligations or creates legal 

consequences. Id. at *5. There is no such final agency action here. The affordability 

review does not determine any person’s rights or obligations or otherwise create legal 

consequences. See infra II.B. A UPL does not determine Amgen’s obligations in any 

case, but particularly when the administrative process to establish a UPL for Enbrel has 

Case No. 1:24-cv-00810-NYW-SBP   Document 29   filed 08/09/24   USDC Colorado   pg 31 of
62



 

21 
 

not even formally begun, let alone reached its consummation.24 Amgen has not felt any 

effects from the Board’s Affordability Program. 

Second, there is no legal hardship to the parties if the court waits to decide the 

constitutionality of the Affordability Program—particularly its authority concerning UPLs—

until the Board actually establishes a UPL. To demonstrate hardship, a party must 

demonstrate adverse effects of a “strictly legal kind” which would be suffered by the party 

if the case is not decided until a later time, such as significant financial costs it would 

incur, or a concrete action taken by defendants impairing a plaintiff’s interests. Nat'l Park 

Hosp. Ass'n, 538 U.S. at 808; see also Wyoming v. Zinke, 871 F.3d 1133, 1143 (10th Cir. 

2017). But here, Amgen cannot show it would reasonably incur legal adverse effects of a 

UPL that may never be set and that would never apply to it. Amgen may bring each of its 

legal challenges at the time an actual controversy exists. 

Defendants argue that this case can be decided now on purely legal grounds and 

summary judgment in their favor is appropriate. However, to the extent the court 

disagrees that summary judgment for Defendants is appropriate, Amgen’s claims are not 

yet fit for judicial review. If summary judgment is denied, further factual development is 

needed to determine whether any constitutional violation has occurred, specifically 

whether a UPL concretely harms Amgen. See United States v. Doe, 58 F.4th 1148, 1154-

55 (10th Cir. 2023) (“If waiting to decide a case would put us in a better position to resolve 

 
24 At the Board’s July 3 meeting, the Chair reminded the public that “the establishment of 
an UPL . . . is a process and one that we can decide to terminate at any point.” 
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the dispute, such as when further factual development would help us adjudicate the case, 

the case may be unripe and therefore nonjusticiable.”).  

Even if a UPL had been established for Enbrel, any injury to Amgen would be 

speculative and indirect, at best. Absent a definitive UPL, this case is not ripe for review. 

II. Even if this court has subject matter jurisdiction, Defendants are entitled to 
summary judgment because the Affordability Program is a constitutional 
exercise of Colorado’s police powers. 

 
The Affordability Program is constitutional as a matter of law. Because any UPL 

would not apply to Amgen, it does not displace federal patent law. Enshrined nowhere in 

federal patent law is a principle that a state may not regulate downstream transactions 

for the health and welfare of its citizens after a patent holder has sold its product. In fact, 

the opposite is clear: once Amgen sells its patented product, its rights and benefits under 

the federal patent law system are exhausted.  

The Affordability Program does not impact Amgen’s rights in any form and 

complies with due process. The statute provides the Board with the standards it applies 

in its work, and the Board has provided for not just sufficient, but robust, opportunities for 

public participation and review throughout its processes.  

 Further, consistent with legislative intent, the Board has stated that any UPL would 

not apply to purchases or reimbursements made by the federal government. Thus, any 

question regarding whether such application of a UPL is preempted is moot. 

Finally, any UPL would also not violate the dormant Commerce Clause because it 

applies only to transactions clearly involving a drug being dispensed or administered in 

Colorado and does not impose discriminatory burdens on interstate commerce. 
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A. The Affordability Program is not preempted by federal patent law.  
 

Amgen argues that the Affordability Program is preempted by the federal patent 

laws. See ECF No. 1 ¶¶ 66-74. According to Amgen, the Affordability Program “frustrates 

the purposes and objectives of the federal patent laws” and is, therefore, “preempted by 

federal law, regardless of its outcome, because it is fundamentally inconsistent with the 

congressional design.” Id. ¶ 71; see also ECF No. 24 at 19-23. However, since the 

doctrine of patent exhaustion forecloses Amgen’s patent preemption claim, summary 

judgment should be granted to Defendants.  

i. Patent exhaustion and state police powers limit patent rights.  

Federal law preempts contrary state law. See, e.g., Hughes v. Talen Energy Mktg., 

LLC, 578 U.S. 150, 162 (2016). Under so-called “conflict preemption,” a state law is 

preempted “when it stands as an obstacle to the accomplishment and execution of the 

full purposes and objectives of Congress.” See, e.g., Amgen Inc. v. Sandoz Inc., 877 F.3d 

1315, 1326 (Fed. Cir. 2017).  

Patent law has three main objectives. It seeks to: (1) “foster and reward invention”; 

(2) “promote[] disclosure of inventions” and “permit the public to practice the invention 

once the patent expires”; and (3) “assure that ideas in the public domain remain there for 

the free use of the public.” Aronson v. Quick Point Pencil Co., 440 U.S. 257, 262 (1979). 

Consistent with these objectives, patent law provides patentees and their assigns with 

“the right to exclude others from making, using, offering for sale, or selling the invention 

throughout the United States” during a specific period of time. 35 U.S.C. § 154(a)(1). 
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But the right to exclude is a negative right with clear limits. For over 160 years, the 

doctrine of patent exhaustion has served as one “uniform and automatic” limit on patent 

rights. See Impression Prods., Inc. v. Lexmark Int'l, Inc., 581 U.S. 360, 370, 377 (2017). 

Under the patent exhaustion doctrine, when “a patentee chooses to sell an item, that 

product is no longer within the limits of the monopoly” granted by a patent. Id. at 370. 

(quotations omitted). “A patentee is free to set the price and negotiate contracts with 

purchasers, but may not, by virtue of his patent, control the use or disposition of the 

product after ownership passes to the purchaser.” Id. (quotations omitted). “The sale 

terminates all patent rights to that item.” Id. (quotations omitted). Thus, patent law does 

not give patentees the right to set or control prices of the product after the first authorized 

sale. See, e.g., United States v. Univis Lens Co., 316 U.S. 241, 252 (1942); Impression 

Prods., 581 U.S. at 372-73 (discussing Univis and other cases). 

In addition, once a product enters a state, its sale is subject to state regulation, 

even if the product is patented. As the Supreme Court explained over 140 years ago, 

“Congress never intended that the patent laws should displace the police powers of the 

States, meaning by that term those powers by which the health, good order, peace, and 

general welfare of the community are promoted. Whatever rights are secured to inventors 

must be enjoyed in subordination to this general authority of the State over all property 

within its limits.” Webber v. Virginia, 103 U.S. 344, 347-48 (1880). It is well-established 

that states can regulate patented products in their borders. See, e.g., Patterson v. 

Kentucky, 97 U.S. 501, 503-5 (1878) (regulation prohibiting sale of patented illumination 

oil); Webber, 103 U.S. at 347 (tax on patented products). 
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ii. There is no patent preemption because a UPL would regulate 
purchases of Enbrel after Amgen’s patent rights have exhausted. 

 
Here, Amgen and the amici repeatedly argue that Congress struck a “careful 

balance” in the patent laws that rewards innovation with the exclusivity. See ECF No. 24 

at 16-17. Amgen argues that the only limitation on its economic rewards during exclusivity 

should be the dictates of the marketplace. See id. at 17. But invoking these principles 

does not help Amgen because “[e]xhaustion extinguishes that exclusionary power.” 

Impression Prods., 581 U.S. at 374. Amgen sells Enbrel to its wholesalers for the list 

price. Those wholesalers, in turn, sell Enbrel to Colorado pharmacies, which in turn, sell 

Enbrel to Colorado consumers. The moment Amgen sells Enbrel to its wholesalers, the 

“careful balance” Congress struck is satisfied. Amgen has received its economic reward 

and its patent rights automatically exhaust. After the sale to the wholesaler, Amgen has 

“no exclusionary right left to enforce.”25 Id. at 375. After the sale, Amgen cannot use patent 

law to control the prices downstream in the chain of commerce.26 See Univis, 316 U.S. at 

252. After the sale, Amgen cannot use patent law to exempt its products from state 

regulation. See Patterson, 97 U.S. at 505. 

The Affordability Program does not regulate the transactions between Amgen and 

its wholesalers. Rather, if a UPL for Enbrel is set, that UPL will only apply to: (i) a Colorado 

 
25 Amgen does not own the ‘182 patent or the ‘522 patent and instead is the exclusive 
licensee of the commercial rights to those patents in the United States. See ECF No. 1 ¶ 
54. Since Amgen is the exclusive licensee, the patent rights are exhausted when Amgen 
sells Enbrel to the wholesaler. See Impression Prods., 581 U.S. at 376 (“That licensee's 
sale is treated, for purposes of patent exhaustion, as if the patentee made the sale itself.”). 
26 Indeed, any attempt by Amgen to fix or control downstream prices would likely violate 
antitrust law. See, e.g., United States v. Parke, Davis & Co., 362 U.S. 29, 45 (1960).  
The patent “monopoly” does not give patentees the right to monopolize. 
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consumer’s purchase from a pharmacy; (ii) an insurance company or PBM’s 

reimbursement to the pharmacy; and/or (iii) the pharmacy’s purchase from the 

wholesaler. See 3 C.C.R. § 702-9:4.2.C. In other words, the UPL would regulate 

transactions downstream in Colorado, at the pharmacy level after Amgen has already 

sold Enbrel to the wholesaler. This is firmly within the state’s power. “It is universally 

recognized that the state has authority under the police power for the protection of the 

public health and welfare to regulate the practice of pharmacy and the sale of drugs.” 

Moore v. Dist. Ct. In & For City & Cnty. of Denver, 518 P.2d 948, 952 (Colo. 1974); see 

also Pharm. Rsch. & Mfrs of Am. v. McClain, 95 F.4th 1136, 1143-44 (8th Cir. 2024). 

Consistent with this authority, states, like Colorado, routinely regulate the prices that 

pharmacies and health plans can charge consumers for prescription drugs.27 Indeed, the 

Supreme Court recently affirmed the power of states to regulate the rates at which PBMs 

reimburse pharmacies for prescription drugs. See Rutledge, 592 U.S. at 80. The 

Affordability Program is a straightforward exercise of these police powers. 28 

 
27 See, e.g., §§ 10-16-151 and 12-280-139, C.R.S. (payment and cost-sharing caps on 
insulin); §§ 10-16-160, and 12-280-142, C.R.S. (payment and cost-sharing caps on 
epinephrine auto-injectors); § 10-16-104(18.1), C.R.S. (requiring insurance plans to 
provide coverage for total cost of contraception); § 10-16-104(18), C.R.S. (requiring 
insurance plans to provide coverage for total cost of preventative health services, 
including certain vaccinations and HIV prevention drugs). 
28 The Affordability Program is designed to protect the health, safety, and welfare of 
Coloradans by helping to reduce excessive prescription drug costs for Coloradans who 
cannot afford prescription drugs. See S.B. 21-175. Excessive drug costs are a life-or-
death issue that extract a real human and economic toll. Excessive drug costs are also a 
problem recognized universally by governments, stakeholders, and entities throughout 
the U.S. healthcare system, including Amgen itself. See, e.g., Bradway Written Statement 
at 3-4; Inside the Drug Pricing Loop. Colorado has the power to address this real problem. 
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Fig. 2. Visual representation of which transactions UPL regulates in prescription drug 
supply chain. See PhRMA, Follow the Dollar at 1. 

In short, there is no patent preemption because the UPL would regulate 

downstream transactions after Amgen’s patent rights have been exhausted. There is 

simply no conflict between patent law and the Affordability Program because the 

Affordability Program is an exercise of the state’s police power in an area where Amgen’s 

right to exclude does not apply.  

iii. Amgen’s arguments do not overcome the exhaustion bar. 

In their filings, Amgen and the amici make three principal arguments for patent 

preemption, none of which avoid the “uniform and automatic” patent exhaustion bar.  

First, Amgen argues that the Federal Circuit’s decision in Biotechnology Industry 

Organization v. District of Columbia, 496 F.3d 1362 (Fed. Cir. 2007) (“Bio”), dictates the 

result here. See ECF No. 24 at 19-21. But Bio involved a regulation that made it unlawful 

for “any drug manufacturer or licensee thereof, excluding a point of sale retail seller, to 

sell or supply for sale or impose minimum resale requirements for a patented prescription 

drug that results in the prescription drug being sold in the District for an excessive price.” 
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Id. at 1365. Therefore, the regulation in Bio on its face directly targeted the manufacturers’ 

ability to set their own price with the wholesaler. See id. at 1374. But as the author of the 

Bio decision later explained, the Bio decision rested on the specifics of that particular 

regulation. See Biotechnology Indus. Org. v. D.C., 505 F.3d 1343, 1348 (Fed. Cir. 2007) 

(Gajarsa, J. concurring). Bio does not stand for the proposition that any state law 

regulating the prices of patented pharmaceutical products is preempted. Id. at 1348. 

Unlike the regulation in Bio, the Affordability Program does not regulate the price 

the manufacturer sets.29 As discussed above, it regulates transactions involving the 

pharmacy after Amgen sells Enbrel to its wholesaler customers. This key difference 

means that patent exhaustion would have occurred by the time Enbrel would be subject 

to a UPL; Bio’s rationale simply does not apply here. 

Second, Amgen and the amici repeatedly point to the Hatch-Waxman Act and the 

Biosimilar Price Competition and Innovation Act (“BPCIA”) as evidence of the central role 

“enhanced profits” purportedly have in the patent scheme. See, e.g., ECF No. 24 at 18-

19; ECF No. 27-1 at 11-12. It is true that Hatch-Waxman and BPCIA extended the term 

of patent exclusivity for pharmaceuticals and created a pathway for generics. But neither 

law altered the patent exhaustion doctrine nor placed a limit on the states’ power to 

regulate products within their borders. As the Supreme Court noted after Hatch-Waxman 

and the BPCIA were passed, “Congress has not altered patent exhaustion at all; it 

 
29 Bio is also distinguishable because the regulation in Bio applied exclusively to patented 
products, see Bio, 496 F.3d at 1374, which is not the case for the Board’s Affordability 
Program. The Affordability Program applies to branded and generic drugs alike and so is 
not targeted at anyone’s patent right. 
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remains an unwritten limit on the scope of the patentee’s monopoly.” Impression Prods., 

581 U.S. at 378. Amgen receives its “enhanced profits” when it sells Enbrel to its 

wholesalers. At that point, the extended term of exclusivity granted by Hatch-Waxman 

and the BPCIA are exhausted. Therefore, Amgen cannot rely on Hatch-Waxman or the 

BPCIA to invalidate downstream government regulations, such as the Affordability 

Program, after that point. 

Finally, Amgen argues that the Affordability Program is preempted because it 

would “reduc[e] the ‘size of the carrot’ Congress provided in the patent laws – i.e., the 

economic rewards that are part and parcel of patent ownership.” ECF No. 24 at 20. Amici 

adopt a more apocalyptic tone, arguing that the Affordability Program would “create less 

favorable terms for investment, causing researchers to scale back certain development 

programs” and “will hinder continued biopharmaceutical innovation, ultimately harming 

patients reliant on the industry.” ECF No. 27-1 at 15-16. But these dubious policy 

arguments do not save Amgen’s patent preemption claim. 

The Supreme Court heard similar arguments in Impression Prods., Inc. v. Lexmark 

Intn’l, Inc, and considered whether patent exhaustion applied to foreign transactions. 581 

U.S. at 370 (2017). In Impression Prods., the Federal Circuit held that foreign sales did 

not exhaust patent rights since patentees were entitled to a particular “reward from sales 

in American markets.” Lexmark Int'l, Inc. v. Impression Prods., Inc., 816 F.3d 721, 761 

(Fed. Cir. 2016). The respondent argued that foreign exhaustion should not apply since 

“a patentee selling in a foreign market may not be able to sell its product for the same 

price that it could in the United States, and therefore is not sure to receive ‘the reward 
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guaranteed by U.S. patent law.’” Impression Prods., 581 U.S. at 379. In its amicus brief 

in Impression Prods., PhRMA argued that permitted foreign exhaustion would result in 

“downward pricing pressures on pharmaceutical sales in the United States” which “would 

hinder pharmaceutical companies from using the patent exclusivity period to recover their 

research and development costs.” Br. for PhRMA as Amicus Curiae in Support of 

Respondent, Impression Prods., Inc. v. Lexmark Int’l, Inc., 581 U.S. 360 (2017) (No. 15-

1189) 2017 WL 894890, at *12. PhRMA also argued that, since some foreign 

governments impose price controls on patented drugs, a foreign exhaustion rule would 

“effectively usurp Congress’ policy judgment about the proper balance between 

innovation and access to medication” and would “permit foreign price controls or patent 

policy to encroach on the U.S. market.” Id. at 14. 

The Supreme Court rejected all of these arguments. The court explained that “the 

Patent Act does not guarantee a particular price, much less the price from selling to 

American consumers.” Impression Prods., 581 U.S. at 380. “Exhaustion does not depend 

on whether the patentee receives a premium for selling in the United States, or the type 

of rights that buyers expect to receive.” Id. at 382. All that the right to exclude ensures is 

that a patentee receives “one reward” for every item that is sold. Id. at 380. Once a 

patentee decides to sell, it receives that one reward and the sale automatically exhausts 

the patentee’s patent rights domestically and internationally. See id. at 377, 382.  

The same logic applies here. The Patent Act does not guarantee Amgen a 

particular price for Enbrel or give Amgen the unfettered right to extract the maximum 

profits possible from Coloradans. The Patent Act does not relieve Amgen of potential 
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downward pricing pressures from downstream entities. The Patent Act does not care 

about the size of Amgen’s “carrot.” The Patent Act simply entitles Amgen to one reward, 

which Amgen receives the moment it sells Enbrel to its wholesalers. Once that happens, 

the purposes of patent law have been achieved and patent law is no longer concerned 

with the product or the effects of downstream regulations. Patent rights do not “stick 

remora-like” to Enbrel as it moves through the chain of commerce. Id. at 382. 

  Amgen may prefer for its products to be totally free from state regulation. Amgen 

may prefer to continue raising its list price for Enbrel to pay more rebates to PBMs, even 

if that means that the Coloradans who need Enbrel will see little relief at the pharmacy 

counter. But “[i]t is well established that states can generally regulate patented products 

as part of their general exercise of police powers without preemption, even if this 

regulation incidentally affects the profits a patentee gains from its patent.” Bio, 505 F.3d 

at 1346 n.1 (Gajarsa, J. concurring). That the Affordability Program may make it 

uncomfortable for Amgen to engage in what it euphemistically calls “counterintuitive 

pricing behavior” does not mean the Affordability Program is preempted by patent law. 

Since the doctrine of patent exhaustion forecloses Amgen’s patent preemption claim, 

summary judgment should be granted for Defendants. 

B. Amgen’s due process claim fails because the Affordability Program does 
not implicate Amgen’s due process rights. 

 
Neither the Board’s affordability review nor UPL processes impact Amgen’s 

protected property rights. Even if they did, the Board’s Affordability Program affords the 

appropriate level of process required by the Due Process Clause. While Amgen argues 

that these processes are “standardless,” such an allegation is insufficient to make out a 
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due process claim when Amgen cannot identify how the Affordability Program impacts or 

adjudicates its rights. The legislature’s grant of discretion to subject-matter experts in an 

administrative agency comports with due process. 

“When determining whether the government has deprived an individual of his due 

process rights, the court engages in a two-pronged inquiry. First, we ask whether the 

individual possessed a protected interest giving rise to due process protection.” Garcia v. 

City of Albuquerque, 232 F.3d 760, 769 (10th Cir. 2000). If yes, then courts “proceed to 

the second inquiry: whether the government afforded the individual an appropriate level 

of process.” Id. Here, Amgen has neither a protected interest nor a deprivation. And it has 

received or will receive an appropriate level of process as part of the Board’s affordability 

review and UPL proceedings. The Board has not violated Amgen’s due process rights.30 

i. Amgen lacks a protected interest or a deprivation as part of the 
Board’s Affordability Program proceedings concerning Enbrel.  

  
To have a protected property interest, "a person clearly must have more than an 

abstract need or desire" and "more than a unilateral expectation of it. He must, instead, 

have a legitimate claim of entitlement to it." Town of Castle Rock, Colo. v. Gonzales, 545 

 
30 Amgen is not clear in whether it attempts to bring a procedural due process claim or a 
substantive due process claim. If a substantive due process claim, Amgen has not 
satisfied its burden to show that “the challenged government action shocks the 
conscience of federal judges.” Klen v. City of Loveland, Colo., 661 F.3d 498, 512-13 (10th 
Cir. 2011) “An arbitrary deprivation of a property right may violate the substantive 
component of the Due Process Clause if the arbitrariness is extreme” and of “a degree of 
outrageousness and a magnitude of potential or actual harm that is truly conscience 
shocking.” Id. But Amgen does not allege that the Board’s actions were borne of 
“corruption, self-dealing, or bias against any protected group or activity.” Onyx Props, LLC 
v. Bd. of Cnty. Commn’rs, 838 F.3d 1039, 1050 (10th Cir. 2016). And the possibility that 
the Board will establish a UPL that Amgen deems “unfair” or “arbitrary” does not shock 
the conscience, particularly when such a UPL is reviewable.  
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U.S. 748, 756 (2005). “A property interest includes a ‘legitimate claim of entitlement’ to 

some benefit created and defined by ‘existing rules or understandings that stem from an 

independent source such as state law.’” Crown Point I, LLC v. Intermountain Rural Elec. 

Ass'n, 319 F.3d 1211, 1216 (10th Cir. 2003) (quoting Bd. of Regents v. Roth, 408 U.S. 

564, 577 (1972)). Amgen does not have a legitimate claim of entitlement to dictate 

downstream prices of its products after it sells its drug to a wholesaler. 

Amgen does not identify how the Board’s work impacts its protected property 

interests. While Amgen argues it has the right to “fix the price at which [an owner] of 

property will sell,” it does not address how the Affordability Program interferes with that 

right. Nothing in the affordability review impacts Amgen’s ability to choose to whom it sells 

its product, set the list price, or dictate the terms of its sales to distributors. The Board’s 

determination that use of a drug is unaffordable for Colorado consumers does not, on its 

own, impact anyone, let alone Amgen. It is simply a determination. And it is not even a 

final agency action. § 10-16-1408(1)(c), C.R.S. 

Similarly, if the Board sets a UPL for Enbrel, that UPL would still not dictate what 

Amgen may charge. Because a UPL does not apply to a purchase from Amgen, Amgen 

is a third-party whose property rights are not at issue. See Martin Marietta Materials, Inc. 

v. Kansas Dep't of Transp., 810 F.3d 1161, 1177 (10th Cir. 2016) (rejecting a due process 

claim from a plaintiff who was “not a party to the contract and so cannot claim a property 

interest arising from that contract”).  

Amgen’s lack of identifiable property right being impacted by the Board’s work 

should end the due process inquiry. 
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ii. Even if Amgen has a protected interest, it has been afforded the 
appropriate level of process.  

 
Even if this Court finds that the Board’s work impacts Amgen’s property rights, the 

Affordability Program affords an ample level of process and commensurate mechanisms 

for review of the Board’s actions. An essential principle of due process is that deprivation 

of a protected right “‘be preceded by notice and opportunity for hearing appropriate to the 

nature of the case.’” Mullane v. Central Hanover Bank & Trust Co., 339 U.S. 306, 313 

(1950). But the purpose of the notice requirement is to satisfy the “fundamental principle 

in our legal system” “that laws which regulate persons or entities must give fair notice of 

conduct that is forbidden or required.” FCC v. Fox Television Stations, Inc., 567 U.S. 239, 

253 (2012); see also Blanca Tel. Co. v. Fed. Commc'ns Comm'n, 991 F.3d 1097, 1116 

(10th Cir. 2021) (citations omitted) (“Due process requires fair notice for two reasons. 

First, regulated parties need to know what is required of them so they may act accordingly. 

. . . Second, it prevents officers or agencies who enforce the law from acting in an arbitrary 

or discriminatory manner.”). But neither the affordability review (which does not regulate 

anyone) nor the establishment of a UPL (a quasi-legislative action that does not apply to 

Amgen) requires the typical notice central to quasi-judicial proceedings. Nevertheless, 

both these processes provide ample and transparent opportunities for stakeholder 

engagement and robust reviewability mechanisms. Neither run afoul of due process. 

a. Though it need not, the Board provides notice and opportunity 
to be heard in the affordability review. 

 
If the purpose of the Due Process Clause’s notice requirement is to let regulated 

persons or entities know what is forbidden or required, such protections are inapposite 
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for affordability review proceedings. By the affordability review, the Board is not 

proscribing or compelling any activity. Rather, the affordability review is the process by 

which the Board, using numerous criteria established by statute and rule, reaches a fact-

specific and contextual determination regarding unaffordability of a drug for Colorado 

consumers. This does not trigger due process protections.  

Amgen attempts to make out a due process violation embedded in this affordability 

review process by alleging that the Board lacks uniform standards it applies across these 

affordability reviews. But due process does not require every delegation by the legislature 

to an administrative agency to contain precise, formulaic instructions on how to reach 

determinations across nuanced contexts. Indeed, if that were the case, regulatory bodies 

comprised of subject-matter experts would serve little purpose. Instead, administrative 

agencies made up of industry participants or experts must routinely reach generalized 

determinations. See, e.g., § 10-16-107, C.R.S. (directing the insurance commissioner to 

review rates for health insurance products to ensure they are not “excessive, inadequate, 

or unfairly discriminatory”); §§ 12-240-120(1)(b), -121(1)(j), C.R.S. (directing the Colorado 

Medical Board to discipline licensees for failing “to meet generally accepted standards of 

medical practice”). Valid delegations do not run afoul of the Due Process Clause simply 

because they give an agency discretion. 

Here, the Board evaluates whether use of a drug is unaffordable, not whether a 

drug is fairly priced. And to do so it must conduct a fact-intensive inquiry using statutory 

and regulatory factors that depend on how the drug is actually used and accessed by 

Colorado consumers. Neither the legislature nor the Board saw fit to turn this inquiry into 
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a formulaic, binary determination because the conclusion the Board must reach is 

complex and inherently different on a drug-by-drug basis. For instance, a drug with no 

therapeutic alternatives that is administered by a physician as an injection every few 

months to treat a rare disease may present entirely distinct considerations relating to 

unaffordability than a drug that may be taken orally, at home, and daily to treat a common 

condition and for which a patient may have many choices amongst alternatives. The grant 

of discretion to the Board to consider these nuances is not unconstitutional.   

That “unaffordability” may not be evaluated in a methodically identical way for each 

drug does not render the Board’s work standardless. The Board evaluates the same 

criteria, as much as data availability allows, across each of the drugs it reviews. That data 

is set forth in detail in its publicly available reports, which include a summary of the 

Board’s deliberations, which themselves are public.31 The Board’s unaffordability 

determinations are not only based on clear and explicit standards, but they are reviewable 

if the Board proceeds with a UPL. § 10-16-1408(2), C.R.S. 

But even if some opportunity to be heard is required in the affordability reviews, 

Amgen had it and used it. Amgen repeatedly engaged with the Board through supplying 

oral and written comments across multiple meetings; directly engaging in a stakeholder 

meeting concerning Enbrel’s health and financial effects; and providing evidence the 

Board considered as part of its affordability review determination. See generally Enbrel 

 
31 Compare the Enbrel Affordability Review Report at 1-30 with Affordability Review 
Summary Report sections of the Board’s Affordability Review Reports for Trikafta, 
Genvoya, Stelara, and Cosentyx, available at https://tinyurl.com/2tv6xyfr. 
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Affordability Review Report Appx’s I, J. In fact, 35 pages of the Board’s 534-page report 

is comprised of materials Amgen submitted for the Board’s consideration. See Exh. 2. 

b. Establishing a UPL through rulemaking is sufficient to 
safeguard the ability to participate in the Board’s process.  

 
Similarly, establishing a UPL is a quasi-legislative process that need not provide 

notice and opportunity to be heard. While rulemaking affords sufficient opportunity for 

stakeholder participation and reviewability, typical due process protections do not attach 

when an administrative agency acts in a quasi-legislative capacity. Onyx Props, LLC, 838 

F.3d at 1045-48 (holding that the discretionary implementation of a prospective, generally 

applicable zoning plan was a quasi-legislative proceeding and did not require a hearing 

before the agency took action); see also Denver Bible Church v. Azar, 494 F. Supp. 3d 

816, 840 (D. Colo. 2020) (“procedural due process in the form of individual notice and 

hearing is typically not required for the government to implement a generally applicable 

rule that affects the public at large, rather than a specific individual or a small group.”). A 

UPL is a generally applicable, prospective, setting of a payment limit. AviComm, Inc. v. 

Colo. Pub. Utils. Comm’n, 955 P.2d 1023, 1030 (Colo. 1998); see also Carroll v. Barnes, 

455 P.2d 644, 647 (Colo. 1969) (“When the making of rates for the future is delegated to 

an administrative agency, it functions in a quasi-legislative capacity.”). Thus, UPL setting 

is a quasi-legislative act, subject to all the robust protections of the state APA. § 10-16-

1407(5), C.R.S.; see generally § 24-4-103, C.R.S. 

The Board’s UPL process also provides adequate standards. The statute directs 

the Board to create a methodology in rule for establishing UPLs and provides factors the 

Board must consider including the costs of administering, dispensing, and distributing the 
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drug, as well as factors the Board is prohibited from considering such as analyses relying 

on quality-adjusted life years. § 10-16-1407, C.R.S. The Board promulgated that rule, 

which outlines the data and information it will evaluate in establishing a UPL. 3 C.C.R. 

§ 702-9:4.1. Far from rogue, standardless discretion, the Board has publicly identified 

what it will consider in establishing a UPL, in accordance with the guardrails and 

emphases established by the General Assembly. 

Amgen cites Michigan Bell Tel. Co. v. Engler, 257 F.3d 587 (6th Cir. 2001) and 

Guaranty Nat’l Ins. Co. v. Gates, 916 F.2d 508 (9th Cir. 1990)—involving challenges to 

definable statutory rate freezes—for the proposition that agencies must “ensure a fair and 

reasonable rate of return on investment.” ECF No. 24 at 26. But Amgen fails to 

demonstrate how the Board’s ongoing process to potentially establish a UPL for Enbrel, 

results in the statute being deemed confiscatory and facially unconstitutional. Neither 

case Amgen cites establishes a test used in the Tenth Circuit, but regardless, both cases 

discuss a critical component to the due process inquiry that is clearly present in the 

Board’s Affordability Program: due process requires a mechanism to challenge the rates. 

Michigan Bell Tel. Co, 257 F.3d at 593; Guaranty Nat’l Ins. Co., 916 F.2d at 513 (finding 

reviewability mechanisms limited by the insolvency provisions at issue and so not 

sufficient for due process).  

Any UPL established by the Board is reviewable in at least three ways. Such a rule 

could be challenged under the state APA’s judicial review procedures. § 24-4-106(2), (7), 

C.R.S. Additionally, the legislature could, on its own, repeal a rule establishing an UPL. 

§ 24-4-103(11)(d), C.R.S. And finally, the statute specifically authorizes a joint House and 
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Senate committee of the General Assembly to pursue legislation to discontinue any UPL. 

§ 10-16-1414(3)(b), C.R.S. Amgen’s argument that the Board’s discretion is unfettered is 

belied by the numerous statutory pathways for review.  

Finally, Amgen faces no risk of arbitrary enforcement. Indeed, it faces no risk of 

enforcement at all because any UPL would not apply to it. None of the Affordability 

Program impacts Amgen’s rights regarding when, where, to whom, and for how much it 

can sell Enbrel. Due process protections, while crucial to our democracy, simply are not 

applicable to the Board’s work in the way Amgen suggests. Defendants are entitled to 

summary judgment because the Affordability Program complies with due process. 

C. Amgen’s claim that the Board is preempted is moot because a UPL 
would not apply to federal programs and payers.  
 

Amgen’s claim that the Board is preempted from applying its UPLs to federal 

programs such as Medicare, TRICARE, and the Federal Employee Health Benefits 

Program (FEHB) (ECF No. 24 at 28) is moot because the Board has explicitly stated that 

UPLs do not apply to these programs. There is no active controversy.32 A case is moot 

when “when the issues presented are no longer ‘live’ or the parties lack a legally 

cognizable interest in the outcome.” Already LLC v. Nike, Inc., 568 U.S. 85, 91 (2013). A 

claim for declaratory relief is moot when the relief would not affect the behavior of the 

defendant toward the plaintiff. Smith v. Becerra, 44 F.4th 1238, 1247-48 (10th Cir. 

 
32 Amgen’s claim regarding preemption applies only to the Board’s authority to create—
and the Attorney General’s authority to enforce—UPLs in certain instances. Amgen has 
not asserted that the Board is preempted from conducting affordability reviews to create 
transparency in this exceptionally opaque market. Nor could it. There is no federal law 
preempting states from evaluating whether a drug is unaffordable for its consumers. 
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2022). Because the Board, through its UPL Policy, and the Attorney General, have 

disclaimed the applicability of a UPL to federal programs and payers, any relief requested 

by Amgen and granted by this court on this claim would have no effect. PDAB UPL Policy 

at 2; Exh. 1 at 2. 

While section 10-16-1407(5), C.R.S., does not enumerate each transaction to 

which a UPL does or does not apply, the statute’s text shows the legislature did not intend 

for UPLs to apply to federal payers or purchasers, or entities otherwise regulated by the 

federal government. In SB 21-175’s legislative declaration, the legislature specifically 

identified the need to impact drug costs for “commercial health plans” and “state and local 

governments” SB 21-175 at 2-3. The Attorney General’s enforcement authority is also 

limited by a prohibition on enforcement against “a carrier or state agency that is required 

pursuant to . . . federal law to purchase or reimburse a payer for a prescription drug for 

which the Board has established [a UPL].” § 10-16-1411(5), C.R.S. The statute further 

provides a mechanism for self-funded health plans—which would otherwise be subject to 

regulation by the federal government under ERISA—to opt-in, suggesting the law’s 

default application is that a UPL would not apply. §§ 10-16-1407(8), -1413, C.R.S. In 

short, the legislature never intended to create conflicts with federal law. 

And so, neither did the Board. In January, 2023, the Board promulgated its UPL 

Policy to clarify that a UPL would not apply to Medicare or self-funded plans subject to 

ERISA that did not opt-in. On July 19, 2024, the Board expanded that clarification to state:  

An upper payment limit does not apply to the purchase or reimbursement 
by any federal agency, federal program, Indian Tribe, or non-participating 
self-funded health benefit plans, including but not limited to, purchases or 
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reimbursements made by Medicare, TRICARE, or the Federal Employee 
Health Benefits program.  
 
PDAB UPL Policy at 2. 

This is a valid, constitutional interpretation of the Board’s statute, and it is sufficient 

to render this case moot.33 A defendant’s voluntary cessation will moot a case if the 

defendant “carries the formidable burden of showing that it is absolutely clear the 

allegedly wrongful behavior could not reasonably be expected to recur.” Brown v. 

Buhman, 822 F.3d 1151, 1166 (10th Cir. 2016). The Board’s UPL Policy, which clarifies 

the Board’s original position to avoid application of any UPL in a manner that conflicts 

with federal law, squarely addresses the relief sought by Amgen. The policy change 

forecloses any reasonable chance that a UPL would be applied to the federal purchases 

raised by Amgen. See, e.g., Prison Legal News v. Fed. Bureau of Prisons, 944 F.3d 868, 

881-82 (10th Cir. 2019); Mink v. Suthers, 482 F.3d 1244, 1256-57 (10th Cir. 2007). 

Although the Board amended its UPL Policy during the pendency of this matter, “[a] 

government official's decision to adopt a policy in the context of litigation may actually 

make it more likely the policy will be followed, especially with respect to the plaintiffs in 

that particular case." Brown, 822 F.3d at 1171. 

In addition to the Board’s constitutional interpretation, giving effect to the legislative 

intent, the Attorney General has explicitly stated that he will only enforce a UPL according 

 
33 Consistent with well-established principles of constitutional avoidance, the Board 
appropriately interpreted its statute to not apply to transactions that may create a conflict 
with federal law. See Jennings v. Rodriguez, 583 U.S. 281, 286 (2018) (“Under the 
constitutional-avoidance canon, when statutory language is susceptible of multiple 
interpretations, a court may shun an interpretation that raises serious constitutional 
doubts and instead may adopt an alternative that avoids those problems.”). 
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to the applicability established by the Board. Exh. 1 at 2. These clarifying statements 

regarding UPL applicability and enforceability by the Board and Attorney General were 

issued prior to any enforcement of the statutes and thus represent the good faith intention 

of Defendants to interpret and apply the statutes in a constitutional manner.  

In any case, the statute itself is not preempted, as there is no explicit application 

to the federal government. Rather, preemption here is a question of whether individual 

UPLs, as applied by the Board and enforced by the Attorney General may be preempted 

in certain circumstances involving the federal government. Effecting a constitutional and 

valid reading of the statute’s text, structure, and legislative history, Defendants have now 

answered: a UPL does not apply in those circumstances. This renders Amgen’s claim 

moot and summary judgment is appropriate for Defendants. 

D. Upper payment limits do not violate the dormant Commerce Clause. 

The dormant Commerce Clause is not a license for courts to invalidate any state 

law that might impact commerce outside of a state. “[P]reventing state officials from 

enforcing a democratically adopted state law in the name of the dormant Commerce 

Clause is a matter of ‘extreme delicacy,’ something courts should do only ‘where the 

infraction is clear.’” See Nat’l Pork Producers Council v. Ross, 598 U.S. 356, 390 (2023) 

(quotations omitted). “Extreme caution is warranted before a court deploys” this principle 

to strike down a state law. Id (emphasis added) (quotations omitted). Amgen’s attempt to 

invalidate the Board’s UPL authority34 cannot overcome this heavy burden. 

 
34 Amgen does not argue that affordability reviews violate the dormant Commerce Clause. 
And indeed, nothing about providing a detailed report regarding a medication’s costs to a 
state’s consumers implicates the dormant Commerce Clause. 
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i. UPLs apply equally to in-state and out-of-state competitors.  
 

The Commerce Clause empowers Congress to “regulate Commerce … among the 

several states.” U.S. Const. art. I, § 8, cl. 3. The Supreme Court has held that the clause 

implicitly prohibits states from enacting laws that seek to protect in-state interests from 

their out-of-state competitors: the “dormant Commerce Clause.” See Ross, 598 U.S. at 

368-71. “[T]his antidiscrimination principle lies at the ‘very core’ of [the Supreme Court’s] 

dormant Commerce Clause jurisprudence.” Id. at 369. (citations omitted). 

Upper payment limits do not implicate this “core” dormant Commerce Clause 

concern because they do not discriminate against interstate commerce. A UPL does not 

give an in-state company an advantage relative to its out-of-state competitors. Rather, the 

same UPL that applies to an in-state pharmacy’s purchase of a medication dispensed in 

Colorado applies to an out-of-state pharmacy’s purchase of the same medication 

dispensed in Colorado. See § 10-16-1401(23), C.R.S. (defining “upper payment limit” by 

focusing on whether a drug is dispensed or distributed in Colorado, not a seller’s location); 

3 C.C.R. § 702-9:4.2.C.2. Similarly, a pharmacy’s purchase from a wholesaler for drugs 

dispensed in Colorado is subject to the same UPL regardless of the wholesaler’s location. 

Because a UPL applies equally and maintains a level playing field for all market 

competitors, the Board’s authority does not implicate the anti-discrimination concerns that 

form the “very core” of the dormant Commerce Clause. 

ii. UPLs do not impact the prices charged in other states. 
 

A UPL also does not violate the dormant Commerce Clause just because it may 

impact transactions occurring outside of Colorado. The Supreme Court has resoundingly 
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rejected such an approach. 

Nearly ten years ago, then-Judge Gorsuch examined the Supreme Court’s cases 

that had invalidated state laws under the dormant Commerce Clause on the theory that 

they had impermissible extraterritorial impacts. He noted that the cases had three 

“essential characteristics”: (1) a price control or price affirmation regulation, (2) that linked 

in-state prices to those charged elsewhere, with (3) the effect of raising costs for out-of-

state consumers or rival businesses. Energy & Env’t Legal Inst. v. Epel, 793 F.3d 1169, 

1173 (10th Cir. 2015). As the Tenth Circuit Court of Appeals explained, “only price control 

or price affirmation statutes that link in-state prices with those charged elsewhere and 

discriminate against out-of-staters” are subject to a per se invalidity rule. Id. at 1174.  

Last year, now-Justice Gorsuch, writing on behalf of a majority of the Supreme 

Court, reached the same conclusion. In Ross, the Court concluded its extraterritoriality 

cases all involved “statutes [that] had a specific impermissible ‘extraterritorial effect’—

they deliberately ‘prevent[ed out-of-state firms] from undertaking competitive pricing’ or 

deprive[d] businesses and consumers in other States of ‘whatever competitive 

advantages they may possess.’” 598 U.S. at 374 (quoting Healy v. Beer Inst., Inc., 491 

US. 324, 338-39 (1989)). That rule applied in the extraterritoriality cases—and the same 

rule Amgen asks the Court to apply here, ECF No. 24. at 32 (citing Healy, 491 U.S. at 

336)—addressed “price control or price affirmation statutes that tied the price of … in-

state products to out-of-state prices.” Id. (quoting Pharm. Rsch. & Mfrs. v. Walsh, 538 

U.S. 644, 699 (2003)). 

A UPL, however, does not tie the price of medications sold in Colorado to the price 
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of those medications when sold outside of Colorado, which was the specific concern in 

other extraterritoriality cases. See, e.g., Healy, 491 U.S. at 336-39 (striking down a 

Connecticut law that made it illegal for beer importers to sell in-state at a higher price than 

beer sold in a bordering state, because the law effectively set a floor in every bordering 

state). Instead, the Board must consider various data and independently determine 

(1) whether to set a UPL, and (2) if a UPL is appropriate, what the limit should be. § 10-

16-1407(1), (2), C.R.S.; 3 C.C.R. § 702-9:4.1.C.2. None of that impacts what a person 

pays in another state. Thus, UPLs do not violate the extraterritoriality prong of the 

Supreme Court’s dormant Commerce Clause jurisprudence.  

iii. Colorado can prohibit the sale of drugs purchased in violation of a 
UPL from being dispensed and distributed in Colorado. 
 

Amgen argues that a UPL violates the extraterritoriality principle because Colorado 

is attempting to “directly regulate transactions that occur entirely outside its borders.” ECF 

No. 24 at 31. This argument is both limited in scope and incorrect. 

On scope, Amgen’s dormant Commerce Clause arguments are limited to 

“transactions that occur entirely outside [Colorado’s] borders.” Id. at 31, 34. Implicitly, 

then, Amgen concedes that its argument does not apply when part of the transaction is in 

Colorado. For example, if a pharmacy sells a drug to a consumer located in Colorado—

regardless of where the pharmacy is located—the transaction is not wholly out of state. 

Similarly, if a distributor sells a drug to a provider located in Colorado, the transaction is 
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not wholly out of state.35 Further, because a drug must be administered or dispensed in 

Colorado for a UPL to apply, it is not possible for the UPL to apply to a patient-level 

transaction occurring entirely outside of Colorado. §§ 10-16-1401(23), 10-16-1407(5), 

C.R.S. The reality then, is that Amgen’s argument is limited to situations where an out-of-

state pharmacy purchases a drug from an out-of-state distributor and dispenses or 

distributes that drug in Colorado. 

Even there, however, a UPL does not violate the dormant Commerce Clause. In 

Ross, California prohibited pork products being sold in California if the producers failed 

to comply with specific requirements for how they treated their pigs. 598 U.S. at 363-64. 

The producers argued that California’s attempt to dictate how they had to raise their pigs 

outside of California to be able to sell their products inside California violated the dormant 

Commerce Clause because California’s law would significantly increase costs for 

producers who wanted to sell their products in California. Id. at 371. 

The Court disagreed. In the lead opinion, a plurality of the Court recognized that 

California was telling pork producers only that if they wanted to sell their products in 

California, then they had to treat their pigs in a specific manner. Id. at 384. If they did not 

want to sell their products in California, they did not have to comply with California’s 

requirements. Or they could separate the pigs intended to be sold in California to comply 

with California’s laws, while they raised the remaining pigs however they saw fit. Id. That 

did not violate the dormant Commerce Clause because all California was doing was 

 
35 Importantly, this concession means that even if the Court agreed with Amgen’s dormant 
Commerce Clause arguments, the only relief to which Amgen would be entitled is an 
injunction preventing the application of UPLs to wholly out-of-state transactions. 
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regulating the products that could be sold in California. Id. at 390-91. 

The same is true here. Wholesalers, pharmacists, and providers can sell and buy 

drugs at any price. But if the price exceeds the UPL that applies to a drug that is dispensed 

or distributed in Colorado, then those drugs cannot be sold in Colorado. This leaves 

purchasers with choices, like the choices faced by the producers in Ross. They can 

purchase drugs for prices above the UPL and not sell them in Colorado. Or they can 

purchase some drugs at prices that comply with the UPL and sell those in Colorado, while 

purchasing others at prices over the UPL and selling those elsewhere. Or they can choose 

not to sell a drug that is subject to a UPL into Colorado altogether. Giving out-of-state 

purchasers these choices does not violate the dormant Commerce Clause because all a 

UPL does is regulate products that companies choose to sell in Colorado. Id. at 376 n.1.  

The cases Amgen cites do not require a contrary result. See ECF No. 24 at 32-33. 

Association for Accessible Medicines. v. Frosh, 887 F.3d 664 (4th Cir. 2018), is a Fourth 

Circuit case that is not controlling on this Court, that pre-dates Ross, and whose holding 

is no longer good law. In Frosh, the Fourth Circuit rejected Maryland’s argument that the 

principle against extraterritoriality was limited to price affirmation statutes and relied on 

cases, such as Healy, to conclude that the law violated the dormant Commerce Clause. 

887 F.3d at 669-70. As discussed above, however, the Supreme Court has since limited 

the extraterritoriality case law to price control and affirmation statues that tie the price in 

one state to the price in another, directly undermining Frosh’s analysis.  

Amgen also points to Association for Accessible Medicines. v. Ellison, No. 23-CV-

2024, 2023 WL 8374586 at *3-4 (D. Minn. 2023) for support. Not only is that decision not 
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binding on this Court and on appeal, it is also distinguishable. In Ellison, Minnesota 

admitted that its statute would apply to a transaction between a manufacturer and a 

distributor so long as the drug was eventually dispensed in Minnesota, even if the 

manufacturer did not know that the drug would be dispensed in Minnesota and even if the 

manufacturer actively tried to keep its drugs out of Minnesota. Id. at *3. The district court 

expressed concern over the tenuous connection of the law: “[t]he only requirement for [a 

transaction] to be subject to the Act is that somehow, someday, in some way, someone 

who is not a party to the transaction must sell, dispense, or deliver the drugs to any 

consumer in Minnesota.” Id. at *4.  

A UPL does not apply that broadly. Indeed, to the extent a particular purchaser is 

not responsible for a drug being dispensed or distributed into Colorado, liability under the 

statute cannot reasonably attach. It is only the pharmacy or provider that purchases a 

drug that is subject to a UPL and then avails itself of the Colorado market by dispensing 

or distributing that drug who must comply with a UPL. The dormant Commerce Clause 

does not prohibit Colorado from exerting control over that purchaser.  

iv. UPLs do not impose a substantial burden on interstate commerce 
under Pike. 

Finally, Amgen argues that even if a UPL does not violate the dormant Commerce 

Clause per se through its extraterritorial effect, the Board’s UPL authority fails the Pike 

balancing test because the burdens of a UPL are “clearly excessive in relation to the 

putative local benefits.” ECF No. 24 at 34 (citing Pike v. Bruce Church, Inc., 397 U.S. 137, 

142 (1970)). Amgen argues “Colorado has no legitimate interest in directly regulating 

transactions that occur entirely outside its boundaries” and that any local benefits “could 
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be achieved by regulating in-state transactions.” Id. 

Amgen’s argument misses the mark. First, it forgets that the core of dormant 

Commerce Clause jurisprudence is the prevention of discrimination against out-of-state 

interests. UPLs do not discriminate against out-of-state commerce, placing Amgen’s 

argument in a tenuous position from the start. Ross, 598 U.S. at 379-80.  

Second, Amgen has failed to specifically identify a burden on interstate commerce, 

much less one that would support its argument under Pike. When performing the Pike 

analysis, the focus is on “the burdens on interstate commerce that exceed the burdens 

on intrastate commerce.” V-1 Oil Co. v. Utah State Dep’t of Pub. Safety, 131 F.3d 1415, 

1425 (10th Cir. 1997). Here, Amgen points to no burden on interstate commerce that 

exceeds those on intrastate commerce, and indeed, there are none. See Ross, 598 U.S. 

at 391 (noting the petitioners “would have [the Court] prevent a State from regulating the 

sale of an ordinary consumer good within its own borders on nondiscriminatory terms—

even though the Pike line of cases they invoke has never before yielded such a result”).  

The dormant Commerce Clause is a judicially created doctrine intended to prevent 

discrimination against interstate commerce. It should be deployed with extreme caution 

when being used to invalidate a state law. Colorado’s UPL authority does not discriminate 

against interstate commerce and only apply to transactions involving medications that a 

purchaser chooses to later dispense or distribute in Colorado. The dormant Commerce 

Clause does not prohibit Colorado from setting a UPL and summary judgment is 

appropriate for Defendants.  
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CONCLUSION 

There is no doubt that Enbrel is an effective—and extremely profitable—drug that 

can dramatically change the quality of life for its users. And the parties agree that 

affordable access to medications is critical. See ECF No. 24 at 1-2; see generally Enbrel 

Affordability Review Report at 2-3. But Amgen misunderstands the impact of a UPL in 

Colorado to be on the manufacturer. Rather, any UPL in Colorado will directly apply to 

the very actors Amgen argues are to blame for rising costs, like PBMs and the commercial 

insurance plans they operate on behalf of. 3 C.C.R. § 702-9:4.2.C. The Board’s interest 

in addressing these excessive costs for Colorado consumers appears aligned with 

Amgen’s understanding of where a market failure is occurring. And yet, Amgen claims 

that a Colorado UPL will up-end federal patent law and completely reverse incentives for 

innovation. Amgen may choose to jeopardize access to Enbrel in Colorado because of a 

downstream regulation on what certain people can pay for it, but the Board is not altering 

these incentives for manufacturers. The Board is not regulating Amgen at all.  

 Colorado has both the authority and a duty to protect Coloradans by ensuring 

access to affordable prescription drugs. Downstream payment regulations—even on a 

patented product—are a legitimate and constitutional exercise of its police powers. 

Colorado empowered the Board with tools to peel back the curtain on prescription drug 

costs in Colorado through affordability reviews and restore power back to those 

consumers, pharmacies, providers, and insurance companies paying for those drugs 

through UPLs. The Affordability Program is not targeting Amgen and is constitutional. 

Defendants request this court grant summary judgment in their favor. 
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PHILIP J. WEISER 
Attorney General 
 
s/ Abby Chestnut 
RUSSELL D. JOHNSON, 48482* 
Deputy Solicitor General 
HEATHER FLANNERY, 37795* 
First Assistant Attorney General 
ABBY CHESTNUT, 51189* 
Senior Assistant Attorney General 
PAWAN NELSON, 49462* 
Senior Assistant Attorney General  
Ralph L. Carr Colorado Judicial Center 
1300 Broadway, 8th Floor 
Denver, CO  80203 
720-508-6351 (Johnson) 
720-508-6387 (Flannery) 
720-508-6353 (Chestnut) 
720-508-6578 (Nelson) 
Russell.Johnson@coag.gov 
Heather.Flannery@coag.gov 
Abby.Chestnut@coag.gov 
Pawan.Nelson@coag.gov 
* Counsel of Record 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLORADO 
 
Civil Action No. 1:24-cv-00810-NYW-SBP 
 
AMGEN INC., et al. 
 

Plaintiffs, 
 

v. 
 
GAIL MIZNER, MD, in her official 
capacity as Chair of the Colorado 
Prescription Drug Affordability Review 
Board, et al., 
   Defendants. 
 

 
DECLARATION OF NATHAN BLAKE 

 
 

I, Nathan Blake, pursuant to 28 U.S.C. § 1746, state as follows: 

1. I am the Deputy Attorney General for the Consumer Protection Section in 

the Colorado Attorney General’s Office.  Attorney General Philip Weiser has granted me 

authority to testify on his behalf regarding the above-captioned lawsuit’s challenge to 

the constitutionality sections 10-16-1401 to 10-16-1416, C.R.S. 

2. Pursuant to section 10-16-1411(3), C.R.S., the Colorado Attorney General 

is authorized to enforce part 14, title 10, C.R.S., on behalf of any state entity or any 

consumer of prescription drugs.   

3. Pursuant to sections 10-16-1406 and 10-16-1407, C.R.S., the Prescription 

Drug Affordability Review Board is the agency charged with conducting affordability 

reviews and setting upper payment limits. Further the Prescription Drug Affordability 
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Review Board is the agency responsible for interpreting the statutes governing 

affordability reviews and upper payment limits. 

4. The statements in this declaration are all based upon my own personal 

knowledge or information. 

5. As of the date of this declaration the Colorado Attorney General’s office 

has not taken or initiated any enforcement actions under section 10-16-1411(3),C.R.S. 

6. The Colorado Attorney General’s Office will only enforce part 14, title 10, 

C.R.S., in accordance with the regulations and policies adopted by the Prescription 

Drug Affordability Review Board. 

7. The Colorado Attorney General does not intend to enforce part 14, title 10, 

C.R.S., against Plaintiffs in the above-captioned matter, or against any others similarly 

situated to Plaintiffs, in a manner that is inconsistent with the regulations and policies 

adopted by the Prescription Drug Affordability Review Board. 

 

I declare under penalty of perjury that the foregoing is true and correct.  

 
Executed this 7th day of August, 2024. 

 
s/ Nathan Blake  
Nathan Blake 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLORADO 
 
Civil Action No. 1:24-cv-00810-NYW-SBP 
 
AMGEN INC.; et al., 
 

Plaintiffs, 
 

v. 
 
GAIL MIZNER, MD, in her official 
capacity as Chair of the Colorado 
Prescription Drug Affordability Review 
Board; et al., 
   Defendants. 
 

 
DECLARATION OF ELIZABETH CUMMINGS 

 
 

I, Elizabeth Cummings, pursuant to 28 U.S.C. § 1746, state as follows: 

1. I am Deputy Commissioner of Health Policy at the Colorado Division of 

Insurance. 

2. From November 22, 2021 to present, I also served as the Prescription 

Drug Affordability Director.   

3. My duties as the Prescription Drug Affordability Director included receiving 

and compiling confidential information submitted for inclusion in the Prescription Drug 

Affordability Board’s (“Board”) affordability review for the prescription drug, Enbrel. 

4. On October 2, 2023, Amgen, Inc. confidentially submitted information for 

inclusion in the Board’s affordability review of Enbrel.  
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5. This confidential submission was included in the Board’s affordability 

review report for Enbrel and appears at pages J23-J49 in Appendix J of the Board’s 

report. 

6. This submission was redacted in the public version of the report, pursuant 

to Board Rule and Policy. See 3 C.C.R. 702-9:3.1.F.7; Prescription Drug Affordability 

Board Policy and Procedure, Policy 04 Affordability Review Policy and Procedure at 11. 

The submission was provided to the Board without redactions. 

7. The statements in this declaration are all based upon my own personal 

knowledge or information. 

 

I declare under penalty of perjury that the foregoing is true and correct.  

 
Executed this 31st day of July, 2024. 

 
 s/Elizabeth Cummings 
Elizabeth Cummings 
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