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INTRODUCTION 

Defendants do not dispute that the Board has formally voted to impose a price 

cap on Amgen’s patented drug Enbrel. Nor do they dispute that a core purpose of the 

federal patent laws is to incentivize innovation by enabling the patent owner to 

receive, during the life of the patent, the “pecuniary rewards stemming from the 

patent right.” Biotech. Indus. Org. v. District of Columbia (“BIO”), 496 F.3d 1362, 

1372 (Fed. Cir. 2007). By capping Enbrel’s price, the Board is directly inhibiting those 

rewards and upending Congress’s deliberate balance between promoting affordability 

and providing incentives for innovation. Colorado’s price-control scheme is also 

unconstitutional because it lacks the procedural safeguards required by due process, 

interferes with federal healthcare programs, and violates the Commerce Clause. 

Seeking to delay consideration of these issues, Defendants assert Amgen lacks 

standing to challenge the imposition of a price cap on its drug because, under 

Defendants’ interpretation of one of the Board’s regulations, the cap will apply only 

to Amgen’s wholesalers and distributors, not to Amgen itself. That interpretation is 

contrary to the statute, but even if it were correct, it would not affect Amgen’s 

standing. As a matter of basic economics and common sense, a price cap on a product 

will harm the product’s manufacturer, irrespective of where in the supply chain the 

cap is imposed. The less wholesalers can charge for Enbrel “downstream” (to 

pharmacies and providers), the less they will pay for it “upstream” (to Amgen). 

Defendants know this: They even quote a statement by a legislative sponsor 
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explaining that wholesalers impacted by the cap will “be made whole … by the 

pharmaceutical manufacturer.” Def. Br. 10-11 (quoting Hearing on S.B. 21-175 Before 

H. Comm. on Health & Ins. (Colo. 2021) (statement of Rep. Kennedy)). Amgen thus 

faces at least a “substantial risk” of harm from the price cap. Susan B. Anthony List 

v. Driehaus (“SBA”), 573 U.S. 149, 158 (2014) (quotation marks omitted). 

Defendants also argue that Amgen’s challenge is unripe because the Board 

could, in theory, revisit its decision to cap Enbrel’s price. But the mere possibility that 

an agency could change course cannot bar review. After months of deliberation, the 

Board voted to declare Enbrel unaffordable and select it for imposition of a price cap. 

Defendants offer no reason to think the Board will not follow through on its decision, 

and the precise amount of the cap is irrelevant to Amgen’s purely legal constitutional 

claims. Defendants’ demand for delay ignores that having to participate in an 

unconstitutional administrative process is itself an injury—and that all stakeholders, 

including the Board and the citizens of Colorado, will benefit from knowing as soon 

as possible whether the Act’s price-control scheme is unconstitutional. 

Defendants fare no better on the merits. First, as to the conflict between 

Colorado’s scheme and the federal patent laws, Defendants do not dispute that BIO 

is correctly decided and binding authority, and they have no answer to Amgen’s 

argument that BIO prohibits the Act’s price-control scheme. The crux of their 

response is once again their contention that the price cap applies only to downstream 

sales. Just as that atextual limitation cannot defeat Amgen’s standing, it cannot be 

Case No. 1:24-cv-00810-NYW-SBP   Document 35   filed 09/06/24   USDC Colorado   pg 10 of
39



3 

used to circumvent federal preemption. What a state cannot do directly, it cannot do 

indirectly. And Defendants’ reliance on patent exhaustion is misplaced because 

Amgen does not claim any right to use its patent to control downstream prices; it 

seeks only to prevent the Board from dictating those prices and thereby undermining 

the financial incentives provided by federal patent law. 

Second, as to due process, Defendants fail to identify any standards in the Act 

or its implementing regulations that ensure a meaningful opportunity to be heard or 

safeguard against arbitrary, confiscatory, and discriminatory price-setting. They 

insist that the Board must be allowed to apply different standards to every drug it 

considers, and they do not even try to explain the Board’s conclusion that Enbrel is 

unaffordable but another, more expensive drug is affordable. They instead focus on 

arguing that a manufacturer has no cognizable interest in whether a price cap is 

imposed on its product, a position that is contrary to precedent and common sense. 

Third, Defendants concede Colorado’s scheme cannot constitutionally apply to 

federal payors. The Board’s recent, non-binding policy statement, however, does not 

meet the high bar for demonstrating mootness based on voluntary compliance. 

Fourth, as to the Commerce Clause, Defendants’ suggestion that the Supreme 

Court recently overruled the longstanding prohibition on direct regulation of out-of-

state transactions has been rejected by every court to consider the issue. And their 

claim that the Act applies only to those who cause a drug to be distributed in Colorado 

is yet another invalid attempt to save the statute by rewriting it during litigation. 
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ARGUMENT 

I. Amgen has standing and this case is ripe for review. 

Despite Defendants’ attempts to muddy the waters, Amgen’s standing is 

straightforward, and this case is ripe for review. 

1.  In a pre-enforcement challenge to a statute, Article III requires only (1) a 

“threatened injury” that has a “substantial risk” of occurring; (2) a “causal 

connection” between the injury and the statute; and (3) a “likelihood” that the injury 

“will be redressed by a favorable decision.” SBA, 573 U.S. at 158 (cleaned up). Amgen 

faces far more than a “substantial risk” of injury from the Board’s decision to subject 

Enbrel to a price cap. See Amgen Br. 36–39. 

Defendants do not dispute that economic harm is a classic Article III injury or 

that Amgen is already incurring “substantial costs to participate and defend its 

interests” in the price-setting process. Id. at 37. Nevertheless, they contend (at 17–

19) that Amgen’s injuries are conjectural because the price cap will apply only to sales 

by Amgen’s wholesale and distributor partners, not to sales by Amgen itself. That 

contention lacks any statutory basis. Under the Act, an upper payment limit applies 

to “any financial transaction concerning the purchase of or reimbursement for the 

prescription drug,” Colo. Rev. Stat. § 10-16-1401(23) (emphasis added). This plainly 

includes Amgen’s sales of Enbrel to wholesalers. 

Ignoring the statute, Defendants rely on their interpretation of a Board 

regulation. That regulation states that an upper payment limit applies to “a 
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consumer’s purchase” and to “any pharmacy … or provider’s purchase” of the drug. 

3 Colo. Code Regs. § 702-9:4.2(C). Nothing in the regulation says that the upper 

payment limit applies only to those transactions or that it does not apply to a 

wholesaler’s purchase from a manufacturer. To the extent the regulation is 

ambiguous in that regard, it must be construed to be consistent with the statute. See 

Canyon Fuel Co. v. Sec’y of Labor, 894 F.3d 1279, 1291 (10th Cir. 2018). And even if 

the regulation were unambiguous, it cannot trump the statute. Under settled 

principles, “[a]n agency regulation or rule may not modify or contravene an existing 

statute, and any regulation that is inconsistent with or contrary to a statute is void.” 

McCool v. Sears, 186 P.3d 147, 151 (Colo. App. 2008). 

But even if the upper payment limit applied only to downstream sales, that 

would not eliminate or even diminish the impact on Amgen. Courts evaluating 

standing need not ignore “[c]ommon sense and basic economics.” Carpenters Indus. 

Council v. Zinke, 854 F.3d 1, 6 (D.C. Cir. 2017). No rational economic actor, including 

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

it can lawfully sell the product; so capping prices downstream will naturally reduce 

prices upstream. See, e.g., Caldwell Wholesale Co. v. R J Reynolds Tobacco Co., 781 

F. App’x 289, 291 (5th Cir. 2019) (per curiam) (noting that each party in the supply 

chain “must sell its [product] for a higher price [than it paid for it] to make a profit”); 

Money Mailer, LLC v. Brewer, 449 P.3d 258, 265 (Wash. 2019) (en banc) (noting that 

court “need not delve into the details of economics” to observe that “a wholesaler 
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charges a retailer a higher price than the wholesaler paid the supplier for the goods”). 

Affording standing on this basis is hardly unusual: As the Supreme Court has 

recognized, “government regulation of a third-party … business” is often “likely” to 

cause “upstream economic injuries to others in the chain, such as … manufacturers.” 

FDA v. All. for Hippocratic Med. (“AHM”), 602 U.S. 367, 384–86 (2024). And even 

“[w]hen the plaintiff is an unregulated party,” the plaintiff has standing if “third 

parties will likely react” to the challenged regulation “in predictable ways that in turn 

will likely injure the plaintiff[].” Id. at 383 (quotation marks omitted). 

It is thus “well settled that a provider of goods or services has standing to 

challenge government regulations that directly affect its customers and restrict its 

market.” Wedges/Ledges of Cal., Inc. v. City of Phoenix, 24 F.3d 56, 61 (9th Cir. 1994) 

(collecting cases). In Wedges/Ledges, for example, the city banned new licenses for an 

arcade game manufactured by the plaintiff. The city argued that the plaintiff “lacked 

standing … because [it was] the manufacturer” of the game “rather than an [arcade] 

owner/operator” and therefore “could not have been injured directly by the City’s 

policies.” Id. Rejecting that argument, the court found it obvious that the plaintiff 

would suffer “economic harms” such as “lost profits” and “lost business opportunities” 

as a result of the city’s downstream regulation. Id. (quotation marks omitted). 

Similarly, in Energy Future Coalition v. EPA, 793 F.3d 141 (D.C. Cir. 2015) 

(Kavanaugh, J.), the EPA argued that ethanol producers lacked standing to challenge 

a fuel regulation because the regulation was “directed at vehicle manufacturers, not 

Case No. 1:24-cv-00810-NYW-SBP   Document 35   filed 09/06/24   USDC Colorado   pg 14 of
39



7 

biofuel producers.” Id. at 144. But that did “not undermine petitioners’ standing” 

because a downstream regulation on a product impacts the manufacturer of that 

product; for instance, a “hot dog manufacturer ha[s] standing to sue” when a city 

“makes it harder for concession stands to sell hot dogs.” Id. In such cases, both the 

manufacturer and the downstream entity are “object[s] of the [regulatory] action,” so 

there is “little question that they have standing.” Id. (quotation marks omitted). 

Defendants insist (at 17) that Amgen must show it will be “directly injured.” 

But “Article III standing does not follow the causation principles of tort law; an injury 

may be fairly traceable to an agency action that is not the very last step in the chain 

of causation.” Me. Lobstermen’s Ass’n v. Nat’l Marine Fisheries Serv., 70 F.4th 582, 

592–93 (D.C. Cir. 2023) (quotation marks omitted). Even assuming the price cap 

applies only to downstream entities, Amgen’s standing rests on “the predictable effect 

of [the Board’s] action on the decisions of” those entities. Dep’t of Commerce v. New 

York, 588 U.S. 752, 767–68 (2019); see Growth Energy v. EPA, 5 F.4th 1, 33 (D.C. Cir. 

2021) (per curiam) (“‘reasonably predictable’ third-party conduct suffices” to establish 

standing); Kane County v. United States, 928 F.3d 877, 889 (10th Cir. 2019) 

(environmental group had standing to challenge widening of road because it would 

lead to greater usage of road by third parties). 

No crystal ball is needed to see that a price cap on Amgen’s drug will result in 

less revenue for Amgen’s wholesalers and distributors, who will in turn demand lower 

prices or other compensation from Amgen, reducing Amgen’s profits. The effect on 
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Amgen is a matter of “common sense,” Carpenters, 854 F.3d at 6, “firmly rooted in the 

basic laws of economics,” Growth Energy, 5 F.4th at 33. If there were any doubt, the 

attached declaration confirms that “there is no realistic chance that wholesalers will 

absorb the discount required to comply with the upper payment limit without passing 

cost on to Amgen.” Ex. A, Decl. of Patrick Costello ¶ 12. Moreover, addressing this 

issue with wholesalers will entail administrative costs, which independently supports 

Amgen’s standing. Id. ¶ 14; see BIO, 496 F.3d at 1371. 

Perhaps recognizing that their position defies common sense, Defendants 

allude vaguely (at 19) to the “complexity of the pharmaceutical supply chain” as a 

source of uncertainty. But the fact that a supply chain involves multiple actors does 

not mean it is exempt from basic economics. And the impact on Amgen is hardly 

complex: As Defendants acknowledge (at 3), Amgen sells Enbrel to wholesalers, who 

then sell it to pharmacies and providers in transactions that Defendants agree are 

subject to the price cap. Defendants cite nothing suggesting that the wholesalers are 

so irrational or impervious to basic market forces that they will agree to sell Enbrel 

at a reduced price without buying Enbrel at a reduced price, whether in the form of 

an up-front discount or an after-the-fact refund.1 On the contrary, Defendants 

 
1 While purporting to provide an overview of the pharmaceutical market, 

Defendants neglect to mention the role of “chargebacks”—routine payments from 
manufacturers to wholesalers to compensate them for discounts obtained by 
downstream purchasers. See Costello Decl. ¶¶ 6–7; Andrew Mulcahy & Vishnupriya 
Kareddy, Prescription Drug Supply Chains: An Overview of Stakeholders and 
Relationships 23 (Oct. 2021), available at https://aspe.hhs.gov/reports/prescription-
drug-supply-chains. 
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concede (at 30–31) that the price cap will cause Amgen to face “downward pricing 

pressures from downstream entities” that will reduce Amgen’s “profits.” 

Defendants’ account of the Act’s legislative history confirms as much. As they 

acknowledge, a leading sponsor of the bill explained that the impact of a price cap 

would fall on manufacturers because wholesalers “will sell [the drug] to pharmacies 

or hospitals … at that lower price and then they will be made whole on the back-end 

by the pharmaceutical manufacturer.” Def. Br. 10–11 (emphasis added) (quotation 

marks omitted). In other words, wholesalers will not be “stuck” with a reduced price, 

but will be empowered to demand “better prices in the first place” from the 

manufacturer. Id. (quotation marks omitted). Defendants’ suggestion that a price cap 

will not affect manufacturers like Amgen thus contradicts Defendants’ own account 

of how legislators expected the law to work. Because Amgen faces a substantial risk 

of harm from “a predictable chain of events leading from the [Board’s] action to the 

asserted injury,” AHM, 602 U.S. at 385, it has Article III standing. 

2.  Defendants alternatively invoke the prudential ripeness doctrine, which 

multiple Tenth Circuit judges have noted “may no longer be good law.” McAuliffe v. 

Vail Corp., 69 F.4th 1130, 1157 n.4 (10th Cir. 2023) (Eid, J., concurring in part). The 

Supreme Court, too, has questioned the doctrine’s “continuing vitality” in light of 

federal courts’ “virtually unflagging” “obligation to hear and decide cases within 

[their] jurisdiction.” SBA, 573 U.S. at 167 (quotation marks omitted). Even if the 

doctrine were good law, it would not apply here. 
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Prudential ripeness requires a pragmatic assessment of “the fitness of the 

issue[s] for judicial review” and “the hardship to the parties from withholding 

review.” United States v. Cabral, 926 F.3d 687, 693 (10th Cir. 2019) (quotation marks 

omitted). In assessing fitness, courts “focus on whether the determination of the 

merits turns upon strictly legal issues or requires facts that may not yet be 

sufficiently developed.” United States v. Ford, 882 F.3d 1279, 1283 (10th Cir. 2018) 

(quotation marks omitted). Defendants do not dispute that Amgen’s claims turn on 

legal issues that can be resolved without further factual development. Because 

Amgen challenges the price-setting scheme itself, irrespective of the price the Board 

ultimately sets, there would be no benefit to waiting for the Enbrel price-setting 

hearings scheduled for later this year. The issues are fully and fairly presented now. 

Defendants’ suggestion (at 19) that “a UPL for Enbrel … may never be set” is 

a ploy to avoid review. The Board has declared Enbrel “unaffordable,” voted to subject 

it to a price cap, and scheduled hearings to determine the amount of the cap. There 

is every reason to expect the Board will follow through, and Defendants offer no 

reason to think the Board will suddenly reverse course. If the mere “possibility” that 

an agency could change its mind “were sufficient to render an otherwise fit challenge 

unripe, review could be deferred indefinitely.” Am. Petroleum Inst. v. EPA, 906 F.2d 

729, 739–40 (D.C. Cir. 1990) (per curiam); see also sPower Dev. Co. v. Colo. Pub. Utils. 

Comm’n, 2018 WL 4368612, at *7 (D. Colo. June 18, 2018) (finding suit ripe despite 

agency’s statement that rulemaking “may serve as an opportunity to reexamine [its] 
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policies” (quotation marks omitted)). Defendants’ “attempt to defeat review by the 

bare assertion” that the Board’s position could change should be “summarily 

rejected.” 13B Wright & Miller, Federal Practice and Procedure § 3532.6 (3d ed.).2 

As for hardship to the parties, Defendants’ assertion (at 21) that there is no 

harm in delaying review “until the Board actually establishes a UPL” ignores that in 

a case like this one, “[t]he hardship is the process itself.” Amgen Br. 37–38 (quoting 

Sayles Hydro Assocs. v. Maughan, 985 F.2d 451, 453–54 (9th Cir. 1993)). When a 

state regulatory process is challenged as preempted, “focus[ing] on the possible 

ultimate result” overlooks that the “process itself can be the preempted burden.” Id. 

(quoting NE Hub Partners, L.P. v. CNG Transmission Corp., 239 F.3d 333, 342–44 

(3d Cir. 2001)). Similarly, “a procedural due process claim is instantly cognizable in 

federal court” because “the allegedly infirm process is an injury in itself.” Id. at 38 

(quoting Nasierowski Bros. Inv. Co. v. City of Sterling Heights, 949 F.2d 890, 894 (6th 

Cir. 1991)); cf. Axon Enter., Inc. v. FTC, 598 U.S. 175, 192 (2023) (“unconstitutionally 

structured decisionmaking process” inflicts a “‘here-and-now’ injury”). Defendants 

offer no response. 

Amgen should not have to continue enduring the costs and uncertainty created 

 
2 Defendants also briefly contend (at 20) that the Board’s formal vote to select 

Enbrel for imposition of an upper payment limit is not considered “final agency 
action” under Colorado law. But the “final agency action” requirement is a feature of 
the federal Administrative Procedure Act, not an inherent component of the 
prudential ripeness test. See Ford, 882 F.3d at 1283 (describing prudential ripeness 
test without reference to “final agency action”). Nor could state-law labels dictate the 
justiciability of Amgen’s federal constitutional claims in any event. 
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by the Board’s unconstitutional process before challenging it on purely legal grounds. 

And “clear guidance from this Court” before the Board spends any more public 

resources on that process would benefit all stakeholders, including the citizens of 

Colorado. sPower, 2018 WL 4368612, at *10. 

II. Colorado’s price-control scheme conflicts with federal patent law. 

Defendants’ argument regarding patent preemption rests on the same false 

premise as their standing argument. They do not dispute that the Federal Circuit’s 

BIO decision is correct. Nor do they seriously contest that, if the price cap applies 

directly to Amgen’s sales (as the statute says it does), it is preempted. Instead, they 

rely on their reading of a regulation to insist that the price cap is not preempted 

because it applies to Amgen’s wholesalers and distributors, not to Amgen itself. That 

is a distinction without a difference. 

1.  As explained above, Defendants’ claim that the price cap on Enbrel will not 

apply to Amgen’s own sales contradicts the plain language of the Act and so must be 

rejected. See pp. 4–5, supra. But even if that claim were true, it would not defeat 

preemption. It is “a just and well-settled doctrine” that “a State cannot do that 

indirectly which she is forbidden by the Constitution to do directly.” Passenger Cases, 

48 U.S. 283, 458–59 (1849); see Nat’l Rifle Ass’n v. Vullo, 602 U.S. 175, 190 (2024) 

(“[A] government official cannot do indirectly what she is barred from doing 

directly.”); Dana Corp. v. United States, 174 F.3d 1344, 1349–50 (Fed. Cir. 1999) (“The 

Commissioner cannot do indirectly … what the Commissioner cannot do directly.”). 
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In the Passenger Cases, for example, the Supreme Court held that a state could 

not circumvent the Constitution’s prohibition on taxing a ship based on tonnage by 

purporting to levy the tax on “the number of masts, or of mariners, the size and power 

of the steam-engine, or the number of passengers which she carries,” so as to “effect 

the same purpose.” Polar Tankers, Inc. v. City of Valdez, 557 U.S. 1, 8 (2009) (quoting 

Passenger Cases, 48 U.S. at 458–59). So too, just last Term the Court held that a state 

officer who was forbidden from directly punishing an entity’s speech could not achieve 

that result indirectly by using her regulatory authority to encourage private parties 

to restrict their business with the entity. Vullo, 602 U.S. at 190. 

The Tenth Circuit has applied similar reasoning in a preemption case. Kansas 

conceded that it was preempted from directly regulating insurance contracts issued 

by the Federal Crop Insurance Corporation. But it sought to avoid preemption by 

regulating contracts “between a private insurance company and the agricultural 

producer” that were ultimately “reinsured by the FCIC in another contract.” Kansas 

ex rel. Todd v. United States, 995 F.2d 1505, 1510 (10th Cir. 1993). The court rejected 

the state’s attempt to regulate federal crop insurance “by the back door,” explaining 

that “[w]hat Kansas cannot do directly, it is, in essence, trying to do indirectly.” Id. 

Here, similarly, Defendants’ attempt to recast the price cap as a regulation of 

downstream transactions is at best “an indirect attempt to accomplish what the 

Constitution prohibits [them] from accomplishing directly.” U.S. Term Limits, Inc. v. 

Thornton, 514 U.S. 779, 829 (1995). As discussed above, manufacturers do not exist 

Case No. 1:24-cv-00810-NYW-SBP   Document 35   filed 09/06/24   USDC Colorado   pg 21 of
39



14 

in an economic vacuum, insulated from the effects of regulations on their wholesalers 

and distributors. It is common sense that a price control downstream will reduce 

profits upstream. It makes no difference whether Colorado achieves that result 

directly by regulating Amgen or indirectly by regulating Amgen’s wholesalers and 

distributors; either way, the price control conflicts with federal patent law by 

“diminishing the reward to patentees” to “provide greater benefit to [in-state] drug 

consumers.” BIO, 496 F.3d at 1374. The regulation in BIO did “not directly regulate 

manufacturers’ wholesale prices” either, id. at 1371, but it was still preempted. 

2.  Rather than engage with Amgen’s preemption argument, Defendants 

invoke (at 23–31) the doctrine of “patent exhaustion.” But that doctrine—which is 

ordinarily offered as a defense to a patent-infringement lawsuit, see Helferich Patent 

Licensing, LLC v. N.Y. Times, Co., 778 F.3d 1293, 1301 (Fed. Cir. 2015)—has nothing 

to do with Amgen’s patent-preemption claim. 

Patent exhaustion has its roots in the “common law principle against restraints 

on alienation,” which barred sellers from restraining the free flow of commerce by 

“restrict[ing] the resale or use of an item after selling it.” Impression Prods., Inc. v. 

Lexmark Int’l, Inc., 581 U.S. 360, 370–71 (2017). As applied today, patent exhaustion 

means that “[w]hen a patentee sells one of its products,” it “can no longer control that 

item through the patent laws.” Id. at 366. The sale “exhausts” the patent right, so 

“[t]he purchaser and all subsequent owners are free to use or resell the product just 

like any other item of personal property, without fear of an infringement lawsuit.” Id. 
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The patent owner can still “set the price and negotiate contracts with purchasers,” 

which can be enforced through contract law; it just cannot enforce these restrictions 

through a suit for patent infringement. Id. at 370. 

Patent exhaustion is thus inapposite here. Amgen does not seek to “set or 

control” the prices charged for Enbrel in downstream transactions. Def. Br. 24. 

Rather, Amgen objects to the Board controlling those prices and thereby restricting 

Amgen’s patent-based earnings “by the back door.” Todd, 995 F.2d at 1510; see Amgen 

Br. 19–20 (“Colorado’s approach would replace the ‘dictates of the marketplace’ … 

with the dictates of the Board.”). Patent exhaustion eliminates a patent owner’s 

“restrictions on what authorized acquirers can do,” Helferich, 778 F.3d at 1301 

(quotation marks omitted), not the Constitution’s restrictions on what states can do. 

Defendants’ principal cited authority, Impression Products, confirms that their 

patent-exhaustion argument is a red herring. That case had nothing to do with 

preemption. The issue was whether Lexmark could use the threat of a patent-

infringement lawsuit to prevent other companies from refurbishing and reselling 

used printer cartridges. 581 U.S. at 367. The Court held only that “Lexmark cannot 

bring a patent infringement suit” on that basis because “[o]nce sold, the … cartridges 

passed outside of the patent monopoly, and whatever rights Lexmark retained are a 

matter of the contracts with its purchasers, not the patent law.” Id. at 373–74. 

Defendants wrench out of context the Court’s statement that “the Patent Act 

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

Case No. 1:24-cv-00810-NYW-SBP   Document 35   filed 09/06/24   USDC Colorado   pg 23 of
39



16 

consumers.” Id. at 380. But the Court was simply explaining that patent rights can 

be exhausted by sales abroad, even though U.S. patent law does not apply in other 

countries and so foreign sales may not provide “the reward guaranteed by U.S. patent 

law.” Id. at 379–80 (quotation marks omitted). Nothing in the opinion suggests that 

states can frustrate patent law’s incentives for innovation by imposing price controls 

in the United States (where U.S. patent law does apply) that undercut the patentee’s 

“one reward—of whatever amount the patentee deems to be satisfactory 

compensation”—for its product. Id. at 380 (quotation marks omitted). While the 

patent laws may not guarantee a particular price, they do ensure that the 

“determination about the proper balance between innovators’ profit and consumer 

access to medication” is “exclusively one for Congress to make.” BIO, 496 F.3d at 1374. 

3.  Defendants gesture vaguely toward a few other arguments, but they fail to 

develop those arguments, and none are persuasive. For example, they mention (at 24) 

a few cases holding that patented products are not exempt from generally applicable 

state taxes and health-and-safety regulations. But a price cap on a patented product 

is nothing like such incidental regulations. As BIO’s author explained, “that states 

have broad leeway to regulate patented products does not mean that they have 

unlimited ability to do so in situations in which the regulation significantly and 

directly impedes Congress’s purpose in providing the federal patent right.” Biotech. 

Indus. Org. v. District of Columbia, 505 F.3d 1343, 1346 n.1 (Fed. Cir. 2007) (Gajarsa, 

J., concurring in denial of rehearing en banc). 
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Defendants also claim (at 26 & n.27) that states “routinely” regulate drug 

prices, but they cite only a handful of recently enacted Colorado laws. Several merely 

require insurance plans to provide coverage or limit co-pays, which allocates financial 

responsibility between insurer and insured but does not impose a price cap. And 

Defendants fail to show that Colorado’s novel “affordability programs” for insulin and 

epinephrine have been or could lawfully be applied to patented products. They also 

fail to mention that a court in this District has already held that the epinephrine 

program is an unconstitutional taking. Teva Pharms., USA, Inc. v. Weiser, 2023 WL 

9425674, at *7 (D. Colo. Dec. 27, 2023), appeal docketed, No. 24-1035 (10th Cir. Jan. 

29, 2024). Defendants also cite Rutledge v. Pharmaceutical Care Management Ass’n, 

592 U.S. 80 (2020), but the state law at issue there was the opposite of a price cap—

it “require[d] PBMs to reimburse Arkansas pharmacies at a price equal to or higher 

than that which the pharmacy paid to buy the drug from the wholesaler.” Id. at 84 

(emphasis added). 

4. As a last resort, Defendants briefly contend (at 28 n.29) that while “the 

regulation in BIO applied exclusively to patented products,” Colorado’s scheme is “not 

targeted at anyone’s patent right.” Defendants forfeited this argument by raising it 

“in a perfunctory manner … in a footnote.” Crownalytics, LLC v. SPINS LLC, 2023 

WL 3071192, at *7 n.10 (D. Colo. Apr. 25, 2023) (Wang, J.) (quotation marks omitted). 

And Defendants offer no response to the cases Amgen cited holding that “generally 

applicable state laws may conflict with and frustrate the purposes of a federal scheme 
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just as much as a targeted state law.” Amgen Br. 21–22 (quoting Saleh v. Titan Corp., 

580 F.3d 1, 12 n.8 (D.C. Cir. 2009)). A state does not gain a license to interfere with 

federal law just because that is not all the state is doing. See United States v. Sup. 

Ct. of N.M., 839 F.3d 888, 923–28 (10th Cir. 2016) (generally applicable state rule 

was preempted as to federal prosecutors even though it did not target them). 

Moreover, Defendants’ suggestion that the Board has not targeted patent 

rights is false: The Board expressly targeted Enbrel based on its federal patent. See 

Amgen Br. 12–14, 21–23. Defendants do not dispute that Chair Mizner stated on the 

record that the Board selected Enbrel for an affordability review over a competitor 

because unlike the competitor, Enbrel was still patent-protected. Id. at 14. The 

Board’s report on Enbrel also emphasized Amgen’s patents and blamed “intellectual 

property rights” for “increased drug prices.” Id. at 22 (quoting Compl. Ex. D at C-11). 

Defendants dismiss this discussion (at 15) as “[f]our pages out of the 534-page report,” 

but it reinforces that Enbrel’s patent protection was an important factor in the 

Board’s deliberations. 

Plenty of additional evidence of targeting of patented drugs can be found in the 

Act’s legislative history, its text, and the Board’s deliberations. For example, one 

senator observed: “We’re targeting brand-name specialty medicines rather than 

generic. The target as I understand it are the brand-name drugs.” PhRMA Br. 3 n.4 

(quoting Hearing on S.B. 21-175 Before S. Comm. Health & Hum. Servs. (Colo. 2021) 

(statement of Sen. Smallwood)). Consistent with this focus, the Act requires the 
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Board, when selecting drugs for review, to consider whether any “therapeutically 

equivalent” drugs (i.e., generic versions) are available. Colo. Rev. Stat. § 10-16-

1406(2)(a). Board members have also made other revealing statements in public 

meetings. For example, one Board member recommended that in selecting drugs for 

review, the Board should exclude any that face, or would soon face, generic or 

biosimilar competition. 8/4/23 Mtg. Recording at 02:13:45–02:14:34; see also id. at 

01:57:15–01:57:35 (Chair Mizner: “It sounds like you guys are in favor of the 

[Advisory Council] recommendation that we exclude drugs that have biosimilars.”). 

Sure enough, the Board has selected only patented drugs for affordability reviews. 

Amgen Br. 12 n.7. 

As explained above, the Board’s price caps on patented drugs would be 

preempted even if the Board also imposed price caps on some unpatented drugs. But 

the Board’s explicit targeting of patented drugs is powerful confirmation that 

Colorado’s price-control scheme impermissibly interferes with the federal patent 

system and is therefore preempted. 

III. Colorado’s price-control scheme violates due process. 

Colorado’s scheme also lacks meaningful standards to safeguard against 

arbitrary, confiscatory, or discriminatory price-setting. Unable to point to any real 

limits on the Board’s discretion to declare drugs “unaffordable” and dictate their 

prices, Defendants focus on arguing that a proceeding to impose a price control on 

Amgen’s product somehow does not implicate Amgen’s due process rights. But the 

Case No. 1:24-cv-00810-NYW-SBP   Document 35   filed 09/06/24   USDC Colorado   pg 27 of
39



20 

fundamental guarantee of due process is not so easily circumvented.3 

1.  Defendants make a series of arguments that due process does not apply 

here at all. They first argue (at 31–33) that a price cap on Amgen’s product does not 

implicate Amgen’s property rights because the cap supposedly does not apply to 

purchases directly from Amgen. This argument fails for reasons explained above. See 

pp. 4–9, supra. It bears emphasis, however, that Defendants do not dispute that 

Amgen’s “right … to fix the price at which [it] will sell” Enbrel is “within the 

protection” of due process. Amgen Br. 23 (quoting Old Dearborn Distrib. Co. v. 

Seagram-Distillers Corp., 299 U.S. 183, 192 (1936)). That protection would be hollow 

if a state could evade it simply by imposing price controls on Amgen’s wholesale and 

distributor partners instead of on Amgen itself. Due process applies where 

governmental action “effectively lower[s] the market value of” property by affecting 

what buyers are likely to be willing to pay for it, which a price cap on downstream 

sales surely does. Pater v. City of Casper, 646 F.3d 1290, 1295–96 (10th Cir. 2011). 

Defendants’ sole authority for the proposition that Amgen’s property rights are 

not at issue, Martin Marietta Materials, Inc. v. Kan. Dep’t of Transp., 810 F.3d 1161 

(10th Cir. 2016), is far afield. That case holds that “a non-party to [a] contract who 

gain[s] from it an incidental benefit ha[s] no property interest.” Id. at 1177. Amgen 

 
3 Defendants profess confusion (at 32 n.30) about whether Amgen’s due-process 

claim is substantive or procedural, but Amgen was clear that the Board’s “virtually 
unfettered price-setting power … lacks the procedural safeguards necessary to 
comport with basic requirements of due process.” Amgen Br. 23 (emphasis added). 
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undisputedly has a property interest in Enbrel, and a price control on downstream 

sales of Enbrel affects Amgen’s interest much more than incidentally. 

Defendants next argue (at 34–35, 37) that even if Amgen has a protected 

interest, the Board need not afford Amgen due process because its price-control 

proceedings are “quasi-legislative.” Defendants’ cases, however, involve actions that 

apply equally to all members of the public. See Onyx Props. LLC v. Bd. of Cnty. 

Comm’rs, 838 F.3d 1039, 1047 (10th Cir. 2016) (community-wide zoning plan); Denver 

Bible Church v. Azar, 494 F. Supp. 3d 816, 840 (D. Colo. 2020) (public health orders 

during COVID-19 pandemic). Here, by contrast, the Board is imposing a price cap on 

a specific drug produced by a specific company. The cap “has a limited focus,” it is 

“based on … the particular facts of individual situations,” and a “relatively small 

number of persons”—especially the drug’s manufacturer—are “exceptionally 

affected.” Onyx, 838 F.3d at 1046–47 (quotation marks omitted). 

Courts have consistently held that proceedings to impose price controls on a 

product must afford due process to the product’s manufacturer, even though the 

controls will limit what the public pays for the product. See Amgen Br. 26. This rule 

flows from the same logic that holds that a patent owner is “undoubtedly” entitled to 

due process in an inter partes review of its patent, even though the proceeding 

concerns the public’s right to use the claimed invention. Qualcomm Inc. v. Intel Corp., 

6 F.4th 1256, 1262 (Fed. Cir. 2021) (quotation marks omitted). Defendants cite no 

case holding that a proceeding to impose a price cap on a specific product is exempt 
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from due process just because the price cap will apply to all purchasers.4 

Defendants also argue (at 35) that even if the Board must afford Amgen due 

process when setting the amount of the price cap, it need not do so when deciding 

whether Enbrel is “unaffordable” because the unaffordability determination does not 

itself “proscrib[e] or compel[] any activity.” That too is wrong. A finding of 

unaffordability is a necessary predicate for the imposition of a price cap, so the 

affordability review is a critical component of the overall proceeding. Defendants’ 

argument is as implausible as claiming that a defendant in civil litigation is entitled 

to due process at trial but not in proceedings on a motion to dismiss. 

2.  When Defendants finally turn to the merits, they do not dispute that due 

process requires ascertainable limits on the Board’s discretion, Amgen Br. 24, and 

that those limits must include, at minimum, legal standards and procedural 

mechanisms to “ensure a fair and reasonable rate of return on investment,” id. at 26 

(quoting Mich. Bell Tel. Co. v. Engler, 257 F.3d 587, 594 (6th Cir. 2001)). And they 

fail to show that Colorado’s scheme comports with these requirements. 

Defendants concede (at 35–36) that “‘unaffordability’ may not be evaluated in 

a methodically identical way for each drug” and that “the conclusion the Board must 

 
4 Defendants cite (at 37) two cases regarding when agency proceedings are deemed 

“legislative” or “judicial” for purposes of the hearing requirements of the Colorado 
Administrative Procedure Act. Those state-law cases are irrelevant to whether the 
Board’s proceedings must comport with due process under the federal Constitution. 
See Onyx, 838 F.3d at 1046–47 (whether an action triggers due process is determined 
by its “character” rather than its state-law “label” (quotation marks omitted)). 
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reach” is “inherently different” for every drug it considers. They nonetheless assert 

(at 36) that the Board’s unaffordability determinations are “based on clear and 

explicit standards”—but they do not identify a single statutory or regulatory 

standard, or even a definition of “unaffordable,” that meaningfully limits the Board’s 

discretion. That is because none exists. Nor do they even try to explain how these 

“clear and explicit standards” led to the conclusion that Enbrel is unaffordable but 

Trikafta, which costs five times as much per patient and more than twice as much 

out-of-pocket, is affordable. See Amgen Br. 25. When the reasons driving an agency’s 

decisions cannot be understood by the regulated parties and the public, that is a sure 

sign those decisions are not governed by meaningful standards. 

As for the actual selection of an upper payment limit, Defendants say (at 37–

38) that the standards are “adequate” because the statute lists broad “factors” the 

Board may consider and the regulations identify general categories of “data and 

information” it may evaluate. But as Amgen explained, the statutory factors are so 

general and vague that they fail to convey even the foggiest understanding of how the 

Board will actually choose an upper payment limit. And knowing what kinds of data 

the Board may consider does no good without a publicly available standard explaining 

what the Board will do with that data. Moreover, not only is the Board not required 

to ensure a fair and reasonable return on drug manufacturers’ investments—a fair 

return is not even listed among the many statutory factors the Board may consider. 

Defendants say (at 38) due process is satisfied because a court could review an 
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upper payment limit, but due process demands more: It requires statutory standards 

that “guarantee the constitutionally-required fair and reasonable rate of return.” 

Mich. Bell, 257 F.3d at 595–96 (emphasis added); accord Guar. Nat’l Ins. Co. v. Gates, 

916 F.2d 508, 512–15 (9th Cir. 1990). Defendants do not identify any such standards 

here. They also contend (at 38–39) that the legislature could pass a new statute to 

repeal an upper payment limit imposed by the Board, but agency action can always 

be overruled by new legislation. If due process required only the possibility of a 

legislative remedy, it would be satisfied in every case. 

Finally, Defendants cite (at 34) opportunities for “stakeholder engagement” in 

the Board’s processes and note that Amgen provided “oral and written comments” to 

the Board. But the lack of ascertainable standards “deprives any hearing” before the 

Board “of its meaning and value.” White v. Roughton, 530 F.2d 750, 754 (7th Cir. 

1976) (per curiam). Defendants also vastly overstate the Board’s “engagement” with 

Amgen. In both written submissions and oral comments (which were limited to two 

minutes), Amgen repeatedly raised concerns about the Board’s lack of clear and 

consistent standards and procedures, which made it impossible to understand the 

rationale for the Board’s actions. But the Board never responded to Amgen’s 

questions and concerns. See, e.g., 2/16/24 Mtg. Tr. 90:18–93:22; 2/23/24 Mtg. 

Tr. 25:16–28:7; see also Ex. B, Decl. of Kathy Sherman (attaching Amgen’s letters to 

the Board). One-way communication that is ignored by the agency is the antithesis of 

meaningful “engagement.” 
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IV. Amgen’s claim regarding federal healthcare programs is not moot. 

Defendants do not dispute that the Constitution forbids Colorado from 

dictating prices paid by federal healthcare programs. Instead, they ask the Court to 

dismiss this claim as moot based on a non-binding policy statement the Board issued 

on July 19, 2024—a month after Amgen’s motion was filed—stating that an upper 

payment limit will not apply to federal payors. The Court should decline to do so. 

“[A] defendant cannot automatically moot a case simply by ending its unlawful 

conduct once sued.” Already, LLC v. Nike, Inc., 568 U.S. 85, 91 (2013). Voluntary 

compliance moots a claim only if the party asserting mootness carries the “heavy 

burden” of demonstrating that it is “absolutely clear that the allegedly wrongful 

behavior could not reasonably be expected to recur.” Friends of the Earth, Inc. v. 

Laidlaw Env’t Servs. (TOC), Inc., 528 U.S. 167, 189 (2000) (quotation marks omitted). 

“To carry its burden, a defendant must do more than offer a mere informal promise 

or assurance that the challenged practice will cease”—it must “undertake changes 

that are permanent in nature.” Prison Legal News v. Fed. Bureau of Prisons, 944 F.3d 

868, 881 (10th Cir. 2019) (cleaned up). 

Defendants have not carried their “formidable burden” of making “absolutely 

clear” that they will never apply a price cap to federal programs. Brown v. Buhman, 

822 F.3d 1151, 1166 (10th Cir. 2016) (quotation marks omitted). The plain text of the 

statute provides that an upper payment limit applies to “any financial transaction” 

involving the drug, with no exemption for federal payors. Colo. Rev. Stat. § 10-16-
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1401(23). Defendants invoke (at 40) the Act’s “legislative declaration” but 

misleadingly omit a key phrase, which makes clear that the Act applies to all payors 

“including but not limited to state and local governments … [and] commercial health 

plans.” SB 21-175 § 1(c)(2) (Colo. 2021) (emphasis added). And the other provisions 

Defendants cite stop well short of exempting all federal payors. 

That leaves only the Board’s non-binding policy statement, which the Board 

can alter or revoke with minimal effort at any time—as its quick revision of the 

statement in response to Amgen’s motion demonstrates. This is far from the kind of 

“permanent” change that can moot a constitutional claim. Prison Legal News, 944 

F.3d at 881; see Koontz v. Watson, 283 F. Supp. 3d 1007, 1018–19 (D. Kan. 2018) 

(claim not moot where “defendant never asserts that he permanently will abandon 

enforcement of the [challenged] requirement”). And because the Board can change its 

policy so easily, the Deputy Attorney General’s representation that his office will 

abide by the Board’s policies is cold comfort. This “sparse declaration,” which does not 

purport to bind the Attorney General or his successors to any particular Board policy, 

“falls short of demonstrating that [Defendants] cannot reasonably be expected to do” 

what Amgen challenges as unlawful. FBI v. Fikre, 601 U.S. 234, 242 (2024). Indeed, 

the declaration only confirms that, if the Board changes its policy again, the Attorney 

General will follow the Board’s lead. 

Defendants’ principal cited authority, Brown, does not help them. There, the 

Utah Attorney General’s declaration made a specific promise: Utah would never 
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enforce its law against bigamy except in certain narrow circumstances. See 822 F.3d 

at 1159. In contrast, the declaration here leaves the door open for the Board to change 

its policy. Brown is also distinguishable because geographic considerations, and the 

expiration of the statute of limitations, made it especially unlikely that Utah would 

attempt to enforce its bigamy law against parties that had moved out of the state. See 

Hill v. Williams, 2016 WL 8667798, at *7 (D. Colo. Nov. 4, 2016).5 

Because Defendants’ representations lack the absolute clarity and permanence 

required for mootness, this Court should enter judgment in Amgen’s favor. 

V. Colorado’s price-control scheme violates the Commerce Clause. 

Colorado’s attempt to directly regulate sales that occur entirely outside its 

borders violates the Commerce Clause. See Amgen Br. 31–35. The Supreme Court 

has long made clear that “the Commerce Clause precludes the application of a state 

statute to commerce that takes place wholly outside of the State’s borders, whether 

or not the commerce has effects within the State.” Healy v. Beer Inst., 491 U.S. 324, 

336 (1989) (cleaned up) (quoting Edgar v. MITE Corp., 457 U.S. 624, 642–43 (1982) 

(plurality opinion)); see also Pharm. Rsch. & Mfrs. of Am. v. Walsh, 538 U.S. 644, 669 

(2003) (holding that Maine’s attempt to reduce in-state drug prices did not offend the 

 
5 Defendants’ other cases are likewise inapposite. In Prison Legal News, the 

Bureau of Prisons not only withdrew its policy of rejecting certain publications for 
distribution, but also specifically promised in a sworn declaration to allow those and 
other similar publications in the future, making its commitment “permanent.” 944 
F.3d at 884. And in Mink v. Suthers, 482 F.3d 1244, 1256–57 (10th Cir. 2007), the 
Court found no credible threat of prosecution where, among other factors, the district 
attorney had “issued a legal opinion that precluded prosecution.” 
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Commerce Clause in part because it did “not regulate the price of any out-of-state 

transaction” (quotation marks omitted)).6 

Defendants contend that National Pork Producers Council v. Ross, 598 U.S. 

356 (2023), overturned this longstanding rule. It did not. Pork Producers involved a 

California law that forbade only “the in-state sale of certain pork products derived 

from” pigs housed in certain conditions. 598 U.S. at 363. The challengers did not 

argue that the law directly regulated out-of-state sales, only that it had “the practical 

effect of controlling commerce outside the State.” Id. at 371 (quotation marks 

omitted). The Court refused to strike down the law based on its “extraterritorial 

effects,” id. at 373 (quotation marks omitted), but it never suggested that California 

could directly regulate out-of-state commerce. In fact, it was careful to distinguish 

other state laws that are invalid because they do “directly regulate[] out-of-state 

transactions.” Id. at 376 n.1. So it is not surprising that every court to consider the 

question has agreed that Pork Producers did not disturb the constitutional bar on 

state laws that directly regulate out-of-state sales.7 

 
6 Cases applying this principle are legion. See, e.g., Styczinski v. Arnold, 46 F.4th 

907, 913 (8th Cir. 2022) (striking down Minnesota law that applied “to commerce 
wholly outside Minnesota”); Daniels Sharpsmart, Inc. v. Smith, 889 F.3d 608, 615 
(9th Cir. 2018) (same for California law that sought to “control transactions that occur 
wholly outside of the State”); Legato Vapors, LLC v. Cook, 847 F.3d 825, 836 (7th Cir. 
2017) (same for Indiana law that regulated sales “wholly outside the state”). 

7 See Styczinski v. Arnold, 2024 WL 1694056, at *3 (D. Minn. Mar. 29, 2024), 
appeal docketed, No. 24-1828 (8th Cir. Apr. 22, 2024); Nat’l Shooting Sports Found. 
v. Bonta, 2024 WL 710892, at *7 n.1 (S.D. Cal. Feb. 21, 2024); Ass’n for Accessible 
Meds. v. Ellison, 704 F. Supp. 3d 947, 954 (D. Minn. 2023), appeal docketed, No. 24-
1019 (8th Cir. Jan. 3, 2024); Interlink Prods. Int’l, Inc. v. Crowfoot, 678 F. Supp. 3d 
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Defendants’ reliance on Energy & Environment Legal Institute v. Epel 

(“EELI”), 793 F.3d 1169 (10th Cir. 2015), is similarly misplaced. That case involved 

a challenge to a Colorado law that required Colorado utilities to ensure that 20% of 

the electricity sold to Colorado consumers came from renewable sources. Id. at 1170. 

Anticipating the holding of Pork Producers, the Tenth Circuit held that a law that 

“regulates the quality of a good sold to in-state residents” does not violate the 

Commerce Clause just because it has “ripple effects” on out-of-state conduct. Id. at 

1173. The prohibition against direct regulation of out-of-state transactions was not at 

issue in EELI, just as it was not at issue in Pork Producers. See id. (pointing out that 

Colorado’s mandate did not “directly regulate price in-state or anywhere else”). 

Defendants argue (at 47) that Colorado’s price-control statute is akin to the 

laws upheld in Pork Producers and EELI because “all a UPL does is regulate products 

that companies choose to sell in Colorado,” but that is not true. Colorado could have 

written its law that way, but it chose a different approach: It decreed that a UPL 

“applies to all purchases,” including out-of-state purchases, if the drug is later 

“dispensed or administered … in the state.” Colo. Rev. Stat. § 10-16-1407(5) 

(emphasis added). Every court that has considered a similar law—one that seeks to 

control the price at which drugs are bought and sold out-of-state when the drug is 

later distributed in-state—has held the law unconstitutional. See Ass’n for Accessible 

Meds. v. Frosh, 887 F.3d 664, 671 (4th Cir. 2018); Pharm. Rsch. & Mfrs. of Am. v. 

 
1216, 1223 (E.D. Cal. June 26, 2023). 
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Dist. of Columbia, 406 F. Supp. 2d 56, 69 (D.D.C. 2005), aff’d sub nom. BIO, 496 F.3d 

1362; Ass’n for Accessible Meds. v. Ellison, 704 F. Supp. 3d 947, 954 (D. Minn. 2023), 

appeal docketed, No. 24-1019 (8th Cir. Jan. 3, 2024). 

Defendants’ only response is to pretend that the Act does not say what it says. 

They claim (at 48) that an upper payment limit applies only to a party that “avails 

itself of the Colorado market,” and if a party to an out-of-state transaction “is not 

responsible for a drug being dispensed or distributed in Colorado, liability under the 

statute cannot reasonably attach.” But they cite nothing in support of this invented 

limitation on the Act’s reach—not a statutory provision, not a Board regulation, not 

even a non-binding statement of Board policy. Defendants cannot erase a 

constitutional violation by attempting to rewrite the statute in their brief. By its plain 

terms, the Act would “directly regulate a sale that occurs in another state simply 

because the product eventually makes its way into” Colorado—precisely what the 

Constitution forbids. Ass’n for Accessible Meds., 704 F. Supp. 3d at 954.8 

CONCLUSION 

The Court should enter summary judgment in Amgen’s favor. 

 
8 Colorado’s law is invalid under Pike for the same reasons. Colorado’s claim (at 

49) that Amgen has not “identif[ied] a burden on interstate commerce” is incorrect: 
The need for parties to out-of-state sales to comply with Colorado law, just because 
the product might later make its way to Colorado, is a clear burden on commerce. See 
Ass’n for Accessible Meds., 704 F. Supp. 3d at 954. “To avoid violating the Act,” parties 
would have to rewrite their contracts to include “an effective, perhaps even foolproof, 
guarantee ensuring the [drug] would not be resold to anyone in” Colorado. Legato 
Vapors, 847 F.3d at 836. The Court need not consider Pike, however, because direct 
regulation of out-of-state commerce is per se unconstitutional. 
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UNITED STATES DISTRICT COURT 
DISTRICT OF COLORADO 

Denver 

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  
PATRICK COSTELLO 

 

DECLARATION OF PATRICK COSTELLO 

I, Patrick Costello, declare as follows: 

1. I am over the age of eighteen, and I am competent to provide this 

declaration. 

2. I have worked for Amgen since 2007, holding roles of increasing 

responsibility in Amgen’s finance, marketing, and value and access 

organizations. Since 2007, I have held the following roles: Accounting Manager 
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(2007 to 2008); Finance Manager (2008 to 2011); Finance Sr. Manager (2011 to 

2016); Finance Director (2016 to 2019); Marketing Director (2019 to 2020); 

Contracts and Pricing Director (2021); Executive Director, United States Value 

and Access (2021 to June 2024). Since June 2024 I have been in my current 

role, Associate Vice President, United States Value and Access. 

3. My professional experiences and leadership roles at Amgen have 

given me significant knowledge about how the pharmaceutical supply chain 

works, including standard industry practice for the pricing and distribution of 

prescription drugs. I am also well acquainted with Amgen’s pricing and 

distribution practices for Enbrel, including with respect to wholesalers, 

pharmacies, and health care providers. 

STANDARD INDUSTRY PRACTICE 

4. As a general matter, pharmaceutical manufacturers sell drugs to 

wholesalers and other distributors (“direct customers”), which in turn sell the 

drugs to other downstream purchasers, such as pharmacies and hospitals 

(“indirect purchasers”). The price at which manufacturers sell their drugs to 

wholesalers is typically referred to as the “Wholesale Acquisition Cost” or 

“WAC.” The WAC is a national list price that does not reflect any reductions, 

including the (often substantial) rebates demanded of manufacturers by 

pharmacy benefit managers (PBMs), or discounts applicable to pharmacies, 

hospitals, and other entities that purchase drugs from wholesalers. 
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5. Wholesalers typically sell drugs to indirect purchasers at WAC or at 

a price lower than WAC. Wholesalers’ profit margins generally come from 

discounts they obtain from the manufacturer for prompt payment and/or from 

administrative or service fees they charge to the manufacturer for managing 

distribution of its drugs. 

6. Wholesalers are at times required to provide discounts or other price 

reductions at the point of purchase (e.g., when a drug is sold by the wholesaler 

to an indirect purchaser, it may include a discount indicated by the 

manufacturer). The wholesalers then seek reimbursement from the 

manufacturer for such discounts.  This standard practice is known in the 

industry as a “chargeback.”  

7. As a general matter, Amgen is contractually obligated to reimburse 

wholesalers for certain discounts, deductions, rebates, and/or allowances the 

wholesalers provide to indirect customers (e.g., discounts to 340B covered 

entities or other government purchasers, or Amgen’s contracted discounts to 

commercial indirect customers, such as hospitals and pharmacies). 

Accordingly, Amgen utilizes chargebacks to credit wholesalers for the amount 

of such discounts for drugs the wholesalers sell to indirect customers. Without 

that reimbursement, wholesalers would lose money. Buying high and selling 

low is unprofitable in any industry, but it is especially so with respect to 
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pharmaceutical wholesalers, which operate on extremely thin margins and 

generally do not have the capacity to absorb uncompensated discounts. 

THE COLORADO LEGISLATION 

8. I am aware of the legislation Colorado enacted in 2021 creating a new 

Prescription Drug Affordability Board with the power to impose price controls, 

termed “upper payment limits,” on sales of prescription drugs dispensed or 

distributed in Colorado. I am also aware that the Board has voted to select 

Amgen’s drug Enbrel for imposition of an upper payment limit. 

9. I understand that the statute defines an upper payment limit as “the 

maximum amount that may be paid or billed for a prescription drug that is 

dispensed or distributed in Colorado in any financial transaction concerning 

the purchase of or reimbursement for the prescription drug,” Colo. Rev. Stat. 

§ 10-16-1401(23). 

10. Amgen’s sales of Enbrel are financial transactions concerning the 

purchase of or reimbursement for a prescription drug. I understand, however, 

that Colorado has claimed in this lawsuit that an upper payment limit would 

apply to sales made by Amgen’s wholesalers and distributors but not to sales 

made by Amgen itself. 
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THE EFFECTS OF THE LEGISLATION ON AMGEN 

11. Even assuming that the upper payment limit applies only to 

“downstream” transactions (such as wholesalers’ transactions with indirect 

purchasers), it will have predictable and negative effects on Amgen. 

12. First, based on my experience in the industry, and as a matter of 

basic economics and common sense, if an upper payment limit is imposed on 

wholesalers’ sales of Enbrel, there is no realistic chance that wholesalers will 

absorb the discount required to comply with the upper payment limit without 

passing cost on to Amgen. Indeed, Amgen is contractually required to 

reimburse wholesalers for such legally required discounts. 

13. Second, as described above, Amgen cannot reasonably expect 

wholesalers to purchase products at WAC, without any discount or 

reimbursement from Amgen, if Colorado dictates that wholesalers must sell 

the products for less than WAC. Like any other rational economic actor, 

wholesalers will not agree to purchase a product for more than what they can 

lawfully recover from reselling that product. 

14. Third, if for some reason Amgen and its wholesalers are unable to 

come to an agreement regarding how to approach an upper payment limit for 

Enbrel, Amgen would still be negatively impacted. Amgen would lose revenue 

due to the loss of sales, as its wholesalers would choose to purchase an 

alternative product not subject to an upper payment limit. And whether or not 
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an agreement is ultimately reached, Amgen would incur administrative costs 

negotiating with its wholesalers over these issues. 

15. I am therefore certain that Amgen will incur costs as a result of the 

imposition of an upper payment limit on “downstream” sales of Enbrel. There 

is no scenario in which an upper payment limit for Enbrel would not negatively 

affect Amgen.  

16. In sum, irrespective of where in the supply chain the upper payment 

limit on Enbrel is applied, it will disrupt the market for Enbrel and reduce the 

amount of revenue Amgen can obtain from sales of Enbrel. 

In accordance with 28 U.S.C. § 1746, I declare under penalty of perjury 

that the foregoing is true and correct. 

Executed on this fourth day of September, 2024. 

By:  _________________________   
  Patrick Costello  
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UNITED STATES DISTRICT COURT 
DISTRICT OF COLORADO 

Denver 

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  
KATHY SHERMAN 

 

DECLARATION OF KATHY SHERMAN 

I, Kathy Sherman, declare as follows: 

1. I am over the age of eighteen, and I am competent to provide this 

declaration. 

2. I have worked in Amgen’s state government affairs department 

since 2000.  I have been in my current role, Associate Vice President, State 

Government Affairs, since 2023.   
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3. Attached as Exhibit 1 is a letter submitted to the Colorado 

Prescription Drug Affordability Review Board (“PDAB”) on behalf of Amgen 

and its wholly-owned subsidiary, Immunex, dated December 5, 2023. 

4. Attached as Exhibit 2 is a letter submitted to the Colorado PDAB 

on behalf of Amgen and Immunex, dated February 1, 2024. 

5. Attached as Exhibit 3 is a letter submitted to the Colorado PDAB 

on behalf of Amgen and Immunex, dated February 22, 2024. 

6. Amgen has never received a response to any of these letters from 

the Colorado PDAB. 

In accordance with 28 U.S.C. § 1746, I declare under penalty of perjury 

that the foregoing is true and correct. 

Executed on this fifth day of September 2024.   

By:  _________________________   
  Kathy Sherman  
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Amgen Inc. 

1 Amgen Center Drive 

Thousand Oaks, CA 91320 USA 

(805) 447-1000 

 

amgen.com 
 

 

 

 

December 5, 2023 

 

Via email (dora_ins_pdab@state.co.us)  

Colorado Department of Regulatory Agencies 

Division of Insurance 

ATTN: Dr. Gail Mizner, MD, FACP, AAHIVS, Chair, Colorado Prescription Drug Affordability 

Review Board (the “Board”) 

1560 Broadway, Suite 850 

Denver, CO 80202 

 

Re: Request for Immediate Attention on Two Critical Process Issues 

Dear Dr. Mizner: 

 

On behalf of its wholly-owned subsidiary Immunex, Amgen respectfully calls the Board’s 

attention to two issues arising out of its October 27, 2023 public meeting:   

1. One Board member made on-the-record public comments about conversations with 

unnamed persons (in which Amgen was not involved) about Enbrel®’s affordability.  

Such information from a Board member may not be considered by the Board, whether 

offered in public or closed sessions.  

 

2. Enbrel’s affordability review data discussion was not afforded sufficient or equitable 

time.   

 

Board Member Comment 
 

During the meeting, while the Board was still discussing Trikafta, Board member Catherine 

Harshbarger offered a comment about unidentified people she stated she had “talked to 

personally,” whom she described as having spent $6,000 out-of-pocket amount for Enbrel.  

(“Enbrel might be an example, where I’ve talked to people personally who’ve spent $6,000 out-

of-pocket with their coinsurance.”). 

 

This is concerning.  In previous public meetings, Ms. Harshbarger has not disclosed any 

independent engagements with Enbrel stakeholders, and Amgen is unaware of any that have 

been otherwise reported.  In any event, Amgen believes such “ex parte” conversations by Board 

members must not be offered or taken into account by the Board.  Any information considered 

by the Board should be subject to public comment, so the Board can make informed decisions 

based on accurate information.  In this situation, Amgen is unaware of the source of the 
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information provided by Ms. Harshbarger, including critical details such as type of insurance, 

whether the patient was eligible for or enrolled in patient assistance programs, and over what 

period of time the patient paid out-of-pocket expenses. Therefore, we are unable to take a 

position as to whether the information she introduced is accurate.  We accordingly request that 

the Board clarify that the statement made by Ms. Harshbarger will not be considered and state 

what evidence the Board believes it may consider (in both public and closed sessions), including 

but not limited to “off-the-record” discussions by members of issues before the Board.  We also 

respectfully request that Ms. Harshbarger recuse herself from further Board deliberations related 

to Enbrel®, in order to ensure the integrity of the proceedings.   
 

Discussion of Enbrel 
 

According to the published agenda1, the October 27, 2023 public meeting was to include 

“affordability review data discussions” for three drugs:  Trikafta, Genvoya and Enbrel.  While 

the Board devoted well over an hour to Trikafta, it allotted only 17 minutes of closed session 

discussion to Enbrel and Genvoya, combined.  This was the case even though the Board 

acknowledged that Enbrel had more information to review than either Trikafta or Genvoya, 

which the Board attributed to the fact that Enbrel numerous FDA-approved indications.2  

We also believe it is possible that Enbrel patients and members of the public may have been 

prevented from speaking during the “public comment” portion of the October 27 meeting.  This 

worry arose after we learned that, even before the Board and staff announced they would only be 

discussing Enbrel in closed session, the link to sign up for public comment was no longer 

accepting responses.  Indeed, no public commentators spoke about Enbrel specifically, which we 

believe may be attributed to the system not accepting their requests.   

We understand the Board has since indicated that it plans to present draft affordability review 

results for Enbrel at its December 8, 2023 public meeting and to defer a vote on Enbrel until 

February 2, 2024.  Because the vote on affordability for Trikafta is also scheduled to occur at the 

December 8 meeting, and, in light of how the Board’s public discussion time was allocated on 

October 27, we are concerned this still may not provide a fair and equitable opportunity for 

Enbrel’s affordability discussion.   

While we understand the Board may elect to meet in certain closed sessions prior to February, 

we do not believe such private meetings are an adequate substitute for the opportunity to speak 

that a public session provides to Enbrel patients, the public, and Amgen.  Indeed, we note that 

 
1 See October 27, 2023 Meeting Agenda, available online at https://doi.colorado.gov/insurance-products/health-
insurance/prescription-drug-affordability-review-board.   
2 “And as you’ll see in coming slides, we learned quite quickly that if there’s a prescription drug that treats multiple 
indications, just the volume of research that’s involved can be more.  And so for Trikafta and Genvoya, since they 
only treat one indication, the research is a little more efficient in compiling for you all.”  October 27 Meeting, 
available online at https://us06web.zoom.us/rec/play/JehJBAfQP4Ew-
YsDepUKS1nj1zb2K3qrYeAaJZ6GY8ID8lSr20wjaoNhoXI54oLmEJ9A_sBBerz9eiMs.CSCLX0hrX1V3uSSe?canPlayFromS
hare=true&from=share_recording_detail&continueMode=true&componentName=rec-
play&originRequestUrl=https%3A%2F%2Fus06web.zoom.us%2Frec%2Fshare%2FtEwiigKuEEUIKxhuQ_ZEVd_HDI7b
w1ZLUeZKOzXhmEEeSU4dyHU1I950XYhlkvhQ.iWoSl8S4blBjiB_k.   
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https://us06web.zoom.us/rec/play/JehJBAfQP4Ew-YsDepUKS1nj1zb2K3qrYeAaJZ6GY8ID8lSr20wjaoNhoXI54oLmEJ9A_sBBerz9eiMs.CSCLX0hrX1V3uSSe?canPlayFromShare=true&from=share_recording_detail&continueMode=true&componentName=rec-play&originRequestUrl=https%3A%2F%2Fus06web.zoom.us%2Frec%2Fshare%2FtEwiigKuEEUIKxhuQ_ZEVd_HDI7bw1ZLUeZKOzXhmEEeSU4dyHU1I950XYhlkvhQ.iWoSl8S4blBjiB_k
https://us06web.zoom.us/rec/play/JehJBAfQP4Ew-YsDepUKS1nj1zb2K3qrYeAaJZ6GY8ID8lSr20wjaoNhoXI54oLmEJ9A_sBBerz9eiMs.CSCLX0hrX1V3uSSe?canPlayFromShare=true&from=share_recording_detail&continueMode=true&componentName=rec-play&originRequestUrl=https%3A%2F%2Fus06web.zoom.us%2Frec%2Fshare%2FtEwiigKuEEUIKxhuQ_ZEVd_HDI7bw1ZLUeZKOzXhmEEeSU4dyHU1I950XYhlkvhQ.iWoSl8S4blBjiB_k
https://us06web.zoom.us/rec/play/JehJBAfQP4Ew-YsDepUKS1nj1zb2K3qrYeAaJZ6GY8ID8lSr20wjaoNhoXI54oLmEJ9A_sBBerz9eiMs.CSCLX0hrX1V3uSSe?canPlayFromShare=true&from=share_recording_detail&continueMode=true&componentName=rec-play&originRequestUrl=https%3A%2F%2Fus06web.zoom.us%2Frec%2Fshare%2FtEwiigKuEEUIKxhuQ_ZEVd_HDI7bw1ZLUeZKOzXhmEEeSU4dyHU1I950XYhlkvhQ.iWoSl8S4blBjiB_k
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multiple times during the October 27 meeting, PDAB staff stated that the public discussion 

helped them understand the affordability factors.  In fact, during the meeting, Board members 

and staff were able to talk through certain unclear and potentially inaccurate information about 

the drug they discussed. Enbrel has not had this opportunity.   

Such a public discussion is clearly warranted, as several points in the October 27, 2023 Board 

deck require clarification and/or correction.  For example, Slide 83 references input from 

different categories of healthcare professionals but does not attribute the included quotation and 

there has been no opportunity to ask questions about what different views the queried groups 

had.  Slides 84 and 86 mistakenly reference Trikafta and not Enbrel (though both were included 

in the Enbrel section of the deck).  And, even beyond these errors, there are issues that would 

clearly benefit from public discussion.  Slides 93 and 94, for example, address prices’ effect on 

Enbrel access, non-adherence, and utilization.  An open discussion about these issues, including 

the opportunity for patients and the public to comment, would assist the Board in defining its 

perspective on insurer and PBM behavior.  This is particularly important for Enbrel, a drug that 

treats multiple indications and has several therapeutic alternatives.   

We thus believe a public discussion—allotting fair time to Enbrel and providing clarity and 

direction on the points set out above and related issues—should take place before any 

determination, draft or final, regarding affordability.    

* * * 

In closing, we reiterate that Amgen is driven by its mission to serve patients and committed to 

improving lives by discovering and developing treatments and cures for serious diseases.  

Amgen understands that the cost of prescription drugs is a concern for many Coloradans.  We 

look forward to the opportunity to hear fair and open Board discussion about affordability of and 

access to Enbrel®, and we thank you for your careful attention to these issues. 

Regards, 

/s/ Kathy Sherman 
________________________________________________________________________________________________________________________________________________________________________________________________________________________________      
 

Kathy Sherman  

Associate Vice President, State and International Government Affairs 

Global Government Affairs & Policy 
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Amgen Inc. 

1 Amgen Center Drive 

Thousand Oaks, CA 91320 USA 

(805) 447-1000 

 

amgen.com 
 

 

 

 

February 1, 2024 

 

Via email (dora_ins_pdab@state.co.us)  

Colorado Department of Regulatory Agencies, Division of Insurance 

ATTN: Dr. Gail Mizner, MD, FACP, AAHIVS, Chair, Colorado Prescription Drug Affordability 

Review Board (the “Board”) 

1560 Broadway, Suite 850 

Denver, CO 80202 

 

Re: Request for Board Attention to Persistent Process Issues in Advance of Enbrel® 

Report Review and Votes 

Dear Dr. Mizner: 

 

On behalf of Amgen and its wholly-owned subsidiary, Immunex, we direct the Board’s attention 

to several issues, two of which were previously brought to your attention in Amgen’s December 

5, 2023 letter.  These issues raise serious concerns about the fairness and legality of the Board’s 

review process. We request that these issues be addressed before the Board takes any vote related 

to Enbrel®: 

1. During the October 27, 2023 and December 8, 2023 public meetings, one Board member 

made on-the-record public comments about conversations with unnamed persons (in which 

Amgen was not involved) about Enbrel®’s affordability.  Such information from a Board 

member may not be considered by the Board, whether offered in public or closed sessions.  

 

2. The Board has been inconsistent with respect to the standards and procedures it is applying, 

and the opportunities to assess the information before the Board and meaningfully respond 

are inadequate and inconsistent with Board policy and stated principles.  
 

Board Member Comments 
 

During the October 27, 2023 meeting, while the Board was still discussing Trikafta, Board member 

Catherine Harshbarger made comments about unidentified people she stated she had “talked to 

personally,” whom she described as having spent $6,000 out-of-pocket for Enbrel (“Enbrel might 

be an example, where I’ve talked to people personally who’ve spent $6,000 out-of-pocket with 

their coinsurance.”). We raised this issue to you in our December 2, 2023 letter.  At the December 

8, 2023 meeting, despite our letter identifying the previous comments as a significant process issue, 

Ms. Harshbarger again cited off-the-record discussions, but the purported figure had grown by 25 

percent to $8,000 (“I’ve talked to people that are spending as much as $8,000 out of their own 

pocket for Enbrel.”). 
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These remarks, and that they remain unaddressed, contribute to our growing concerns about the 

lack of standards that are governing the Board’s decision-making process and the inconsistent and 

inadequate processes followed by the Board. In previous public meetings, Ms. Harshbarger has 

not disclosed any independent engagements with Enbrel® stakeholders, and Amgen is unaware of 

any that have been otherwise reported.  In any event, Amgen believes it is improper for Board 

members to engage in, or to consider, such “ex parte” conversations.  Any information considered 

by the Board should be submitted publicly and on the record so that Amgen and other interested 

parties can have a meaningful opportunity to respond, the Board can make informed decisions 

based on accurate and complete information, and to ensure that there is appropriate accountability 

for the Board’s decisions and actions. 

Amgen remains unaware of the source of the information provided by Ms. Harshbarger at either 

meeting, including whether the conversations were with the same people (and, if not, which price 

figure she intended to communicate), critical details concerning the type of insurance, whether the 

patient or patients were eligible for or enrolled in patient assistance programs, and over what period 

of time the patient(s) paid out-of-pocket expenses.  We are therefore unable to comment on and 

respond meaningfully to the information she introduced.  We accordingly request that the Board 

clarify that the statement made by Ms. Harshbarger will not be considered and state what evidence 

the Board believes it may consider (in both public and closed sessions), including but not limited 

to “off-the-record” discussions by members concerning issues before the Board.  We also request 

that Ms. Harshbarger provide in detail the basis for the information she stated on the record and 

that the Board provide an opportunity for public comment.  Failing those steps, and in light of her 

improper ex parte research and the apparent bias reflected in her statements, we respectfully submit 

that Ms. Harshbarger should recuse herself from Board deliberations related to Enbrel®, in order 

to ensure the integrity of the proceedings.    
 

Inadequate Opportunity to Assess and Meaningfully Respond to Information 
 

It is essential that the Board adopt consistent standards and follow consistent procedures.  While 

we recognize that the Board’s delay of the Enbrel® affordability report review from December 8, 

2023 to February 16, 2024 allowed for a discussion of preliminary information at the December 8 

meeting, the time afforded for discussion of Enbrel® remains inadequate and has not been 

comparable to that afforded to Trikafta. At the October 27 meeting, the Board devoted well over 

an hour to Trikafta but allotted only 17 minutes of closed session discussion to Enbrel® and 

Genvoya, combined.  At the December 8 meeting, the Board discussed Enbrel® for approximately 

half an hour in open session. The information before the Board, however, was unclear (e.g., 

references to Trikafta in the Enbrel slides and no specified time period from which the data were 

compiled) or incomplete (e.g., data not provided on many of the slides).  Moreover, unlike the 

Trikafta presentation, the presentation from the December 8 meeting has still not been publicly 

posted, much less updated, on the Board’s website as of February 1.  

We are also concerned that Enbrel® patients and members of the public may have been prevented 

from speaking during the “public comment” portion of the October 27 meeting, and no one was 

permitted to make public comment during the December 15 meeting.  First, we learned that, even 
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before the Board and staff announced they would only be discussing Enbrel® in closed session, 

the link to sign up for public comment was no longer accepting responses, and no public 

commenters spoke about Enbrel® specifically.  Second, the lack of any opportunity for public 

comment at the December 15 meeting was contrary to the Board’s Policy #2, entitled Policies and 

Procedures required by § 24-3.7-102, C.R.S., which states, “The Board will provide the 

opportunity for public comment at each meeting.”  Amgen, and potentially other stakeholders, had 

questions and comments regarding the Board’s standards and the means by which they were 

applied to the vote on whether Trikafta was unaffordable to Colorado consumers.  Amgen and 

others have been harmed by not being afforded a reasonable opportunity to raise these issues in 

the public meeting.  

We understand the Board may elect to meet in certain closed sessions, but such meetings obviously 

do not provide an opportunity for Enbrel® patients, the public, and Amgen to address the Board, 

making the lack of opportunity at public meetings all the more problematic.  Additionally, while 

the Board and staff have stated on occasion that comments may be submitted in writing, those 

comments have so far not been acknowledged or responded to.  The Board is obliged to respond 

meaningfully to comments and to ensure that it takes into account the important information that 

public comment can provide. 

We remain concerned that Amgen has been deprived of any meaningful opportunity to address or 

respond to the information before the Board. Indeed, the deadline for the sole confidential, drug-

specific submission requested from manufacturers occurred prior to any clarity being provided on 

the information that would form the basis of the affordability determination.  For instance, the key 

data populating the Colorado PDAB 2023 Eligible Drug Dashboard is identified as 2021 data, yet 

many of the key figures cited in the Trikafta affordability report are identified as 2022 data.  

Because we have not been afforded the opportunity to review any 2022 data from the Colorado 

All-Payer Claims Database (APCD) or the newly reported “top 15” drug lists from payers and 

pharmacy benefit managers (PBMs), we are unable to provide information that places such data in 

appropriate context or otherwise clarifies or responds to the information before the Board.  

Furthermore, with the Board’s reopening of the window for certain stakeholder input through 

January 21, 2024 and little, if any, information provided on the stakeholders targeted for that 

additional input, we lack insight into the current state of such information or the impartiality of the 

process, as we understood was an intent for the public nature of the previous stakeholder listening 

sessions.  These irregularities contribute to our substantial concerns about the introduction of bias 

from the Board’s and staff’s selective targeting of stakeholders for input.  

We thus believe a public discussion—allotting fair time to Enbrel® and providing clarity and 

direction on the points set out above and related issues—should take place before any 

determination, draft or final, is made regarding affordability.    

* * * 

Amgen is driven by its mission to serve patients and committed to improving lives by discovering 

and developing treatments and cures for serious diseases.  Amgen understands that the cost of 

prescription drugs is a concern for many Coloradans, but also recognizes that these concerns will 
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only increase if the Board fails to comply with proper procedures and fails to allow for proper 

public comment.  We look forward to the opportunity to hear fair and open Board discussion about 

affordability of and access to Enbrel®, and we thank you for your attention to these issues. 

Regards, 

/s/ Kathy Sherman 
 

Kathy Sherman  

Associate Vice President, State and International Government Affairs 

Global Government Affairs & Policy 
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Amgen Inc. 

1 Amgen Center Drive 

Thousand Oaks, CA 91320 USA 

(805) 447-1000 

 

amgen.com 
 

 

 

 

February 22, 2024 

 

Via email (dora_ins_pdab@state.co.us)  

Colorado Department of Regulatory Agencies, Division of Insurance 

ATTN: Dr. Gail Mizner, MD, FACP, AAHIVS, Chair, Colorado Prescription Drug Affordability 

Review Board (the “Board”) 

1560 Broadway, Suite 850 

Denver, CO 80202 

 

Re: Request for Meeting Postponement for the Board to Provide Details on Upper Payment 

Limit (UPL) Operation and to Address Process Issues 

Dear Dr. Mizner: 

 

On behalf of Amgen and its wholly-owned subsidiary, Immunex, we urge the Board and staff to 

address the numerous concerns regarding inconsistencies in the Board’s processes and standards, 

including the concerns raised in our December 5, 2023 and February 1, 2024 letters and in our 

verbal comments at the February 16, 2024 meeting, as well as related concerns raised by patient 

organizations and others. Such a discussion could be had within the context of the Board’s already 

announced intent to revisit several Board rules and policies related to processes and standards.  

As we have raised on several occasions, the inconsistency in standards and procedures applied by 

the Board—including a lack of clarity about what exactly those standards are, and the Board’s 

inconsistent application of the policies it has adopted—has made it impossible to understand the 

reasons or rationale for the Board’s activities and decisions. To date, we are unaware of any effort 

by the Board to acknowledge, much less address, these central issues we have raised. 

We therefore request that the Board postpone its February 23, 2024 meeting until the following 

issues can be addressed before the Board takes any vote related to Enbrel®: 

1. Given the importance the Board placed on the results of the “patient and caregiver” survey 

in its Enbrel affordability discussion at the February 16, 2024 meeting, we request further 

information on, and clarification of, the national solicitation process for the additional 

survey responses, as well as an explanation as to why the process for Enbrel differed 

substantially from the process used for the other two medicines reviewed in this 

cohort. Most importantly, on what basis did the Board conclude that the 38 survey 

responses it received (out of more than 3,400 Enbrel patients in Colorado) constitute a 

sufficiently large and representative sample to permit statistically valid extrapolation to all 

patients in the state?  Moreover, we have serious concerns regarding the survey instrument, 

the solicitation of respondents, the possible introduction of biases, and the Board’s 

interpretation of its results (e.g., drawing conclusions about current circumstances based 
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on questions asking whether someone had “ever” experienced something).  There are many 

unanswered questions:  For instance, why were APCD claims datapoints, such as the 

percentage of Coloradans paying $0 - $50 per month out-of-pocket (57.3%), not featured 

as prominently in the Enbrel report as others (e.g., Trikafta at 51%)?   Similarly, were any 

of the solicited respondents those who had submitted letters advocating that the Board take 

a specific position with respect to an affordability review?   

 

2. The availability and accessibility of patient assistance programs was another factor of 

importance to the Board during its February 16, 2024 discussions. But those discussions 

failed to distinguish between (1) non-profit foundation programs aimed at helping those at 

or below 300 percent of the Federal Poverty Level who are uninsured or experiencing 

Medicare Part D affordability gaps, which, due to requirements on these programs, 

necessitate income and insurance benefit verification, and (2) co-pay card programs, which 

have a simple streamlined application process to verify an applicant has commercial 

coverage that includes Enbrel. Even for the more rigorous application process of the non-

profit foundation assistance, applicants do not “spend all day on the phone,” as suggested 

by Board members (without attribution to any identified source) during the February 16, 

2024 meeting—the current average wait time for Amgen Safety Net Foundation telephone 

assistance is 33 seconds. For Amgen’s co-pay card program, we are unaware of any broad 

application challenges.  In fact, all of the nearly 2,000 Coloradans with eligible coverage 

were approved last year; not one was denied. Given the current coverage environment, we 

remain committed to the important role such programs play in protecting patient access. 

 

3. For the third time, we request that the Board address the repeated on-the-record public 

comments from a Board member about off-the-record and not documented conversations 

with unnamed persons (in which Amgen was not involved) about Enbrel®’s affordability 

and the accessibility of patient assistance programs.  Such information from a Board 

member may not be considered by the Board, whether offered in public or closed sessions, 

and we again urge the Board to address the inappropriate comments and clarify its 

policy on Board members’ off-the-record engagement with unnamed persons on 

matters before the Board.  

 

4. As an overarching concern, the Board has been inconsistent with respect to the standards 

and procedures it is applying, and the opportunities to assess the information before the 

Board and meaningfully respond are inadequate and inconsistent with Board policy and 

stated principles. For instance, we remain concerned about the potential denial of public 

comment at the upcoming February 23, 2024 meeting after public comment was not 

permitted at the December 15, 2023 meeting contrary to the Board’s Policy #2, entitled 

Policies and Procedures required by § 24-3.7-102, C.R.S., which states, “The Board will 

provide the opportunity for public comment at each meeting.” With regard to the substance 

of affordability reviews, fundamental questions of standards remain unclear, such as the 

varying affordability factors and thresholds applied with respect to different drugs’ 

respective data and, more broadly, how the data factor into a decision about what 

constitutes affordability. At the February 16, 2024 meeting, numerous conclusory 

statements were made about factors contributing to formulary placement and its impact on 

patients without any reference to specific data contained in the report or otherwise before 
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the Board, which is concerning in light of the aforementioned inappropriate comments and 

other subjective statements made by Board members.  

 
 

We again urge the Board to acknowledge and address these issues, and we remain concerned 

about what little opportunity for engagement Amgen and other stakeholders has been afforded to 

address the contents of these affordability reports. Amgen has been deprived of any meaningful 

opportunity to address or respond to the information before the Board. For example, at no point in 

the process has Amgen been afforded the opportunity to review any 2022 data from the Colorado 

All-Payer Claims Database (APCD) or the newly reported “top 15” drug lists from payers and 

pharmacy benefit managers (PBMs), rendering us unable to provide information that places such 

data in the appropriate context or otherwise clarify or respond to this information before the Board.  

Furthermore, as noted above, with the Board’s reopening of the window for certain stakeholder 

input through January 21, 2024 and little, if any, information provided in the report or otherwise 

on the stakeholders targeted for that additional input, we lack insight into the impartiality of the 

process. For instance, despite assurances that links would be provided to referenced small group 

listening sessions for “individuals with scientific and medical training” in the report, the only 

linked session we have identified in the Enbrel affordability review is the September 19, 2023 

session in which Amgen representatives participated. Additionally, the Board made clear to the 

public that it experienced challenges in soliciting stakeholder input via its initial process and 

procedures, and these challenges resulted in the Board’s decision to reopen its surveys to gather 

additional stakeholder input. Yet the Board does not appear to have considered, for instance, that 

its initial challenges in garnering input may, in fact, show that stakeholders do not have problems 

affording or accessing Enbrel. Such irregularities contribute to our substantial concerns about the 

introduction of bias from the Board’s and staff’s selective targeting of stakeholders for input.  

* * * 

Amgen is driven by its mission to serve patients and committed to improving lives by discovering 

and developing treatments and cures for serious diseases.  Amgen understands that the cost of 

prescription drugs is a concern for many Coloradans, but also recognizes that these concerns will 

only increase if the Board fails to comply with proper procedures and fails to allow for proper 

public comment and full consideration of all relevant factors.  We look forward to the opportunity 

to hear fair and open Board discussion about the affordability and accessibility of Enbrel®, and 

we thank you for your attention to these issues. 

Regards, 

/s/ Kathy Sherman 
 

Kathy Sherman  

Associate Vice President, State and International Government Affairs 

Global Government Affairs & Policy 
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