
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

NATIONAL COMMUNITY 
PHARMACISTS ASSOCIATION, et al., 

Plaintiff,  

v.  

XAVIER BECERRA, 

Defendant. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

Civil Action No. 21-cv-00131-ABJ 

MOTION TO DISMISS PLAINTIFFS’ FIRST AMENDED COMPLAINT  

Defendant Xavier Becerra, in his official capability as Secretary of the United States 

Department of Health and Human Services, by and through undersigned counsel, moves 

the Court to dismiss the claims against him under Rule 12(b)(1) of the Federal Rules of Civil 

Procedure.  Defendant’s arguments in support of this motion are fully set forth in the 

attached Memorandum of Law. 
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INTRODUCTION 

Seven years ago, the Department of Health and Human Services (HHS) amended a 

regulation governing how private insurance plans account for their cost of providing 

prescription drug coverage under the Medicare Part D program.  See Medicare Program; 

Contract Year 2015 Policy and Technical Changes to the Medicare Advantage and the Medicare 

Prescription Drug Benefit Programs, 79 Fed. Reg. 29,844, 29,962 (HHS May 23, 2014) (2014 

Rule).  Under the revised rule, those private plans—who contract with HHS and whom HHS 

reimburses for their costs—must generally factor any pharmacy discount or price concession 

into the so-called “negotiated prices” they report paying for drugs dispensed to Medicare 

beneficiaries.  42 C.F.R. § 423.100 (defining “negotiated prices”).  Recognizing, however, 

that some contingent price concessions cannot reasonably be determined at the time a drug is 

sold, the rule permits plans to report such price concessions separately, as part of an end-of-

year reconciliation process.  Id.  This amendment was a technical change, designed to 

standardize how and when plans report their costs to HHS.  79 Fed. Reg. at 29,876.  And it 

reflected HHS’s expert judgment about the most efficient way to administer a complex 

national program, costing tens of billions of dollars a year. 

Plaintiffs—a set of pharmacies and organizations representing pharmacies, 

pharmacists, and doctors—have come to disagree with the policy choice HHS made in 

adopting this regulation.  Accordingly, they ask this Court to strike down the part of the 

regulation they dislike along with HHS’s subsequent reporting guidance—and to require that 

private Part D plans report all pharmacy price concessions as part of “negotiated prices,” 

regardless of when those concessions are received.  The Court cannot entertain the merits of 

these requests, however, because Plaintiffs fail to satisfy the most basic requirement for 

invoking this Court’s power:  they fail to demonstrate that they have standing to bring this 

case.   
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As Plaintiffs’ amended complaint makes clear, HHS’s regulation and its reporting 

guidance do not directly govern the behavior of Plaintiffs or their members.  Rather, the 

regulation governs the behavior of other private entities who, in turn, independently negotiate 

contracts with pharmacies—often through intermediaries.  In fact, Congress prohibited HHS 

from interfering in those private negotiations.  Plaintiffs may believe that HHS’s regulation is 

ultimately beneficial to the insurance plans, and gives those plans an incentive to seek certain 

types of price concessions.  But Plaintiffs fail to establish that any injury resulting from 

pharmacies independently agreeing to such price concessions is fairly traceable to the HHS 

regulation.  And they separately fail to make any showing—and, indeed, make no 

allegation—that amending the regulation in the way they desire would cause the insurance 

plans to change their business model, and alleviate the financial injuries that Plaintiffs allege.   

Under these circumstances, the only appropriate course is to dismiss Plaintiffs’ 

complaint for lack of jurisdiction pursuant to Rule 12(b)(1) of the Federal Rules of Civil 

Procedure.  Plaintiffs may have a grievance with how Part D plans negotiate contracts with 

Plaintiffs, but neither HHS nor any government entity is a proper defendant in such a dispute. 

BACKGROUND 

I. STATUTORY AND REGULATORY BACKGROUND 

A. The Medicare Part D Program 

The Medicare program, established by Title XVIII of the Social Security Act, is a 

federally subsidized system of health insurance for the aged and disabled.  See 42 U.S.C. 

§ 1395 et seq.; Good Samaritan Hosp. v. Shalala, 508 U.S. 402, 404 (1993).  This action relates 

to a rule and subsequent guidance promulgated by HHS as part of its administration of Part 

D of that program, which provides subsidized prescription drug coverage for Medicare 

beneficiaries.  See 42 U.S.C. § 1395w-101 et seq.; see generally Medicare Prescription Drug, 

Improvement, and Modernization Act of 2003, Pub. L. 108-173, 117 Stat. 2066 (2003) 

(creating Part D). 

Case 1:21-cv-00131-ABJ   Document 12-1   Filed 05/14/21   Page 6 of 21



3 

To administer Part D, a component of HHS, the Centers for Medicare & Medicaid 

Services (CMS), contracts with private entities known as Part D plan “sponsors,” who serve 

as insurance providers for Medicare beneficiaries.  42 U.S.C. § 1395w-112; see generally 

Medicare Program; Medicare Prescription Drug Benefit, 70 Fed. Reg. 4,194, 4,197 (HHS Jan. 28, 

2005) (2005 Rule).  CMS contracts only with those Part D plan sponsors, and not directly 

with pharmacies, to deliver Part D benefits.  42 U.S.C. § 1395w-112(b).  Part D plan sponsors, 

in turn, enter into contracts with pharmacies—often through the use of intermediary private 

entities known as Pharmacy Benefit Managers (PBMs)—to reimburse those pharmacies for 

providing prescription drugs to Part D beneficiaries.  Id. § 1395w-104(b).  The sponsors’ 

negotiations with pharmacies are, by design, market transactions:  “[i]n order to promote 

competition” in the delivery of Medicare Part D services, Congress specifically provided that 

CMS “may not interfere with the negotiations between drug manufacturers and pharmacies 

and [Part D plan] sponsors; and may not require a particular formulary or institute a price 

structure for the reimbursement of covered part D drugs.”  42 U.S.C. § 1395w-111(i) 

(emphasis added). 

Through their contractual arrangements with pharmacies, Part D plan sponsors 

develop lists of drugs the plan will cover and the payments that pharmacies will receive from 

the plan when they dispense the drugs to a plan’s enrollees—the so-called “negotiated prices” 

for the drugs.  2014 Rule, 79 Fed. Reg. at 29,876; see also 42 C.F.R. §§ 423.104(g), 423.100 

(defining “negotiated prices”).  CMS payments to Part D plans are based on those “negotiated 

prices” that the plans pay pharmacies at the point of sale, offset by all direct or indirect 

remuneration received by the Part D plan, including any price concessions pharmacies agreed 

to pay the plan.  2014 Rule, 79 Fed. Reg. at 29,876.   

Part D plans do not receive payment from CMS unless they provide CMS with all 

information necessary to compute payments under Part D.  42 U.S.C. § 1395w-115(f)(1)(A); 

42 C.F.R. § 423.322.  CMS establishes rules for cost and price concession reporting—and has 

established, through regulation, the definition of “negotiated prices” and how those 
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negotiated prices are to be treated in Part D benefit administration and in payment 

reconciliation.  2014 Rule, 79 Fed. Reg. at 29,876.  The definition of “negotiated prices” is 

the subject of Plaintiffs’ suit.   

B. CMS’s Definition of “Negotiated Prices” and Reporting Guidance 

CMS established the current definition of “negotiated prices” in 2014, when it 

promulgated a rule amending its prior definition.  2014 Rule, 79 Fed. Reg. at 29,878.  The 

current rule defines “negotiated prices” to mean, in relevant part, the price “for covered Part 

D drugs that . . . [t]he Part D sponsor (or other intermediary contracting organization) and 

the network dispensing pharmacy . . .  have negotiated as the amount such network entity 

will receive, in total, for a particular drug . . . inclusive of all price concessions from network 

pharmacies except those contingent price concessions that cannot reasonably be determined at the 

point-of-sale.”  Id. at 29,962 (final regulation text); 42 C.F.R. § 423.100 (emphasis added).  

Under a different regulation, price concessions not included in the “negotiated prices” paid at 

the point of sale must be reported to CMS as “direct or indirect remuneration” (DIR) at the 

end of the coverage year so they can still inform CMS’s payments to Part D plans.  See 42 

C.F.R. § 423.308 (definition of “actually paid”); see also, e.g., CMS, Medicare Part D – Direct 

and Indirect Remuneration (DIR) (Jan. 19, 2017), https://www.cms.gov/newsroom/fact-

sheets/medicare-part-d-direct-and-indirect-remuneration-dir. 

CMS explained that it had decided to generally require the inclusion of pharmacy price 

concessions except those “contingent price concessions that cannot reasonably be determined 

at the point-of-sale” to further standardize how Part D plans were reporting discounts.  2014 

Rule, 79 Fed. Reg. 29,876.  As CMS detailed, when a sponsor “report[s] certain types of price 

concessions as direct or indirect remuneration (DIR) rather than as price concessions that 

affect the negotiated price . . . [the] sponsor may be able to offer a lower bid than its 

competitors and may achieve a competitive advantage stemming not from greater efficiency, 

but rather from a technical difference in how costs are reported to CMS.”  Id.  Creating clearer 
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criteria for how different types of discounts were reported would help solve the problem of 

sponsors “reporting costs and price concessions to CMS in different ways.”  Id.  

Several months after promulgating the revised definition of “negotiated prices,” CMS 

issued “draft guidance,” which addressed how Part D plans should report price concessions 

to CMS and solicited information about the use of price concessions.  See CMS, Direct and 

Indirect Remuneration (DIR) and Pharmacy Price Concessions (Sept. 29, 2014), available at 

https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/201221469 4-

xb-pharmacy_price_concessions_cy16_dir.pdf.  HHS ultimately issued final guidance in May 

2016, which specified what Plan D sponsors should report as DIR.  CMS, Final Medicare Part 

D DIR Reporting Requirements for 2015 (May 31, 2016), available at 

https://www.hhs.gov/guidance/document/final-medicare-part-d-dir-reporting-

requirements-2015.  The agency has continued to issue similar guidance for reporting DIR 

every year since.  See, e.g., CMS, Final Medicare Part D DIR Reporting Requirements for 2016 

(June 23, 2017), available at https://www.hhs.gov/guidance/document/final-medicare-

part-d-dir-reporting-requirements-2016; CMS, Final Medicare Part D DIR Reporting 

Requirements for 2019 (Apr. 23, 2020), available at https://www.hhs.gov/ 

guidance/document/final-medicare-part-d-dir-reporting-requirements-2019; CMS, Final 

Medicare Part D DIR Reporting Guidance for 2020 (Apr. 28, 2021), 

https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/2020_DIR_ 

Reporting_Guidance_Memo.pdf (2020 Guidance).  These guidelines provide detailed 

instructions on the format and data fields required in Part D plans’ DIR submissions.   

CMS’s guidance has consistently characterized reportable DIR as “any form of price 

concession, received either by the Part D sponsor or by an intermediary contracting 

organization . . . that serves to decrease the costs incurred under the Part D plan by the Part 

D sponsor, either directly or indirectly,” and includes “price concessions from and additional 

contingent payments to network pharmacies that cannot reasonably be determined at the 

point of sale.”  2020 Guidelines at 7. 
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C. Subsequent Rulemaking 

In 2017, CMS published a “Request for Information” in the Federal Register soliciting 

input and “comment from stakeholders on how [the agency] might update the requirements 

governing the determination of negotiated prices, to better reflect current pharmacy payment 

arrangements[.]”  Medicare Program; Contract Year 2019 Policy and Technical Changes, 82 Fed. 

Reg. 56,336, 56,426 (HHS Nov. 28, 2017).  The request for information explained that CMS 

had come to appreciate that the exception for contingent price concessions that cannot 

reasonably be determined at the point of sale, which must be reported as DIR, “applies more 

broadly than we had initially envisioned because of the shift by Part D sponsors and their 

PBMs towards these types of contingent pharmacy payment arrangements, and, as a result, 

this exception prevents the current policy from having the intended effect on price 

transparency, consistency, and beneficiary costs.”  Id.  As CMS noted, “the way rebates and 

other price concessions . . . are treated under the Part D payment methodology” may “distort[] 

incentives as compared to what we intended” when first defining “negotiated prices.”  Id. at 

56,419. 

Following the submission of information by various stakeholders, CMS published a 

notice of proposed rulemaking in 2018, soliciting comments on a potential policy approach 

under which all pharmacy price concessions, including contingent price concessions paid after 

the point of sale, would be included in the definition of “negotiated prices.”  Modernizing Part 

D and Medicare Advantage to Lower Drug Prices and Reduce Out-of-Pocket Expenses, 83 Fed. Reg. 

62,152, 62,177 (HHS Nov. 30, 2018) (2018 Proposed Rule).  The agency noted that 

“negotiated prices typically do not reflect any performance-based pharmacy price concessions 

that lower the price a sponsor ultimately pays for a drug, based on the rationale that these 

amounts are contingent upon performance measured over a period that extends beyond the 

point of sale and thus cannot reasonably be determined at the point of sale.”  Id. at 62,153.  

The agency stated that, even though the exception for such concessions “put downward 

pressure on plan premiums, as well as the government’s subsidies of those premiums,” id. at 
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62,175, it was not necessarily achieving “[m]eaningful price transparency, consistent 

application of all pharmacy payment concessions by all Part D sponsors, and prevention of 

cost-shifting to beneficiaries and taxpayers,” id. at 62,177. 

CMS did not make any changes to the definition of “negotiated prices” in a final rule, 

however.  Modernizing Part D and Medicare Advantage To Lower Drug Prices and Reduce Out-of-

Pocket Expenses, 84 Fed. Reg. 23,832, 23,867 (HHS May 23, 2019).  After considering the 

comments it received, CMS stated that it would continue studying the issue, and left the 

existing definition in place.  Id. 

II. PLAINTIFFS’ CHALLENGE 

Plaintiff National Community Pharmacists Association (NCPA) filed a complaint in 

March, 2021, challenging the agency’s current definition of “negotiated price” and the 

agency’s implementing guidance materials.  See Compl., ECF No. 1.  On April 28, 2021, 

NCPA amended its complaint to add six additional parties as Plaintiffs.  See First Am. Compl. 

¶¶ 5-10, ECF No. 10 (FAC). 

NCPA characterizes itself as a “non-profit organization” representing “the interests of 

the owners, managers, employees, and patients of 21,000 independent community 

pharmacies across the” country.  FAC ¶ 4.  Four other Plaintiffs named in the lawsuit—Fruth 

Inc., Hi-School Pharmacy Services LLC, Kare Inc., and Tyson Drugs, Inc.—are chains of 

“community pharmacies.”  FAC ¶¶ 7-10.  A sixth Plaintiff, the American Pharmacists 

Association, is an “association of pharmacists” whose “mission is to lead the pharmacy 

profession.” FAC ¶ 5.  And the seventh Plaintiff, the Coalition of State Rheumatology 

Organizations, is “a coalition of 32 state rheumatology societies whose members are 

practicing rheumatologists,” which purports to “represent[] the interest of rheumatologists 

and their patients nationwide.”  FAC ¶ 6. 

Plaintiffs’ complaint broadly alleges that the interests of pharmacists and other entities 

Plaintiffs represent are “severely harmed” by Part D plans’ and PBMs’ use “of exorbitant 

post-point-of-sale payment recoupments” in their contracts with pharmacies.  FAC ¶¶ 73, 76-
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78; see also id. ¶¶ 54, 59, 62, 66, 69 (alleging harm from DIR fees to individual pharmacies).  

In particular, Plaintiffs assert that the imposition of these recoupments “by sponsors and their 

PBMs have exploded in recent years,” and has greatly diminished pharmacy profits, made 

pharmacy operations more difficult, rendered certain pharmacies less competitive, and served 

to increase the costs that beneficiaries pay for drugs.  FAC ¶¶ 76-78.  Plaintiffs allege that the 

2014 Rule and subsequent guidance that allows Part D plans and PBMs to report such price 

concessions as DIR, rather than as part of the “negotiated prices,” are inconsistent with the 

text of the Medicare statute, are unsupported by substantial evidence, and did not follow the 

procedures required under the Administrative Procedure Act.  FAC ¶¶ 83–114. 

In their prayer for relief, Plaintiffs ask this Court to set aside the portion of the 

“negotiated price definition” in the agency’s regulation that allows certain pharmacy price 

concessions to be reported as DIR and declare “invalid and set[] aside the agency’s DIR 

reporting guidance.”  FAC ¶ 115.  Defendant now moves to dismiss that complaint. 

STANDARD OF REVIEW 

A complaint must be dismissed under Rule 12(b)(1) if the Court lacks subject-matter 

jurisdiction.  See Steel Co. v. Citizens for a Better Environment, 523 U.S. 83, 94-95 (1998) (“The 

requirement that jurisdiction be established as a threshold matter ... ‘is inflexible and without 

exception.’” (citation omitted)).  “[T]he party invoking federal jurisdiction bears the burden 

of establishing its existence.”  Id. at 104.  This Court must determine whether it has subject 

matter jurisdiction before addressing the merits of the complaint, see id. at 93-95, and should 

“presume that [it] lack[s] jurisdiction unless the contrary appears affirmatively from the 

record.”  Renne v. Geary, 501 U.S. 312, 316 (1991) (quotation omitted).   

In reviewing a motion to dismiss under Rule 12(b)(1), a Court must construe the 

complaint liberally, giving plaintiffs the benefit of inferences that can be derived from the facts 

alleged.  Barr v. Clinton, 370 F.3d 1196, 1199 (D.C. Cir. 2004).  The Court need not, however, 

“accept factual inferences drawn by plaintiffs if those inferences are not supported by facts 

alleged in the complaint, nor must the Court accept plaintiffs’ legal conclusions.” 
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UnitedHealthcare Ins. Co. v. Price, 248 F. Supp. 3d 192, 198 (D.D.C. 2017) (internal quotes and 

citations omitted).  Where necessary, the Court “may consider the complaint supplemented 

by undisputed facts evidenced in the record, or the complaint supplemented by undisputed 

facts plus the [C]ourt’s resolution of disputed facts.”  Herbert v. Nat’l Acad. of Scis., 974 F.2d 

192, 197 (D.C. Cir. 1992) 

ARGUMENT 

I. PLAINTIFFS’ COMPLAINT SHOULD BE DISMISSED FOR LACK OF STANDING 

Article III of the Constitution limits the jurisdiction of federal courts to “Cases” and 

“Controversies.”  U.S. Const. art. III, § 2; Summers v. Earth Island Inst., 555 U.S. 488, 492 

(2009).  To present a justiciable case or controversy, Plaintiffs must establish “the irreducible 

constitutional minimum of standing:” an injury-in-fact that is “fairly traceable to” the 

defendants’ actions and that is “likely” to be “redressed by a favorable decision.”  Lujan v. 

Defs. of Wildlife, 504 U.S. 555, 560 (1992) (cleaned up, citations omitted).  They have not. 

 
A. Plaintiffs’ Alleged Injuries Are Not Traceable to the 2014 Rule or 

CMS’s Reporting Guidance 

As a starting point, Plaintiffs fail to establish that any of their asserted injuries are 

traceable to the CMS rule or guidance they challenge.  “Causation, or ‘traceability,’ examines 

whether it is substantially probable that the challenged acts of the defendant, not of some 

absent third party,” are the source of Plaintiffs’ alleged injury.  Fla. Audubon Soc’y v. Bentsen, 94 

F.3d at 663 (citing Allen v. Wright, 468 U.S. 737, 753 n. 19 (1984) (other citations omitted)).  

If Plaintiffs are not themselves “the object of” an agency’s action—and are instead contesting 

the agency’s “regulation (or lack of regulation) of someone else”—they must clearly establish 

that their injury “does not result from the independent” decisions of those missing entities.  

Exhaustless Inc. v. Fed. Aviation Admin., 931 F.3d 1209, 1212 (D.C. Cir. 2019) (quoting Lujan, 

504 U.S. at 562) (emphasis in original, quotations omitted); see also Nat’l Wrestling Coaches 

Ass’n v. Dep’t of Educ., 366 F.3d 930, 941 (D.C. Cir. 2004) (requiring that “the record present[ 
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] substantial evidence of a causal relationship between the government policy and the third-

party conduct, leaving little doubt as to causation and the likelihood of redress”) abrogated on 

other grounds by Perry Capital LLC v. Mnuchin, 864 F.3d 591 (D.C. Cir. 2017). 

Regardless of whether they are individual pharmacies or organizations purporting to 

represent pharmacies’ or doctors’ interests, neither Plaintiffs nor their members are “the 

object” of the CMS rule or reporting guidance.  Lujan, 504 U.S. at 562.  Neither CMS’s 

definition of “negotiated prices” nor the agency’s reporting guidance permits or prohibits any 

action on the part of Plaintiffs or their members.  Nor does the regulation “directly impose 

regulatory restrictions, costs, or other burdens on” Plaintiffs or the members they seek to 

represent.  Grocery Mfrs. Ass’n v. E.P.A., 693 F.3d 169, 175 (D.C. Cir. 2012) (emphasis added).  

Instead, the challenged definition—which establishes that certain types of price adjustments 

that occur after the point-of-sale can be excluded from “negotiated prices” if they “cannot 

reasonably be determined at the point-of-sale”—serves merely to “determine plan, 

beneficiary, manufacturer . . . and government liability” for drugs that beneficiaries purchase.  

2018 Proposed Rule, 83 Fed. Reg. at 62,175; see also 2014 Rule, 79 Fed. Reg. at 29,876 

(describing entities affected by variations in “negotiated prices” definition).  Plaintiffs, who 

fall into none of those categories, sit off to the side. 

Plaintiffs’ complaint confirms that Plaintiffs suffer no injury at CMS’s hands directly.  

All of the injuries Plaintiffs assert stem from Part D plan sponsors’ and PBMs’ alleged 

“imposition of exorbitant post-point-of-sale payment recoupments” on Plaintiffs and the 

pharmacies they represent.  FAC ¶ 73; id. ¶¶ 54, 59, 62, 66, 69 (alleging harm to individual 

pharmacies from use of price concessions); id. ¶¶ 70-72 (alleging that associations’ interests 

are impacted by these business arrangements); id. ¶¶ 74-79 (alleging general harms from DIR 

fees).  But these plan sponsors and PBMs are private entities, acting independently.  See 2018 

Proposed Rule, 83 Fed. Reg. at 62,174 (“[P]rice concessions are negotiated between 

pharmacies and sponsors or their PBMs, independent of CMS, and are often tied to the 

pharmacy’s performance on various measures defined by the sponsor or its PBM.”); see also, 
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e.g., FAC ¶¶ 22.  They, not CMS, negotiate contracts with pharmacies—and they, not CMS, 

“impos[e]” the contingent, post-point of sale “price concessions” of which Plaintiffs 

complain.  FAC ¶¶ 22, 73. 

In an effort to bridge the distance between the injuries they claim and the regulation 

they challenge, Plaintiffs assert that CMS’s definition of “negotiated prices” creates an 

environment conducive to Part D insurance plans and PBMs utilizing such “price 

concessions.”  FAC ¶¶ 1, 38, 73.  According to Plaintiffs, plans reap substantial benefits by 

using those types of price concessions under the current regime.  Id. ¶¶ 38, 76-78.  But this 

attempt to link the CMS regulation to Part D plans’ contractual arrangements with 

pharmacies is unavailing.  

Plaintiffs’ complaint provides no allegations, much less evidence, that any particular 

Part D plan sponsor or PBM that Plaintiffs interact with has chosen to negotiate certain types 

of “price concessions” as a result of the regulatory definition.  Indeed, Plaintiffs do not even 

identify the Part D plans sponsors or PBMs they claim cause them injury.  Instead, Plaintiffs 

cite general studies about market incentives for Part D plans and PBMs writ large.  See, e.g., 

FAC ¶¶ 56, 74, 76, 81.  That is patently insufficient.  See, e.g., Renal Physicians Ass’n v. U.S. 

Dep’t of Health & Hum. Servs., 489 F.3d 1267, 1277 (D.C. Cir. 2007) (requiring that plaintiff 

present specific evidence of which third party caused the harm, and how that harm was the 

product of a government regulation). 

Moreover, even on the level of generality that Plaintiffs present, their argument falters.  

First, as a legal matter, the negotiations between Part D plans and pharmacies are, by 

congressional design, independent, market-based transactions.  Congress explicitly provided 

that CMS “may not interfere with the negotiations between drug manufacturers and 

pharmacies and [Part D plans],” and “may not . . . institute a price structure for the 

reimbursement of covered part D drugs.”  42 U.S.C. § 1395w-111(i) (emphasis added).  CMS 

has interpreted this statutory language as giving it “no authority to . . . mandate that Part D 

plans negotiate” any particular price or contract structure with pharmacies unless otherwise 
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required by Congress.  2005 Rule, 70 Fed. Reg. at 4,255; see also 2014 Rule, 79 Fed. Reg. at 

29,876 (noting that CMS has consistently declined to become “a party to discussions between 

Part D sponsors and pharmacies on price structures or the arbiter of the adequacy of 

reimbursement methodologies”).  And, consistent with that position, CMS has never 

indicated that the definition of “negotiated prices” can or should dictate whether Part D plans 

and pharmacies negotiate “price concessions.”  See, e.g., 2018 Proposed Rule, 83 Fed. Reg. at 

62,177 (explaining that, if the definition of “negotiated price” were altered, it would simply 

require Part D plans to include in those prices any contingent price concessions received from 

pharmacies).   

Second, empirical evidence cited in Plaintiffs’ complaint confirms that price 

concessions exist independent of CMS’s definition.  Those business practices predate the 

current definition of “negotiated prices” that Plaintiffs challenge.  As Plaintiffs themselves 

admit, “price concessions after the point-of-sale were increasingly common and significant in 

size” even before the challenged definition went into effect in 2014.  See, e.g., FAC ¶ 33.  

Contemporaneous materials that were presented to the agency during its rulemaking 

documented a trend of the “entire health care industry” moving to these types of 

arrangements.  Id.  This fact defeats any suggestion that the growth in these business practices 

is a direct product of CMS’s rule.  See, e.g., Freedom Republicans, Inc. v. Fed. Election Comm’n, 

13 F.3d 412, 418–19 (D.C. Cir. 1994) (history of an allegedly injurious practice prior to the 

challenged agency action weighs heavily against finding of causation). 

Indeed, even if Plaintiffs could show that the current rule is a factor in Part D plans’ 

decision to utilize contingent pharmacy price concessions, that still would not prove 

causation.  It is well established that, where a decision-maker is faced with many competing 

factors, the government’s creation of financial incentives is not enough to establish causation.  

See, e.g., Allen, 468 U.S. at 758–59 (causation was too speculative when parents of African 

American children challenged IRS’ failure to enforce policy of denying tax benefits to racially-

discriminatory private schools); Simon v. Eastern Kentucky Welfare Rights Org., 426 U.S. 26 
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(1976) (causation was too speculative between hospital denials of services to the poor and an 

IRS policy granting favorable tax treatment to non-profit hospitals who offered only 

emergency room treatment to the poor).  So Plaintiffs would have to show more—much 

more—than they have. 

 Under the current rule, nothing stops plan sponsors from negotiating price 

concessions that would fall into the definition of “negotiated prices” (because they are 

reasonably known at the point of sale) or not negotiating such price concessions at all.  Nor, 

for that matter, does any part of CMS’s rule stop pharmacies from refusing to accept any price 

concessions that Part D plan sponsors wish to negotiate.  As Plaintiffs themselves admit, the 

fact that pharmacies accept the financial arrangements they dislike comes down to the 

superior market power of Part D plans and their PBMs.  FAC ¶ 81.  But that superior market 

power is not a function of the CMS rule.  And it does not place CMS into the shoes of those 

plans for purposes of establishing causation.  Plaintiffs have a high burden of showing that 

CMS is responsible for those third-parties’ conduct, and they fall far short of meeting it here. 

B. Plaintiffs’ Alleged Injuries Are Not Redressable in This Action 

Separately, albeit for somewhat similar reasons, Plaintiffs also fail to establish that 

their injuries are redressable by the relief they seek in this lawsuit.  Lujan, 504 U.S. at 560-61.  

To establish redressability, Plaintiffs must offer more than “speculat[ion] that a requested 

change in government policy will alter the behavior of regulated third parties that are the 

direct cause of the plaintiff[s’] injuries.”  Nat’l Wrestling Coaches Ass’n, 366 F.3d at 938.  Rather, 

Plaintiffs must allege facts “sufficient to demonstrate a substantial likelihood that the third 

party directly injuring the [P]laintiff[s] would cease doing so as a result of the relief” the 

Plaintiffs seek.  Renal Physicians, 489 F.3d at 1275.  “Relief that does not remedy the injury 

suffered cannot bootstrap a plaintiff into federal court; that is the very essence of the 

redressability requirement.”  Citizens for a Better Env’t, 523 U.S. at 107. 

Importantly, “causation does not inevitably imply redressability.”  Renal Physicians, 

489 F.3d at 1278.  Even in instances where “governmental action is a substantial contributing 
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factor in bringing about a specific harm,” Plaintiffs will be unable to demonstrate 

redressability if “undoing of the governmental action will not undo the harm[] because the 

new status quo is held in place by other forces.”  Id.  That was true in Renal Physicians, where 

the D.C. Circuit found that a doctors’ association lacked standing to challenge a regulatory 

safe harbor that (the association alleged) was being used by third-party clinics as a basis to 

lower doctors’ compensation.  Id. at 1277.  Redressability was “speculative” in that instance, 

the Court explained, because even “[i]f one effect of the safe harbor has been to lower wages 

. . . a secondary effect has been to demonstrate to [third-party] facilities that they can pay 

lower wages and still function effectively,” meaning that the “effect (if any) of the safe harbor 

cannot be simply undone.”  Id. 

The same logic animated the D.C. Circuit’s earlier decision in National Wrestling 

Coaches Ass’n, where the Court found that associations representing “men’s wrestling coaches, 

athletes, and alumni” lacked standing to challenge a Title IX enforcement policy.  366 F.3d 

at 933, 939-40.  Plaintiffs in that case alleged that this policy had caused several schools to 

cancel their men’s wrestling programs; but, as the D.C. Circuit observed, it was entirely 

speculative whether invaliding those policies would alter the “schools’ independent decisions 

whether to eliminate or retain their men’s wrestling programs,” because the schools remained 

free to make those same decisions even in the absence of the policy.  Nat’l Wrestling Coaches 

Ass’n v. Dep’t of Educ., 366 F.3d 930, 939-40 (D.C. Cir. 2004).  This conclusion echoed a whole 

line of established Supreme Court cases finding redressability lacking where it was unclear 

how third parties would react to a change in government policy.  See Allen, 468 U.S. at 758–

59 (speculative whether change in tax exemption for private schools would lead to a change 

in school policies); Simon, 426 U.S. at 42–43 (speculative whether change in tax rules 

governing nonprofit hospitals would improve services for indigents); cf. Warth v. Seldin, 422 

U.S. 490, 504 (1975) (plaintiffs claiming a local zoning ordinance excluded low income 

residents failed to show they would be able to buy or rent homes in the town if the court 

granted their requested remedy). 
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These cases foreclose Plaintiffs’ challenge.  For all of Plaintiffs’ efforts to show the 

general ways in which Part D plans can benefit financially under CMS’s current definition of 

“negotiated prices,” Plaintiffs make no specific allegations about redressability.  See FAC ¶ 81 

(generally alleging that Plaintiffs will continue to suffer harm as long as the 2014 Rule remains 

in effect).  As noted above, Plaintiffs identify no specific Part D plan or PBM with which they 

actually contract.  Not surprisingly then, in asking the Court to strike down the portion of the 

CMS definition that allows Part D plans to exclude contingent price concessions from 

“negotiated prices,” Plaintiffs adduce absolutely no facts to show how the business model of 

any particular plan might be affected by a revised definition—and do not even allege that the 

plans who currently negotiate contingent price concessions with Plaintiffs will necessarily 

forgo requesting such concessions under a revised rule.  In fact, Plaintiffs make no allegations 

about how any Part D plan might change its business practices were Plaintiffs to prevail in 

this action.  That alone is fatal.  See, e.g., Nat’l Wrestling Coaches Ass’n v. Dep’t of Educ., 366 F.3d 

930, 941 (D.C. Cir. 2004) (requiring that “the record present[ ] substantial evidence . . . leaving 

little doubt as to causation and the likelihood of redress”).  The Court cannot assume a 

jurisdictional element where Plaintiffs have not alleged, much less established, that it exists.  

See, e.g., Simon, 426 U.S. at 38 (absent plaintiffs’ proper showing of the standing elements, 

“exercise of its power by a federal court would be gratuitous and thus inconsistent with the 

Art. III limitation”). 

Moreover, as in Renal Physicians, there is little reason to presume that the conduct of 

the third-parties would change under a revised rule.  According to Plaintiffs’ own allegations, 

the current model has been growing in popularity and has become entrenched in the sector.  

See, e.g., FAC ¶¶ 33, 74, 76, 79.  One reason might be that it allows Part D plans to shift some 

amount of business risk to pharmacies and reap greater profits.  See, e.g., FAC ¶¶ 76.  If so, 

the model has also demonstrated to Part D plans that pharmacies are willing to accept such 

risk and negotiate for a substantially lesser slice of the pie.  Market forces could therefore drive 

the allegedly injurious conduct to continue despite any rule change.  See Renal Physicians, 489 
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F.3d at 1277.  Indeed, it is entirely possible that altering the definition of “negotiated prices” 

would have no effect on how Part D plans interact with pharmacies, or on those pharmacies’ 

bottom lines.  

Tellingly, even when CMS considered amending the definition of “negotiated prices” 

in the way that Plaintiffs claim to want here—i.e. by making that definition reflect the total 

amount of all concessions, including those received after the point of sale—the agency did 

not assume that Part D plans would cease negotiating contingent price concessions with 

pharmacies or decrease their amount.  See, e.g., 2018 Proposed Rule, 83 Fed. Reg. at 62,177.  

To the contrary, CMS assumed that Part D plans would continue using such price 

concessions, but would merely include the maximum amount of possible price concessions 

paid by pharmacies in determining the “negotiated prices.”  See id. (explaining that, if the 

definition of “negotiated price” were altered, it would simply require that any contingent price 

concessions received from pharmacies be included in that price).  CMS stated that such 

changes to the timing of a Part D plan’s reporting of pharmacy price concessions to CMS had 

the potential of resulting in greater “price transparency, consistent application of all pharmacy 

payment concessions by all Part D sponsors, and prevention of cost-shifting to beneficiaries 

and taxpayers.”  Id.  But CMS never indicated that such a change would likely serve to 

increase pharmacy profits, or otherwise remedy the kinds of injuries of which Plaintiffs 

complain in this case.  It is just as likely that, were the rule changed in the way Plaintiffs want 

here, those Part D plans would continue their current practices—assessing the exact same 

contingent, post-point-of-sale price concessions—but merely find ways to estimate or predict 

the amount of those concessions when reporting their “negotiated prices” to CMS.  See, e.g., 

FAC ¶ 38 (noting that PBMs have sufficient “experience with the[se] types of price 

concessions . . . [to] enable them to ‘reasonably approximate’ the appropriate amount” of the 

concessions at the time of sale (internal quotes and citations omitted)).  Such a change would 

not remedy any of the harms Plaintiffs assert. 
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 As the D.C. Circuit has repeatedly observed, “a bald allegation” of harm “is not 

enough to survive [] a motion to dismiss where neither the factual allegations nor their logic 

establish redressability.”  Renal Physicians, 489 F.3d at 1278 (citing Nat’l Wrestling Coaches 

Ass’n, 366 F.3d at 938, 941–43).  Neither facts nor logic support redressability in this matter.  

The Court should therefore dismiss the complaint. 

CONCLUSION 

For these reasons, the Court should dismiss Plaintiffs’ First Amended Complaint for 

lack of subject-matter jurisdiction. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

NATIONAL COMMUNITY 
PHARMACISTS ASSOCIATION, et al., 

Plaintiff,  

v.  

XAVIER BECERRA, 

Defendant. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

Civil Action No. 21-cv-00131-ABJ 

[PROPOSED] ORDER 

Upon consideration of defendant’s motion to dismiss Plaintiffs’ First Amended 

Complaint, and upon due deliberation, it is hereby 

ORDERED that the motion is granted; and it is further 

ORDERED that Plaintiffs’ First Amended Complaint is dismissed for lack of 

subject-matter jurisdiction.  

SO ORDERED. 

Dated: ____________, 2021  __________________________ 
Washington, DC AMY BERMAN JACKSON 

UNITED STATES DISTRICT JUDGE
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