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GRUENDER, Circuit Judge.

Pharmaceutical Care Management Association (“PCMA”) sued to enjoin the
enforcement of several North Dakota statutory provisions, claiming that they were
preempted by the Employee Retirement Income Security Act of 1974 (“ERISA”),
29 U.S.C. § 1001 et seq., and the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 (“Medicare Part D), 42 U.S.C. § 1395w-101 et seq. The
district court concluded that ERISA preempted none of the challenged provisions
and that Medicare Part D preempted only one. Pharm. Care Mgmt. Ass’n v. Tufte,
326 F. Supp. 3d 873 (D.N.D. 2018), aff’d in part, rev’d in part, 968 F.3d 901 (8th
Cir. 2020), vacated sub nom. Wilke v. Pharm. Care Mgmt. Ass’n, 141 S. Ct. 1364
(2021) (mem.). PCMA appealed, and we reversed on the issue of ERISA
preemption. Tufte, 968 F.3d 901. Subsequently, the Supreme Court vacated our
judgment and remanded for us to reconsider the case in light of Rutledge v.
Pharmaceutical Care Management Association, 592 U.S. ---, 141 S. Ct. 474 (2020).
Wilke, 141 S. Ct. 1364. Having done so, we affirm in part and reverse in part.
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In 2017, North Dakota enacted two laws, codified at North Dakota Century
Code sections 19-02.1-16.1 and -16.2. The laws regulate entities known as
“pharmacy benefits managers” (“PBMs”) that manage prescription-drug benefits on
behalf of health-insurance plans. The relevant provisions in section 16.1 read as
follows:

2. A pharmacy benefits manager or third-party payer may not directly
or indirectly charge or hold a pharmacy responsible for a fee related
to a claim:

a. That is not apparent at the time of claim processing;

b. That is not reported on the remittance advice of an adjudicated
claim; or

c. After the initial claim is adjudicated at the point of sale.

3. Pharmacy performance measures or pay for performance pharmacy
networks shall utilize the electronic quality improvement platform
for plans and pharmacies or other unbiased nationally recognized
entity aiding in improving pharmacy performance measures.

a. A pharmacy benefits manager or third-party payer may not
collect a fee from a pharmacy if the pharmacy’s performance
scores or metrics fall within the criteria identified by the
electronic quality improvement platform for plans and
pharmacies or other unbiased nationally recognized entity aiding
in improving pharmacy performance measures.

b. If a pharmacy benefits manager or third-party payer imposes a
fee upon a pharmacy for scores or metrics or both scores and
metrics that do not meet those established by the electronic
quality improvement platform for plans and pharmacies or other
nationally recognized entity aiding in improving pharmacy
performance measures, a pharmacy benefits manager or third-
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party payer is limited to applying the fee to the professional
dispensing fee outlined in the pharmacy contract.

c. A pharmacy benefits manager or third-party payer may not
impose a fee relating to performance metrics on the cost of goods
sold by a pharmacy.

4. .... If a patient pays a copayment, the dispensing provider or
pharmacy shall retain the adjudicated cost and the pharmacy
benefits manager or third-party payer may not redact the adjudicated
cost.

5. ....A pharmacy or pharmacist may disclose to the plan sponsor or
to the patient information regarding the adjudicated reimbursement
paid to the pharmacy which is compliant under the federal Health
Insurance Portability and Accountability Act of 1996 [Pub. L. 104-
191; 110 Stat. 1936; 29 U.S.C. 1181 et seq.].

7. A pharmacy or pharmacist may provide relevant information to a
patient if the patient is acquiring prescription drugs. This
information may include the cost and clinical efficacy of a more
affordable alternative drug if one is available. Gag orders of such a
nature placed on a pharmacy or pharmacist are prohibited.

8. A pharmacy or pharmacist may mail or deliver drugs to a patient as
an ancillary service of a pharmacy.

9. A pharmacy benefits manager or third-party payer may not prohibit
a pharmacist or pharmacy from charging a shipping and handling
fee to a patient requesting a prescription be mailed or delivered.

10. Upon request, a pharmacy benefits manager or third-party payer
shall provide a pharmacy or pharmacist with the processor control
number, bank identification number, and group number for each
pharmacy network established or administered by a pharmacy
benefits manager to enable the pharmacy to make an informed
contracting decision.
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11. A pharmacy benefits manager or third-party payer may not require
pharmacy accreditation standards or recertification requirements
inconsistent with, more stringent than, or in addition to federal and
state requirements for licensure as a pharmacy in this state.

The relevant provisions in section 16.2 read as follows:

2. Ifrequested by a plan sponsor contracted payer, a pharmacy benefits
manager or third-party payer that has an ownership interest, either
directly or through an affiliate or subsidiary, in a pharmacy shall
disclose to the plan sponsor contracted payer any difference between
the amount paid to a pharmacy and the amount charged to the plan
sponsor contracted payer.

3. A pharmacy benefits manager or a pharmacy benefits manager's
affiliates or subsidiaries may not own or have an ownership interest
in a patient assistance program and a mail order specialty pharmacy,
unless the pharmacy benefits manager, affiliate, or subsidiary agrees
to not participate in a transaction that benefits the pharmacy benefits
manager, affiliate, or subsidiary instead of another person owed a
fiduciary duty.

4. A pharmacy benefits manager or third-party payer may not require
pharmacy accreditation standards or recertification requirements to
participate in a network which are inconsistent with, more stringent
than, or in addition to the federal and state requirements for licensure
as a pharmacy in this state.

5. Allicensed pharmacy or pharmacist may dispense any and all drugs
allowed under that license.

Shortly after these laws were enacted, PCMA—a national trade association
representing PBMs—sued various North Dakota officials in their official capacities.
PCMA asked the district court to enjoin the enforcement of the provisions
reproduced above on the ground that they are preempted by ERISA and Medicare
Part D.
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Both parties moved for summary judgment. The district court held that
Medicare Part D preempted section 16.2(2) as applied to Medicare Part D plans but
otherwise rejected PCMA'’s challenges. Tufte, 326 F. Supp. 3d 873. PCMA
appealed, and we reversed on the issue of ERISA preemption. Tufte, 968 F.3d 901.
The defendants petitioned the Supreme Court for a writ of certiorari. While the
defendants’ petition was pending, the Court decided Rutledge, where it overturned
the precedent that we had relied on to conclude that ERISA preempted the laws at
issue here. See Rutledge, 141 S. Ct. at 479, 481; Tufte, 968 F.3d at 904-06. The
Court then granted the defendants’ certiorari petition, vacated our judgment, and
remanded for us to reconsider the case in light of Rutledge. Wilke, 141 S. Ct. 1364.

In the meantime, Congress passed the Know the Lowest Price Act of 2018,
Pub. L. No. 115-262, 132 Stat. 3670 (codified at 42 U.S.C. 8 1395w-104(m)). The
defendants concede that this statute preempts section 16.1(7) and the challenged
portions of section 16.1(5) as applied to Medicare Part D plans. The defendants also
now concede that section 16.1(2)(c) is preempted as applied to Medicare Part D
plans. For its part, PCMA has withdrawn its claims that ERISA preempts section
16.1(2), section 16.1(3), the challenged portions of section 16.1(4), and section
16.2(5).

We review de novo the district court’s grant of summary judgment. Bruning
v. City of Omaha, 6 F.4th 821, 824 (8th Cir. 2021). “Summary judgment is
appropriate if the movant is entitled to judgment as a matter of law even when all
genuine factual disputes are resolved in the nonmovant’s favor.” Id.

Before analyzing ERISA preemption in Section Ill and Medicare Part D
preemption in Section 1V, we resolve two disputes that implicate both issues. First,
the parties dispute whether the challenged provisions escape preemption to the
extent that they regulate PBMs rather than plans. We agree with PCMA that the
challenged provisions do not escape preemption on this basis. Because PBMs
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manage benefits on behalf of plans, a regulation of PBMs “function[s] as a regulation
of an ERISA plan itself.” Pharm. Care Mgmt. Ass’n v. District of Columbia, 613
F.3d 179, 188 (D.C. Cir. 2010); see also Kollman v. Hewitt Assocs., LLC, 487 F.3d
139, 148 (3d Cir. 2007) (explaining that the concerns underlying regulation of
“ERISA plan managers” are “equally applicable to agents . .. who undertake and
perform administrative duties for and on behalf of ERISA plans”). Therefore, the
fact that, facially, the challenged provisions mostly regulate PBMs whereas ERISA
and Medicare Part D mostly regulate plans does not mean that the challenged
provisions escape preemption. See District of Columbia, 613 F.3d at 188
(concluding that ERISA preempted some of the District of Columbia’s regulations
of PBMs).

Second, the parties dispute whether we should invoke a presumption against
preemption in this case given that both ERISA and Medicare Part D feature express
preemption provisions. The defendants rely on a line of Supreme Court cases
invoking a presumption against preemption in the face of an express preemption
provision. See, e.g., Medtronic, Inc. v. Lohr, 518 U.S. 470, 484-85 (1996)
(addressing preemption under 21 U.S.C. § 360k(a)); N.Y. State Conf. of Blue Cross
& Blue Shield Plans v. Travelers Ins., 514 U.S. 645, 654-55 (1995) (addressing
ERISA preemption). According to PCMA, however, the Court overruled these cases
in Puerto Rico v. Franklin California Tax-Free Trust, where it stated that “because
[11 U.S.C. § 903(1)] contains an express pre-emption clause, we do not invoke any
presumption against pre-emption but instead focus on the plain wording of the
clause.” 579 U.S. ---, 136 S. Ct. 1938, 1946 (2016) (internal quotation marks
omitted).

Again, we agree with PCMA. The defendants argue that because Franklin
did not expressly overrule prior precedent, we should not extend it to express
preemption provisions such as ERISA’s that the Court has historically treated as
subject to a presumption against preemption. See Rodriguez de Quijas V.
Shearson/Am. Express, Inc., 490 U.S. 477, 484 (1989) (“If a precedent of this Court
has direct application in a case, yet appears to rest on reasons rejected in some other
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line of decisions, the Court of Appeals should follow the case which directly
controls, leaving to this Court the prerogative of overruling its own decisions.”). But
in Watson v. Air Methods Corp., we extended Franklin to the express preemption
provision in 49 U.S.C. § 41713(b)(1), see 870 F.3d 812, 817 (8th Cir. 2017) (en
banc); accord EagleMed LLC v. Cox, 868 F.3d 893, 899, 903 (10th Cir. 2017),
despite indications that prior to Franklin the Court treated § 41713(b)(1) as subject
to a presumption against preemption, see, e.g., Am. Airlines, Inc. v. Wolens, 513 U.S.
219, 237 (1995) (Stevens, J., concurring in part and dissenting in part); Morales v.
Trans World Airlines, Inc., 504 U.S. 374, 419-20 (1992) (Stevens, J., dissenting).
So too here, we will follow Franklin and invoke no presumption against preemption
when applying the express preemption provisions in ERISA and Medicare Part D.
See Dialysis Newco, Inc. v. Cmty. Health Sys. Grp. Health Plan, 938 F.3d 246, 258-
59 (5th Cir. 2019) (extending Franklin to ERISA); Snyder v. Prompt Med. Transp.,
Inc., 131 N.E.3d 640, 652 (Ind. Ct. App. 2019) (extending Franklin to Medicare
Part C).

ERISA “supersede[s] any and all State laws insofar as they may now or
hereafter relate to any” ERISA plan. 29 U.S.C. § 1144(a). The Supreme Court has
held that a law “relate[s] to” an ERISA plan if and only if it “has a connection with
or reference to such a plan.” Rutledge, 141 S. Ct. at 479. PCMA bears the burden
of proving preemption. See Williams v. Nat’l Football League, 582 F.3d 863, 880
(8th Cir. 2009).

A.

A state law has an impermissible “connection with” ERISA plans if and only
If (1) it “governs . . . a central matter of plan administration”; (2) it “interferes with
nationally uniform plan administration”; or (3) *“acute, albeit indirect, economic
effects” of the law “force an ERISA plan to adopt a certain scheme of substantive
coverage or effectively restrict its choice of insurers.” Gobeille v. Liberty Mut. Ins.,
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577 U.S. 312, 320 (2016). The mere fact that a state law “affects an ERISA plan or
causes some disuniformity in plan administration” does not entail that the law meets
this standard, “especially . . . if a law merely affects costs.” Rutledge, 141 S. Ct. at
480. Instead, the connection-with standard is “primarily concerned with pre-
empting laws that require providers to structure benefit plans in particular ways, such
as by requiring payment of specific benefits or by binding plan administrators to
specific rules for determining beneficiary status.” Id. (citations omitted).

None of the challenged provisions meets the connection-with standard.
Several of the provisions merely authorize pharmacies to do certain things—disclose
certain information to the plan sponsor, 8 16.1(5), “provide relevant information to
a patient,” 8§ 16.1(7), “mail or deliver drugs to a patient as an ancillary service,”
8 16.1(8), and “charg[e] a shipping and handling fee to a patient requesting a
prescription be mailed or delivered,” 8 16.1(9). These provisions affect PBMs only
insofar as they prevent PBMs from preventing pharmacies from engaging in these
practices. This constitutes, at most, a regulation of a noncentral “matter of plan
administration” with de minimis economic effects and impact on the uniformity of
plan administration across states. See Gobeille, 577 U.S. at 320; cf. Rutledge, 141
S. Ct. at 482 (holding that ERISA permits states to “allow[] pharmacies to decline
to dispense a prescription if the PBM’s reimbursement will be less than the
pharmacy’s cost of acquisition”). Certainly, it does not constitute “requiring
payment of specific benefits,” Rutledge, 141 S. Ct. at 480; the fact that a PBM must
permit a pharmacy to fulfill mail orders or dispense all drugs allowed under its
license does not mean that the PBM must cover mail orders or all drugs allowed
under the pharmacy’s license. Nor does it “bind[] plan administrators to specific
rules for determining beneficiary status.” See id. Therefore, section 16.1(7), section
16.1(8), section 16.1(9), and the challenged portions of section 16.1(5) do not have
an “impermissible connection with” an ERISA plan. See id. at 478.

Sections 16.1(11) and 16.2(4) do not meet the connection-with standard,
either. These provisions merely limit the accreditation requirements that a PBM
may impose on pharmacies as a condition for participation in its network. Again,
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this constitutes, at most, regulation of a noncentral “matter of plan administration”
with de minimis economic effects. See Gobeille, 577 U.S. at 320. It is possible that
sections 16.1(11) and 16.2(4) will *“cause[]] some disuniformity in plan
administration” by requiring PBMs to maintain different accreditation requirements
In different states. See Rutledge, 141 S. Ct. at 480. But they do not “requir[e]
payment of specific benefits” or “bind[] plan administrators to specific rules for
determining beneficiary status.” See id. Therefore, whatever modest disuniformity
in plan administration sections 16.1(11) and 16.2(4) might cause does not warrant
preemption. See id.

Nor do sections 16.1(10) and 16.2(2) meet the connection-with standard.
These provisions require PBMs to disclose basic information to pharmacies and plan
sponsors upon request. Again, such modest disclosure requirements constitute, at
most, regulation of a noncentral “matter of plan administration” with de minimis
economic effects and impact on the uniformity of plan administration across states.
See Gobeille, 577 U.S. at 320; cf. Self-Ins. Inst. of Am., Inc. v. Snyder, 827 F.3d 549,
557-58 (6th Cir. 2016) (concluding that ERISA did not preempt a state law that
“touch[ed] upon reporting and record-keeping” but was not designed “to amass
data”); Liberty Mut. Ins. v. Donegan, 746 F.3d 497, 509 (2d Cir. 2014) (“Not every
state law imposing a reporting requirement is preempted.”). True, the Court has held
that laws “compel[ling] plans to report detailed information about claims and plan
members” to the state, information that overlaps with the information ERISA
requires plans to report to the Secretary of Labor, have an impermissible connection
with ERISA plans. Gobeille, 577 U.S. at 321-23. But sections 16.1(10) and 16.2(2)
require only the disclosure, upon request, of basic information to pharmacies and
plan sponsors; neither section requires PBMs to report to North Dakota the kind of
detailed information that ERISA requires plans to report to the Secretary of Labor.
Compare 88 16.1(1), 16.2(2) with Gobeille, 577 U.S. at 321-22 (describing some of
the information that ERISA plans must report to the Secretary of Labor).

The only remaining provision that PCMA claims ERISA preempts is section
16.2(3), which prohibits a PBM from having “an ownership interest in a patient
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assistance program and a mail order specialty pharmacy, unless the [PBM] agrees to
not participate in a transaction that benefits the [PBM] instead of another person
owed a fiduciary duty.” To the extent this provision causes a drug to be unavailable
to ERISA plans’ North Dakota beneficiaries, “the responsibility lies first with the
PBM” for refusing to satisfy the condition that would permit the drug to be available.
See Rutledge, 141 S. Ct. at 482. Any effect that section 16.2(3) has on benefit
structure is therefore attributable to the independent actions of PBMs rather than to
the law and thus provides no basis for preemption. See id.

In sum, none of the challenged provisions has an impermissible connection
with ERISA plans.

A state law has an impermissible “reference to” ERISA plans if and only if it
“acts immediately and exclusively upon ERISA plans” or “the existence of ERISA
plans is essential to the law’s operation.” Id. at 479, 481. Previously, circuit
precedent held that the existence of ERISA plans is essential to a law’s operation if
the law can apply to an ERISA plan. See Pharm. Care Mgmt. Ass’n v. Gerhart, 852
F.3d 722, 729-30 (8th Cir. 2017) (holding that the challenged law could not
“function[] irrespective of . . . the existence of an ERISA plan” because it “affect[ed]
ERISA plans”). In Rutledge, the Supreme Court clarified that the existence of
ERISA plans is essential to a law’s operation only if the law cannot apply to a non-
ERISA plan. See 141 S. Ct. at 481 (explaining that “ERISA plans are ... not
essential to [the challenged law’s] operation” because the law “regulates PBMs
whether or not the plans they service fall within ERISA’s coverage”); accord Cal.
Div. of Lab. Standards Enf’t v. Dillingham Constr., N.A., Inc., 519 U.S. 316, 328
(1997) (concluding that the challenged law “function[ed] irrespective of ... the
existence of an ERISA plan” because the programs it regulated did not need to fall
under ERISA).
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PCMA does not argue that any of the challenged provisions “refer to” ERISA
plans under the standard articulated in Rutledge. Nor could it. The challenged
provisions apply to PBMs not only insofar as they administer ERISA plans but also
insofar as they administer non-ERISA plans. Therefore, they do not “act[] ...
exclusively upon ERISA plans,” and ERISA plans are not “essential to [their]
operation.” See Rutledge, 141 S. Ct. at 481. Under Rutledge, then, none has an
impermissible reference to ERISA plans. See id.

Because none of the challenged provisions “has a connection with or reference
to” an ERISA plan, none is preempted as applied to ERISA plans. See id. at 479.
The district court properly rejected PCMA’s claims of ERISA preemption.

V.

Unlike the scope of ERISA preemption, the scope of Medicare Part D
preemption is largely an open question in this circuit. Our only case addressing the
question is Rutledge, and for our purposes there it sufficed merely to repeat the
statutory language and note that “[c]onflict between the state law and the federal
standard is unnecessary” for preemption. See 891 F.3d at 1113. Here, our purposes
require a more detailed analysis. Accordingly, we develop a framework for
Medicare Part D preemption before turning to PCMA’s arguments for preemption.

A

We begin with general preemption principles. The Supremacy Clause
designates federal law as “the supreme Law of the Land ... any Thing in the
Constitution or Laws of any State to the Contrary notwithstanding.” U.S. Const. art.
VI, cl. 2. Accordingly, a state law may not be enforced to the extent that doing so
would frustrate the purpose of a federal law. Crosby v. Nat’l Foreign Trade Council,
530 U.S. 363, 373 (2000) (explaining that a “state law must yield” if “the purpose
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of [a federal law] cannot otherwise be accomplished—if its operation within its
chosen field else must be frustrated™); see also Hughes v. Talen Energy Mktg., LLC,
578 U.S. ---, 136 S. Ct. 1288, 1297 (2016) (“[T]he purpose of Congress is the
ultimate touchstone in every pre-emption case.”). As relevant here, this occurs when
a state law is inconsistent with a federal law in the sense that it is impossible to
comply with both, see PLIVA, Inc. v. Mensing, 564 U.S. 604, 617-18, 620 (2011)
(discussing “conflict” preemption), as well as when state law adds to a federal
regulatory scheme that was designed to be comprehensive, see United States v.
Locke, 529 U.S. 89, 111-12 (2000) (discussing “field” preemption). See also
Cipollone v. Liggett Grp., Inc., 505 U.S. 504, 516 (1992) (“[S]tate law is pre-empted
if that law actually conflicts with federal law or if federal law so thoroughly occupies
a legislative field as to make reasonable the inference that Congress left no room for
the States to supplement it.” (internal quotation marks and citations omitted)).

Normally, federal courts determine the purpose of a federal law, and thus its
preemptive scope, by examining its statutory and regulatory context. See CSX
Transp., Inc. v. Easterwood, 507 U.S. 658, 664 (1993) (“Evidence of pre-emptive
purpose is sought in the text and structure of the statute at issue.”); Va. Uranium,
Inc. v. Warren, 587 U.S. ---, 139 S. Ct. 1894, 1907-08 (2019) (lead opinion of
Gorsuch, J.) (consulting “text and structure” to discern preemptive scope rather than
“[t]rying to discern what motivate[d] legislators individually or collectively”). But
when Congress explicitly declares a class of state laws preempted, we heed
Congress’s directive. See Chamber of Commerce of the United States v. Whiting,
563 U.S. 582, 594 (2011) (“When a federal law contains an express preemption
clause, we ‘focus on the plain wording of the clause, which necessarily contains the
best evidence of Congress’ preemptive intent.”” (quoting CSX Transp., 507 U.S. at
664)).

In the case of Medicare, Congress enacted an express preemption provision
applicable to Medicare Part C in 42 U.S.C. § 1395w-26(b)(3) and extended it to
Medicare Part D in § 1395w-112(g). Originally, § 1395w-26(b)(3) declared that
federal “standards . . . shall supersede any State law or regulation . . . to the extent
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such law or regulation is inconsistent with such standards.” Balanced Budget Act
of 1997, Pub. L. No. 105-33, § 1856(b)(3)(A), 111 Stat. 251, 319. But Congress
amended 8§ 1395w-26(b)(3) in 2003, dropping the phrase “to the extent such law or
regulation is inconsistent with such standards.” Medicare Prescription Drug,
Improvement, and Modernization Act of 2003, Pub. L. No. 108-173, § 232(a), 117
Stat. 2066, 2208. Now, 8 1395w-26(b)(3) declares simply that federal “standards
... shall supersede any State law or regulation . . . with respect to [Medicare Part C]
plans.” Although the statute does not define the term “standard,” see § 1395w-28,
it does empower the Secretary of Health and Human Services to “establish by
regulation other standards” in addition to those established by the statute itself,
8 1395w-26(b)(1). Accordingly, like the district court, we conclude that a
“standard” for purposes of Medicare Part D preemption “is a [Medicare Part D]
statutory provision or a regulation promulgated under [Medicare Part D] and
published in the Code of Federal Regulations.” Tufte, 326 F. Supp. 3d at 888
(quoting N.Y.C. Health & Hosps. Corp. v. WellCare of N.Y., Inc., 801 F. Supp. 2d
126, 140 (S.D.N.Y. 2011)); accord Morrison v. Health Plan of Nev., 328 P.3d 1165,
1169 (Nev. 2014); Trezza v. Trezza, 957 N.Y.S.2d 380, 387 (N.Y. App. Div. 2012);
cf. Do Sung Uhm v. Humana, Inc., 620 F.3d 1134, 1148 n.20 (9th Cir. 2010) (stating
that, “at the narrowest cut,” this is what “standard” means in § 1395w-26(b)(3)).

As amended, § 1395w-26(b)(3) “preempt[s] a broad swath of state laws.”
Snyder, 131 N.E.3d at 652. Nonetheless, it contains two limitations. First,
preemption remains “with respect to [Medicare Parts C-D] plans” only, 88 1395w-
26(b)(3), 1395w-112(g), not other health-insurance plans. See Trezza, 957 N.Y.S.2d
at 388. Second, preemption occurs only when federal standards “supersede” state
law. 8 1395w-26(b)(3). To “supersede” means to “displace.” Merriam-Webster’s
Collegiate Dictionary 1255 (11th ed. 2005); cf. Boyle v. United Techs. Corp., 487
U.S. 500, 507-08 (1988) (using “displace[d]” and “superseded” synonymously in
the preemption context). Thus, 8 1395w-112(g) does not preempt all state laws as
applied to Medicare Part D; rather, it preempts only those that occupy the same
“place”—that is, that regulate the same subject matter as—federal Medicare Part D
standards. See Haaland v. Presbyterian Health Plan, Inc., 292 F. Supp. 3d 1222,
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1230 (D.N.M. 2018). In other words, the effect of the 2003 amendment was to
expand the scope of express Medicare preemption from conflict preemption to field
preemption. See Medicare Prescription Drug, Improvement, and Modernization Act
§ 232(a) (titling the amendment “Avoiding duplicative State regulation” (emphasis
added)); Snyder, 131 N.E.3d at 652 (“[S]tate standards are preempted when they
implicate ‘conduct that was governed by federal Medicare standards.”” (quoting
Haaland, 292 F. Supp. 3d at 1231)); Morrison, 328 P.3d at 1169 (holding that state
laws are preempted “as long as a federal [Medicare] standard exists regarding the
conduct at issue™).

Finally, because 8§ 1395w-26(b)(3) articulates a sufficient rather than a
necessary condition for preemption, it does not exclude the possibility that a state
law could frustrate the purpose of a federal Medicare Part D otherwise than by
regulating the same subject matter. The Supreme Court has recognized that
Congress’s express designation of some state laws as preempted does not foreclose
the possibility of implied preemption of other state laws. Freightliner Corp. v.
Myrick, 514 U.S. 280, 288 (1995); see also Sprietsma v. Mercury Marine, 537 U.S.
51, 64 (2002) (stating that implied preemption remained a “viable pre-emption
theor[y]” even if the express preemption provision did not apply); Buckman Co. v.
Plaintiffs’ Legal Comm., 531 U.S. 341, 352 (2001) (applying “ordinary pre-emption
principles” to laws not covered by an express preemption provision).

In sum, state laws are preempted as applied to Medicare Part D plans if and
only if they either (1) regulate the same subject matter as a federal Medicare Part D
standard (in which case they are expressly preempted), or (2) otherwise frustrate the
purpose of a federal Medicare Part D standard (in which case they are impliedly
preempted).
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With this framework in place, we turn to PCMA’s arguments that Medicare
Part D preempts the provisions at issue here. Once again, PCMA bears the burden
of proving preemption. See Williams, 582 F.3d at 880.

First, PCMA argues that 42 U.S.C. § 1395w-104(b)(1)(A) and its associated
regulations establish a standard that preempts the challenged provisions to the extent
that they limit the conditions that PBMs may place on pharmacies’ participation in
their networks. According to § 1395w-104(b)(1)(A), “[a] prescription drug plan
shall permit the participation of any pharmacy that meets the terms and conditions
under the plan.” Federal regulations require such “terms and conditions” to be
“reasonable and relevant,” 42 C.F.R. § 423.505(b)(18), recognizing that they must
reflect “minimum standards for pharmacy practice as established by the States,” 42
C.F.R. 8423.153(c)(1).

PCMA acknowledges that 42 C.F.R. §8423.153(c)(1) authorizes states to
determine which conditions a PBM must place on pharmacies’ participation in its
network. But PCMA maintains that 42 C.F.R. 8 423.505(b)(18) governs which
conditions a PBM may not place on pharmacies’ participation in its network;
namely, unreasonable or irrelevant conditions. Therefore, PCMA concludes, state
laws that limit the conditions that PBMs may place on pharmacies’ participation in
their networks are preempted.

We disagree. As the district court noted, Tufte, 326 F. Supp. 3d at 886, the
practice of pharmacy is an area traditionally left to state regulation, see Medicare
Prescription Drug Benefit, 70 Fed. Reg. 4194, 4278 (Jan. 28, 2005) (explaining that
the Department of Health and Human Services has a “general position of deferring
to States for regulating the practice of pharmacy”). We do not read 42 C.F.R.
8 423.505(b)(18) as claiming this area for federal control pursuant to Medicare
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Part D’s express preemption provision. On the contrary, the highly general language
of the regulation—requiring only that plans “have a standard contract with
reasonable and relevant terms and conditions of participation whereby any willing
pharmacy may ... participate as a network pharmacy,” see 42 C.F.R.
8§ 423.505(b)(18)—indicates an intent to leave to the states the specifics of what
plans and PBMs may or may not demand of pharmacies. Cf. Contract Year 2019
Policy and Technical Changes to Medicare Programs, 83 Fed. Reg. 13440, 16598
(Apr. 16, 2018) (indicating that the Center for Medicare and Medicaid Services
(“*CMS”) does not consider the provisions at issue here to be problematic).

PCMA’s second argument is based on 42 U.S.C. § 1395w-111(i), which
provides that the Secretary of Health and Human Services (“HHS”) “(1) may not
interfere with the negotiations between drug manufacturers and pharmacies and
[sponsors of prescription-drug plans]; and (2) may not require a particular formulary
or institute a price structure for the reimbursement of covered part D drugs.”
Because none of the challenged provisions purports to regulate what the HHS
Secretary may do, 8 1395w-111(i) does not displace any of the challenged
provisions under Medicare Part D’s express preemption provision. That said, it is
plausible that state laws doing what 8 1395w-111(i) prohibits the HHS Secretary
from doing would frustrate § 1395w-111(i)’s express purpose “to promote
competition.” Accordingly, we held in Rutledge that paragraph (1) of 8§ 1395w-
111(i) “prohibits both federal and state interference in negotiations between Part D
sponsors and pharmacies,” 891 F.3d at 1113, and PCMA urges us to hold the same
with respect to paragraph (2). For our purposes, it suffices to assume without
deciding that PCMA is correct—that is, that paragraph (2) impliedly preempts state
laws that “require a particular formulary or institute a price structure for the
reimbursement of covered part D drugs.”

Starting with 42 U.S.C. § 1395w-111(i)(1), PCMA argues that “many” of the
challenged provisions interfere with negotiations between pharmacies and PBMs by
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limiting the terms and conditions that PBMs can bargain for when contracting with
pharmacies. As the defendants point out, this argument proves too much. It implies
that the Secretary of Health and Human Services may not regulate contracts between
plans and pharmacies at all, but see 42 C.F.R. 8 423.505(b)(18), and neither may the
states, but see 42 C.F.R. § 423.153(c)(1).

A better interpretation of 42 U.S.C. §1395w-111(i)(1) would limit the
“negotiations” that it protects from interference to negotiations about which drugs
the pharmacy must carry and what prices the pharmacy may charge for them. In
addition to squaring with 42 C.F.R. 88423.153(c)(1) and .505(b)(18), this
interpretation fits more comfortably with the statutory context: the provision
immediately following 8§ 1395w-111(i)(1) prohibits the Secretary from “requir[ing]
a particular formulary or institut[ing] a price structure.” See 42 U.S.C. § 1395w-
111(i)(2).

None of the challenged provisions interferes with negotiations between PBMs
and pharmacies regarding formularies or prices. True, section 16.2(5) prohibits a
PBM from prohibiting a pharmacy from dispensing drugs allowed under its license,
thereby preventing the PBM from insisting on a list of drugs that the pharmacy may
not dispense. But section 16.2(5) does not prevent the PBM from insisting on a list
of drugs that the pharmacy must dispense. And although section 16.1(3) prohibits a
PBM from charging a pharmacy certain fees, these fees do not relate to the prices of
drugs.

Turning to 42 U.S.C. 8§ 1395w-111(i)(2), PCMA claims that some of the
challenged provisions “require a particular formulary or institute a price structure
for the reimbursement of covered part D drugs.” This is false. As the district court
observed, the challenged provisions have “no bearing on whether a drug may be
listed on a formulary, and [they] contain[] no language banning formularies or
compelling Part D plans to cover any drugs.” See Tufte, 326 F. Supp. 3d at 890-91.
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In sum, none of the challenged provisions (1) “interfere[s] with the
negotiations between” pharmacies and PBMs regarding what drugs the pharmacy
must carry and what prices the pharmacy may charge for them, 42 U.S.C. § 1395w-
111(i)(1), or (2) “require[s] a particular formulary or institute[s] a price structure for
the reimbursement of covered partD drugs,” 42 U.S.C. §1395w-111(i)(2).
Therefore, 42 U.S.C. 8 1395w-111(i) does not impliedly preempt any of the
challenged provisions.

Finally, PCMA cites miscellaneous federal Medicare Part D standards, each
of which it claims preempts a subset of the challenged provisions. We agree with
PCMA on some but not all of its claims.

First, PCMA argues that federal standards regulating formularies, see, e.g., 42
C.F.R. 8§8423.120(b), preempt section 16.2(5), which prohibits a PBM from
prohibiting a pharmacy from “dispens[ing] any and all drugs allowed under [its]
license.” But a “formulary” is simply the “list of Part D drugs covered by a Part D
plan,” 42 C.F.R. 8 423.4, and authorizing pharmacies to dispense all drugs allowed
under their licenses does not constitute regulating which drugs a Medicare Part D
plan must cover. Therefore, federal standards regulating formularies do not displace
section 16.2(5) under Medicare Part D’s express preemption provision. And PCMA
has offered no reason to conclude that these standards impliedly preempt
section 16.2(5), either.

Second, PCMA argues that sections 16.1(8)-(9), which prohibit PBMs from
prohibiting pharmacies from mailing drugs and charging a shipping-and-handling
fee, are preempted for two reasons: (1) because CMS has “determined that specialty
pharmacies must be able to mail prescriptions,” and (2) because CMS already
regulates “delivery” costs. In support of its first reason, PCMA directs our attention
to a notice-and-comment exchange in which CMS expressed concern about
“contracting terms and conditions that explicitly prohibited pharmacies in retail
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networks from mailing any prescriptions, with network termination as the
consequence.” See Contract Year 2019 Policy and Technical Changes to Medicare
Programs, 83 Fed. Reg. at 16595. PCMA fails to explain why this shows that
sections 16.1(8)-(9), which prohibit exactly what CMS appears to have found
concerning, conflict with, regulate the same subject matter as, or otherwise frustrate
the purpose of any federal Medicare Part D standard. In support of its second reason,
PCMA merely cites to the statutory definition of “dispensing fees,” which refers to
“delivery” costs. See 42 C.F.R. 8 423.100. Again, PCMA fails to explain how this
shows that sections 16.1(8)-(9) are expressly or impliedly preempted by any federal
Medicare Part D standard.

Third, PCMA cites federal standards requiring plans to disclose certain
information to patients, see 42 U.S.C. 8 1395w-104(a)(1), or prohibiting plans from
prohibiting pharmacies from disclosing certain information to patients, see 42 U.S.C.
8§ 1395w-104(m). According to PCMA, these standards preempt section 16.1(7) and
the challenged portions of 16.1(5), both of which prohibit PBMs from prohibiting
pharmacies from disclosing certain information to patients. The defendants concede,
and we agree, that 42 U.S.C. § 1395w-104(m) regulates the same subject matter as
and therefore displaces section 16.1(7) and the challenged portions of section 16.1(5)
under Medicare Part D’s express preemption provision.

Fourth, PCMA argues that federal standards requiring PBMs to disclose
certain information to federal agencies, see, e.g., 42 C.F.R. 8 423.514(d), preempt
section 16.1(10), which requires PBMs to disclose certain basic information to
pharmacies upon request. As the district court pointed out, however, disclosures to
federal agencies constitute a distinct subject matter from disclosures to pharmacies.
See Tufte, 326 F. Supp. 3d at 896; cf. Lawson-Ross v. Great Lakes Higher Educ.
Corp., 955 F.3d 908, 917 (11th Cir. 2020) (holding that 20 U.S.C. § 1098g’s express
preemption of state “disclosure requirements” extends only to “the type of
disclosures to borrowers that [20 U.S.C.] 8 1083 requires”). Therefore, federal
standards such as 42 C.F.R. § 423.514(d) do not displace section 16.1(10) under
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Medicare Part D’s express preemption provision. And PCMA has offered no reason
to conclude that these standards impliedly preempt section 16.1(10), either.

Fifth, PCMA cites federal standards requiring plan sponsors to “have in place”
a “cost-effective drug utilization management program, including incentives to
reduce costs,” as well as “[qJuality assurance measures and systems to reduce
medication errors and adverse drug interactions and improve medication use.” See
42 U.S.C. §1395w-104(c)(1)(A)-(B). According to PCMA, these standards
preempt section 16.1(3), which requires PBMs to “utilize the electronic quality
improvement platform for plans and pharmacies or other unbiased nationally
recognized entity aiding in improving pharmacy performance measures” and limits
the performance-based fees that PBMs can charge pharmacies. We agree. Although
section 16.1(3) does not conflict with 42 U.S.C. § 1395w-104(c)(1)(A)-(B), it does
regulate the same subject matter; namely, quality-assurance measures and
performance incentives. Cf. Morrison, 328 P.3d at 1169-70 (holding that Medicare
Part C standards regarding, inter alia, “quality improvement programs” regulate the
same conduct as and thus preempt state “quality assurance” requirements).
Therefore, 42 U.S.C. § 1395w-104(c)(1)(A)-(B) displaces section 16.1(3) under
Medicare Part D’s express preemption provision.

Sixth, PCMA reiterates its argument that 42 U.S.C. § 1395w-104(b)(1)(A)
preempts sections 16.1(11) and 16.2(4). This argument fails for the reasons
explained in Section IV.B.1, supra.

Seventh, PCMA argues that federal standards governing the collection of
retroactive fees from pharmacies, e.g., 42 C.F.R. § 423.464(f)(6), preempt section
16.1(2), which provides:

A pharmacy benefits manager or third-party payer may not directly or
indirectly charge or hold a pharmacy responsible for a fee related to a
claim:

a. That is not apparent at the time of claim processing;
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b. That is not reported on the remittance advice of an adjudicated
claim; or

c. After the initial claim is adjudicated at the point of sale.

The defendants concede that section 16.1(2)(c) is preempted because it prohibits
retroactive fees. But they maintain that sections 16.1(2)(a)-(b) are not preempted
because they concern only the disclosure of fees, not the timing of fees. We disagree.
The defendants fail to explain how the retroactive fees contemplated by federal
regulations will typically be “apparent at the time of claim processing” and available
to be “reported on the remittance advice of an adjudicated claim.” See § 16.1(2); cf.
42 C.F.R. §423.100 (contemplating the imposition of fees that “cannot reasonably
be determined at the point-of-sale”). Because they encroach on territory covered by
federal standards, not only section 16.1(2)(c) but also sections 16.1(2)(a)-(b) are
preempted under Medicare Part D’s express preemption provision.

Eighth, PCMA argues that federal regulations regarding copayments, see, e.g.,
42 C.F.R. §423.104(d)(2)(i)-(ii) (regulating copayment amounts), preempt the
challenged portions of section 16.1(4), which prevent PBMs from clawing back
copayments from pharmacies. As the district court noted, however, PCMA has not
identified a federal standard that governs who is entitled to keep a copayment. See
Tufte, 326 F. Supp. 3d at 895. Therefore, PCMA has failed to show that the
challenged portions of section 16.1(4) fall within the scope of Medicare Part D’s
express preemption provision. Nor has PCMA offered any reason to conclude that
the challenged portions of section 16.1(4) are impliedly preempted.

Ninth, PCMA suggests in passing that section 16.2(3), which addresses
certain conflicts of interest that PBMs might have, is preempted because some
federal regulations also address potential conflicts of interest, see, e.g., 42 C.F.R.
8§ 423.504(b)(4)(vi)(G). Because the regulations that PCMA cites address different
kinds of conflicts of interest, they do not displace section 16.2(3) under Medicare
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Part D’s express preemption provision. And PCMA has offered no reason to
conclude that the regulations that it cites impliedly preempt section 16.2(3), either.

V.

For the foregoing reasons, we affirm the district court’s judgment that none
of the challenged provisions is preempted as applied to ERISA plans; we affirm the
district court’s judgment that section 16.2(2) is preempted as applied to Medicare
Part D plans; we reverse the district court’s judgment that section 16.1(2), section
16.1(3), the challenged portions of section 16.1(5), and section 16.1(7) are not
preempted as applied to Medicare Part D plans; and we affirm the district court’s
judgment that sections 16.1(8), 16.1(9), 16.1(10), 16.1(11), 16.2(3), 16.2(4), and
16.2(5), as well as the challenged portions of section 16.1(4), are not preempted as
applied to Medicare Part D plans.
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