UNITED STATES DISTRICT COURT

DISTRICT OF SOUTH DAKOTA

ABBVIE INC,, A DELAWARE
CORPORATION; ALLERGAN, INC., A
DELAWARE CORPORATION; DURATA
THERAPEUTICS, INC., A DELAWARE
CORPORATION; ABBVIE PRODUCTS LLC,
A  GEORGIA LIMITED  LIABILITY
COMPANY; PHARMACYCLICS LLC, A
DELAWARE LIMITED LIABILITY
COMPANY; AND ALLERGAN SALES, LLC,
A DELAWARE LIMITED LIABILITY
COMPANY;

Plaintiffs,

VS.

MARTY JACKLEY, IN HIS OFFICIAL
CAPACITY AS ATTORNEY GENERAL OF
THE STATE OF SOUTH DAKOTA; AND
LARRY D. DEITER, IN HIS OFFICIAL
CAPACITY AS DIRECTOR OF THE SOUTH
DAKOTA DIVISION OF INSURANCE;

Defendants.

3:25-CV-03006-RAL

OPINION AND ORDER GRANTING
MOTIONS TO DISMISS

PHARMACEUTICAL RESEARCH AND
MANUFACTURERS OF AMERICA,

Plaintiff,
Vs.

MARTY JACKLEY, IN HIS OFFICIAL
CAPACITY AS ATTORNEY GENERAL OF
THE STATE OF SOUTH DAKOTA; AND
LARRY D. DEITER, IN HIS OFFICIAL
CAPACITY AS DIRECTOR OF THE SOUTH
DAKOTA DIVISION OF INSURANCE;

Defendants.

3:25-CV-03021-RAL




ASTRAZENECA PHARMACEUTICALS LP, 4:25-CV-04156-RAL
Plaintiff,
vs.

MARTY J. JACKLEY, IN HIS OFFICIAL
CAPACITY AS THE ATTORNEY GENERAL
OF SOUTH DAKOTA; AND LARRY D.
DEITER, IN HIS OFFICIAL CAPACITY AS
DIRECTOR OF THE SOUTH DAKOTA
DIVISION OF INSURANCE;

Defendants.

Before this Court are motions to dismiss the Complaints in three consolidated cases:

AbbVie. Inc. et al. v. Jackley et al., Case No. 3:25-cv-03006-RAL; AstraZeneca Pharms. LP v.

Jackley et al., Case No. 4:25-cv-04156-RAL; and Pharm. Rsch. & Mfrs. of Am. (PhRMA) v.

Jackley et al., Case No. 3:25-cv-03021-RAL. Plaintiffs in these cases raise various challenges to
South Dakota Senate Bill 154 (S.B. 154). Defendants Marty Jackley, in his official capacity as
Attorney General of the State of South Dakota (Jackley), and Larry D. Deiter, in his official
capacity as Director of the South Dakota Division of Insurance (Deiter), filed the motions to
dismiss, which Plaintiffs oppose. Doc. 40 in 3:25-cv-03006-RAL; Doc. 26 in 4:25-cv-04156-
RAL; Doc. 22 in 3:25-cv-03021-RAL. This Court conducted a hearing on March 27, 2026, on the
motions to dismiss.! Because S.B. 154 does not function as a price regulation and is not federally
preempted or otherwise unconstitutional or illicit, Plaintiffs have failed to state a claim, and the

motions to dismiss are granted.

| Following this hearing, the United States Court of Appeals for the Eighth Circuit published its
opinion in Novartis Pharmaceuticals Corp. V. Hanaway, 180 F.4th 1097 (8th Cir. 2026), which
addressed several issues present in this case.




I. Facts Plead and of Public Record
These three cases relate to pharmaceuticals subject to the federal 340B program, which
Congress created to address in part the challenges that under-resourced healthcare facilities
primarily serving low-income communities face across the country. A brief history of the 340B
Program and the various federal and state laws at issue as set forth in the Complaint and case law
suffices here.
In 1992, Congress enacted § 340B of the Public Health Service Act, 42 1.8.C. § 256b.

Astra USA. Inc. v. Santa Clara Cnty., 563 U.S. 110, 113 (2011). The 340B program “imposes

ceilings on prices drug manufacturers may charge for medications sold to specified health-care
facilities[, . . .] called 340B’ or ‘covered’ entities, [which] include public hospitals and community
health centers, many of them providers of safety-net services to the poor.” 1d.; see also Doc. 37
934 in 3:25-cv-3006-RAL; Doc. 16 7 1 in 4:25-cv-4156-RAL; Doc. 1-1 912 in 3:25-cv-3021-
RAL. The 340B program is supposed to help covered entities care for their typically low-income
and rural patients in two ways: “First, it gives them extra revenue from serving insured patients:
they turn a profit when insurance companies reimburse them at full price for drugs that they bought
at the 340B discount. Second, it enables them to give uninsured patients drugs at little or no cost.”

Sanofi Aventis U.S. LLC v. U.S. Dep’t of Health & Hum. Servs., 58 F.4th 696, 699 (3d Cir. 2023).

However, “[e]ven though covered entities can obtain large quantities of 340B drugs at little cost,
covered entities are not required to pass the discounts on to patients through free or subsidized
medication,” and “[i]nstead, Congress envisioned that covered entities would use 340B savings
‘to stretch scarce Federal resources as far as possible, reaching more eligible patients and providing
more comprehensive services.”” Hanaway, 180 F.4th at 1102 (first citing Notice Regarding

Section 602 of the Veterans Health Care Act of 1992; Contract Pharmacy Services, 61 Fed. Reg.




43,549, 43,551 (Aug. 23, 1996); and then quoting H.R. Rep. No. 102-3 84(II), at 12 (102nd Cong.,
2d Sess. 1992)).

The 340B program is voluntary and administered by the Health Resources and Services
Administration (HRSA), which is part of the United States Department of Health and Human
Services (HHS). Id. at *1; Astra USA, Inc., 563 U.S. at 113; see also 42 U.S.C. § 256b(d). “Drug
manufacturers opt into the 340B Program by signing a form Pharmaceutical Pricing Agreement

(PPA) used nationwide.” Astra USA, Inc., 563 U.S. at 113. Under the 340B Program, “[i]f drug

manufacturers agree to make a bona fide offer to sell certain drugs at 340B prices to covered
entities, those drugs would also be eligible for reimbursements under Medicare Part B and the
federal share of Medicaid.” Doc. 1-1 § 13 in 3:25-cv-3021-RAL (emphasis omitted). The
agreements between manufacturers and the federal government set a “ceiling price” “fixed by a
statutory formula” as the amount to be paid to the manufacturer for the covered drugs sold to

covered entities. See Novartis Pharms. Corp. v. Johnson, 102 F.4th 452, 456 (D.C. Cir. 2024)

(citing 42 U.S.C. §§ 256b(a)(2), 1396r-8(c)); 42 C.F.R. § 10.10(b) (setting the ceiling price at
$0.01 when the formula results in a price less than $0.01). “In exchange for offering 340B drugs
to covered entities at these steep discounts, drug manufacturers receive access to lucrative
Medicare and Medicaid markets.” Hanaway, 180 F.4th at 1102 (citing 42 U.S.C. § 1396r-8(a)(1),
(5)); see also Doc. 37 7 36 in 3:25-cv-3006-RAL.

The 340B Program limits the recipients eligible to receive drugs at the 340B ceiling price
and disallows multiple discounts on the same drug. Id. at *1-2; Novartis, 102 F.4th at 456. First,
Section 340B defines covered entities to include only healthcare providers “such as black lung
clinics, rural referral centers, and hospitals that primarily serve low-income patients.” Novartis,

102 F.4th at 456 (citing 42 U.S.C. § 256b(a)(4)). Second, the statute protects manufacturers from




having to sell discounted drugs outside of the terms agreed to in the PPA by prohibiting both
«diversion,’ which occurs when covered entities ‘resell or otherwise transfer the drug to a person
who is not a patient of the entity,”” and “duplicate discounts,” which disallows “covered entities
from receiving the section 340B discount on drugs also subject to a Medicaid rebate.” Id. (citing
42 U.S.C. §§ 256b(a)(5)(B), 256b(a)(3)(A)(1))-

To ensure compliance, Section 340B provides an enforcement and remedial scheme. Id.;

Astra USA, Inc., 563 U.S. at 115-16. If HHS determines that a manufacturer has breached its

obligations under the 340B Program, HHS can terminate the PPA and remove the manufacturer
from the Program. Doc. 1-1 § 70 in 3:25-cv-3021-RAL (citing 42 U.S.C. § 1396r-8(b)(4)(B)(V);
61 Fed. Reg. 65,406, 65,412-13 (Dec. 12, 1996)). Likewise, under 42 U.S.C. § 256b(a)(5)(C),
either the HHS Secretary or a manufacturer may initiate an audit of a covered entity. Novartis,
102 F.4th at 456. “If the Secretary finds that a covered entity engaged in diversion or accepted
duplicate discounts, the manufacturer may recover damages from the covered entity in
administrative proceedings . . . [and] may impose further penalties for intentional or systematic
diversion.” Id. (first citing 42 US.C. § 256b(a)(5)(D); and then citing 42 U.S.C.
§ 256b(d)(2)(B)(V))-

Although HHS has limited rulemaking authority under Section 340B, regulations
promulgated by HHS establish an administrative process for the resolution of both covered entities
and manufacturers’ claims of 340B Program violations; a manufacturer is required to “conduct an
audit of a covered entity pursuant to subsection (a)(5)}(C) as a prerequisite to initiating
administrative dispute resolution proceedings against a covered entity.” 42 US.C.

§§ 256b(d)(3)(A), 256b(d)(3)(B)(iv); see also AstraZeneca Pharms. LP v. Lopez, No. 25-00369,

2026 WL 497141, at *2 (D. Haw. Feb. 23, 2026) (highlighting that HHS’s “rulemaking authority




is limited to specific subjects, including the administrative dispute resolution (ADR) process, drug-
pricing methodology, and monetary sanctions for violations”). Additionally, “a manufacturer may
only initiate an audit when it can point to ‘documentation which indicates that there is reasonable
cause,” with ‘reasonable cause’ defined to mean ‘that a reasonable person could believe that a
covered entity may have violated’ the prohibitions on diversion or duplicate discounting.” Doc.
16 9 25 in 4:25-cv-4156-RAL (quoting 61 Fed. Reg. 65,406, 65,409 (Dec. 12, 1996)).

During the initial years of the 340B Program, many covered entities did not have in-house
pharmacies, so they contracted with outside pharmacies, which would then directly receive the
340B drugs that the covered entities had ordered and paid for at the 340B ceiling price. Sanofi, 58
F.4th at 700. HHS expressly “allowed covered entities to partner with third-party contract
pharmacies to distribute 340B drugs on the covered entity’s behalf.” Hanaway, 180 F.4th at 1103
(citing Final Notice Regarding Section 602 of the Veterans Health Care Act of 1992 Entity
Guidelines, 59 Fed. Reg. 25,110, 25,113 (May 13, 1994) (permitting covered entities to use
“purchasing agents”)). Covered entities use contract pharmacies in large part because “building
or maintaining a pharmacy is cost-prohibitive for many covered entities,” and the use of contract
pharmacies “has allowed for drug dispensation closer to where low-income patients reside.”

Pharm. Rsch. & Mfrs. of Am. (PhRMA) v. McClain, 95 F.4th 1136, 1139 (8th Cir. 2024), cert.

denied, 145 S. Ct. 768 (2024). Contract pharmacies act as the covered entities” agent, and although
“[t]he covered entity purchases the medication from the manufacturer and directs that the
medication be delivered to the pharmacy,” “[c]ontract pharmacies do not purchase the medication
and title to the medication remains with the covered entity.” Hanaway, 180 F.4th at 1103 (citing

61 Fed. Reg. at 43,554, 43,553, 43,552).




Despite lacking broad rulemaking authority, HHS may issue non-binding guidance on the

340B Program. AbbVie Inc. v. Skrmetti, No. 3:25-CV-00519, 2026 WL 542712, at *2 M.D.

Tenn. Feb. 26, 2026) (citing Novartis, 102 F.4th at 456). In 1996, HHS issued guidance allowing

covered entities to contract with one outside pharmacy each. 61 Fed. Reg. 43,549 (Aug. 23, 1996).
HHS changed course in 2010 and “issued new guidance, saying that covered entities could use an
unlimited number of contract pharmacies,” which in turn increased covered entities’ use of
contract pharmacies twentyfold. Sanofi, 58 F.4th at 700 (citing 75 Fed. Reg. 10,272 (Mar. 5,
2010)); Novartis, 102 F.4th at 457 (referring to Government Accountability Office Report No. 20-
212 to note that the number of covered entities increased from about 9,700 to 13,000 locations
between 2010 and 2019, while participating contract pharmacies increased from about 1,300 to
23,000 with Walgreens and CVS accounting for most of the market). 2

All Plaintiffs allege that the increased use of contract pharmacies led to the rise of the
“replenishment model.” Doc. 37 f 61-65 in 3:25-¢v-3006-RAL; Doc. 16 99 3347 in 4:25-cv-
4156-RAL; Doc. 1-1 9 88-91 in 3:25-cv-3021-RAL. Under the replenishment model, Plaintiffs
allege contract pharmacies effectively comingle their stock of discounted drugs under the 340B
Program with drugs they acquire at market rates and fill all prescriptions alike whether for patients
of covered entities or non-covered entities. Doc. 37 ] 62 in 3:25-cv-3006-RAL; Doc. 16 32 in
4:25-cv-4156-RAL; Doc. 1-1 9 88 in 3:25-cv-3021-RAL. Contract pharmacies subsequently

determine which of the prescriptions were 340B eligible using a “black box algorithm.” Doc. 37

2 Gee also Hanaway, 180 F.4th at 1103 (“After the issuance of the 2010 guidance, covered entities
saw a significant arbitrage opportunity. Without the single-contract-pharmacy restriction, covered
entities could partner with multiple contract pharmacies without regard to geographic proximity
and maximize their distribution of 340B drugs. By increasing the volume of 340B drugs purchased
at the ceiling price and sold to patients at full retail price, covered entities could maximize the
profits available through the 340B Program.”).




99 62-64 in 3:25-cv-3006-RAL; Doc. 16 32 in 4:25-cv-4156-RAL; Doc. 1-1 § 89 in 3:25-cv-
3021-RAL. “Many pharmacies outsource this determination to third-party administrators, who
often receive a larger fee for every prescription deemed eligible for the discount.” Novartis, 102
F.4th at 457.° Following the determination of 340B prescriptions, the covered entity will order
additional quantities of the drug at the 340B ceiling price and direct the manufacturer to replenish
the contract pharmacy’s inventory on the covered entity’s behalf. Doc. 37 Y 62—64 in 3:25-cv-
3006-RAL; Doc. 16 932 in 4:25-cv-4156-RAL; Doc. 1-1 89 in 3:25-cv-3021-RAL. The
pharmacy, the covered entity, and third-party administrator all have “a financial incentive to
catalog as many prescriptions as possible as eligible for the discount” because they “often divvy
up the spread between the discounted price and the higher insurance reimbursement rate.”

Novartis, 102 F.4th at 457-58.* Plaintiffs allege that “[t]he replenishment model results in

3 The D.C. Circuit provided illustrations of potential abuses leading to unlawful diversion and
duplicate discounts:

As to diversion, the concern is that pharmacies rely on manipulable algorithms to
code whether prescriptions warrant the discount. For example, suppose a physician
practices at a covered entity and somewhere else. The physician writes a
prescription for a patient of his private practice. Yet the contract pharmacy,
connecting the physician to the covered entity, classifies the prescription as eligible
for the discount. As for duplicate discounts, the Inspector General found that some
contract pharmacies do not track and exclude 340B-eligible prescriptions from
Medicaid rebate claims, leading to impermissible duplication.

Novartis, 102 F.4th at 458 (citing S. Wright, Off. of the Inspector Gen., OEI-05-13-00431,
Memorandum Report: Contract Pharmacy Arrangements in the 340B Program 10, 13 (2014)).

* The court in Novartis cited one source that estimates that covered purchases under the 340B
Program rose from $6.9 billion in 2012 to $24.3 billion by 2018. Novartis, 102 F.4th at 457 (citing
A. Fein, Exclusive: 340B Program Purchases Reach $24.3 Billion—7%+ of the Pharma Market—
as Hospitals’ Charity Care Flatlines, Drug Channels (May 14, 2019)). In oral argument, AbbVie’s
counsel called 340B pricing under the PPA “confiscatory.” Without doubt, Plaintiffs have a strong
financial incentive to sell drugs at market rather than 340B PPA pricing, while covered entities
and their contract pharmacies have the inverse incentive.




diversion, which the federal statute forbids,” and makes it difficult to determine whether some
drugs are subject to duplicate discounts as manufacturers typically do not have access to claims
data for the individual prescriptions. See Doc. 37 § 147 in 3:25-cv-3006-RAL; Doc. 16 9 45, 70—
72 in 4:25-cv-4156-RAL (noting “requests by manufacturers for participants in the system
(including covered entities and contract pharmacies) to provide the necessary information on a
voluntary basis have been consistently spurned”); Doc. 1-1 103 in 3:25-cv-3021-RAL.
AstraZeneca additionally alleges that some large pharmacies are engaging in a more
“brazen” iteration of the replenishment model, called “credit replenishment”:
Under this approach, the contract pharmacy’s inventory is “virtually replenished”
through a paper fiction—namely, by recharacterizing the prior transaction to make
it appear as if the previously dispensed unit had been bought at the 340B price
originally. To do so, the wholesaler simply credits the contract pharmacy for the
commercial price; charges the 340B price to the covered entity; and then requests
a refund from the manufacturer for the difference between the wholesale and 340B
prices.
Doc. 16 36 in 4:25-cv-4156-RAL.°

Drug manufacturers raised concerns that contract pharmacies were diverting 340B drugs

to ineligible patients and obscuring claims data, which drug manufacturers asserted were “driving

5 The 340B Program is meant to function in a way that allows the covered entities to use savings
from the 340B Program to help fund its work in underserved communities. See Doc. 34 at 14-16
in 3:25-cv-3006-RAL (describing programs subsidized by savings from the 340B Program in
South Dakota); Am. Hosp. Ass’n v. Becerra, 596 U.S. 724, 730 (2022) (noting that 340B “hospitals
claimed that Members of Congress not only were aware, but actually intended for the 340B
program’s drug reimbursements to subsidize other services provided by 340B hospitals™). This is
in part because “340B hospitals perform valuable services for low-income and rural communities
but have to rely on limited federal funding for support.” Becerra, 596 U.S. at 738. Defendants
claim for instance that Sanford Health of South Dakota utilizes 340B cost savings to support vital
programs such as assistance with medication costs, rural clinics and outreach, emergency air
transportation, mobile mammogram clinics, and suicide prevention services. Doc. 23 at 10 in 3:25-
cv-3021-RAL. Such a claim is outside of the well-pleaded allegations of the Plaintiffs and whether
the 340B Program functions properly in South Dakota, or through Sanford Health as a covered
entity, is outside the legal issues presented in the motions to dismiss.
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up duplicate discounting and diversion.” Sanofi, 58 F.4th at 700. AbbVie alleges that “[i]n recent
years, commercial contract pharmacies have earned annually over $3.3 billion in ‘spread.”” Doc.

37 942 in 3:25-cv-3006-RAL (citing Eric Percher et al., Nephron Rsch. LLC, The 340B Program

Reaches a Tipping Point: Sizing Profit Flows and Potential Disruption 3, 30, 31 (2020)).

Manufacturers then began to adopt policies that limited covered entities’ use of contract
pharmacies. See Sanofi, 58 F.4th at 700-01 (summarizing drug manufacturers’ distribution
policies); Skrmetti, 2026 WL 542712, at *3; Doc. 16 9 67, 73 in 4:25-cv-4156-RAL. But see
McClain, 95 F.4th at 1139 (noting that some of these policies “caused covered entities dependent
on contract pharmacies to become unable to serve patients in need”). é

HHS responded by releasing “an Advisory Opinion declaring that Section 340B

unambiguously requires drug makers to deliver 340B drugs to an unlimited number of contract

pharmacies.” Sanofi, 58 F.4th at 701 (citing HHS Off. Gen. Couns., Advisory Opinion 20-06 on

Contract Pharmacies Under the 340B Program (Dec. 30, 2020)). Drug manufacturers successfully

challenged this Advisory Opinion in the Third Circuit and D.C. Circuit, both of which upheld the
drug manufacturers’ limitations on contract pharmacies as lawful under the 340B statute. Sanofi,
58 F.4th at 706 (“These three drug makers’ restrictions on delivery to contract pharmacies do not
violate Section 340B. And we will enjoin HHS from enforcing against them its reading of Section
340B as requiring delivery of discounted drugs to an unlimited number of contract pharmacies.”);

Novartis, 102 F.4th at 460-61.

6 Amici submit that since manufacturers have begun limiting the use of contract pharmacies, Fall
River Health Services, a covered entity in Hot Springs, South Dakota, “has lost a substantial
majority of its 340B program savings [73%] . . . . forcing it to eliminate or reduce services that had
been supported by 340B program savings—including eliminating its surgery department and
reducing its psychiatry services.” Doc. 34 at 16 in 3:25-cv-3006-RAL. Whether such dire
consequences result from restricting use of contract pharmacies for the 340B Program drugs is
outside the legal issues framed by the motions to dismiss.

10




In the wake of Sanofi and Novartis, many state legislatures—South Dakota included—

passed laws implementing the kind of requirements that the HHS sought to impose upon drug
manufacturers in its Advisory Opinion to “prohibit[] manufacturers from limiting covered entities’
ability to contract with outside pharmacies.” See McClain, 95 F.4th at 1139 (summarizing
Arkansas Act 1103).” Like many of its peer states, South Dakota adopted in S.B. 154 a law
limiting restrictions drug manufacturers could impose on delivery of 340B drugs. S.B. 154
provides in part that

[a] pharmaceutical manufacturer may not, directly or indirectly, deny, restrict, or

prohibit the acquisition of a 340B drug or the delivery of a 340B drug to a location

that is authorized to receive the drug by a 340B entity or pharmacy, unless receipt

of the 340B drug is prohibited by federal law.

Nothing in this section requires a pharmaceutical manufacturer to provide a 340B
drug price discount to a pharmacy.

Nothing in this section prohibits a pharmaceutical manufacturer from limiting
distribution of a drug in accordance with 21 U.S.C. § 355-1 (January 1, 2025).

" The Eighth Circuit recently tallied twenty-two states as having passed a statute like S.B. 154.

These 22 States are: Arkansas (Ark. Code Ann. § 23-92-604(c)); Colorado (Colo.
Rev. Stat. § 6-29-105(1)(a)); Hawaii (Haw. Rev. Stat. § 481N-2(a)); Illinois (H.B.
2371 (104th Gen. Assemb. 2026)); Louisiana (La. Stat. Ann. § 40:2884(A)); Maine
(Me. Stat. tit. 24-A, § 7753(1)); Maryland (Md. Code Ann., Health Occ. § 12-6C-
09.1(c)(1)); Minnesota (Minn. Stat. § 62J.96(1)); Mississippi (Miss. Code Ann. §
41-149-7(1)); Missouri (Mo. Rev. Stat. 376.414.2); Nebraska (Neb. Rev. Stat. § 44-
4620(1)); New Mexico (N.M. Stat. Ann. § 26-1-27(B)(1)); North Dakota (N.D.
Cent. Code § 43-15.3-08(3)(b)(1)); Oklahoma (Okla. Stat. tit. 36, § 5403(A));
Oregon (Or. Rev. Stat. § 689.818(2)(a)); Rhode Island (5 R.I. Gen. Laws § 5-19.3-
5(a)); South Dakota (S.D. Codified Laws § 58-29G-2); Tennessee (Tenn. Code
Ann. § 47-18-136(c)); Utah (Utah Code Ann. § 31A-46-311(2)(a)); Vermont (Vt.
Stat. Ann. tit. 18, § 4682(a)); Washington (2026 Wash. Sess. Laws Ch. 227, § 3(1));
and West Virginia (W. Va. Code § 60A-8-6a(b)(1)).

Hanaway, 180 F.4th at 1105 n.5. See also Doc. 59 at 4 n.4 in 3:25-cv-3006-RAL (listing

similar state statutes at the time of filing). Many of these statutes have been challenged in
federal court. See infra Footnote 9.
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SDCL § 58-29G-2. In another section, S.B. 154 prohibits drug manufacturers from requiring a
covered entity or pharmacy “to submit any claim or utilization data, as a condition for allowing
the acquisition of a 340B drug by, or delivery of a 340B drug to, a 340B entity, unless the claim
or utilization data sharing is required by federal law.” Id. § 58-29G-3. If a manufacturer violates
any of these provisions, S.B. 154 allows a 340B entity or pharmacy to file a civil action requesting
injunctive relief, damages, and attorneys’ fees and costs. Id. § 58-29G-4. The statute also provides
that, where the state has jurisdiction, it may initiate criminal and civil cases pursuant to the state’s

deceptive trade practices statute. Id. §§ 15-7-2, 37-24-6(17), 37-24-23, 37-24-26, 37-24-27, 37-

24-29; see also Doc. 1-1 Y 134-35 in 3:25-cv-3021-RAL. However, S.B. 154 does not prohibit
“a pharmaceutical manufacturer from conducting an audit of a 340B entity, in accordance with 42
U.S.C. § 256b(a)(5)(C) (January 1, 2025).” SDCL § 58-29G-3.

Drug manufacturers, including AbbVie and AstraZeneca, as well as the trade association
PhRMA, have challenged the constitutionality of these state laws across the country, although

much of this litigation has so far proven unsuccessful.® The circuit courts of appeal to have decided

3 See Novartis Pharms. Corp. v. Brown, No. 1:24-cv-1557-MJM (D. Md. Sept. 5, 2024) (denying
preliminary injunction as to Maryland law in consolidated cases Novartis Pharmaceutical Corp. v.
Brown, Civ. No. MIM-24-1557; PhRMA v. Brown, Civ. No. MJM-24-1631; AbbVie Inc. v.
Brown, Civ. No. MJM-24-1816; and AstraZeneca v. Brown, Civ. No. MJM-24-1868), vacated and
remanded, AbbVie Inc. v. Brown, No. 24-1939, 2026 WL 1005576 (4th Cir. Apr. 14, 2026), reh’g
en_banc granted, 176 F.4th 830 (4th Cir. 2026); AbbVie Inc. v. Neronha, No. 1:25-cv-00388
(D.R.I. Sept. 30, 2025) (denying preliminary injunction as to Rhode Island law); AbbVie Inc. v.
Frey, Nos. 1:25-cv-00407, 1:25-cv-00416, 2025 WL 2813787 (D. Me. Sept. 23, 2025) (same as to
Maine law); AstraZeneca Pharms. LP v. Fitch, 766 F. Supp. 3d 657 (S.D. Miss. 2024) (same as to
Mississippi law); Novartis Pharms. Corp. v. Fitch, 738 F. Supp. 3d 737 (S.D. Miss. 2024) (same);
AbbVie Inc. v. Skrmetti, No. 3:25-cv-00519, 2025 WL 1805271 (M.D. Tenn. June 30, 2025) (same
as to Tennessee law); Novartis Pharms. Corp. v. Bailey, No. 2:24-CV-04131, 2025 WL 595189
(W.D. Mo. Feb. 24, 2025) (same as to Missouri law), aff’d, Hanaway, 180 F.4th 1097 (affirming
district court’s denial of preliminary injunction concluding pharmaceutical company was unlikely
to prevail on the merits of its dormant Commerce Clause and preemption claims); Novartis
Pharms. Corp. v. Bailey, No. 2:24-CV-04131, 2025 WL 489881 (W.D. Mo. Feb. 13, 2025)
(granting in part and denying in part motion to dismiss); AstraZeneca Pharms. LP v. Bailey, No.
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