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SUMMARY

The United States District Court for the District of Hawai‘i denied AstraZeneca Pharmaceuticals LP’s

motion for a preliminary injunction against enforcement of Hawai‘i Act 143. The court concluded that

AstraZeneca had not shown a likelihood of success, or serious questions going to the merits, on its

claims that Act 143 was preempted by the federal Section 340B drug-pricing program or federal patent

law. The order addresses whether Act 143 regulates drug pricing or delivery conditions and applies the

federal preliminary-injunction standard.
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AstraZeneca sought a preliminary injunction against enforcement of
Hawai‘i Act 143 while pursuing federal preemption claims. The court
denied the motion; the State’s motion to dismiss remained pending for

resolution by separate order.

A preliminary injunction requires a clear showing of a likelihood of
success on the merits, or at least serious questions going to the merits,
a likelihood of irreparable harm, a favorable balance of equities, and
consistency with the public interest. Likelihood of success is a
threshold and most important inquiry; failure to satisfy it permits

denial without reaching the remaining factors.
Nonprecedential district-court interlocutory order
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QUESTIONS PRESENTED

1. Whether AstraZeneca was entitled to a preliminary injunction based on its claim that Hawai‘i Act 143 is

preempted by Section 340B through obstacle or purposes-and-objectives preemption.
2. Whether the presumption against preemption applies to Act 143.
3. Whether Act 143 regulates drug pricing rather than delivery conditions.

4. Whether Act 143 is preempted under intergovernmental-immunity principles as a direct regulation of

federal contractors.

5. Whether Act 143 is preempted by federal patent law because it allegedly diminishes the economic

rewards or incentives associated with AstraZeneca’s patents.

HOLDINGS

1. AstraZeneca was not entitled to a preliminary injunction because it failed to demonstrate a likelihood of

success on the merits or serious questions going to the merits of its preemption claims.

2. At the preliminary-injunction stage, Act 143 is properly characterized as regulating delivery and

availability of 340B drugs, not the federally established price of those drugs.

3. The presumption against preemption applies to Act 143 because the statute regulates drug delivery and
access in an area involving traditional state public-health and safety powers, even though it operates

only within the Section 340B program.

4. AstraZeneca failed to show a likelihood of success or serious questions that Act 143 is an obstacle to the
purposes and objectives of Section 340B.

5. AstraZeneca failed to show that Act 143 is preempted by federal patent law because the statute regulates
commercial delivery terms without authorizing copying, compulsory licensing, or interference with the
patent holder’s exclusionary right.

KEY QUOTATIONS

“A preliminary injunction is an extraordinary form of relief, which a court may not lightly grant.”
(Conclusion, PagelD.1041)

“In short, price governs the economic terms of exchange; delivery governs access.” (Discussion Part A)

“The bottom line is that “congressional and regulatory silence usually defeats a claim of preemption, not the

other way around.”” (Discussion Part C.2)



“Patent law protects the right to exclude others from making or selling the invention; it does not police profit

margins or insulate patentees from downstream financial effects of regulation.” (Discussion Part D)

FACTUAL BACKGROUND

Section 340B of the Public Health Service Act requires participating drug manufacturers to offer covered
outpatient drugs to qualifying covered entities at or below statutory ceiling prices. After HRSA expanded
contract-pharmacy arrangements and manufacturers began imposing restrictions on delivery of 340B drugs
through contract pharmacies, Hawai‘i enacted Act 143, which prohibits manufacturers from denying, restricting,
or prohibiting acquisition, shipping, or delivery of 340B drugs to authorized contract pharmacies. AstraZeneca
maintained restrictions on contract-pharmacy shipments and argued that Act 143 was preempted by Section
340B and federal patent law.

PROCEDURAL HISTORY

AstraZeneca filed an action challenging Hawai‘i Act 143 on federal preemption, Contracts Clause, and Takings
Clause grounds. It moved for a preliminary injunction limited to its preemption claims. After permitting limited
expedited discovery and supplemental briefing, the court held a hearing on February 9, 2026, and denied
preliminary relief because AstraZeneca failed to show a likelihood of success on the merits or serious questions
going to the merits.
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