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While prescription drug costs remain a major concern of American 

voters,[1] the public debate has focused largely on federal initiatives. The 

Trump administration has made drug pricing a centerpiece of its health care 

agenda, and key congressional leaders from both parties have introduced 

competing legislation.[2] However, thus far, few consequential policies have 

been implemented at the federal level.[3] 

 

A different picture emerges at the state level where, over the past few 

years, state governors and legislatures have been quietly leading the 

charge on drug pricing initiatives. In 2019 alone, state legislators 

introduced roughly 300 drug pricing bills, and 37 states enacted at least 

one such bill.[4] State drug pricing laws take a variety of forms, ranging 

from importation to rate setting to price transparency. 

 

While states have pressed forward with creative and targeted initiatives 

aimed at reducing drug costs, constitutional and federal authority often 

impedes their ability to implement fully the reforms they seek. This article 

will examine various state efforts to control drug prices and the 

constitutional and federal limits on those reforms. 

 

State Efforts to Regulate Drug Prices and Industry Challenges 

 

States seeking to lower drug prices within the state most directly have sought to regulate 

what drug manufacturers may lawfully charge within state borders. States’ authority to 

directly regulate prescription drug prices, however, is limited by constitutional theories of 

federal preemption and the dormant commerce clause. 

 

Brand Drug Price Controls Confront Federal Preemption Challenges 

 

One impediment to state drug pricing initiatives has been the Constitution’s supremacy 

clause and the concept of federal preemption. A legal challenge to a District of Columbia law 

is illustrative. In 2005, the district enacted a law that prohibited manufacturers from 

charging an excessive price for patented prescription drugs.[5] 

 

The Pharmaceutical Research and Manufacturers of America and the Biotechnology 

Innovation Organization sued the district, arguing that the district’s law created a conflict 

with federal patent law and, therefore, was preempted under the supremacy clause of the 

Constitution.[6] The supremacy clause establishes that federal constitutional and statutory 

laws take precedence over state laws.[7] 

 

The plaintiffs asserted that under federal patent law, holders of patents are entitled not only 

to the “exclusive right to use and sell a patented product,” but also to “the right to sell the 

product at the market price that exclusivity permits.”[8] 
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They claimed that by limiting the price drug makers could set for patented products, the 

district’s excessive price legislation “stands as an obstacle to the accomplishment and 

execution of Congress’s objectives in the patent system.”[9] When state laws conflict with, 

or thwart the purpose of, federal laws, the Constitution’s supremacy clause requires that the 

state law yield to the federal law. 

 

The Federal Circuit agreed with the plaintiffs and invalidated the statute.[10] The court 

noted that through federal patent law, Congress seeks to incentivize innovation by providing 

the patent holder with the right to higher profits during a certain period of exclusivity.[11] 

 

By limiting the right of patent holders to charge the prices they desire during the period of 

exclusivity, the district’s statute would diminish the value of a patent, as determined by 

Congress. Since the district effectively sought “to change federal patent policy within its 

borders,” the Federal Circuit concluded that the district’s law would frustrate the purposes of 

federal patent law.[12] 

 

Generic Drug Price Controls Meet Dormant Commerce Clause Challenges 

 

State reforms also have encountered constitutional challenges under the commerce 

clause.[13] In 2017, the Maryland legislature enacted a statute that prohibited 

“unconscionable increase[s]” in the prices for essential off-patent or generic drugs.[14] 

Maryland excluded patented drugs from the law’s scope to avoid the federal preemption 

issues that had doomed the district’s price regulation statute. This time, however, the 

generic drug industry association sued, challenging the law under the dormant commerce 

clause.[15] 

 

The commerce clause expressly grants Congress the authority to regulate interstate 

commerce and, under U.S. Supreme Court precedent, implicitly prohibits states from 

enacting laws that improperly interfere with interstate commerce.[16] State laws run afoul 

of this dormant restraint when they discriminate against out-of-state commerce, unduly 

burden interstate commerce, or regulate wholly out-of-state (i.e., extraterritorial) 

activity.[17] 

 

In April 2018, the U.S. Court of Appeals for the Fourth Circuit struck down Maryland’s law as 

unconstitutional.[18] Under Maryland’s statute, the lawfulness of a generic drug price 

increase would have been determined by, among other things, the drug’s list price (i.e., its 

wholesale acquisition cost), rather than the retail price that the Maryland consumer 

ultimately pays.[19] 

 

List prices primarily affect upstream sales (e.g., between a manufacturer and a wholesaler). 

Since these upstream sales occur almost exclusively outside of Maryland, the Fourth Circuit 

held that the law operated as an upstream price control that impermissibly regulated out-of-

state conduct.[20] 

 

According to the court, the law also violated the dormant commerce clause by interfering 

with interstate commerce. The circuit court reasoned that the law could substantially burden 

interstate commerce by forcing drug manufacturers to enter into separate contracts with 

wholesalers and distributors at different upstream prices depending on the state to which 

the drugs ultimately would be distributed.[21] 

 

Upper Payment Limits on Drug Prices May Face Constitutional Challenges 

 

In light of the federal courts’ hostility towards the district and Maryland’s laws regulating the 
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prices manufacturers charge, states recently have explored a novel approach that instead 

would regulate what purchasers can pay for drugs within the state. Inspired by model 

legislation drafted by the National Academy for State Health Policy,[22] nine states in 2019 

introduced bills that would vest a drug affordability review board with the power to set an 

upper payment limit on what purchasers can pay for certain high-priced drugs within the 

state.[23] 

 

For example, under NASHP’s model bill, the upper payment limit would apply to drug 

purchases by all state programs, local governments, state-licensed commercial health plans, 

and state-licensed pharmacies, among others.[24] The proposal borrows from state public 

utility commission approaches as well as Maryland’s long-standing, all-payor rate-setting 

model for hospital services, whereby a commission sets reimbursement rates for inpatient 

and outpatient hospital services applicable to all public and private payors.[25] 

 

Supporters of upper payment limit legislation believe that this approach would be more 

likely to survive a constitutional challenge than would state price-control laws. The drug 

affordability review board technically would not have the power to regulate what 

manufacturers charge for their products. 

 

Instead, drug manufacturers would “remain free to set whatever price they wish for drugs,” 

and the board would regulate only what buyers could pay for those drugs.[26] In addition, 

the upper payment limit would apply only to purchases of drugs within a state. Unlike 

Maryland’s 2017 excessive price bill, it would not implicate upstream sales to wholesalers 

and distributors that occur out-of-state.[27] It thus arguably avoids substantially burdening 

interstate commerce and thereby implicating the dormant commerce clause.[28] 

 

If enacted, this proposal almost certainly will be challenged in court by the pharmaceutical 

industry. Despite the subtle distinction between regulating what purchasers pay as opposed 

to what manufacturers charge, Pharmaceutical Research and Manufacturers of America, or 

PhRMA, has argued that an upper payment limit is still effectively an unconstitutional price 

control, which would infringe on the rights held by patent holders and substantially burden 

interstate commerce.[29] 

 

In an advisory opinion regarding a bill that resembled NASHP’s model legislation, the 

Maryland Attorney General’s Office conceded there was some risk that the proposal would 

be preempted by federal patent law for the same reasons that the Federal Circuit 

invalidated the district’s price-control law for branded drugs.[30] The attorney general also 

noted that upper payment limits likely would be preempted by the federal Employee 

Retirement Income Security Act to the extent that they regulate prices paid by self-insured 

plans, which are generally regulated by federal law.[31] 

 

The constitutionality of state upper payment limits for drugs remains untested in federal 

court. Thus far, no state has granted a drug affordability review board with rate-setting 

authority. In 2019, Maine and Maryland ultimately passed their bills, which, as originally 

drafted, would have established such boards; however, both bills were watered down 

significantly before enactment and neither grant rate-setting powers (at least for the near 

future).[32] 

 

For example, Maine’s bill, as enacted, creates a board that is limited to establishing 

nonbinding annual prescription drug-spending targets for public payors and preparing a 

report for the legislature on potential strategies for addressing drug-spending.[33] 

 

Maryland’s enacted bill creates a process for its drug affordability review board to exercise 
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rate-setting authority starting in 2022, but only if the board receives approval from either 

the General Assembly’s Legislative Policy Committee or both the governor and attorney 

general, and only with respect to drugs purchased or paid for by state or local 

governments.[34] Since the price regulating provisions do not take effect until 2022, if 

ever, the law has not yet been challenged in court. 

 

State Drug Pricing Reforms Within Medicaid Programs 

 

Over the past few years, states also have acted to control prescription drug costs within 

their Medicaid programs. While states need not provide Medicaid prescription drug coverage 

under their state plan,[35] if they do (as all states currently do), they must comply with the 

requirements of the federal Medicaid Drug Rebate Program.[36] 

 

The MDRP requires manufacturers to pay rebates to state Medicaid programs that effectively 

guarantee states the best price available for each drug.[37] In turn, the MDRP mandates 

that state Medicaid programs cover virtually all of the participating manufacturers’ drugs, 

subject to only a few limited exclusions.[38] 

 

With federal permission, states may seek to negotiate with manufacturers for supplemental 

rebates, which are in addition to the rebates required under the federal MDRP statute; 

however, manufacturers are under no obligation to enter into supplemental rebate 

agreements, or SRAs.[39] 

 

CMS Limits on Establishing a Closed Medicaid Formulary 

 

The obligation to cover virtually all of the drugs marketed by drug companies who agree to 

enter into the MDRP limits a state’s flexibility to extract further price concessions from those 

manufacturers. For instance, in 2017, Massachusetts sought a waiver of the MDRP’s 

coverage mandate from the Centers for Medicare and Medicaid Services to implement a 

closed Medicaid formulary.[40] 

 

A closed formulary limits access to medications typically by not providing coverage for 

nonformulary drugs (i.e., those not listed on the formulary) other than in instances where 

the nonformulary drugs are determined to be medically necessary. By contrast, in an open 

formulary, coverage is not restricted, though some drugs might require prior authorization 

or higher copayments. 

 

In requesting authority to implement a closed formulary so as to exclude certain drugs from 

its Medicaid coverage altogether, Massachusetts sought a means to exert more leverage in 

negotiating supplemental rebates with manufacturers seeking to have their drugs covered 

by Medicaid. Closed formularies are a common technique for controlling costs in the 

commercial market as well as in Medicare Part D for most classes of drugs, but are 

prohibited under the MDRP’s broad coverage mandate.[41] 

 

CMS denied Massachusetts’ waiver request in June 2018, concluding that the state could not 

continue to collect rebates under the MDRP, while also waiving the MDRP’s coverage 

mandate.[42] CMS noted, however, that it would consider approving a demonstration 

project if Massachusetts opted out of the MDRP entirely and, instead, covered prescription 

drugs through a Section 1115 waiver as opposed to covering drugs through the optional 

plan benefit under Title 42 of U.S. Code Section 1396a(a)(54).[43] 

 

Such an approach would require a state to sacrifice rebates through the MDRP for all drugs 

and, instead, negotiate on its own for rebates with each manufacturer. No state has taken 



CMS up on its offer, and most commentators are skeptical that any state would be willing to 

forgo federally required rebates on all drugs in order to pursue greater flexibility in 

establishing a formulary.[44] 

 

Recently, on Jan. 30, CMS released its long-awaited guidance regarding demonstration 

projects that would give states the option to receive a capped amount of money per year 

(commonly known as a block grant) to provide benefits to optional Medicaid 

populations.[45] In exchange for agreeing to a cap on federal funds, states would have 

greater flexibility in structuring their Medicaid programs, including the ability to implement a 

closed formulary without having to sacrifice rebates through the MDRP.[46] 

 

While this approach would appear to provide states with a powerful tool to negotiate drug 

prices with manufacturers, it is highly likely that state efforts to pursue such a block grant 

will be met with legal challenges, including that CMS’s guidance violates the Medicaid 

statute.[47] 

 

Federal Constraints on State Supplemental Rebate Initiatives 

 

While states have been unable to used closed formularies as a tool to obtain price 

concessions from manufacturers, states have sought other means of extracting greater 

supplemental rebates. Almost all states have policies to manage drug expenditures and 

utilization, such as maintaining a preferred drug list and requiring prior authorization for 

nonpreferred and/or high-cost drugs.[48] Manufacturers commonly offer supplemental 

rebates in exchange for the state including a drug on its PDL or removing prior authorization 

requirements.[49] 

 

Recently, a few states have enacted legislation to create a more formal process for 

negotiating supplemental rebates that combines long-standing tools like PDLs and prior 

authorization with new approaches, such as publicly identifying manufacturers that refuse to 

enter into SRAs. 

 

In 2017, for example, New York enacted a law that authorized the state Department of 

Health to disclose publicly high-cost drugs for which the manufacturer refuses to enter into 

an SRA and to refer those drugs to the state’s Drug Utilization Review Board for further 

review.[50] 

 

If no SRA is reached after the DURB announces a target supplemental rebate, the DURB 

may require the manufacturer to report various pricing information to the board, while DOH 

may impose prior authorization and other utilization controls for the manufacturer’s 

products.[51] 

 

Similarly, Massachusetts passed a law in July 2019 that allows the state’s Medicaid program 

to refer expensive drugs without SRAs to the Massachusetts Health Policy Commission.[52] 

The HPC may require manufacturers to report various pricing information, determine the 

drug’s proposed value, and announce its conclusion as to whether the drug’s price is 

unreasonable or excessive in light of its proposed value.[53] 

 

The HPC is currently drafting regulations, which industry has criticized with respect to the 

types and volume of information that manufacturers must report as well as the HPC’s 

proposed methodology for determining a drug’s value.[54] 

 

While some companies may agree to SRAs they otherwise would not have, laws such as 

those in New York and Massachusetts face significant constraints on their ability to force 



manufacturers to enter into SRAs. 

 

For instance, the laws’ penalties of price shaming or utilization controls are likely of limited 

concern to manufacturers of expensive drugs who already are subject to prior authorization 

or nonpreferred status, and/or who already have received negative press attention for their 

high prices. Moreover, even if a manufacturer refuses to enter an SRA, the state must still 

cover the drug for Medicaid beneficiaries when medically necessary. 

 

For example, in 2018, New York referred the drug of a major manufacturer to the DURB, 

but was still unable to enter into an SRA with the manufacturer because the drug maker 

refused to agree to any price concessions. The state was reluctant to impose any of the 

statute’s utilization controls on the drug because it was the only medication of its kind for 

treating a certain condition.[55] 

 

In addition to pursuing greater supplemental rebates, Massachusetts also has explored 

other approaches for increasing its receipt of Medicaid rebates. Under the federal 340B 

program, manufacturers are required to provide discounts on covered outpatient drugs to 

covered entities, which include certain federal grantees and safety-net hospitals.[56] 

 

However, the statute’s duplicate discount prohibition protects manufacturers from having 

both to offer a 340B discount to the covered entity and to pay MDRP rebates to the state on 

the sale of a single drug.[57] As a result, covered entities must either carve in Medicaid 

patients, in which case the entity pays 340B-discounted prices and the state cannot claim 

rebates for those drugs, or carve out Medicaid patients, in which case the entity does not 

take advantage of 340B discounts, but the state can collect rebates. 

 

In December 2019, the Massachusetts Medicaid program proposed new regulations that 

would give the state the authority to require covered entities to carve out designated high 

cost drugs.[58] This would allow the state to collect MDRP rebates when such designated 

drugs are dispensed to Medicaid beneficiaries, but would deprive covered entities of access 

to 340B discounts for those drugs. 

 

New Contracting Initiatives — Value-Based Payment Models 

 

Another recent effort to restrain drug prices has been through Medicaid value-based 

payment models. CMS has signaled a willingness to support states exploring these models. 

For example, CMS has approved proposals from Oklahoma, Michigan, Colorado and 

Massachusetts that would allow the states to tie the amount paid for certain drugs to how 

well they work.[59] Additionally, CMS has approved Louisiana and Washington’s 

subscription-based models for purchasing expensive hepatitis C drugs.[60] 

 

Commonly referred to as the Netflix model, this arrangement involves the state paying a 

flat fee to the manufacturer with the winning bid in exchange for unlimited access to its 

hepatitis C drug over a defined period.[61] The states have structured both outcomes-based 

and subscription contracts as SRAs, which protect the prices offered to the states from 

being included in Medicaid’s best-price calculations.[62] If the lowered value-based price 

qualified as the drug’s best price, then that price would need to be offered to all other states 

through the MDRP. 

 

While value-based payment models offer an innovative approach to addressing drug prices, 

the long-term impact of such models is unclear. Oklahoma, for example, has entered into 

only four outcomes-based contracts since being the first state to receive CMS approval in 

June 2018.[63] Additionally, the architects of the subscription-based model caution that it 
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only will work for a subset of drugs that meet particular market conditions that likely do not 

apply to most drugs.[64] 

 

State Wholesale Importation Programs 

 

Unable to regulate prices directly and limited in their ability to curb Medicaid drug-spending, 

some states have looked to alternative sources for purchasing prescription drugs at a lower 

price. In the past two years, four states — Colorado, Florida, Maine, and Vermont — have 

enacted legislation to pursue wholesale importation of drugs from Canada.[65] Federal law, 

international resistance and supply limitations may impede these states’ efforts. 

 

The 2003 Medicare Modernization Act authorizes the U.S. Department of Health and Human 

Services to issue regulations permitting wholesale importation if the HHS secretary certifies 

that importation will be safe and will result in significant cost savings.[66] Across 

administrations, HHS has long held that it could not assure the safety of the drug supply 

chain if it allowed importation.[67] HHS has not finalized any regulations and, as a result, 

no state has received approval to allow importation. 

 

In December 2019, however, President Donald Trump and his administration reversed the 

federal government’s long-standing opposition to importation in a proposed rule that, when 

finalized, would authorize demonstration projects developed by states to import certain 

drugs from Canada.[68] 

 

To receive HHS approval, proposals would need to meet various conditions to ensure 

consumer safety and sufficient cost savings.[69] Multiple states have expressed interest in 

pursuing such programs: Florida and Vermont already have submitted proposals to HHS; 

Colorado and Maine currently are drafting proposals; and others, including New York, have 

signaled that they will consider the issue in 2020.[70] 

 

While the administration still must finalize a rule before states can proceed, importation 

appears to be one area where the federal government will work with states to reduce the 

roadblocks to state drug pricing reforms imposed by federal statutes. 

 

Even if states move forward with importation programs, the impact of such initiatives could 

be limited. Canada is a relatively small prescription drug market, which limits the degree to 

which states can rely on imported drugs.[71] 

 

Moreover, the Canadian government likely will do what it can to prevent the diversion of 

drugs to the U.S. market, while reputable wholesalers may be reluctant to participate out of 

fear of upsetting manufacturers.[72] As a result, a gray or black market for distribution 

could develop, which could jeopardize consumer safety and, thus, the viability of such 

programs.[73] 

 

State Price Transparency Initiatives and Constitutional Challenges 

 

States also have legislated price transparency laws to pressure drug manufacturers into 

reducing their prices.[74] Such laws generally include at least one of the following 

components: (1) requiring manufacturers to file reports with detailed financial information 

for certain drugs, such as those with high list prices or large increases in WAC; (2) requiring 

manufacturers to notify the state of the launch of new drugs with list prices above some 

threshold; and (3) requiring manufacturers to give advance notice to the state (and in some 

cases, private purchasers as well) of upcoming WAC increases above some percentage. 
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Transparency statutes seek to achieve pricing reform through public disclosure, which 

supporters hope will shame companies into lowering prices out of fear of negative publicity. 

Although generally popular with voters,[75] many commentators are skeptical that 

transparency measures alone will have an appreciable effect on pricing.[76] Moreover, such 

laws may be vulnerable to constitutional challenges by industry. Thus far, drug makers 

challenging transparency laws have raised primarily three types of constitutional claims. 

 

Dormant Commerce Clause Challenges to Price Increase Notifications 

 

One manner in which drug manufacturers have challenged state transparency laws is 

through the dormant commerce clause. Drug makers have asserted state transparency 

statutes violate the dormant commerce clause when they threaten to limit a manufacturer’s 

ability to set prices in other states or substantially burden interstate commerce. 

 

PhRMA, for example, has raised such arguments in its pending lawsuit challenging 

California’s transparency law, S.B. 17.[77] The bill requires manufacturers to notify state 

health plans and programs, commercial plans and pharmacy benefit managers of any 

proposed increase in WAC greater than 16% at least 60 days prior to the increase’s 

effective date.[78] 

 

PhRMA argues that the statute violates the dormant commerce clause by effectively 

regulating the manufacturer’s ability to set prices outside of California. PhRMA contends that 

since the WAC is the drug’s national list price, the law prevents manufacturers from raising 

list prices in other states until California’s 60-day waiting period expires.[79] 

 

As a result, the law allegedly regulates out-of-state transactions and substantially burdens 

interstate commerce by imposing California price controls on national pricing decisions.[80] 

In December 2019, PhRMA filed a similar lawsuit challenging Oregon’s drug pricing 

transparency statutes, which also impose a 60-day advance notice provision.[81] 

 

Trade Secret Challenges to Public Disclosures 

 

State price transparency laws also have been challenged as preempted by the federal 

Defend Trade Secrets Act of 2016. Under the DTSA, a trade secret refers to, among other 

things, financial, business, scientific or economic information that a company has taken 

reasonable measures to keep secret and that is of competitive value to the company by 

virtue of its confidentiality.[82] 

 

For example, a company’s confidential information regarding advertising expenses, 

production costs or pricing calculations are arguably trade secrets,[83] whereas drugs’ 

WACs are not because they are published in pricing compendia available to competitors and 

the public. 

 

Industry has successfully challenged laws that would allow a state agency to divulge 

proprietary pricing information reported by the manufacturer. For example, PhRMA and BIO 

challenged Nevada’s transparency statute, which, unlike most state transparency statutes, 

lacked any safeguards for trade secrets, on multiple constitutional grounds.[84] 

 

The trade groups argued that the law: (1) was preempted under the supremacy clause 

because it conflicted with the DTSA; (2) violated the takings clause by depriving 

manufacturers of their property interest in confidential business information without just 

compensation; and (3) violated the dormant commerce clause by effectively negating all 

other states’ trade secret laws, since once proprietary information is made public in Nevada, 



it is no longer a secret in any state.[85] The plaintiffs dropped their case after Nevada 

agreed to adopt regulations to protect trade secrets.[86] 

 

First Amendment Challenges to Compelled Speech 

 

The First Amendment, which protects freedom of speech, provides another basis for 

industry to challenge state transparency and disclosure laws. While the First Amendment 

has not played a significant role in state drug pricing litigation thus far, industry has relied 

on such arguments in challenging the Trump administration’s direct-to-consumer 

advertisement rule. 

 

In May 2019, HHS released a final rule requiring manufacturers of drugs covered by 

Medicare or Medicaid to include the drugs’ list prices in television ads.[87] Three 

manufacturers and the Association of National Advertisers sued on the grounds that the rule 

exceeded HHS’ authority to administer the Medicare and Medicaid programs, and violated 

the First Amendment.[88] 

 

While the trial court vacated the rule on the former grounds, the federal courts may have to 

return to the merits of the First Amendment arguments later in the appeal process.[89] If 

so, the outcome of the lawsuit could provide an instructive roadmap for litigating First 

Amendment claims with respect to state laws that arguably involve compelled speech. 

 

Conclusion 

 

As voters’ interest in containing drug prices continues to grow, states have demonstrated a 

willingness to take drug pricing reform into their own hands. Over the past few years, states 

have proffered a wide range of drug pricing reforms, testing the constitutional and federal 

statutory limits on their authority. When possible, industry has invoked these constitutional 

and federal statutory restraints to block state action in federal court. This standoff between 

states and industry shows no signs of subsiding in the near future. 
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