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Introduction

We have been asked to set out the argument that a state’s rights under the Tenth Amendment of the
US Constitution gives a state the power to enact provisions such as the National Academy for State
Health Policy’s (NASHP) Drug Payment Rate Regulation Model Act, notwithstanding federal patent law.
Accordingly, this white paper addresses issues of federalism, preemption, and the Takings Clause as
they relate to the intersection of patent law and state drug rate-setting legislation.
This paper proceeds in three parts. Part I provides general background on the preemption doctrine as
it applies to state regulation of areas that involve patents. Part II describes the three levels of preemption and applies those levels to state regulation of drug payment rates. Part III examines whether state
regulation of drug payments would rise to the level of a regulatory taking under the takings clause of
the Fifth Amendmdent of the US Constitution. Part IV provides existing examples of state regulation of
health care rates. In addition, this section considers the issue of the state in its role as a commercial
payer in the marketplace.

Part I: States’ Rights in the Federal System

Under our federal system, states draw their power from the Tenth Amendment of the US Constitution,
which reserves to the states all power not specifically granted to the federal government nor forbidden by the Constitution.2 The modern approach to the relationship between states and the federal
government is one of concurrent and overlapping powers, with numerous state and federal regulatory
programs existing in parallel. Examples run the gambit, from banking which operates under a dual system in which chartering taking place at either the national or state level, to federal and state taxation
schemes, to securities law in which states are able to impose additional notice requirements on the sale
of secrutiies, to the joint federal and state Medicaid program in the health care realm.3 As a general
matter, overlapping and concurrent powers are the norm, even when the federal government has staked
out considerable territory.
Within this context, one cannot overemphasize the importance of a state’s ability to respond to the
needs of its local citizenry. The importance of local interests has a long and hallowed history in constitutional jurisprudence, and states are considered to be on the frontlines of government “by the people.”
Given that law frequently involves settling the problems of people living together, such problems are
likely to appear at the level of everyday life, close to local leadership and far from the hallways of the
federal government.4 Thus, states are considered particularly sensitive to, and particularly entitled to
respond to, the needs of the population as those needs vary across different localities.
Moreover, a state’s ability to respond to the needs of its local citizenry is considered essential for securing the trust of the local electorate -- and without that trust, states cannot play their proper role in
maintaining the balance of power. Thus, “the ‘political safeguards of federalism . . . depend on the states
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retaining important regulatory responsibilities and government functions that touch the daily lives of
their citizens.”5 In short, preemption must be cabined with particular care lest it threaten to “cut off state
access to the wellsprings of popular support.”6
Without a doubt, patent law is a federal scheme that governs issues of grants, validity, and infringement
of a patents as well as procedures to challenge a patent. Notwithstanding this federal framework, states
retain the ability to regulate traditional areas of state concern even if patents are somehow involved in
these arenas. That a patent happens to be implicated in a certain issue does not automatically strip
states of their core rights to regulate health, commerce, contract and other areas of state concern within
their borders. For instance, states have the authority to regulate commercial contracts involving patents,
deceptive practices involving patents, and in some cases, unfair competition involving patents.7 Similarly, as part of their core rights, states have broad tax authority and may regularly tax products that implicate patents. See, e.g., Webber v. Virginia, 103 U.S. 344, 347-48 (1880) (finding state tax not preempted
as applied to the sale of patented products). And in the area of health care, a state may directly regulate
matters relating to health and safety of its citizenry as part of its general police power. See Hillsborough
County v. Automated Med. Lab., Inc., 471 U.S. 707, 714 (1985) (noting that statutes regulating health
and safety are part of a state’s general police power, and that there is a strong presumption such statutes are not preempted by federal laws). Moreover, states promulgate their own tax rules and regulations, including rules on exclusions, deductions and exemptions. By including health care expenditures
in such rules, states already indirectly regulate the costs of health care. To put it simply, a state does
not become impotent whenever a regulation would involve products that might be subject to a patent.
Understanding the interplay between federal and state power related to patents also requires an understanding of the commercial and economic context in which patent rights exist. The granting of patents
in the federal Patent Act relies upon and presupposes a functioning state system of commerce and
contract law. Commerce, contract and consumer laws traditionally are viewed as appropriate forums for
reflecting and promoting local values and preferences, and as such, appropriate areas for state regulation.8 State law cannot be entirely displaced simply because a particular commercial behavior relates to
patents. In sum, as a general matter, the presence of patented products should not act to cut off a state’s
power in its traditional areas of activity.

Part II: Three Levels of Preemption and Drug Payment
Rate Regulation

In the modern context of overlapping powers, the doctrine of federal preemption manages the areas
of overlap, delineating those areas in which state power is constrained by federal activity. Preemption
generally comes in three forms: express, field and conflict. For express preemption, Congress must
particularly specify that it is exercising authority to preempt state law. In contrast, with field preemption,
federal law may preempt state law if the “federal regulation [is] so pervasive as to make reasonable
the inference that Congress left no room to supplement it.”9 Field preemption occurs when Congress
“intended to foreclose any state regulation in the area, irrespective of whether state law is consistent or
inconsistent with federal standards.” Oneok v. Learjet, 135 S. Ct. 1591, 1595 (2015) (internal citation
marks omitted). Finally, with conflict preemption, either “compliance with both federal and state regulations is a physical impossibility” or “state law ‘stands as an obstacle to the accomplishment and execution’” of the federal scheme. Id. The following section examines drug payment rate regulation under the
lens of each form of preemption.
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Express preemption: The Patent Act does not expressly preempt drug payment rate regulation. As the
Federal Circuit noted in 2007, “there is no express provision in the patent statute that prohibits states
from regulating the price of patented goods.” Biotechnology Industry Org. v. District of Columbia, 496
F.3d 1362, 1372 (Fed. Cir. 2007). In the same vein, Judge Dyk in his dissent in the denial of an en banc
hearing petition in Biotechnology, pointed out “[t]here is not a word in the cited legislative history of the
Hatch-Waxman Act suggesting any concern about state price regulation of patented pharmaceutical
products.” Biotechnology Industry Org. v. District of Columbia, 505 F.3d 1343,1351 (Fed. Cir. 2007)
(Dyk, J., dissenting). Quite simply, express preemption is not a concern here.
Field preemption: Nor is it likely that field preemption exists. The Patent Act does not regulate the price
for any patented product. It does not guarantee or entitle a profit to the inventor at all, and most patent
holders never garner any returns from their invention. Although patent holders are free to completely
withhold their invention from the market,10 for those who do choose to sell a product based on that
patent, the Patent Act does not guarantee any particular level of profit, and certainly not at the level of
a monopolist. In fact, the Supreme Court has held that given the language of the Patent Act, Congress
could not have intended “the mere existence of a patent to constitute . . . market power.”11 In short, patent laws do not touch the issue of pricing or level of return in any manner.
In addition, the very existence of the federal 340B program demonstrates that Congress did not intend
to foreclose government regulation of the price of a patented product, including patented drugs, through
the Patent Act. Born from a concern over increasing pharmaceutical prices, the federal 340B program
requires pharmaceutical manufacturers that participate in Medicaid to provide discounted prices on
covered outpatient drugs to health care facilities that serve vulnerable patient populations. Moreover,
Congress continues to consider additional measures that address drug pricing, including the 2017 Improving Access to Affordable Prescription Drugs Act, which was introduced in the Senate on March 29,
2017.
Congress would not have established the 340B program or continue to consider proposed drug pricing
related legislation if it believed that the Patent Act occupies the area of drug pricing as to foreclose any
further regulation. Far from the “pervasive” regulation needed for field preemption, the Patent Act does
not regulate the price of patented products, including pharmaceuticals, at all.
Conflict preemption: Lastly, conflict preemption is dubious as well. The first brand of conflict preemption, the “impossibility” type, is inapplicable given that one could comply with the Model Act and the Patent Act simultaneously. As explained above, the Patent Act contains no provision regulating the price of
pharmaceutical drugs and therefore, no impossibility exists.
The “obstacle” type of conflict preemption appears to be the path most often taken by the Supreme
Court (although consistently criticized by Justice Thomas) in analyzing preemption matters,12 and the
type that could present an issue here. The salient question would be whether the governmental setting
of the cost or payment rate for a drug stands as an obstacle to the accomplishment and execution of
the full purposes and objectives of Congress via the Patent Act.
We begin with “the presumption that state and local regulation related to matters of health and safety
can normally coexist with federal regulations.” Hillsborough County, Florida v. Automated Med. Labs.,
Inc., 471 U.S. 707, 718 (1985).13 Moreover, governmental drug rate setting does not conflict with patent
holder rights. The only right conferred upon a patent holder under the Patent Act is the right to “exclude
others from making, using, offering for sale, or selling the invention” for a limited time period.14 35 U.S.C.
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§ 154(a). The patent holder has no rights under patent law other than this limited exclusionary right.15
In other words, despite popular misconception, or at least much sloppy language, a patent confers no
affirmative rights at all, but merely the negative right to exclude.16 A corollary to the limited nature of a
patent grant is the notion that the Patent Act does not guarantee or entitle a minimum, maximum, or
any profit to the patent holder.
One should note that the Federal Circuit tends to use rather expansive language, emphasizing pecuniary rewards as stemming from a patent holder’s exclusionary right.17 In contrast, the Supreme Court
teaches that “[i]t is the public interest which is dominant in the patent system” and that a “patent is a
privilege,” one “conditioned by a public purpose.”18 Thus, while private pecuniary reward is a carrot,
under Supreme Court precedent, economic reward is not the fundamental objective of patent law and
is subservient to the public interest.19 In this respect, drug payment rate regulation should not adversely
affect the patent holder’s rights under patent law.
The arguments advanced in the section above on field preemption related to the federal 340B program
would apply to the issue of conflict preemption as well. How could Congress have established a program mandating discounted prices for drugs under certain circumstances if drug payment regulation
would “stand as an obstacle to the accomplishment and execution” of the Patent Act?
Although the lines of arguments described so far should be sufficient to demonstrate lack of conflict
preemption, other potential arguments also exist. For example, it cannot be true that any rate regulation
involving products subject to a patent would conflict with the Patent Act. When governments regulate
rates in any arena, the limitation on returns, by necessity, affects returns for the individual products
involved in the activity, including products subject to a patent. For example, state and federal governments for decades have engaged in rate regulation related to the delivery of electricity, an activity that
undoubtedly involves numerous products subject to patent rights. Similarly, when states regulate rates
for a particular hospital procedure, examples of which are described in section IV below, that regulation
necessarily implicates the potential returns to those who produce the inputs to those procedures, many
of which are undoubtedly subject to patents. The Patent Act cannot be so breathtakingly expansive that
governmental hands are tied to such an extent.
Significantly, to minimize the risk of preemption under the obstacle approach, a state’s drug rate-setting
laws should be generally applicable to both patented and non-patented drugs. State legislation should
be not aimed at or limited only to patented drugs. In Biotechnology Indus. Org. v. District of Columbia,
496 F.3d 1362 (Fed. Cir. 2007), the Federal Circuit held that a Washington, DC, law prohibiting the sale
of any patented drug at an “excessive price” was preempted by federal patent law because the law
“stands as an obstacle to the federal patent law’s balance of objectives as established by Congress.”
496 F.3d at 1374. The court reasoned that by penalizing high drug prices, the District was “limiting the
full exercise of the exclusionary power that derives from a patent”20 and seeking “to re-balance the statutory framework of rewards and incentives insofar as it relates to inventive new drugs.” Id. The holding
hinged on the fact that the law in question “is in no way general, affecting only patented products.” Id. at
1373; see also id. at 1374 (“The fact that the Act is targeted at the patent right is apparent on its face.
It applies only to patented drugs.”) By regulating only the price of patented drugs, “[t]he District has …
seen fit to change federal patent policy within its borders” because the law’s “effect is to shift the benefits of a patented invention from inventors to consumers.” Id. at 1374.
The Biotechnology case should not be a barrier to the Model Act because the Model Act, unlike the
Washington, DC, law, applies to both brand name and generic prescription drugs. Biotechnology does
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not reach those circumstances. In denying a petition for an en banc hearing, the Federal Circuit expressly limited its decision to the facts of that case.21 The court also cautioned that interpreting the case as
“requir[ing] the preemption of ‘any state law regulating the prices of patented pharmaceutical products’”
would “overstate the breadth of the panel opinion.”22
It is not possible to predict how the courts will rule on an issue, and the constitutionality of state regulation of pricing rates for drugs (patented or unpatented) is largely unchartered territory.23 In particular, the
Federal Circuit is a notoriously pro-patent holder venue, tending to take an expansive view of the Patent
Act and of patent holder rights. In contrast, the Supreme Court consistently reins in the Federal Circuit’s
expansive views of patent law. Despite these uncertainties, the Model Act appears to be on solid footing
to withstand federalism concerns in relation to the Patent Act insofar as the Model Act does not target
only patented pharmaceuticals and does not deprive the patent holder of the benefits of its exclusionary
right.24

Part III: Regulatory Takings under the Fifth
Amendment

The Fifth Amendment of the US Constitution protects property owners against government “takings” of
private property without just compensation.25 A traditional taking is possessory (physical) in nature, in
which the government condemns private property, takes physical possession, and offers just compensation to the private owner. The Takings Clause has been extended to “regulatory takings,” in which
government regulations are “so onerous that its affect is tantamount to a direct appropriation or ouster.”
Lingle v. Chevron U.S.A., Inc., 544 U.S. 528, 537 (2005). Under the seminal regulatory takings case of
Pennsylvania Coal Co. v. Mahon, if a regulation “goes too far it will be recognized as a taking.” 260 U.S.
393, 415 (1922).
A threshold issue exists as to whether patent rights constitute core property rights such that they come
within the purview of the Takings Clause. However, from a constitutional perspective, the respect for
real property evidenced in constitutional language and history is worlds apart from what is reflected in
the Constitution’s intellectual property clause.26 Rather, the intellectual property clause gives Congress
the power to grant rights for limited times in pursuit of a specific goal. This creation of a narrow public
franchise for limited policy reasons stands in sharp contrast to the Framers’ conception of core private
property rights, and the way in which those rights are treated in the Constitution.27
Moreover, courts have not applied the takings clause to patents. In the words of one scholar—one who
actually advocates applying the takings clause to patents, “modern courts and scholars . . . seem to
agree in a rare case of unanimity that the historical record reflects no instance of a federal court holding
that the Takings Clause applies to patents.”28
The Supreme Court cases contemplating patents in the context of takings generally have involved the
extent to which the government can claim sovereign immunity protection if patent holders sue the government or government contractors for patent infringement. Specifically, since 1888, those cases have
rejected the notion that patents should be treated as property for takings purposes.29
However, the question of wheher patent rights might be subject to the Fifth Amendment is implicated in
a case currently before the Supreme Court, Oil States Energer Serv., LLC v. Greene’s Energy Group,
LLC, et al., Docket No. 16-00712 (U.S. Nov. 29, 2016). Oil States raises the issue of whether the Patent
& Trademark Office’s inter-partes review procedure violates the Constitution by extinguishing private
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property rights through a non-Article III forum without a jury. The court held oral argument on Nov. 27,
2017, and a decision is expected in 2018. Given the pending case it is worth examining the contours of
a regulatory takings argument in relation to the Model Act.
As noted, the seminal regulatory takings case of Pennsylvania Coal held that if a regulation “goes too far
it will be recognized as a taking.” In the near century since Pennsylvania Coal, the Supreme Court has
not formulated definitive rules on when a regulation “goes too far” such that it constitutes a regulatory
taking. This area of law has been characterized by “ad hoc, factual inquiries, designed to allow careful
examination and weighing of all the relevant circumstances.” Tahoe-Sierra Pres. Council, Inc. v. Tahoe
Reg’l Planning Agency, 535 U.S. 302, 322 (2002). A two-tier inquiry, however, has emerged.
The first step is to determine whether the regulation deprives the owner of “all economically beneficial or
productive use” of the property. A regulation that denies “all economically beneficial or productive use” of
the property “will require compensation under the Takings Clause.” Murr v. Wisconsin, 137 S. Ct. 1933,
1942 (2017) (quoting Palazzolo v. Rhode Island, 533 U.S. 606, 617 (2001)); see also Lucas v. South
Carolina Coastal Council, 505 U.S. 1003, 1015 (1992). The Supreme Court has taken a strict view of
regulatory takings, for example, finding that a regulation eliminating more than 90 percent of the appraised value of a land parcel did not constitute a regulatory taking, see Palazzolo, 533 U.S. at 616, nor
did a moratorium on all land development for almost three years. See Tahoe-Sierra, 535 U.S. at 341-42.
Here, a federal or state regulation setting the price of a drug below list price would not deprive the drug
manufacturer of “all” economic benefit given that the manufacturer can still obtain a return on the sale of
the drug, and likely a substantial one. Moreover, if the regulated price were at a level that ensured the
volume of drug sold would generate revenue equal to (or greater than) that generated at the previous
price with less volume, there would be no taking whatsoever because the manufacturer lost no economic benefit.
Where, as here, a regulation falls short of eliminating all economically beneficial use, a regulatory taking
may still exist, “depending on a complex of factors.” Palazzolo, 533 U.S. at 617; see also Murr, 137 S.
Ct. at 1943. The “complex of factors” considered in this second step include (1) the economic impact of
the regulation on the claimant; (2) the extent to which the regulation has interfered with distinct investment-backed expectations; and (3) the character of the governmental action. Penn Cent. Transp. Co. v.
City of New York, 438 U.S. 104, 124 (1978).
These factors embody the balancing of two competing objectives central to regulatory taking doctrine:
the individual’s right to retain and exercise rights at the core of private property ownership and the
government’s “well-established” power to “adjust rights for the public good.” Murr, 137 S. Ct. at 1942
(citations omitted). To avoid a constitutional regulatory takings challenge, any governmental drug-rate
setting scheme should take into account these factors and underlying objectives. Ultimately, the “goal
is usually to determine how the challenged regulation affects the property’s value to the owner.” Id. at
1944.30 And “[i]n all instances, the analysis must be driven by the purpose of the Takings Clause, which
is to prevent the government from ‘forcing some people alone to bear public burdens which, in all fairness and justice, should be borne by the public as a whole.’” Murr, 137 S. Ct. at 1943 (citations omitted).
Finally, as noted above, modern court findings of regulatory takings are rare and would be particularly
unusual in the context of a healthy return for the party claiming that property has been taken.
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Part IV: Examples of State Regulation of Health Care
Rates

Across the nation, state legislatures are considering, and some have passed, legislation aimed at reducing drug prices and/or increasing transparency and reporting matters. One recent study indicates
that in 2017, more than 80 pharmaceutical pricing bills were proposed in over 30 states nationwide.31
In particular, Georgia enacted SB 200, which mandates that health benefit plans apply a prorated daily
cost-sharing rate to prescriptions that are dispensed in certain circumstances.32 New York also recently
enacted a budget bill authorizing the state to identify high-cost drugs, set a value price, and demand
additional rebates from branded manufacturers when Medicaid expenditures on the drugs exceed a
certain threshold from the targeted price.33
States have engaged in general rate setting for health care for decades. An overview of health care rate
setting at the state level shows three forms of programs: all-payer rate-setting programs, state Medicaid
programs, and reference pricing systems as payors.
All-Payer Rate-Setting Programs: In the 1970s and early 1980s, several states, including Connecticut,
Maryland, Massachusetts, New Jersey, New York, Washington, and West Virginia enacted legislation
that established programs that set maximum rates for procedures for all hospitals. With increasing
emphasis on managed care and competition, five of the seven states had ended these programs by
1996.34 Today, Maryland still runs an active all-payer rate setting system, but has recently shifted its
hospital rate-setting system to global budgets -- those encompassing broad ranges of activities or providers that are copied by other states, including Massachusetts, Pennsylvania, and Vermont’s all-payer
accountable care organization.35 Other examples include West Virginia, which has a rate-setting system
that is administered by the West Virginia Health Care Authority and applies only to private, nongovernmental payers.36 Colorado legislation SB 10-020 enacted in 2010 authorizes CoverColorado, the state’s
high-risk pool for the uninsured, to set its own health provider reimbursement rates instead of paying
commercial rates.37 In addition, Rhode Island empowers regulators to cap hospital price increases in
connection with the state’s review of managed care contracts.38
State Medicaid Programs: Medicaid is a federally-funded program administered by each individual
state. Many states set limits on prescription reimbursement, which are often based on average wholesale price. While the program provides a federal upper limit (FUL), states have the option to develop
their own Maximum Allowable Cost (MAC) programs for multiple-source drugs. Compared to the federally-administered limit, state MAC programs give states greater flexibility in determining which drugs to
include in the program and in setting the reimbursement rates. States are thus able to set lower reimbursement amounts for more multiple-source drugs than are included in the FUL program.39 Forty-five
states utilized MAC programs as of Jan. 1, 2012.40
Reference Pricing Systems: Similar to the Medicaid MAC programs, states, in their capacity as payers
have used reference pricing to create price limits. The most successful and well-known case of reference pricing used to set health care rates is the CalPERS program. The program began in 2011 and
set standard prices for knee and hip replacements. It required members to pay any charges beyond
that price.41 Since then, CalPERS has extended the program to cataract surgery, colonoscopies, and
arthroscopic knee surgery.
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The State in Its Role as Commercial Payer in the Marketplace

As discussed above, the regulation of health care generally and of the price of goods and services
involving patents specifically is a shared federal and state activity. A state’s right to set drug rates is
even stronger in its role as a payer of health care in the commercial market. As with any entity in the
marketplace, a state can decide what it will purchase at what price. As with any entity, a state has the
authority to establish its budget and contract for services required to run its programs. For example, a
state unquestionably may decide how much it will pay for a desk or for pencils for its educational system,
even though both products involve patents. That the products purchased are for a state’s health care
system should make no difference.
As a payer of health care, states already determine how much they are willing to pay for products necessary for their health care system. Such products include those that are non-medical in nature, for
example, the beds, tables, computer monitors, pillows and cleaning supplies in state medical facilities.
They also include those medical in nature, such as the cost of thermometers, blood pressure monitors,
and needles as well as the cost a hip or knee replacement or cataract surgery. See, e.g., CalPERS program. Patents are implicated in all of these products, yet their existence does not defeat a state’s right
to determine what it will buy and for how much.
This reasoning applies to patented pharmaceuticals. A hip replacement procedure, for example, necessarily involves the administration of various drugs. Subsumed in the state’s standard aggregate price for
a hip replacement is the price of those drugs, thus, states in their capacity as payers indirectly set drug
prices in this manner.
This is not to suggest that the state has an insufficient interest in drug payment rate regulation outside
the context of the state’s role as a commercial payer. We simply note that to the extent a state is justified
in engaging in health care drug payment rate regulation in general, how much more so is it justified when
acting as a commercial payer.

Conclusion

Intelligent minds could differ on the policies embedded in various state provisions that could be enacted.
In addition, although there are no directly controlling decisions, one cannot know with certainty what the
courts will decide. Nevertheless, under traditional federalism analysis, the Patent Act should not preempt state health care regulation of drug payment rates, in general, and certainly not for the state in its
role as a commercial payer in the marketplace.
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