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Chairman Doggett, Ranking Member Nunes, and distinguished members of the Committee,
thank you for the invitation to testify today. My name is Amy Kapczynski, and I am a Professor
of Law at Yale Law School, as well as a faculty co-director of both the Collaboration for
Research Integrity and Transparency and the Global Health Justice Partnership at Yale
University. I teach and write about intellectual property law and innovation policy with a
particular focus on the pharmaceutical industry. I am honored to testify before you today. I
understand that the committee is interested in broad perspectives on the nature of the drug
pricing problem, and on constructive solutions to this problem, and in particular to the challenge
of lowering Medicare drug prices. In my testimony, I will emphasize two broad points.
First, the central policy problem in this area is that the government gives exclusive rights over
drugs, and these are easily abused. Without policies to contain monopoly pricing power, the
drug pricing problem cannot be solved, and indeed is poised to grow.
Second, the most promising solutions are those that permit constraint on prices while also
rewarding valuable innovation. The most important such proposals are those that increase the
public’s negotiating power to ensure fair prices. These powers must be accompanied by clear
criteria to ensure that the prices agreed to are fair, and will require important decisions about the
backstop that will help ensure negotiations succeed. Although they will likely have less impact,
Congress should also implement measures to improve the competitive environment, such as laws
to prevent pay-for-delay deals. Finally, Congress should also establish new programs to support
R&D, to give us better information about how to use the medicines we have, and to explore new
innovation mechanisms that can improve on our current approach to R&D.
I.

The Drug Pricing Problem is at its Core a Monopoly Problem

High drug prices today are putting enormous strain on both patients and payors. Retail
prescription drug spending, on a per capita basis, has nearly quadrupled since 1990, increasing
from $266 to $1025.1 Launch prices are rising, and according to industry analysts, “oncology
and orphan drugs can be expected to have median prices well above $100,000 per year” by
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2023.2 Price increases are also a persistent and significant problem: For the 45 top-selling drugs,
more than half of all sales growth in the past three years was due to price hikes.3
Consider the case of Humira (adalimumab), a treatment for rheumatoid arthritis and some other
inflammatory conditions. Humira is the best-selling drug in America. Its producer, Abbvie, has
exploited its market dominance, increasing the price of the product by 18% per year between
2012 and 2016. In that same time period, Medicare’s average spending per person per year for
Humira has more than doubled, from $16,000 to nearly $33,000.4 Humira is not an isolated
example.
Rising drug prices impose an extraordinary burden on taxpayers. Medicare Part D, for example,
spent $100.1 billion on prescription drugs in 2017.5 By 2027, this is expected to nearly double to
$194.7 billion.6 These amounts do not include the billions spent annually by beneficiaries
through Part D premiums and out-of-pocket payments.7 Evidence shows that high drug prices
are also harming patients. One in four Americans surveyed say that they or a family member do
not fill prescriptions because of cost, and one in five report skipping doses or cutting pills in
half.8 My colleagues at Yale have shown that one in four patients at the Yale Diabetes Center
are skipping or stretching doses because they cannot afford their insulin – actions that can be
extraordinarily dangerous, and even deadly.9
Why are prices so high, and rising? The core of the problem is quite simple: originator drug
companies enjoy monopoly rights that permit them to set high launch prices and to increase
prices with few constraints. These rights are granted by the government, in the form of patents
(20 year rights to exclude others from making, using, importing or selling covered inventions),
and other forms of market exclusivity (such as the exclusivities offered to companies via the
FDA). Although the pharmaceutical industry has historically argued that exclusive rights and
high prices are needed to compensate for R&D, there is growing recognition that prices are not
set in relation to R&D.10 Rather, prices are set in relation to what market can bear, and that turns
not on R&D costs but on the amount of market power a company can exercise.
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Evidence that the core of the problem relates to monopoly power comes from the outsized role
that branded drugs play in the drug pricing problem. Brand-name drugs account for threequarters of drug spending overall.11 Over the past five years, the list prices of the most
commonly used brand-name drugs rose by 62.1%.12 Although there are salient examples of price
increases for generic drugs,13 on average, the prices for the most commonly used generics
declined 36.9% over the same period.14 Brand-name drug prices are also central to the exploding
costs of Medicare drug programs. The Office of Inspector General recently found that
reimbursement for Part D brand-name drugs increased by 77% from 2011 to 2015, despite a 17%
decrease in the number of prescriptions for these drugs.15 Even after taking into account
manufacturer rebates, reimbursement for brand name drugs in Part D still increased by 62%.16
Patents and market exclusivity fuel excessive prices because these monopolies are easily abused.
Some such abuses have received substantial attention recently, including the process of building
“thickets” of patents around lucrative drugs to forestall competition,17 and reaching collusive
deals with generic competitors in “pay for delay” settlements.18 The more significant abuse is
the abuse of a companies’ pricing power: against the backdrop of exclusive rights, companies
can impose prices that impose significant losses on society.19 Their returns may be far in excess
of the returns anticipated, or that were required to bring the company into the market in question.
This kind of excessive pricing is both economically inefficient and harmful to patients, and
requires public regulatory power to counteract.
It is important to note that patented and market-exclusivity protected drugs do not always enjoy
monopoly or market power in the classic sense. While exclusive rights prevent competitors from
selling the same drug, other treatments may be available, creating some competition for the
the prices charged for drugs are unrelated to their development costs. Drug manufacturers set prices to maximize
profits. At the time of marketing, R&D costs have already occurred and do not affect the calculation of a profitmaximizing price.”).
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relevant market. But while new launches within class do sometimes lower prices,20 on the
whole, evidence suggests that within-class competition between brand-name manufacturers
“does not usually result in substantial price reduction,”21 perhaps because pricing remains
oligopolistic. Counter-intuitively, introductions of new medicines sometimes are followed by
increases the prices of competing products.22 For example, a recent study found when two new
TNF-inhibitors for rheumatoid arthritis entered the market, prices of the existing three TNFinhibitors, including the best-selling drug in America, Humira, increased.23 The reasons for this
are likely complex, but include changing expectations about how much payers are willing to pay
for in-class medicines, and misaligned incentives in the supply chain.
In addition, medicines are essential goods, making patients and doctors very sensitive to even
small differences in treatment profile.24 This is exacerbated by the opacity and complexity of our
healthcare system, as well as by the extraordinary amount that companies spend on marketing
their drugs. Exclusive rights give companies incentives to intensively advertise their medicines,
influencing prescribing practices towards higher-cost brand-name medicines.25
As the aggregate figures cited above illustrate, competition within drug class has also, on the
whole, been unable to prevent rising prices. This trend will continue. Overall, high-priced
“specialty” drugs are projected to become a significantly larger share of the pharmaceutical
market in coming years.26 Many companies are now focusing on developing products that treat a
small number of patients, including treatments for specific cancers and rare diseases. Orphan
drugs could represent 45% of new active substances launched in the next five years.27 Given the
small market size and highly specialized area of research, many of these treatments will likely
not face in-class competition.
Pharmaceutical companies have recently sought to shift the blame for high prices to
pharmaceutical benefit managers (with whom they negotiate) and to wholesalers. PBMs and
wholesalers do play a role, but it is important to keep it in perspective. High prices are in the
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first instance set by, and primarily benefit, the pharmaceutical industry. Recent research shows
that the US spent $480 billion on pharmaceuticals in 2016.28 Around 5% of this went to PBMs
($24 billion), with less than 4% going to wholesalers ($18 billion).29 More than 67% of the
revenue retained went to the pharmaceutical industry ($323 billion).30 They are clearly the
biggest beneficiaries and biggest drivers of high drug prices.
Do monopoly rights require high prices? Europe has much lower drug prices than we do,31 but a
very similar intellectual property regime. That is because they have a more robust regulatory
system to mandate fair pricing. Fundamentally, any country that awards monopoly rights and
that treats medicines as essential goods requires something similar.
II. Congress Should Consider Policies that Mandate Fair Pricing, Increase Competition,
and Enhance R&D
Congress should consider a range of solutions to the drug pricing problem. The most promising
solutions permit constraint on prices while also rewarding valuable innovation. With this in
mind, the highest priority for Congress should be legislation that can ensure fair prices in both
the public and private sectors, while also ensuring adequate returns to companies. Also important
are a series of measures that can improve competition in pharmaceutical markets, and that can
begin to explore alternative R&D structures as well as compensate for gaps in our current R&D
system.
The highest priority for Congress should be measures that can give the public the
negotiating authority to ensure fair prices. This hearing has an emphasis on Medicare drug
pricing, and I will focus on measures that address this piece of the puzzle, in particular by
creating more negotiating leverage in the Medicare Part D program. But it is important to note
that similar design principles could be applied both to the Medicare Part B program and to the
private sector.
Approximately 30% of all dollars spent on retail prescription drugs in the US are spent by
Medicare Part D,32 but the federal government currently cannot consolidate this purchasing
power to bring prices down because of the so-called noninterference clause.33 Congress should
introduce government negotiating power to the Part D program. Doing so raises two key design
challenges. The first involves how to define fair prices and the second is how to establish the
“backstop” position that will apply if the negotiations fail.
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Defining Fair Prices
Defining a fair price for a drug is complex and requires consideration of a variety of factors. If
necessary, the number of drugs for which such analysis must be conducted could be limited by
focusing on those imposing the highest costs for Medicare, or those deemed overpriced by a
variety of criteria (for example, as measured against prices in selected countries).
To set a fair price is to establish innovation incentives, so the decision of what prices are fair
should be conducted against a background understanding of what we want out of pharmaceutical
innovation. Important considerations here include:
- The clinical effectiveness of a drug;
- The comparative effectiveness of a drug (against existing alternatives);
- The costs and risks associated with the development of the drug, including those incurred
by the public;
- The impact of prices on patient access and program sustainability; and
- The share of the market and profits in the US and abroad.
A simpler means of incorporating some of these same factors would be to use reference pricing,
relying for example on prices in selected OECD countries. As noted above, such countries
typically have far lower prices than the US, because they impose measures to contain price.
Relying on prices in other countries, in effect, imports their conditions on drug pricing, while
saving the administrative cost of imposing them. This approach might be viewed as a first step
toward implementing fair pricing, and could also be combined with programs that directly
establish fair prices (for example, with reference prices used to help identify excessively priced
drugs that would be subject to further negotiations or used for a subset of drugs).
Defining Backstop Conditions
One key design question when government seeks to negotiate prices is what happens if a
company rejects the price offered by the government. Three main options are currently in
discussion.
The first option, which effectively operates in programs like the one run by the Department of
Veterans Affairs, is that the drug is excluded from formularies.34 This option has the drawback
of pitting patient access against fair pricing. A large purchaser like a consolidated Medicare Part
D program would have sufficient market size to make it difficult for firms to walk away, but this
approach would still leave the government vulnerable to excessive prices, particularly for
important new medicines with few therapeutic alternatives. It is worth noting, in addition, that
the approach proposed recently by the Trump administration, which would permit exclusions of
drugs in certain classes to permit more negotiation within these classes, involves the risk of
cutting off access to needed medicines, while having no clear benefits.
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The second option under discussion is the use of arbitration.35 In this option, when negotiations
fail, private arbitrators would step in to establish a fair price. The most commonly discussed
such option involves so-called “baseball arbitration.” Here, the two sides each would submit a
proposed price along with a justification, and the arbitrator would pick between the bids. Given
the substantial public implications of drug pricing, especially for programs like Medicare,
arbitration is an awkward fit.
A dispute between the government and a firm regarding the appropriate price for a drug and a
dispute between two private parties to a contract (as in the baseball context) differ in important
respects.
- The public has a more significant interest in the appropriate setting of prices of drugs
than it does in the resolution of a private dispute among two parties to a labor contract.
Issues of oversight, transparency, and the quality of decision-making in any drug pricing
arbitration therefore are more significant. To serve the public’s interest in fair pricing of
medicines, for example, arbitral decisions would need to be guided by standards
established by Congress defining the appropriate size of the reward. To ensure that these
were accurately incorporated into the arbitral award, genuine review would be needed.
- There are serious information asymmetries between the government and companies,
which would have to be remedied prior to any bids if the process were to be rendered fair.
As legal scholars have noted, theoretically, “judges are agents of the state, charged with
implementing its law through public decision making; arbitrators are creatures of contracts,
obliged to effectuate the intent of the parties. The distinction is presumed to be
constitutionally respectful and welfare-maximizing, enabling the enforcement of public rights
and protecting the autonomy of contractual relationships.”36 The use of arbitrators to decide
major questions of public policy is in significant tension with the historic justification of
arbitration.
There are several additional concerns regarding the implementation of arbitration in this context.
Individual arbiters are typically drawn from the ranks of private arbitration bodies such as the
American Arbitration Association. Private arbiters are typically attorneys with industry
experience and may be subject to pro-corporate biases, especially given that corporations are
repeat players and that arbitral associations compete for corporate business.37 Arbitration is
often also subject to limited oversight and review in the courts, and to limited transparency
requirements. Here, oversight, review, and transparency would be essential, diminishing the
speed and low cost that are the main benefits of arbitration. Finally, might a company refuse to
sell the drug at the price established by an arbitrator? If so, arbitration could lead to the same
constraints on patient access to medicines as the formulary approach.
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A third approach under consideration holds more promise than the other two.38 If the
government and company fail to come to an agreement, the government could exercise its right
to purchase the drug on the competitive market, affording the originator company a royalty while
ensuring that patients are able to access the medicine in question. This approach can be
accomplished by making clear that the result of a failed negotiation would be the exercise of the
government’s existing patent use authority (and the expansion of this authority to data and
marketing exclusivities). Existing law already permits the federal government and its contractors
to procure products without regard to patents, as long as “reasonable” compensation is
afforded.39 In fact, it has never been possible, throughout the long history of the United States,
to enjoin the federal government for patent infringement.40 The government used this authority in
the 1960s to procure generic medicines, and has since relied on it frequently in different
technological fields.41
The government patent use power is sometimes referred to as “compulsory licensing,” or
criticized by industry as “breaking patents.” More properly, it should simply be understood as
the exercise of a long-standing government right to avoid the risk of hold-up that attends private
exclusive rights, particularly when they are applied against the government. If a railroad is being
designed, the last property-holder remaining can hold the project up for far more than the value
of his land, so the government has a right, enshrined in the Constitution, to take land subject to
fair compensation.42 The government patent use power follows a similar logic, preventing holdup as might occur if a private party possessing exclusive rights on a socially valuable drug
refused to accede to a fair price. Compensation should be afforded when it is used, with
compensation factors similar to those described above.
Finally, it is important to note that government negotiation need not significantly harm
innovation, and indeed can improve innovation if designed well. Exclusive rights are intended to
support innovation and have helped bring many important medicines to market. But innovations
cannot work if patients cannot afford them. Increased affordability brings real benefits to many
patients, and these could well outweigh any costs in terms of innovation. As Ian Ayres and Paul
Klemperer have shown, even small decreases in price under monopolistic conditions result in
extensive welfare gains.43 The latest estimates of the elasticity of innovation in the industry are
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relatively low, suggesting that the impact of price reductions on innovation would be small in
comparison to the benefits.44
In addition, if designed well, government negotiation can have a positive impact on incentives to
innovate. For example, if negotiation guidelines assure reliable and larger returns for drugs that
provide more value to patients, companies will have incentives to focus on developing drugs
with more patient value. Today, activities with minimal social benefit, such as bringing a fourth
or fifth “me too” drug in class to market, patenting minor variations of existing treatments to
delay generic competition, and drug advertising may provide more attractive returns to
companies than higher-risk but higher-social-reward projects that focus on breakthrough new
drugs. On average, for example, industry spends twice on marketing what it does on R&D.45
While marketing may have some salutary informational effects, it is clearly not optimized for
that purpose. Evidence suggests, for example, that the drugs most heavily promoted to doctors
are less likely than top-selling and top-prescribed drugs to be effective, safe, affordable, novel,
and represent a genuine therapeutic advance.46
Government negotiators guided by evidence can help bringing prices into alignment with social
value, and direct companies toward more socially beneficial activities, including breakthrough
research. In addition, government can choose to direct savings from drug price reductions
toward high-impact innovation, further leveraging price reductions to improve the innovation
environment.
Congress should also prioritize measures that can improve competition
Congress should also adopt policies that work to improve competition at the margins of existing
monopolies. Examples of such reforms include:
- Bills to prevent collusive pay-for-delay deals between brand-name drugs and generics.
- Bills to prevent Risk Evaluation and Mitigation Strategies (REMS) abuse.
- Measures to resolve regulatory barriers to biosimilar competition.
These are worthwhile, but likely will have less impact, because they tend to curb pricing power
only at the end of monopoly life. They will not solve the main issue, which is high and rising
prices for drugs that are not close to the end of their exclusivity period.
More impactful would be a move to shorten exclusivity periods, for example by reducing the
market exclusivities enjoyed by biologics from 12 years to 7. Similarly, limiting price hikes
would curb industry’s ability to abuse their market position.
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Congress should also explore measures that can improve innovation
Public funding already plays a substantial role in the research and development of new
medicines. Public research supports the knowledge base on which industry builds. For example,
research funded by the National Institutes of Health was associated with all 210 drugs approved
by the Food and Drug Administration from 2010–2016.47 Congress should adopt policies that
strengthen this role, and improve the innovation landscape. In doing so, Congress should also
include sufficient safeguards to ensure affordability of the fruits of federally-funded research,
and guard against weakening of existing standards.48
Examples of such reform include:
- Funding more late-stage research through grants, subsidies (e.g., tax credits) and prizes,
such as innovation funds.
- Funding that addresses gaps in the current research environment. For example, currently,
companies have little incentive to perform the head-to-head trials that might help resolve
uncertainties in prescribing practices. Federally funded R&D programs to evaluate the
comparative effectiveness of existing products should be explored. Firms also have
relatively weak incentives to conduct research on off-label uses of their medicines, and
several recent court cases have called into question the FDA promotional restrictions that
provide that incentive.49 Because off-label uses are common, more systematic research
on off-label uses could help provide better information to patients and doctors and curb
costs.
Given the problems posed by a monopoly-based innovation system, alternative mechanisms to
incentivize research and development should be explored and expanded. Particularly promising
are approaches such as grants and prizes that “delink” innovation incentives from drug prices.50
The US government has developed some of the most transformational innovations of the past
century—everything from the global positioning system (GPS) to the internet. The lessons from
these successes might be brought to the medicines field, advancing both innovation and access to
medicines together.51
Congress, and this Committee, should be commended for taking up the urgent problem of drug
pricing. As Congress considers reform measures, it should also take new steps to experiment
with R&D funds and programs that can fill gaps in our existing research system and build
experience with novel mechanisms for R&D.
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