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Chairman Alexander, Ranking Member Murray, members of the committee, thank you for
holding this hearing and for the opportunity to present testimony.
I direct health programs at The Pew Charitable Trusts, a nonprofit, nonpartisan research
and policy organization. One of our focus areas is the challenge of rising drug spending.
Net spending on pharmaceuticals has increased 42 percent since 2006, with more than
two-thirds of that growth occurring since 2013.1 Indeed, prescription drug spending is now the
fastest growing share of health spending, and projected to remain so.2 Currently pharmaceuticals
account for 16.7 percent of total expenditures.3 This creates challenges for:


Individual patients, who face high out-of-pocket costs. Surveys show that threequarters of Americans think drug prices are unreasonable.4



American taxpayers and businesses, which pay the bulk of the cost of drugs
through taxes and insurance premiums.
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Rising drug spending is a challenge for policymakers, too, because while a competitive
market is generally the best way to establish prices, the market for drugs is complex and deeply
influenced by public policy, and effective competition is limited in a number of ways. These
include:


Monopoly pricing for new drugs,



Lack of competition for some older drugs,



Misaligned incentives and incomplete information for stakeholders, including
payers, providers and patients at many points in the system, and



A historical willingness to cover new therapies without ensuring that their clinical
benefits justify the price.

In discussing potential policy options, it is important to understand the main drivers of
increased drug spending. This trend is largely the result of the rising cost of new medicines,
particularly high-cost specialty products (including biologics),5 which are only used by a small
share of the population, but account for more than 40% of drug spending.6 Today, fewer than
two percent of prescriptions account for over one-third of retail drug spending.7 Some of these
products are exciting therapeutic advances – true breakthroughs – but some are not. And they are
reaching market at ever-higher launch prices. Net prices (i.e. prices after rebates) are also
increasing. These products will typically not face generic competition for years. Increased
volume of sales and year-on-year price increases for brand drugs that don’t face competition are
5
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also a driver of spending. As more and more innovative medicines come to market, the growth in
launch prices and the growing share of the population that could potentially rely on these
products looks unsustainable.
While new brand drugs drive spending growth, generic drugs create significant savings.
In 2016, about 90% of prescriptions dispensed were for generics, but total spending on these
medications actually fell,8 despite sharp increases in the prices of some individual products.
Net pharmaceutical manufacturer revenue from U.S. sales reached $323 billion in 2016.9
This represents the large majority, but not the total of U.S. drug spending, because other entities,
including pharmacy benefit managers, wholesalers and pharmacies, also each retain a portion of
total spending on drugs.

Potential policy responses
Increased competition from generic and biosimilar products
Competition from generic drugs has long been the main tool used to manage drug
spending in the United States.10, Currently, the FDA prioritizes the review of first generics, as
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well as generic applications for drugs for which there is only one manufacturer;11 however, other
policy responses could facilitate generic entry, including:


Policies to ensure that manufacturers of brand name drugs cannot block generic
developers’ access to sample products required for bioequivalence testing,12 and



Policies to limit so-called “reverse payment” settlements that can, in some cases,
be anti-competitive by delaying generic market entry.13

However, the agency alone cannot address the challenge of escalating drug costs. In
particular, it should be noted that biologic drugs are one of the most significant drivers of
increased spending and they represent nine of the 10 highest expenditure products in Medicare
Part B.14 Any policy that hastens access to biosimilars and increases competition among these
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products would reduce spending.15 This includes better aligning biologic and small-molecule
exclusivity periods. Congress gave new biologics 12 years of monopoly, free of competition
from biosimilars, which is more than double the five years of protection typically granted to new
small molecule drugs.
In addition, an increasing share of drugs comes to market with the benefit of taxpayer
subsidies and other benefits established through the Orphan Drug Act (ODA). While important
to incentivize the development of products for rare diseases, in some circumstances, these
products are used much more widely than the ODA intended.16 Congress may wish to evaluate a
number of policy options to ensure the appropriate balance, including:


Limiting the 340B carve-out for products with an orphan designation, and



Considering the potential to cap the value of public subsidies.

Increased competition among existing drugs
In cases where there are multiple competing, but non-identical brand drugs on the market,
there are a range of tools that payers can use to manage spending while protecting patient access.
These include formulary placement, prior authorization, and step therapy. While these
approaches are well established in commercial insurance, they are absent or limited in parts of
the Medicare program. For example, reimbursement policies in Medicare Part B, which pays for
15
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the use of physician-administered drugs, creates a financial incentive for clinicians to choose
high-priced drugs over lower cost alternatives of similar effectiveness.17 In Medicare Part D, the
private plans that administer the outpatient prescription drug benefit are required to cover all
drugs on the market in six protected classes.18 This mandate limits the ability of Part D plans to
negotiate discounts for drugs in these classes. To increase competition among existing drugs in
Medicare, consideration could be given to policies that would:


Increase competition within the Medicare Part B program,19



Increase competition within Medicare Part D,20 and



Shift some drugs from the medical to the pharmacy benefit.

An increased focus on value
Value-based or outcomes-based contracts (OBCs) between manufacturers and purchasers
– contracts that tie the price of a drug to specified outcomes – may play an important role for
some products, though their impact on health care costs has been limited to date. A recent survey
of 45 health plans found that 24 percent of them have an outcomes-based contract in place today,
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and an additional 30 percent are in negotiations to enter into one.21 However, just one-third of
plans with an OBC in place reported cost savings. There are numerous challenges in setting up
these contracts, and their utility may be limited by their cost to negotiate and the need for
sophisticated data systems to monitor success.22 However, policymakers could examine to what
extent federal law or regulations pose potential barriers for establishing OBCs. For example, the
Centers for Medicare & Medicaid Services could consider whether Medicaid Best Price rules
may impede these agreements and develop additional guidance, if warranted.
Nevertheless, policymakers should consider additional strategies to incorporate the value
of a drug into coverage and payment decisions. Factoring value into coverage decisions –
including the choice not to cover drugs whose cost isn’t justified – would help reduce
overpayment for marginal clinical gains. Alternatively, policies to limit the price of drugs based
on assessments of their value when comparable alternative therapies exist are strategies that have
the potential to lower spending on pharmaceuticals in public programs.

Opportunities to improve transparency in drug benefit contracting
Pharmacy benefits managers – the intermediaries that insurers and employers pay to both
administer prescription drug benefits and negotiate discounts from drug companies – play a
crucial role, using their large sales volumes and their ability to create formularies to spur drug
manufacturers to offer price concessions. However, a share of the savings accrues to the
pharmacy benefit managers themselves, and their contracts can be extremely complex, making it
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difficult even for sophisticated benefits administrators to determine whether they’ve achieved
optimal savings.
Congress could consider requiring greater transparency of contract terminology and
definitions between payers and pharmacy benefit managers,23 as well as mandating the ability for
payers to audit these deals, and ensuring that entities that advise purchasers on PBM contracts do
not also have financial relationships with the PBMs themselves.

Conclusion
As Congress seeks to manage the challenge of rising drug spending, it should look at the
range of challenges and policy solutions to achieve a balance between access to innovative
medicines and the equally important need to constrain cost-growth in health care. I thank you for
holding this hearing, and welcome your questions.
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