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WHY DOES THE U.S. PAY THE 
HIGHEST PRICES IN THE WORLD 

FOR PRESCRIPTION DRUGS? 

Tuesday, March 23, 2021 

U.S. SENATE, 
SUBCOMMITTEE ON PRIMARY HEALTH AND RETIREMENT 

SECURITY, 
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS, 

Washington, DC. 
The Subcommittee met, pursuant to notice, at 10:03 a.m., in 

room 430, Dirksen Senate Office Building, Hon. Bernie Sanders, 
Chairman of the Subcommittee, presiding. 

Present: Senators Sanders [presiding], Casey, Baldwin, Murphy, 
Kaine, Hassan, Rosen, Collins, Murkowski, Marshall, Cassidy, and 
Braun. 

OPENING STATEMENT OF SENATOR SANDERS 

The CHAIRMAN. Let me call this hearing to order. 
Let me thank Senator Collins and her staff for helping to put on 

this hearing, and thank all of the Subcommittee Members who will 
be participating, and the panelists who will be with us virtually in 
a few minutes. 

There is an interesting debate among the people of this Country 
about which powerful special interest has the most clout on Capitol 
Hill. Some people think it may be Wall Street. Some people may 
think it’s the military-industrial complex. Some people think it’s 
the fossil fuel industry. 

I myself may be wrong, but I would give the nod to the pharma-
ceutical industry, an industry which charges the American people, 
by far, the highest prices in the world for prescription drugs and 
has managed to create a situation where they can raise their prices 
to any level they want any day of the week. 

Today, people are walking into a drug store, walking into a phar-
macy, the pharmacist is telling them, ‘‘Sorry, the price of your med-
icine has substantially gone up.’’ That’s what the drug companies 
have done. 

Drug companies are an industry which year after year make 
huge profits, and they pay their CEOs incredibly large compensa-
tion packages. It is an industry which is significantly responsible 
for the fact that in the United States we pay the highest prices in 
the world for health care, almost double what any other country 
pays. It is an industry which has an incredibly opaque pricing sys-
tem which charges one branch of government a very different price 
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than it charges another for the same drug, the same exact drug. 
Medicare will pay a price, Medicaid will pay a price, the Veterans’ 
Administration will pay a price, community health centers will pay 
a different price, all for the same exact drug, and that’s true for 
hospitals, for nursing homes, and for individuals. It’s very hard to 
know what they are charging anybody else. 

This is an industry that has paid $32 billion in fines for a variety 
of illegal actions over the last 20 years, including price fixing, over-
charging Federal, state, and local governments for their products, 
bribery, collusion, fraud, and deception. And yet, this is an industry 
which keeps going on its merry way virtually untouchable, year 
after year after year. 

Now, how do they get away with that? And it is not hard to un-
derstand. During the last 23 years, the drug companies have spent 
$7.6 billion on lobbyists, $7.6 billion over the last 23 years, includ-
ing the former leadership of the Democratic and Republican par-
ties. They have more than 1,500 lobbyists here in Washington. 
There are 435 Members of the House and Senate. They have 1,500 
lobbyists here in Washington, as well as lobbyists in virtually every 
state capital in this Country. Since 1990 they have spent nearly 
$730 million on campaign contributions which have gone to many, 
many hundreds of Members of Congress, including both political 
parties. 

Let’s be clear: the pharmaceutical industry is not particularly 
sympathetic to the Democratic Party or the Republican Party. They 
try to buy both parties. In fact, I think it’s fair to say that it is not 
Congress which regulates the drug companies but the drug compa-
nies which regulate Congress, and that has got to change. Congress 
finally, after years and years and years of talk, finally has got to 
summon up the courage to take on the drug companies and lower 
prescription drug prices in America. That is what the American 
people want, and that is what we need to do. 

Last year, one out of five Americans could not afford to buy the 
medicine prescribed by their doctor. How crazy is that? Walking 
into a doctor’s office, getting a diagnosis, getting a prescription 
drug, but you can’t afford to fill it. 

Meanwhile, while Americans are dying or getting sicker than 
they should because they cannot afford the medications they need, 
nine large drug companies made over $58 billion in profits last 
year, $58 billion in profits, nine companies, while just six pharma-
ceutical industry CEOs made $564 million in total compensation 
over the past 3 years, not too shabby. 

Every day in my office, and I’m sure every congressional office, 
we hear stories from Americans unable to afford the prescription 
drugs they need. Today we will hear from Ms. Elia Spates from 
Derby, Vermont, who will tell us how the outrageously high price 
of insulin in America has impacted her life. And, of course, she is 
not alone. In 2018, one out of every four Americans with Type 1 
diabetes were forced to ration insulin because they could not afford 
it. Do you believe that? One out of four Americans with diabetes 
forced to ration insulin. 

Let’s be clear: insulin is not a new drug. It was invented nearly 
100 years ago by Canadian scientists who sold the patent rights for 
insulin for just $3.00, because they believed it should be accessible 
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to everyone who needed it. And yet over the past decade, the price 
of insulin has gone up by over 300 percent. 

Yet, 50 miles from my home in Vermont, you can purchase insu-
lin in Canada at about one-tenth the price that we pay in this 
Country. And let’s be clear: prescription drug prices in Canada are 
also high compared to other countries around the world. According 
to a recent study by Rand, a standard unit of insulin costs $98 in 
the United States, $12 in Canada, $11 in Germany, $9 in France, 
$7.52 in the U.K., and $6.94 in Australia. And it’s not just insulin. 
A one-month prescription of Entocort to treat Crohn’s disease costs 
$830 in the U.S., $81 in Canada. One asthma inhaler, Flovent 
Diskus, costs $242 in the U.S., $27 in Canada. Two EpiPens cost 
$686 in the United States, $278 in Canada. And on and on and on 
it goes, the same medications manufactured by the same companies 
in the same factories, all available in countries around the world 
at a far, far lower price than here in the United States. 

In my view, we can no longer tolerate a system that allows the 
former CEO of Gilead to become a billionaire by charging $1,000 
for a hepatitis C drug called Sovaldi that costs just one dollar to 
manufacture and can be purchased in India for $4. We can no 
longer tolerate a system that allows the Chairman of Mylan, Rob-
ert Coury, to receive $164 million compensation package in 2016 
after his company jacked up the price of EpiPen by 550 percent 
over a nine-year period. 

All over this Country the American people are asking a simple 
question: How many people need to die, how many people need to 
get unnecessarily sicker before Congress is prepared to take on the 
greed of the pharmaceutical industry? The American people are de-
manding that Congress listen to their concerns and not cower be-
fore the power of the pharmaceutical companies. 

In order to begin to address this issue, I have introduced three 
bills with many of my colleagues in the Senate and the House that 
would substantially reduce prescription drug prices in this Country 
and also save the Federal Government significant sums of money. 

The first bill is the Prescription Drug Price Relief Act, which 
would cut prescription drug prices in half by pegging the price of 
medicine in the United States to the median price in five major 
countries—Canada, the United Kingdom, France, Germany, and 
Japan. 

The second bill is the Medicare Drug Price Negotiation Act, 
which would direct the Secretary of Health and Human Services to 
negotiate lower prices for prescription drugs under Medicare Part 
D. Every other major country on earth, in one form or another, ne-
gotiates drug prices, and the time is long overdue for Medicare to 
do that as well. According to a recent study, if this bill became law, 
the U.S. Government could save more than $345 billion over the 
next decade. 

The third bill, the Affordable and Safe Prescription Drug Impor-
tation Act, would allow patients, pharmacists, and wholesalers to 
legally purchase safe, low-cost medicine from Canada and other 
major countries. We import all kinds of stuff, food and everything 
else. There’s no reason why we cannot safely reimport prescription 
drugs. 
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With that, the bottom line is we have been talking about this 
issue for decades. It is time to act. 

Senator Collins. 

OPENING STATEMENT OF SENATOR COLLINS 

Senator COLLINS. Thank you, Mr. Chairman, for holding our very 
first Subcommittee hearing on an issue where I hope that Demo-
crats and Republicans can find common ground, and that is im-
proving the affordability of prescription drugs. 

When a doctor prescribes a needed medication, an insurmount-
able barrier to taking it should not be its cost. More than half of 
Americans and an overwhelming majority of our seniors take at 
least one prescription drug each month. For many, access to these 
medicines not only is critical to their well-being but also can lit-
erally be a matter of life or death. 

During my recent tenure as Chairman of the Senate Aging Com-
mittee, one of my top priorities was to uncover the reasons for 
spikes in pharmaceutical drug prices and to help make medicines 
more affordable for more Americans. I led a bipartisan investiga-
tion with then-Senator Claire McCaskill of Missouri on sudden 
price spikes of off-patent drugs and the manipulation of the market 
by people like the infamous Martin Shkreli. 

I also worked with Senator Bob Casey to investigate various enti-
ties in the opaque market for pricing of prescription drugs such as 
pharmacy benefit managers. 

Our committee also held hearings on the price of insulin and 
drugs to treat rheumatoid arthritis, listening closely to patients 
and other witnesses. 

The answers that the Aging Committee received from its inquir-
ies, investigations, and hearings resulted in several bills being 
signed into law. For example, the Making Pharmaceutical Markets 
More Competitive Act provides more transparent and open applica-
tion process for generics. It expedites the timeline for FDA to re-
view and approve applications. 

Since enactment of this law, not only are we seeing more applica-
tions, but approvals are up considerably, with 28 priority generics 
and 35 competitive generic therapies approved in Fiscal Year 2020 
alone. 

The Patient Right to Know Drug Prices Act and the Know the 
Lowest Price Act banned pharmacy gag clauses. They prohibited 
pharmacists from telling their customers if their prescription would 
cost less if they actually paid for it out-of-pocket rather than using 
their insurance plans. This legislation also required the disclosure 
of settlements reached between biologic and biosimilar developers 
to the Federal Trade Commission. This has been required of ge-
neric drug developers since 2003. 

At the end of 2019, Congress passed legislation that will improve 
and streamline the FDA approval process for new forms of insulin, 
which should usher in more competition into a category that has 
seen huge and unwarranted price increases. 

At an Aging Committee hearing on the cost of insulin in 2018, 
a father from New Gloucester, Maine, testified that insulin for his 
13-year-old son with Type 1 had tripled in price, forcing him to 



5 

purchase from Canada at a lower cost, very similar to what the 
Chairman has described. 

The cost of insulin is among the most prominent examples, and 
I’m grateful that a constituent of the Chairman is here today to 
share her own story. 

As co-chairs of the Senate Diabetes Caucus, which I founded in 
1998, Senator Jeanne Shaheen and I introduced legislation in the 
last Congress to create a new pricing model for insulin, which, as 
the Chairman pointed out, was first isolated a century ago in Can-
ada and yet has soared in price in recent years. Recently, we have 
seen some nascent steps on insulin affordability. More than 1,700 
Part D and Medicare Advantage plans have agreed to cap monthly 
co-pays for insulin at $35 this year. Additionally, manufacturers 
are adding more affordable options such as Eli Lilly’s $35 co-pay 
program, which has been available during the pandemic. 

These are good first steps, but I hope we can do much more. 
Another focus area is biosimilar competition. Later this spring, 

along with my colleague Senator Tim Kaine, I will reintroduce the 
Biologic Patent Transparency Act to prevent drug manufacturers 
from gaming the patent system. Time is money when it comes to 
abusing the patent system to thwart competition. There are reports 
that AbbVie, the manufacturer of Humira, filed 247 patent applica-
tions for this drug, and one patent that could have protected the 
medicine for up to 39 years from any competition from a biosimilar. 
In fact, the price of Humira in the United States increased by an 
additional 6.2 percent in January 2019 to offset price reductions 
from biosimilar competition overseas. 

Mr. Chairman, in the last Congress three committees—the HELP 
Committee, the Finance Committee, and the Judiciary Com-
mittee—all advanced bipartisan bills to reform our broken drug 
pricing system. I was a co-sponsor of the Grassley-Widen bill the 
last Congress, as were several Members of this Subcommittee. 
HHS Secretary Becerra and I spoke about drug prices at length 
during his nomination process. 

Let’s bring this bill to the Senate floor as separate legislation so 
that we can have full and open debate and amendment to come up 
with the best solutions. We want new medicines to reach con-
sumers and for pharmaceutical companies that invest in the re-
search and take the risks necessary to develop these drugs to see 
a fair return on their investment. But we must do more to ensure 
that these essential medicines are more affordable and their prices 
transparent. I hope that today’s hearing will help us craft policies 
to strike that balance. 

Thank you, Mr. Chairman. 
The CHAIRMAN. Thank you, Senator Collins. 
We have an outstanding group of panelists. Let me begin by wel-

coming our first panelist, Dr. Aaron Kesselheim, who is a Professor 
of Medicine at Harvard Medical School and a faculty member in 
the Division of Pharmacoepidemiology and Pharmacoeconomics in 
the Department of Medicine at Brigham and Women’s Hospital. 

Dr. Kesselheim created and leads the program on regulation and 
more, an interdisciplinary research program focusing on prescrip-
tion drugs and medical devices, patient health outcomes, and regu-
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latory practices and the law. He has authored over 450 publications 
in peer-reviewed medical and health policy literature. 

Mr. Kesselheim, thanks very much for being with us. 

STATEMENT OF AARON KESSELHEIM, M.D., JD, MPH, PRO-
FESSOR OF MEDICINE, BRIGHAM AND WOMEN’S HOSPITAL 
AND HARVARD MEDICAL SCHOOL, BOSTON, MA 

Dr. KESSELHEIM. Thank you, Chairman Sanders, Ranking Mem-
ber Collins, and Members of the Committee. We’re here today be-
cause the U.S. spends far more on drugs per capita than any other 
industrialized nation, over $1,200 in 2018, while the OECD aver-
age was less than $600. 

U.S. prices are primarily driven by spending on brand-name 
drugs, most of which have been on the market for many years, dur-
ing which time they’re subject to astonishing price increases. We 
compared drugs that accounted for the highest Medicare Part B 
spending with Japan, Germany, Switzerland, and the U.K., and 
found prices 46 to 60 percent lower in those places. 

How is this possible? I want to focus on three reasons and their 
solutions. 

First, the U.S. allows drug makers to set prices after FDA ap-
proval at any level they want, and then require Medicare and Med-
icaid to pay no matter what the drug’s clinical utility. 

Second, we allow manufacturers to raise those prices each year 
beyond inflation. 

Third, manufacturers extend their patent-protected market ex-
clusivity by building a thicket of dozens or even hundreds of pat-
ents to delay generic entry. Other industrialized nations, even 
some states and payers in the U.S., have strategies that address 
these issues. 

The first step to address excessive drug prices would be to evalu-
ate and negotiate. The Defense Department isn’t forced to buy 
every new weapon at the price Raytheon conceives of. It determines 
the usefulness and negotiates. The approach in other countries be-
gins after regulatory approval with a process known as health tech-
nology assessment, in which independent organizations help deter-
mine a fair price based on how well the new drug performs against 
other available treatments. Only if a drug provides more benefit to 
patients should it cost more than other options. The U.S. needs to 
establish a publicly funded body that would determine a price for 
a drug based on its clinical benefit. 

In Germany, drug evaluation and negotiation occurs during a 
drug’s first year when a non-profit, non-governmental research or-
ganization assesses its therapeutic benefits. In review of outcomes 
in that market, we found that no drugs providing important benefit 
left the German market, while cancer drug prices substantially de-
clined and were more closely aligned with clinical benefit. States 
like New York and Massachusetts have now initiated such a review 
process for their Medicaid programs. 

My second major recommendation is to limit drug price in-
creases. In the U.S., Gleevec was introduced in 2001 for a list price 
of $26,000 a year and increased to more than $120,000 by 2016. 
Many brand-name drugs provide rebates to commercial payers and 
Medicare Part D plans, but those only offset some of these price in-



7 

creases. By contrast, in other countries, agreements between the 
government or payers and manufacturers restrict price increases. 
We found that spending per unit for the cancer drug lenalidomide 
in the U.S. increased from 2010 to 2018 from about $400 a unit to 
nearly $700 a unit, while during that same period of time the drug 
in France decreased from $239 a unit to $202 a unit. One model 
would be to extend the drug price inflation rebate penalty currently 
in place for Medicaid. Bills were introduced in the prior Congress 
with bipartisan support for this plan, as Ranking Member Collins 
mentioned. 

A final component would be to arrange for more efficient transi-
tion to a competitive market. Generic or biosimilar entry is often 
delayed in the U.S. because of patent thickets covering trivial at-
tributes of the drug. Here again, lessons on how to improve the ex-
perience in the U.S. can come from other countries. Results from 
foreign patent offices suggest that the U.S. Patent Office could re-
duce the number of wrongly issued patents by allocating greater re-
sources to ensure patent quality. In addition, we could leverage the 
Patent Trial Appeals Board set up by the 2001 America Invents 
Act to weed out invalid patents before they get caught up in litiga-
tion by reviewing patents listed by the FDA. 

There is my prescription, informed by successful policy initiatives 
in other countries and U.S. states. Independent therapeutic evalua-
tion leading to price negotiation, limits on price increases, and effi-
cient generic entry at the end of market exclusivity. 

The industry may contend that any drug pricing reform will have 
reduced innovation, but meaningful innovation need not decline. 
Large pharmaceutical manufacturers invest only about 10 to 20 
percent of their revenues in R&D. To ensure new therapeutic in-
sights, we must augment support of the NIH since transformative 
drug innovation often emerges from publicly funded research and 
development, as it recently did for COVID–19 treatments and vac-
cines. 

In reality, these policies are likely to actually improve meaning-
ful innovation. In the last decade, only one-third of new drugs in 
the U.S. were rated by one of these international independent orga-
nizations as having even moderate therapeutic benefit. If drug 
prices more adequately reflected the clinical benefits that they offer 
to patients, this would incentivize more meaningful pharmaceutical 
innovation and there would be less investment in making trivial 
changes to existing products and more investment in meeting 
unmet medical needs. Generous rewards would still be provided for 
creating important new medicines. 

Most importantly, with the changes I’ve proposed, policymakers 
can rest assured that more patients will be able to access these 
vital products at an affordable price. 

Thank you very much. 
[The prepared statement of Dr. Kesselheim follows:] 

PREPARED STATEMENT OF AARON KESSELHEIM 

Chairman Sanders, Ranking Member Collins, and Members of the Committee: 
My name is Aaron Kesselheim. I am an internal medicine physician, lawyer, and 

health policy researcher and a Professor of Medicine at Harvard Medical School in 
the Division of Pharmacoepidemiology and Pharmacoeconomics of the Department 
of Medicine at Brigham and Women’s Hospital in Boston, one of the main Harvard 
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1 Tichy EM, Schumock GT, Hoffman JM, et al. National trends in prescription drug expendi-
tures and projections for 2020. American journal of health-system pharmacy. 2020;77(15):1213– 
1230. 

2 Kesselheim AS, Hwang TJ, Avorn J. Paying for Prescription Drugs in the New Administra-
tion. JAMA 2021;325(9):819–820. 

teaching hospitals. I lead its Program On Regulation, Therapeutics, And Law (POR-
TAL), an interdisciplinary research group that studies the intersections between 
prescription drug affordability and use, laws and regulations related to medications, 
and the development and cost of drugs. PORTAL is one of the largest and most pro-
lific non-industry funded research centers in the country that focuses on pharma-
ceutical law, use, and economics. I am honored to have been invited today to talk 
to you about brand-name drug prices in the U.S.: both why they are so high and 
what you can actually do about it. 

I will start by reviewing the problem of high drug prices, touching on why prices 
are so high in the U.S. and what the implications are of high drug prices for pa-
tients and the health care system. I will then describe a three-pronged approach to 
ensuring that U.S. patients pay fair prices for new therapeutics: negotiating with 
brand-name drug manufacturers, ensuring that prices cannot rise excessively over 
time, and ensuring a timely and efficient transition to generic competition at the 
end of the market exclusivity period. For each of these major categories, I will com-
pare the U.S. approach to other industrialized countries (and some cutting-edge U.S. 
states) to provide points of contrast and pathways forward for policymaking by Con-
gress. Finally, I will address some important counter-arguments that are sometimes 
made in opposing plans to address high U.S. drug prices. I will conclude by explain-
ing the problems with these arguments, and suggest how they can be addressed in 
any policy changes that are made. 

I. The Problem of High Drug Prices 

The U.S. spends far more on prescription drug prices per capita than any other 
industrialized nation. Total prescription drug spending here jumped from $427 bil-
lion in 2015 to $511 billion in 2019. 1 According to the World Health Organization, 
the U.S. spent $1,011 per capita on retail pharmaceuticals in 2015, which increased 
to $1,229 in 2018, far outpacing all other OECD countries: the next highest, Swit-
zerland, came in at $894, and the OECD average was far lower, at $562. 2 One gov-
ernment report estimated that about 17 percent of the U.S. health care spending 
goes to prescription drugs, although some payors have reported that pharma-
ceuticals account for closer to 25 percent of spending overall. 

High U.S. drug prices are primarily driven by spending on brand-name drugs, 
which make up only about 10 percent of prescriptions, but account for about 75 per-
cent of spending. Most of this spending is not for the newest drugs approved in the 
last year or two, but from brand-name drugs that have been on the market for many 
years, during which time they have been subject to substantial promotion to physi-
cians and direct-to-consumer advertising. Many of them have been subjected to as-
tonishing price increases from year to year, even with no changes in the drug itself. 
For example, in 2019, Medicare Part D—the Federal Government’s outpatient pre-
scription drug insurance program for patients over age 65—topped its list of great-
est spending with three drugs: the anticoagulants apixaban (Eliquis), which has 
been on the market for 8 years, and rivaroxaban (Xarelto), on the market for 10 
years, and the cancer treatment lenalidomide (Revlimid), which has been on the 
market for 15 years. These three drugs accounted for about $16 billion in gross 
spending for Medicare Part D alone just in 2019 (or approximately $10 billion in 
net spending). In Medicare Part B—which covers hospital-or physician-administered 
drugs for older patients—top-spending drugs in 2019 included the ophthalmologic 
drugs aflibercept (Eylea, $2.9 billion total spending, 9 years on market) the 
anticancer drug rituximab (Rituxan, $1.7 billion, 23 years), and the pegfilgrastim 
(Neulasta, $1.2 billion, 19 years). High spending and prices are not indicators of in-
novation reaching patients but of a system that allows manufacturers to freely set 
and raise prices while preventing effective competition. 

Among the most concerning examples of high drug prices relate to drugs that 
have been available for multiple decades, including products like insulin, the opioid 
reversal agent naloxone, and epinephrine for potentially fatal allergic reactions. In 
a study led by Dr. William Feldman in our group, we studied data on Medicare Part 
D drug spending to examine injectable insulin products. We found that in 2017, 
Medicare Part D spent about $7.8 billion (even after assuming large rebates) on 31 
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of generic drugs. JAMA Internal Medicine 2017;177(11):1665–1669. 

8 ‘‘Three in ten of all adults (29 percent) also report not taking their medicines as prescribed 
at some point in the past year because of the cost.’’ Kirzinger A, Munana C, Wu B, Brodie M. 
Data Note: Americans’ Challenges with Health Care Costs. KFF. 2019. https://www.kff.org/ 
health-costs/issue-brief/data-note-americans-challenges-health-care-costs/. 11 June 2020. 

9 Gagne JJ, Choudhry NK, Kesselheim AS, Polinski JM, Hutchins D, Matlin OS, Brennan 
TA, Avorn J, Shrank WH. Comparative effectiveness of generic and brand-name statins on pa-
tient outcomes. Annals of Internal Medicine 2014;161:400–407. 

10 Galewitz P. States Cut Medicaid Drug Benefits to Save Money. Kaiser Health News July 
24 2012. https://khn.org/news/Medicaid-cuts-sidebar/. 

different insulin products. 3 Unfortunately, the availability of multiple brand-name 
products does not consistently lead to substantial reductions in prices, as might be 
expected, because they are not interchangeable, reducing the possibility of price 
competition. 4 

The prices paid for these same brand-name drugs are much lower in other indus-
trialized countries than they are in the U.S.. In one study led by Thomas Hwang 
in our group, we evaluated the prices of 75 brand-name drugs that accounted for 
the highest Part B expenditures in fee-for-service Medicare beneficiaries in 2016, 
compared to the prices for the same drugs in four comparator high-income countries: 
Japan, Germany, Switzerland, and the UK. In virtually all cases, the U.S. paid 
more for these drugs than the median of prices in comparator high-income coun-
tries. Overall, drug prices in high-income countries were 46–60 percent lower than 
those in Part B, taking rebates into account. 5 

Brand-name prescription drug prices are so high in the U.S., and much higher 
than in other comparable countries, because in the U.S. we allow brand-name phar-
maceutical manufacturers to charge whatever they want during their periods of gov-
ernment-granted market exclusivity—a condition not seen in any other developed 
nation. At the same time, numerous laws and rules require coverage of many high- 
priced drugs by government or private payors. As a result, brand-name manufactur-
ers set drug prices in the U.S. at levels far exceeding prices for the same drugs 
made by the same companies for use in other high-income countries around the 
world, because they can, and then raise those prices each year at rates much higher 
than the rate of inflation. 6 As a final step, manufacturers also take numerous steps 
to extend their market exclusivity periods as long as possible by building a ‘‘thicket’’ 
of patents designed to delay generic entry. 7 

These high prices have important implications for patients. Americans struggle to 
afford their prescriptions, and three in ten report not taking a medication as pre-
scribed by their doctor because of the cost. 8 Non-adherence to important medica-
tions can lead to increased patient mortality. 9 Drug costs passed on to consumers 
and patients through insurance premium increases make such insurance less afford-
able, and can force people off of their insurance plans. High drug prices have spill-
over implications for other aspects of health care and social spending, since public 
and private spending on prescription drugs is not available to meet other needs. 
Medicaid programs, for example, have had to respond to expanding drug budgets 
by cutting coverage for other services and limiting access to drugs. 10 

I am optimistic that this hearing, among the first held by the HELP Committee, 
indicates a new commitment by the new leadership in the Senate to make progress 
on the issue of unaffordable drug prices and their harmful effect on patients and 
the U.S. economy. Progress on excessive drug prices in the U.S. has been stymied 
before by the pharmaceutical industry and its well-funded and powerful lobbying 
clout. In the past, both Republicans and Democrats have responded to that pressure 
by staying away from taking evidence-based and enforceable steps to bring pharma-
ceutical spending in line with other industrialized nations. In the last 4 years, the 
Trump Administration continued this tradition by doing little to address drug prices 
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in a meaningful way. However, I believe bold action now will be rewarded at the 
polls. There is clear evidence that most Americans favor action to help them with 
the high drug prices faced by them and their family. In a national survey leading 
up to the 2020 election, the second-ranked domestic priority for Democrats and Re-
publicans alike was lowering the cost of prescription drugs, following just behind ac-
cess to affordable health care. 11 

Below, I describe a three-pronged practical approach that Congress could imple-
ment to address high drug prices, drawing on lessons from other countries—and 
from a few states that have begun to enact such thoughtful reforms. 

II. A Three-Pronged Solution to Ensure Fair Prices in the U.S. 

A comprehensive approach to address high U.S. brand-name drug prices must ac-
count for the several major components of the U.S. market that sustain those high 
prices: (1) brand-name manufacturers can freely set prices for new drugs at the time 
of FDA approval at any level they wish, unlike what is seen in other countries, and 
important payors such as Medicare are required to accept those prices and to cover 
nearly all such products, whether they represent an increase in patient benefit or 
not; (2) brand-name manufacturers are permitted to freely raise prices to any level 
they choose during government-protected market exclusivity periods; and (3) these 
companies can use patents and other government-enforced tools to delay effective 
generic or biosimilar competition as long as possible. 

A multi-pronged solution to ensure fair prices is therefore grounded in negotiating 
fair prices for brand-name drugs, ensuring that brand-name manufacturers cannot 
raise prices over time beyond inflation unless they make meaningful improvements 
to their drugs, and providing an efficient transition to a competitive generic market 
after exclusivity periods ends. Most other industrialized nations already have strate-
gies that address each of these components. 

A. Negotiating Prices of Brand-Name Drugs 

While other countries have implemented a variety of effective price negotiation 
and review tools, U.S. legislators have not directly addressed drug prices and in-
stead allow manufacturers to freely set prices while enforcing purchases by public 
sector programs and allowing for prolonged extension of government-granted monop-
olies. This situation is different from the purchase of nearly all other goods and 
services in our free-enterprise marketplace economy. The markets for prescription 
drugs are served by a patchwork of public and private payors that are unable in 
many cases to negotiate effectively, and/or are prohibited from declining to cover 
drugs that do not add anything meaningful to available treatment options. Medicare 
is forbidden by law from negotiating prices with drug manufacturers, despite the 
fact that it negotiates or sets the price for every other medical service it covers. 
Medicare Part B pays for all drugs at their average sales price (plus an additional 
percentage that acts as a dispensing fee), while the individual plans that offer cov-
erage through Medicare Part D are forced to buy all drugs in several ‘‘protected’’ 
classes and cannot exclude any from their formularies, whether or not they add ben-
efit or are severely overpriced. This situation—uniquely different from nearly all 
other Federal procurements—limits their ability to negotiate effectively. Medicaid 
programs receive a guarantee that they will get the best price being offered in the 
commercial market, but generally cannot negotiate any further since they are re-
quired to list virtually all FDA-approved drugs on their formularies. 

In the private sector free from Medicare restrictions, commercial insurers can 
refuse to pay for particular costly drugs that have equivalent less expensive alter-
natives; they may also impose high co-payments to discourage patient demand for 
such lower-value medications. Unfortunately, such negotiation may not necessarily 
be based on the clinical benefit of the drug but on the extent of rebates, the finan-
cial goals of the pharmaceutical benefit manager (PBM) that often controls the nego-
tiation, and other arrangements the PBM may have with it. Manufacturers, through 
PBMs, do negotiate prices but these other issues are central to the negotiation, rath-
er than the extent of clinical benefit. The approach is also counteracted by manufac-
turer coupons to patients and patient assistance programs, as well as state laws 
that require coverage of certain drug products. 
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10 July 2017. https://www.iqwig.de/en/about-us/methods/methods-paper/; Shiroiwa T, 
Fukuda T, Ikeda S, Takura T. New decision-making processes for the pricing of health tech-
nologies in Japan: The fiscal year 2016/2017 pilot phase for the introduction of economic evalua-
tions. Health Policy. 2017;121(8):836–841; https://www.canada.ca/content/dam/pmprb-cepmb/ 
documents/consultations/draft-guidelines/2020/PMPRB-Guidelines2020-en.pdf. The French 
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One most direct way to address excessive drug prices would be for the government 
to negotiate the price of drugs for taxpayer-supported drug benefit programs, just 
as the Defense Department negotiates the prices of armaments it purchases. The 
prevailing approach to negotiating brand-name drug prices in other industrialized 
countries begins after regulatory approval with a process known as Health Tech-
nology Assessment (HTA). Numerous other countries have health technology assess-
ment organizations that assess a newly approved drug’s actual clinical benefit and 
help determine a fair price based on how well the new drug is expected to perform 
against other available treatments. These publicly funded organizations conduct as-
sessments of the effectiveness, safety, and cost of new drugs compared with other 
interventions to evaluate what price the payor should agree to reimburse. 

Germany, for example, launched a major drug pricing reform law in 2011 
(Arzneimittelmarktneuordnungsgesetz, or AMNOG) to align prices and reimburse-
ment more closely with expected treatment benefits. Under this law, called 
AMNOG, the manufacturer sets prices freely during a drug’s first year on the mar-
ket. During this time, the Institute for Quality and Efficiency in Health Care 
(IQWiG), a nonprofit, nongovernmental research organization, assesses its possible 
additional therapeutic benefits relative to existing standards of care (rating drugs 
as having: major, considerable, minor, or no or not quantified benefit). For drugs 
without sufficient clinical evidence of therapeutic benefit that surpasses the stand-
ard of care, payors will not reimburse prices higher than the existing standard of 
care. A 2018 analysis showed that of 139 drugs reviewed in the clinical benefit pric-
ing procedure, only 22 were later withdrawn by the manufacturer from the market, 
and of those 22 all but one had received a rating of no additional clinical benefit; 
the remaining drug had a non-quantifiable benefit and was withdrawn from all Eu-
ropean markets. 12 

In France, the Economic Committee for Health Products (CEPS) primarily judges 
the value of a new prescription drug based on the added clinical benefit that a drug 
provides to patients in comparison to available alternatives. This added benefit is 
classified as major (I), substantial (II), moderate (III), mild (IV), or absent (V). CEPS 
is composed of representatives from the health and finance ministries, the country’s 
national health insurer, and private insurers. It negotiates drug prices with manu-
facturers on that basis. Drugs with major, substantial, or moderate added benefit 
are guaranteed to have a list price similar to those in the United Kingdom, Ger-
many, Spain, and Italy. 13 

As these examples show, in Germany and France—as well as in other countries 
like Australia, Japan, and Canada—the primary tool for leveraging lower drug 
prices is to rigorously assess the clinical benefit of new drugs against pre-existing 
therapies or comparators. If a new drug does not have clinical evidence to show it 
is more effective than other drugs already available to treat a condition, then payors 
should not pay more for it than they do for those pre-existing drugs, a mainstay 
of all market-based transactions. 14 The basic logic is that if a drug costs more than 
other options, it should provide more benefit to patients. Benefit is usually evalu-
ated with patient-relevant outcomes, including evidence of effectiveness on life-ex-
tension, improvements in quality of life, and/or other clinical outcomes. Additional 
benefit can be translated into health economic terms and cost-effectiveness to deter-
mine whether a proposed price is defensible. Alternatively, clinical benefit can be 
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18 For a full description of the New York process, as well as processes created in Massachu-
setts and other states, see Bendicksen L, Rome BN, Avorn J, Kesselheim AS. Pursuing value- 
based prices for drugs: a comprehensive comparison of state prescription drug pricing boards. 
Milbank Quarterly 2021 [in press]. 

plotted as an ‘‘efficiency frontier’’ to determine whether a price is in line with the 
degree of benefit, an approach which does not set any values of cost-effectiveness. 15 
These evaluations inform an anchor price for negotiations with manufacturers. 16 
Other countries have either a government or independent agency that reviews the 
manufacturer’s evidence of clinical effectiveness and the proposed list price. 17 This 
process does not occur in the U.S., making it difficult for value-based assessments 
to drive medication use and cost. Currently, several smaller public and private enti-
ties, like the Institute for Clinical and Economic Review, take on this role on a vol-
untary basis. 

Thus, my first recommendation is for the U.S. to establish similar publicly funded 
body that would determine a verifiable, evidence-based price for a drug based pri-
marily on the clinical benefits it would provide. This effort should start with some 
of the brand-name or single-source drugs that account for the greatest spending or 
have the highest prices. Eventually, this body would be charged with reviewing all 
new drugs within the first year after approval; until then, manufacturers could be 
permitted to charge the price they believe is appropriate. This approach is analo-
gous to the Drug Efficacy Study Implementation (DESI), a program that Congress 
mandated in the 1960’s through the 1980’s, to assess existing drugs for evidence of 
efficacy once that became a requirement for marketing. In determining a rational 
price, this body could also consider information about the cost of development, cost 
of failure, overall health care budget, extent of government funding in its develop-
ment, and other relevant factors. Drugs that do not show benefits over other prod-
ucts would be offered the same price as the pre-existing alternatives. The advan-
tages of such a reference pricing system are two-fold: first, at market entry, the 
prices for new drugs will be more consistent with their clinical benefits, and second, 
it incentivizes manufacturers to invest in research and development that will bring 
new drugs to market that meaningfully improve upon pre-existing therapeutics or 
address unmet needs. Manufacturers would also be incentivized to conduct the re-
search needed to demonstrate comparative effectiveness. This system does provide 
extra rewards to drugs that offer no or minimal improvements on pre-existing thera-
pies. 

Past legislative efforts to establish such a body in the U.S. to review drugs’ clin-
ical benefits and determine their cost-effectiveness have been derailed by the polit-
ical process. At different points, the Office of Technology Assessment, the Agency 
for Healthcare Research and Quality, and the Patient-Centered Outcomes Research 
Institute have all been proposed as the centers of such an effort. More recently, a 
few states have successfully initiated such review boards. For example, the New 
York legislature delegated the new authority for drug assessments and negotiation 
to an existing agency within the state Department of Health to review the cost-effec-
tiveness and clinical benefit of prescription drugs that the state’s Medicaid program 
purchases. 18 The board primarily relies on third-party organizations, such as the 
Institute for Clinical and Economic Review, and evaluates the following factors: pub-
licly available pricing information, information supplied by the state Department of 
Health, value-based pricing analyses provided by third parties, the severity and 
prevalence of the treated condition, utilization data, the effectiveness of the drug, 
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the extent to which the drug improves patient health or quality of life, the likelihood 
that use of the drug will reduce patients’ utilization of other medical services, the 
post-rebate cost of the drug to Medicaid, the availability of therapeutic alternatives, 
the number of manufacturers that produce the drug (in the case of generics), and 
information supplied confidentially by the manufacturer to the board. After the 
board agrees on a fair, value-based price for the drug, New York’s Medicaid program 
uses this price as a benchmark in negotiations with the drug’s manufacturer for ad-
ditional supplemental rebates. The board has completed three full reviews to date 
and successfully exacted additional discounts for at least two reviewed drugs. Such 
an effort would not be excessively costly. Though a New York-specific fiscal analysis 
is not available, the Maryland prescription drug affordability board is expected to 
fully fund its activities by assessing $1,000 fees on the approximately 1,400 corpora-
tions in the prescription drug supply chain in Maryland (generating a yearly oper-
ating budget of $1.4 million). 

Such value-based price negotiations can be effective at reducing prices. In France, 
the government takes clinical benefit into account in pricing negotiations and addi-
tional factors, such as the price of alternatives that treat the same or similar condi-
tions, and the number of people eligible to use the drug: products that treat condi-
tions that affect more people are priced lower because manufacturers can make the 
same profits with lower margins given increased volume. The French system has 
been very effective; in the 1970’s and 1980’s, the U.S. and France were among the 
OECD countries with the highest spending on pharmaceuticals, but in France, the 
rate of spending began to slow with implementation of new regulations, and was 
only $638 per capita in 2018—half the amount the U.S. spent per person ($1,229). 19 
The House’s Elijah E. Cummings Lower Drug Costs Now Act (H.R. 3), introduced 
in 2019, included a provision for direct negotiation of drug prices in Medicare and 
was expected to save $448 billion in direct Medicare spending. 20 

It is important that the price identified and negotiated through this process be 
offered to the private market too. The U.S. has a fragmented health system with 
many different payors, each of whom is responsible for securing drugs. By contrast, 
in other countries, a single entity is responsible for negotiating the list price for the 
country. This leverages the full market power of the country’s payors. In some coun-
tries, such as the UK, France, and Japan, a government department of health car-
ries out negotiations with manufacturers to secure a price for a national health in-
surance system. Within this framework in Europe, drug price negotiations can be 
centralized and involve both public and private insurance plans: in Germany, cen-
tralized negotiations are carried out by a body called the Federal Joint Committee 
and representing more than 100 insurance plans. 21 Prescription drug pricing de-
faults to reference pricing to comparators, but if there is evidence of additional ben-
efit, then the Federal Joint Committee negotiates with drug manufacturers to deter-
mine a list price that will be paid by all the insurers. 22 If negotiations fail in Ger-
many, a price is set by arbitration. In a study we conducted with Prof. Ariel Stern 
at Harvard Business School using data on 57 anticancer drugs launched in Ger-
many from 2002 to 2017, we found that implementation of these negotiations was 
associated with drug prices being more closely aligned with clinical benefit and a 
24.5 percent decrease in negotiated prices relative to launch prices. 23 Another study 
found that prior to the introduction of these centralized negotiations, U.S. prices in 
Medicare Part B were 29 percent higher than German prices for the same drugs. 
Following the introduction of the centralized negotiations and assessment of clinical 
benefit in Germany, German prices became lower than U.S. prices by a further 29 
percent. 24 
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An alternative approach is to implement price limits and allow public and private 
plans to each negotiate their own prices with manufacturers. In Canada, the Pat-
ented Medicine Prices Review Board (PMPRB) is a quasi-judicial, independent body 
that was created in 1987 to protect consumers from excessive prices during brand- 
name drug exclusivity periods. When a patent-holder applies to sell a drug in Can-
ada, it must submit information on the labeling of the drug, price, information from 
benefit analyses undertaken, and estimated use by the population to the PMPRB. 
The PMPRB then reviews the proposed price, taking into account information that 
includes reference pricing to comparator therapies, market size for the drug, con-
sumer price index, and prices charged in other countries. Through this process, the 
Board first establishes an ‘‘Interim Maximum List Price’’, which is followed by a 
‘‘Maximum List Price’’ as more information about the drug becomes available. If a 
manufacturer is found to have excessively priced a drug, the Board can require that 
the drug price be lowered and introduce clawbacks. 25 In the Canadian example, an 
independent body protects patients and plans from excessive pricing, and payors 
then have the option to negotiate discounts with manufacturers. 26 

In summary, experience from other countries (and a few U.S. states) shows that 
brand-name drug prices can effectively be lowered by first assessing the clinical ben-
efits of a drug and then engaging in effective negotiation on that basis, without the 
artificial limits currently placed on U.S. public and private payors. For drugs that 
offer substantial clinical value to patients, this system may lead to paying high 
prices commensurate with the benefit the drug provides. But most drugs do not 
have such high value; in fact, one review we conducted of drugs the FDA approved 
in 2017 found that of those reviewed by international health technology assessment 
organizations only one-third were rated as offering more than minor benefit over 
currently available treatments. 27 Another recent review found that of 122 ‘‘ultra- 
expensive’’ drugs in Medicare, those with annual spending greater than GDP per 
capita or $63,000, up to 85 percent were rated as having no or low additional value 
by international health technology assessment organizations. 28 In the U.S., we will 
be able to better afford paying high prices for truly meaningful improvements be-
cause we will pay far less for drugs that do not offer clear clinical benefits. 

Importantly, the U.S. is already implementing an approach with some of these 
features in the Veterans Affairs Health System. Unlike Medicare and Medicaid, the 
VA is allowed to determine which drugs it will cover, and can negotiate process with 
manufacturers on this basis. Because of this, prices paid by the VA are substantially 
lower than those in all other U.S. government-financed systems. We have already 
developed this approach to a large extent, and it is working very well, so it should 
not be seen as some kind of exotic ‘‘foreign import.’’ 

Addressing Price Increases During Market Exclusivity 

In the U.S., drug manufacturers are free to raise the price of a drug each year, 
and often do so, far beyond the cost of inflation. Imatinib (Gleevec), a treatment for 
numerous rare cancers, was introduced in 2001 for a list price of $26,400 per year, 
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per cent after 10 years and five per cent after 15 years. When a medicine moves to F2, the price 
cut will increase from 16 to 25 per cent. Legislation will be required to implement the price 
cuts.’’ Grove A. Pharmaceutical Benefits Scheme. Parliament of Australia. https:// 
www.aph.gov.au/About-Parliament/Parliamentary-Departments/Parliamentary-Library/pubs/ 
rp/BudgetReview201718/PBS. 

a price which increased to more than $120,000 by 2016. 29 One study found that 
price inflation of existing brand-name oral drugs rather than market entry of new 
drugs accounts for 87.3 percent of average weighted costs. 30 Many brand-name 
drugs provide rebates to commercial payors and Medicare Part D plans that offset 
some of the list price increases, and while drug-level rebates are confidential, esti-
mates of those rebates indicate that they do not keep pace with list price increases. 
One review of list and estimated rebates from 2007–2018 on branded pharma-
ceutical products found that list prices increased by 159 percent—or 9.1 percent per 
year—but net prices increased by 60 percent overall, with discounts offsetting only 
62 percent of increases in list prices for drugs. 31 

Excessive annual price increases are reflected in higher prices to patients. Over 
10 percent of people in the U.S. have no drug insurance, and often must pay the 
full list price. One recent study found that list prices for the 14 top-selling drugs 
doubled from 2010 to 2016 while median patients’ out-of-pocket costs increased by 
53 percent. 32 A recent review led by Dr. Benjamin Rome in our group found that 
patients with insurance who pay deductibles or co-insurance are particularly at risk 
and are likely to experience substantial increases in out-of-pocket spending when 
drug list prices rise. 33 

By contrast, in other countries, agreements between the government or payors 
and manufacturers keep price increases in check. In France and the UK, manufac-
turers agree to spending caps, essentially growth caps on drug sales, which if ex-
ceeded require a portion of excess profit to be rebated. 34 As a result, drug prices 
in France do not increase routinely over time. If France’s Transparency Committee 
lowers a drug’s effectiveness rating, the price for that drug decreases. For example, 
the rating for insulin glargine was changed from ‘‘moderate improvement’’ to ‘‘minor 
improvement’’ and then to ‘‘no improvement’’ as new safety data were documented 
and market competitors emerged. 35 In one study comparing the six highest spend-
ing drugs in Medicare between the U.S. and France, we found that the spending 
per unit for lenalidomide in the U.S. increased from 2010 to 2018 from about $400 
per unit to nearly $700 per unit, while during that same period the price of the drug 
in France decreased from $239 to $202 per unit. 36 

Other countries, including Australia, even require statutory price decreases. On 
the Australian formulary, brand-name drugs that have no comparator therapies 
take a 5 percent price cut after five years. This arrangement is part of a five-year 
agreement made with the drug trade group Medicines Australia. 37 Like using clin-
ical benefit as the basis of price negotiations, the Australian plan is intended to 
incentivize the development of new drugs that offer improvements or address areas 
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of unmet need. Japan uses a different approach and reviews list prices every two 
years, decreasing them if the actual market price paid is lower than the list price. 38 

In each of these countries, the government secures agreement between payors and 
manufacturers: once a price has been negotiated between payors and manufacturer, 
it cannot be raised without re-reviewing the clinical and economic evidence. By con-
trast, the U.S. government grants drug manufacturers a monopoly through patents 
and FDA exclusivity periods, during which time they can freely set prices, including 
raising list prices. Therefore, my second major recommendation is to limit the rate 
of drug price increases, so that the government-granted monopoly does not exploit 
the patients who rely on these medicines. One model for how this would work would 
be to implement the drug price inflation rebate penalty currently in place for Med-
icaid, which contains exorbitant annual increases by requiring a higher rebate if 
drug price increases exceed inflation. Bills were introduced in the prior Congress 
with bipartisan support for extending the Medicaid inflation penalty to Medicare 
Part D: a version of this policy was included in the House Elijah E. Cummings 
Lower Drug Costs Now Act (H.R. 3) and the Senate Prescription Drug Pricing Re-
duction Act (S. 2543). According to the Congressional Budget Office, for drugs cov-
ered under Medicare Parts B and D, limiting annual price increases to the rate of 
inflation is expected to save $36 billion over ten years. 39 

C. Ensuring Effective Transition to a Competitive Market 

A final approach to move toward fairer drug pricing is to arrange for an efficient 
transition to a competitive market at the end of a brand-name drug’s period of mar-
ket exclusivity. The government provides about 6–7 years of guaranteed generic-free 
marketing periods for new brand-name drugs via the Hatch-Waxman Act of 1984. 
(This has been expanded to about 12 years for qualified antibiotics or biologic 
drugs.) Additionally, a drug it is usually protected by numerous patents, each last-
ing up to 20 years, that have started accumulating since the drug was originally 
synthesized or discovered. A study led by Dr. Rome in our research group found that 
patents actually provide 13–17 years of market exclusivity for new brand-name 
small-molecule drugs, and even more for biologic products, keeping generic manufac-
turers from the market long after the exclusivity period ends. 40 

Patents perform a very important role in enabling innovators to profit from their 
discoveries for a finite amount of time, and rewarding that creativity. But this sys-
tem has become subject to many abuses, with two distinct patent-related problems 
contributing to unjustifiably high drug prices. First, pharmaceutical manufacturers 
can obtain multiple patents—occasionally even hundreds—covering their drugs, 
even for attributes that reflect no meaningful innovation. The legal and scientific 
complexity of drug patent applications, combined with the heavy demands on patent 
assessors who are often not expert in the issues at stake, means that personnel in 
the U.S. Patent and Trademark Office (USPTO) sometimes issue patents in error. 
The fact that a patent was improperly granted generally becomes evident only fol-
lowing litigation, long after the patent has issued, when far greater resources are 
devoted to their evaluation. 41 By this time, however, the delay in generic competi-
tion caused by patents that should never have issued can contribute to substantial 
excess expenditures on brand-name drugs by public and private sector payors, and 
by patients. 42 This ″thicket″ of additional patents makes it possible for brand-name 
manufacturers to introduce new versions of their products that provide longer exclu-
sivity with little or no clinical benefit for patients. 43 In one study of drugs approved 
in 2002, we found that 9 (53%) were introduced in patentable new formulations in 
the subsequent 15 years, with many of these changes clinically trivial. 44 In another 
study, we found that the proportion of patents listed with the FDA that cover drug- 
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related devices tripled between 2000 and 2016 (from 3% to 9% of all drug-related 
patents). 45 These device patents extend exclusivity periods even though the patent 
on the drug itself has lapsed. It is important to ensure that such invalid patents 
are not mistakenly issued, because manufacturers can extract substantial revenues 
from patented changes. In a recent study, we found that a manufacturer introduced 
a version of the multiple sclerosis drug glatiramer (Copaxone) that could be taken 
3 times per week instead of daily, providing benefits that were tiny in comparison 
to the $6.5 billion in the resulting additional drug expenditures that the U.S. spent 
on the new formulation instead of generics. 46 A federal appeals court ultimately 
held that the patents protecting the new version of glatiramer were invalid, but the 
payments had already occurred. 

Here again, lessons on how to improve experience in the U.S. can come from ana-
lyzing how other countries handle patents. Results from foreign patent offices sug-
gest the USPTO could reduce the number of erroneously issued patents by allo-
cating greater resources to ensure patent quality. The European Patent Office (EPO) 
and Japan Patent Office (JPO) issue fewer, higher-quality patents despite applying 
a similar legal standard as the USPTO. 47 The EPO and JPO do this in part by 
spending more time and resources scrutinizing patents, retaining high-quality ex-
aminers, and having their employees work in teams. 48 In one study, a 50 percent 
increase in examination time was associated with a 10 percent decrease in invalid 
patents. 49 As Doni Bloomfield and I recounted in a recent Washington Post article, 
‘‘The problem of weak drug patents has worsened under the Trump administration. 
In the past two years, the PTO has made it even more difficult for examiners to 
reject patent applications. The office issued directives that increase the amount of 
work examiners must do to reject certain applications, such as those that seek to 
patent a process found in nature. Predictably, these directives decreased examiners’ 
rejections for such ineligibility by more than 25 percent.’’ Predictably, these direc-
tives decreased examiners’ rejections for such ineligibility by more than 25 per-
cent.’’Predictably, these directives decreased examiners’ rejections for such ineligi-
bility by more than 25 percent.’’ 50 

Thus, my third major recommendation is to closely scrutinize the process for 
issuing drug patents and enforcing them against generic manufacturers. This can 
be accomplished at a number of different levels. Without even requiring legislation, 
the USPTO would benefit from greater resources; better agency regulation can give 
examiners more time and administrative leeway to reject ineligible applications, re-
flecting current practices in some patent offices around the world. In addition, we 
could better leverage the U.S. Patent Trial and Appeals Board (PTAB), set up by 
the 2011 America Invents Act. The PTAB could help weed out invalid patents before 
they get caught up in litigation if it had the authority to review all patents as soon 
as they are listed with the FDA by a manufacturer. If steps cannot be taken to clear 
out the thicket of patents that threatens transitions to an effective competitive mar-
ket, then we might need to consider automatic price reductions for brand-name 
drugs after a reasonable period of time on the market; 51 one recent analysis of ap-
plying this concept to biologic drugs predicted potential cost-savings over the next 
five years of $265 billion when compared to the current model of biosimilar competi-
tion. 52 At the level of the pharmacy, we could allow closely similar drugs to be more 
easily substituted with each other by pharmacists even if they have patentable dif-
ferences, if the FDA judges those drugs to be therapeutically interchangeable. Such 
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a move would broaden competitive markets and require manufacturers seeking to 
introduce a slightly changed version of a product to ensure that the product really 
offers important benefits to patients. 

III. Common Counter-Arguments and Responses 

The greatest challenge in enacting these changes will be the political strength of 
the pharmaceutical industry lobby, one of the largest in Washington, which will 
charge that any drug pricing reform will reduce innovation. This is a false assertion; 
much evidence indicates that meaningful innovation need not decline. Large phar-
maceutical manufacturers invest only about 10–20 percent of their revenues in re-
search and development, so providing exceedingly high profit margins to such manu-
facturers does not directly translate to substantial investment in innovation. A sub-
stantial amount of work from our research group has documented how trans-
formative drug innovation often emerges in large part from publicly funded research 
and development, even though this is rarely reflected in the pricing of the resulting 
drugs, or in commensurate ‘‘payback’’ to the funding agencies that made them pos-
sible. 53 As long as Congress continues funding for the National Institutes of Health, 
then we can be assured that the next generation of important new therapeutics will 
be in the pipeline. This view is bolstered by experiences in other countries. In recent 
work focused on Germany led by my colleague Ariel Stern, we found that for drugs 
found to provide important new patient benefits, none of them left the German mar-
ket, despite price negotiations. 54 If concern arises about insufficient support to 
bring certain types or classes products through clinical testing and regulatory ap-
proval—the roles dominated in the current system by venture capital and private 
industry funding—the recent evolution of Covid–19 treatments and vaccines has 
shown that public funding and partnerships can help advance highly promising new 
treatments. 

These changes are likely to actually improve meaningful innovation. The current 
system in which brand-name manufacturers are rewarded with high U.S. prices for 
new drugs that have limited clinical advantages may even reduce the pressure for 
them to develop medications that truly add clinical value. It is notable that less 
than one-third of new drugs approved in the past decade were rated as providing 
high clinical value compared to existing alternatives, although this has not led to 
lower prices. 55 If drug prices more adequately reflected the clinical benefits they 
offer to patients, this would incentivize more meaningful pharmaceutical innovation, 
and there would be less investment in making trivial changes to existing products 
and more investment in meeting unmet medical needs. If reference pricing and clin-
ical benefit assessment formed the basis for price negotiations, new drugs that offer 
improved outcomes to patients would be rewarded with higher prices than available 
options, creating a powerful incentive for manufacturers to invest their resources in 
bringing to market drugs that will achieve this price premium rather than products 
that can be priced high but will not offer patients more health. 56 

Finally, as described above, more data-driven policies on drug pricing need not re-
duce prices equally across the board; pricing based on a product’s actual clinical 
benefits could still lead to substantial manufacturer revenue and thus offer a strong 
incentive for private investment in research and development. 57 Payor drug budgets 
would better be able to account for these situations without being burdened by pay-
ments for non-innovative expensive drugs and high-priced drugs for which competi-
tive generic or biosimilar entry is delayed. Particular attention may need to be pro-
vided for the rare but clinically ideal scenario of an extremely effective drug with 
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tremendous long-term clinical benefits, similar to the direct-acting antiviral hepa-
titis C virus drugs when they were introduced in 2015. In that case, the high price 
set by the manufacturer was ultimately cost-effective, but too expensive for many 
payors, particularly Medicaid programs, in the short-term. In these situations, Con-
gress could support Medicaid with support for payments over time assuming ongo-
ing clinical benefits, or create a special high-risk pool of Federal dollars separate 
from a patient’s insurance, similar to the way in which Medicare pays for the med-
ical expenditures of all dialysis patients. 

IV. Conclusion 

The high drug prices faced by U.S. patients directly result from existing Federal 
policies that have helped shape the organization of the pharmaceutical market in 
the U.S., in which brand-name manufacturers are given years-long government- 
granted market exclusivity periods and near-total freedom to establish prices—with 
nearly half of that expenditure paid by government programs such as Medicare and 
Medicaid. Compounding this situation, the lattice of public and private payors in the 
U.S. are limited by their inability to negotiate (as for Medicare Part B) or restric-
tions that require them to cover any FDA-approved drug no matter how useful it 
is (as for Medicaid and Medicare Part D ‘‘protected drug classes’’). 

To effectively lower prices, policymakers can adopt three important principles cur-
rently in place in other industrialized countries to better ensure that we are paying 
prices commensurate with the utility offered by new drugs. First, the U.S. needs to 
set up a system to evaluate the clinical benefits of brand-name drugs and help de-
termine the basis for reasonable pricing given those benefits. Health technology as-
sessment organizations that conduct this work are operating effectively in many 
other countries. The U.S. then needs to empower negotiation of prices based on that 
clinical evaluation process and offer negotiated prices to the private market. Second, 
the U.S. must ensure, as other countries do, that brand-name drug prices are not 
increased exorbitantly beyond inflation during a drug’s market exclusivity period 
unless the manufacturer makes clinically meaningful improvements to the drug. 
Third, the U.S. needs to provide a rapid, efficient transition to a competitive generic 
market after a product’s government-enforced monopoly expires. Currently, brand- 
name manufacturers can delay generic entry by obtaining numerous patents, many 
of them for trivial changes, and then leverage them to introduce new formulations 
with only minor clinical effects that can forestall direct competition. If the USPTO 
adopted approaches similar to those used by its counterparts in Europe or Japan, 
protecting drugs with invalid or otherwise problematic patents would happen less 
often. 

Congress can take up this model secure in the knowledge that the drug industry’s 
charges that their effects on innovation are overblown. Enhanced investment in pub-
lic funding for research will continue to provide the insights needed to develop 
transformative products, as it has done for numerous important drugs and Covid– 
19 vaccines. Fair and even generous rewards would still be provided to drugmakers 
who create important new medications—just not for those that add little or nothing 
to what we can offer patients. With the changes proposed above, policymakers can 
rest reassured that more patients will be able to access these vital products at an 
affordable price that accords with a drug’s value and cost of development. In fact, 
better aligning U.S. drug prices with their clinical benefits will reward and promote 
innovation because it will better incentivize manufacturers to invest in helping de-
velop new treatments that meet unmet medical needs or offer meaningful clinical 
benefits to U.S. patients. 

[SUMMARY STATEMENT OF AARON S. KESSELHEIM] 

• The U.S. spends far more on prescription drug prices per capita than any 
other industrialized nation—about double that of many wealthy coun-
tries. Overall prescription drug spending jumped from $427 billion in 
2015 to $511 billion in 2019. Even though brand-name drugs account for 
only 10 percent of prescriptions, they are responsible for about 75 percent 
of drug spending. 

• U.S. prices for the same drugs, made by the same companies, are far 
higher in the U.S. than in other comparable countries. For example, some 
drugs covered by the Medicare program cost 40–60 percent less than the 
prices paid for those same drugs in four other high-income countries. 
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• Government-granted monopolies in the form of patents allow companies 
to freely set prices at any level they wish—a situation not seen in any 
other countries. 

• Reforming the U.S. drug pricing system should be based on a three- 
pronged approach: 

1. The government should engage in direct price negotiation with manufac-
turers over the medications it purchases (e.g., in the Medicare program), 
based on the additional clinical benefit that a new drug provides to pa-
tients. Other countries evaluate how much additional benefit a new drug 
offers above existing alternatives; products that provide little or no addi-
tional benefit are reimbursed at the same price as the existing therapeutics. 
Several states are implementing review boards to evaluate evidence to in-
form such negotiation, but this should be carried out by a centralized body 
to leverage the market power of the U.S.. Experience in other countries 
shows that successful, evidence-based negotiations can be conducted by the 
government or non-governmental bodies representing private payors. 
2. In the U.S., manufacturers often raise the list prices of brand-name 
drugs each year well beyond inflation, placing new financial strains on pa-
tients and insurers in the public and private sectors. The Federal Govern-
ment should prevent price increases well beyond inflation that are not justi-
fied by new clinical evidence of improved effectiveness by limiting such in-
creases to the rate of inflation, as is already done in Medicaid. Again, the 
U.S. is an outlier in allowing these increases, and in most countries they 
are either prohibited by law or tightly limited. 
3. It will be vital to ensure a competitive market once a drug’s basic period 
of patent-provided exclusivity ends. Drug companies often obtain numerous 
extra patents to extend their monopoly powers for years longer than origi-
nally expected, often for clinically trivial changes. This allows them to move 
market share to their newer product formulations even if these offer limited 
or no clinical advantages but can be sold at a high prices. The U.S. Patent 
and Trademark Office has been undermined in its ability to ensure that all 
patents issued are legitimate, resulting in lengthy legal battles and delays 
to the availability of more affordable generic versions as patents are chal-
lenged in court. 

• The pharmaceutical lobby is large and well-funded and will argue that 
any reduction in revenues will harm innovation. But most drugs ap-
proved each year are not truly innovative and in a review of 2017 new 
approvals, only a minority of those reviewed by independent expert bod-
ies offered more than minimal clinical advantages over available treat-
ments. In addition, only 10–20 percent of large pharmaceutical manufac-
turer revenues go to research and development of new drugs, and public 
funding often plays a key role in financing research that leads to the 
most innovative new drugs. 

• By contrast, these three proposals will actually increase innovation by 
providing greater incentive to discover truly important medications, an 
improvement over the current system that incentivizes manufacturers to 
profit by extending patent life beyond its original duration and devel-
oping drugs that offer little clinical benefits but can be priced freely. Ne-
gotiations based on additional patient benefit, limited price increases, and 
stronger patent scrutiny incentivizes what matters most: the development 
of drugs providing important new benefits to patients and addressing 
unmet need. 

The CHAIRMAN. Dr. Kesselheim, thank you very, very much. 
Our next witness is Dr. Nav Persaud, who is the Canada Re-

search Chair in Health Justice and Associate Professor at the Uni-
versity of Toronto. He is a staff physician and scientist at St. Mi-
chael’s Hospital and Unity Health Toronto, where he provides care 
to patients and leads studies as part of the MAP Center for Urban 
Health Solutions. 

Dr. Persaud, thanks so much for being with us. 
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STATEMENT OF NAV PERSAUD, M.D., MA, CANADA RESEARCH 
CHAIR IN HEALTH JUSTICE, UNIVERSITY OF TORONTO, ON, 
CANADA 
Dr. PERSAUD. Thank you and good morning. 
In Canada, per capita drug spending is $879, versus over $1,200 

in the United States. Per capita spending is about 40 percent high-
er in the United States largely because of the regulation of pat-
ented drug prices by the Canadian Patented Medicines Prices Re-
view Board. Posted prices for patented medicines are approxi-
mately three times lower in Canada. The Patented Medicines 
Prices Review Board is slated in July to drop the United States 
from its list of comparative countries used to set price ceilings be-
cause prices are shockingly high in the United States compared 
with other high-income countries, including the United Kingdom. 

The marketing of a raft of patented medicines during the 1990’s 
boosted per capita spending disproportionately in the United 
States. The larger rise in spending during the 1990’s was partially 
due to patented opioid products such as OxyContin that was ille-
gally marketed by Purdue Pharma on the lie that these medicines 
were safer than less expensive alternatives. Pharmaceutical compa-
nies continue to profit from the opioid crisis that killed approxi-
mately 80,000 Americans in the twelve-month period ending in 
May 2020. 

Pressure and lobbying by pharmaceutical companies have under-
mined reforms in both Canada and the United States. Multiple 
government reports over decades have recommended including 
medicines in Canada’s publicly funded single-payer system to im-
prove fair access and to save billions each year, but this has not 
happened. So we continue to pay high prices relative to comparable 
countries such as Norway and Australia, and inequities persist in 
Canada. 

America is a superpower, a superpower that has not shown its 
strength in standing up to pharmaceutical companies that rip off 
Americans, as driven by the price differences for patented medi-
cines across our border. My colleagues and I have conducted a ran-
domized control trial of distributing essential medicines, as per 
international guidance from the World Health Organization, to peo-
ple who report not being able to afford them. 

We found improvements in the control of blood pressure and dia-
betes, fewer missed medical appointments, and total health care 
savings that average more than $1,000 per patient per year. The 
biggest benefit was in the ability to make ends meet or afford basic 
necessities such as rent and food. Only 29 percent in the usual ac-
cess or control group could make ends meet, but 86 percent of those 
who did not have to pay out of pocket for medicines could afford 
necessities. A farmer in our study, for example, was better able to 
grow food when he had his asthma puffers. 

Would publicly funding a list of essential medicines work in the 
United States? It already is working at the United States Veterans’ 
Administration. Since its creation in 1997, the VA’s national for-
mulary has led to improvements in care, and its negotiating power 
has led to impressive price reductions. 

The VA’s approach of creating a rational list of medicines and 
then using proven methods to negotiate prices accords with inter-
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national guidance. It’s a model that could be adapted to an even 
larger scale in the United States. 

There are three key elements of government action to reduce 
drug spending while promoting access and equitable care. 

One, punish abusive pricing of patented medicines by creating a 
new bureau. Create a new bureau to set price ceilings for patented 
medicines. Give that bureau the resources and teeth to keep prices 
low, and empower that bureau to issue compulsory licenses when 
companies price patented medicines unreasonably. The new bureau 
should be able to cut annual drug spending by at least $100 billion. 

Two, use negotiating power and open tendering processes to se-
cure low prices on a defined set of essential medicines as per inter-
national guidance. Negotiating power can help to ensure equitable 
access to needed medicines, including off-patent or generic medi-
cines. 

Three, use existing legislation, and additional political will, to 
discipline the companies currently bloated by high medicine prices 
that illegally market products. 

There is a need for urgent action. Americans are getting ripped 
off by more than $100 billion per year, and this money in the 
wrong hands is used to illegally market medicines that kill Ameri-
cans. 

Thank you. 
[The prepared statement of Dr. Persaud follows:] 

PREPARED STATEMENT OF NAV PERSAUD 

Canada Regulates the Price of Patented Medicines and Pays Less for the 
Same Medicines 

In Canada, per capita drug spending is $879 versus over $1,229 in the United 
States. 1 Per capita drug spending is about 40 percent higher in the United States 
largely because of the regulation of patented drug prices by the Canadian Patented 
Medicine Prices Review Board. 

Posted prices for patented medicines are approximately 3 times lower in Canada. 2 
The Patented Medicines Prices Review Board is slated, in July, to drop the United 
States from its list of comparator countries used to set ‘‘price ceilings’’, because 
prices are shockingly high in the United States compared with other high-income 
countries including the United Kingdom. 3 

The marketing of a raft of patented medicines during the 1990’s boosted per cap-
ita drug spending more in the United States. 4 The large rise in drug spending dur-
ing the 1990’s was partly due to patented opioid products such as OxyContin that 
was illegally marketed by Purdue Pharma on the lie that these medicines were safer 
than less expensive alternatives. 5 Pharmaceutical companies continue to profit from 
the opioid crisis that killed approximately 80,000 Americans in the 12 month period 
ending in May 2020. 6 

Change is Possible With Political Will 

Pressure and lobbying by the pharmaceutical companies (and private insurers) 
have undermined reforms in both Canada and the United States. Multiple govern-
ment reports over decades have recommended including medicines in Canada’s pub-
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lic single-payer system to improve fair access and to save billions each year. 7 But 
this has not happened, so we continue to pay higher prices than comparable coun-
tries such as New Zealand and Australia and inequities persist. America is a super-
power that has not shown its strength in standing up to pharmaceutical companies 
that rip off Americans, as proven by the price differences for patented medicines 
across our border. 

My colleagues and I have conducted a randomized controlled trial of distributing 
essential medicines, as per international guidance from the World Health Organiza-
tion, to people who report not being able to afford them. We found improvements 
in the control of blood pressure and diabetes, fewer missed medical appointments, 
and total healthcare savings that averaged more than a thousand dollars per pa-
tient per year. 8 The biggest benefit was in the ability to ‘‘make ends meet’’ or afford 
basic necessities such as rent and food: only 29 percent in the usual access or con-
trol group could make ends meet, but 86 percent of those who did not have to pay 
out-of-pocket for life-saving medicines could afford necessities. A farmer in our 
study, for example, was better able to grow food when he had asthma puffers. 

Could public funding for a list of essential medicines work in the United States? 
It already is working at the United State’s Veteran’s Administration. Since its cre-
ation in 1997, the VA’s national formulary has led to improvements in care and its 
negotiating power has led to impressive reductions in prices. 9 The VA’s approach 
of creating a rational list of medicines and then using proven methods to negotiate 
prices accords with international guidance. It’s a model that could be adapted to an 
even larger scale in the United States. 

Three Ways America—The Superpower—Can Lower Drug Prices 

There are three key elements of government action to reduce drug spending while 
promoting access and equitable care: 

(1) Punish abusive pricing of patented medicines by creating a new Bu-
reau. Create a new Bureau to set price ceilings for patented medicines, 10 give that 
Bureau the resources and teeth to keep prices low, and empower that Bureau to 
issue compulsory licenses when companies price patented medicines unreason-
ably. 11 The new Bureau should be able to cut annual drug spending by at least 
$100 billion. 

(2) Use negotiating power and open tendering processes to secure low 
prices on a defined set of essential medicines as per international guid-
ance. 12 Negotiating power can help to ensure equitable access to needed medicines 
including off-patent or generic medicines. 

(3) Use existing legislation, and additional political will, to discipline the 
companies currently bloated by high medicine prices that illegally market 
products. There is a need for urgent action—Americans are getting ripped off by 
more than $100 billion each year and, in the wrong hands, this money is used to 
illegally market medicines in ways that kill Americans. 

(1) Punish abusive pricing of patented medicines. 
The Canadian Patented Medicine Prices Review Board was created in 1987 

through an amendment of the Patent Act. The Patented Medicine Prices Review 
Board sets a ‘‘price ceiling’’ for patented products based in part on the prices paid 
in comparator countries. Companies forgo revenues from excessive pricing. The Pat-
ented Medicine Prices Review Board is revising its guidelines for setting price ceil-
ings including the list of comparator countries and plans to stop using the United 
States (as well as Switzerland) in its list of comparator countries. 

The United States Federal Government can create a new Bureau empowered to 
fine companies that sell patented products at excessive prices. This Bureau could 
define abusive pricing based on comparator countries that currently pay lower prices 
for patented medicines including Canada and the United Kingdom. Since the pur-
pose of medicines is to promote health and save lives (as opposed to supporting a 
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specific industry or ‘‘the economy’’), prices that prevent people from accessing need-
ed medicines should prompt action. 

Patented medicine prices are approximately three times higher in the United 
States compared with Canada (Average Foreign-to-Canadian Price Ratios was 3.36 
in 2017 for patented products for the United States; for comparison it was 1.08 for 
generic medicines for the United States and 0.94 for patented medicines in the 
United Kingdom in 2017). 13 If per capita pharmaceutical spending in the United 
States equalled that in Canada, there would be savings of over $100 billion per year 
in the United States and this would represent more than 30 percent of drug spend-
ing. The budget of the Canadian Patented Medicine Prices Review Board is approxi-
mately $15 million annually. The new Bureau in the United States should be ade-
quately funded and insulated from political influence and lobbying so it can take 
on large multinational pharmaceutical companies. 

The new Bureau should be empowered to issue compulsory licenses for patented 
products sold at unreasonable prices. This power will reassure Americans that they 
will not be priced out of life-saving treatments and also ensure that patentees re-
spect the Bureau. 

(2) Use negotiating power and open tendering processes to secure low 
prices on a defined set of essential medicines as per international guid-
ance. 14 The World Health Organization recommends that countries create an es-
sential medicines list that includes the medicines people need. Essential medicines 
meet the priority needs of a population. Twenty-one high-income countries, includ-
ing Portugal and Sweden, have registered essential medicines lists with the World 
Health Organization. Essential medicines lists typically include around 300 medi-
cines that include treatments for cardiovascular disease, cancer, infectious diseases, 
respiratory diseases, joint conditions, mental health conditions and other condi-
tions. 15 There is a procedure for adding medicines to the list and a committee usu-
ally reviews relevant evidence before making a recommendation or decision about 
whether a medicine should be added. My colleagues and I have surveyed 127 na-
tional essential medicines lists and we have created a data base of lists in collabora-
tion with the World Health Organization and it is available at: essentialmeds.org. 

A national essential medicines list is one important component of national medi-
cines policies, and the list should be used in conjunction with other policies to en-
sure access and appropriate use of medicines while controlling costs. 16 Trans-
parency is vital to procurement processes to ensure all potential medicine suppliers 
are treated fairly and to maintain confidence in procurement processes. Secretive 
deals between manufacturers and purchasers should be avoided regardless of what 
‘‘special’’ considerations might be offered by companies in exchange for secrecy. After 
a list of needed medicines is established, open tendering processes should be used 
to secure the best prices for high-quality medicines. While the main way to curb 
drug spending is to lower prices, a national essential medicines list can also support 
rational medicine selection, for example, toward biosimilar medicines. 17 

Medicines are excluded from Canada’s publicly funded single-payer healthcare 
system. The Canadian Parliamentary Budget Office has estimated that including 
medicines in our single-payer publicly funded healthcare system would save ap-
proximately $4.2 billion while improving access. 18 We know from experiences in the 
province of Quebec that the answer to excessive drug costs is not expanding or man-
dating private insurance plans. This has predictably fuelled an increase in drug 
spending with minimal improvements in access and no measured improvement in 
health (8.8 percent cost-related non-adherence in Quebec versus 10.7 percent for 
Canada and 6 percent in comparator countries). 19 Some are paying into private in-
surance plans that they do not access due to the deductibles. While Canada is doing 
better than the United States and reigning in the prices of patented products by 
regulating price ceilings, Canada spends more on drugs per person than comparable 
high-income countries such as the United Kingdom, Australia and Sweden. Al-
though essential health care services are included in our single-payer publicly fund-
ed health care system, medications are excluded and instead covered by a loose 
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patch work of private and public plans that leaves out millions of Canadians. Pri-
vate spending represents the majority of total drug spending in Canada and private 
employer-based drug insurance plans welcome high drug prices because private in-
surance companies take a percentage of each claim. While Canadians pay less, in 
general, for patented products compared with Americans, we pay similar or higher 
prices for generic products compared with Americans and those in most other high- 
income countries. Attempts to reduce generic prices have largely failed. When, ge-
neric companies were faced with the prospect of an open tender process in Canada 
in 2017 and 2018, companies that should be competing with each other came to-
gether and offered ‘‘rebates’’ worth at least $6.5 billion to provincial governments 
purchasing medicines for social assistance recipients and, in exchange, provincial 
governments agreed not to implement open tendering processes. The Canadian 
Competition Bureau studied the generic pharmaceutical sector in 2007 and 2008 
and found that competition was not lowering prices as expected in Canada, but 
these reports are largely ignored and Canadians continue to overpay for generic 
medicines. 20 

While some get rich, others die. Cost-related non-adherence to medicines—not 
taking pills as instructed due to the cost—is more common in Canada (8 percent) 
and the United States (17 percent) than in comparable high-income countries where 
it is typically below 5 percent. 21 The Centers for Disease Control and Prevention 
estimated that all-cause mortality was 15 percent to 22 percent higher among Amer-
icans with chronic diseases such as diabetes who cannot afford their medicines com-
pared with those who could afford them. 22 Drug pricing is a life and death issue. 

The distribution of the burden is inequitable. Medicine access is a highly 
racialized issue in both Canada and the United States. Taxi drivers, factory workers 
and food servers are among the Canadians who pay taxes that support the private 
drug plans—that enjoy public subsidies—and that exclude many ‘‘blue collar’’ work-
ers with dark skin. Part of the legacy of enslaving Black people in North America 
is inequitable access to health care including to life-saving medicines, and opposition 
to ensuring access for everyone is rooted in racism. Downloading medications costs 
into people’s pockets means that those who face discrimination in the workplace, in-
cluding women, are harmed twice, first by the pay gap and then at the pharmacy. 

We have studied the effects of the free distribution of essential medicines and 
found health improvements and substantial improvements in financial well-being: 
CLEANmeds.ca. 

https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2752366 
(3) Pursue and discipline the bloated pharmaceutical companies created 

by bloated drug prices. 
The high prices Americans pay for patented medicines help make pharmaceutical 

companies so big and powerful that they openly engage in illegal marketing, as they 
can easily shrug off billion-dollar fines as the cost of doing business. Other compa-
nies watched Purdue Pharma almost literally get away with murder in creating the 
opioid crisis that has killed more than 500,000 Americans over more than twenty 
years. 23 Purdue invested hundreds of millions of dollars in spreading lies about 
long-acting opioid products and it was rewarded with billions in profits. Other com-
panies saw how Purdue profited from its illegal conduct, despite tiny penalties, and 
decided to join in and share the spoils. This is just one example of high prices for 
patented medicines fuelling illegal marketing. Billion-dollar fines have been paid by 
GlaxoSmithKlein, Pfizer and Eli Lilly for illegal marketing practices. Tens of billions 
of dollars are spent on advertising and marketing of pharmaceutical products in the 
United States each year, and this marketing is fuelled by the high prices Americans 
pay for patented medicines. 

Most inappropriate marketing practices violate existing laws in most countries in-
cluding the United States where it is illegal to make false claims about pharma-
ceutical products. But authorities apparently often lack the will to pursue and pros-
ecute offenders. This lack of willingness to hold pharmaceutical companies to ac-
count is rooted in concerns about harming an industry that plays an important soci-
etal role, undue influence of pharmaceutical companies and private insurers over 
authorities they lobby, and fear of investing resources in an investigation or pros-
ecution that will fail to secure a conviction. Authorities often assume a meek pos-
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ture and seek voluntary undertakings and settlements with pharmaceutical compa-
nies that are ‘‘too big to jail’’. 

In concert with efforts described above to limit the resources companies have to 
fuel illegal marketing campaigns, authorities must also promptly discipline compa-
nies that break the law. The opioid crisis shows that delays in holding companies 
to account can cost, not just $100 billion dollars per year, but also hundreds of thou-
sands of lives. 
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The CHAIRMAN. Thank you very much, Dr. Persaud. 
Next we have Ms. Elia Spates, who lives in Derby, Vermont, who 

was diagnosed with Type 1 diabetes when she was 18. Her strug-
gles to manage the disease and the associated costs have trans-
formed her into an advocate for lower drug prices and better health 
care. 

Ms. Spates, thanks so much for being with us. 

STATEMENT OF ELIA SPATES, DERBY, VT 
Ms. SPATES. Thank you. My name is Elia Spates. I was diag-

nosed with Type 1 diabetes 23 years ago, and quickly my parents 
and I got a crash course in the world of insurance and the serious 
expense of diabetes. 

The insulin that I take now costs over $2,000 out of pocket per 
month. The rise that I have seen in this price in the last 23 years 
is astronomical. In fact, from 2002 to 2013 the cost of insulin tri-
pled. When you pay over $800 per month for an individual in in-
surance premiums, and pay an additional $2,000 per month until 
your deductible is met, your family starts to feel a financial pinch. 
The only way you see to cut back on the spending is to cut back 
on the insulin. Before you know it, your diabetes is out of control, 
your blood sugars swing dramatically, seizures happen, and you 
are even found unresponsive. It’s time to treat the disease seri-
ously. The financial side of diabetes is as much or more a burden 
as the disease itself. 

I am certainly not the only diabetic out there who has rationed 
insulin to help fend off a steadily accumulating debt. In fact, 45 
percent of diabetics at one time or another will compromise their 
care to cut their costs. However, what is happening is that those 
who are not as fortunate as I land themselves in the hospital, in 
traumatic circumstances, and may even die. Seven-and-a-half mil-
lion Americans rely on insulin; 1.5 million of those are Type 1 dia-
betics. 

A few years ago my doctor suggested going to Canada. I live just 
four miles from the Canadian border, so this was logical, until you 
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give it just one ounce of thought. I pay over $10,000 a year in in-
surance premiums so that I can go buy my insulin in another coun-
try and it doesn’t count toward my deductible? It is completely asi-
nine to think that I would go to another country to buy inexpensive 
medication and yet pay for a health care plan in my own country 
that is only compounding my diabetic problems. 

Twice I have arrived at the pharmacy to pick up medication that 
had been prescribed by my doctor, and both times I was told that 
my insurance company was no longer going to cover that brand 
without prior authorization. However, they were happy to cover an-
other suggested brand that was biosimilar but not bioequivalent. 
With this medication it had taken me over a year to get it approved 
by the insurance company, and I was finally having success using 
it, and now it was being disallowed? 

It is infuriating to know that in one fell swoop your perfect com-
bination can be undone by the companies that produce the medica-
tion and the pharmacy benefits managers who market it to the in-
surance companies who now give it preferred status on their health 
care formularies. 

Just six months later an insulin I had been on for over four years 
became no longer an option. Once again, it needed a prior author-
ization, but there was a similar medication that I could have. Now, 
had this been the difference in brand name to generic, I could have 
understood. However, this was from one name brand insulin to an-
other. And, in fact, it was $5 more out of pocket for me. It doesn’t 
take a genius to figure out that this was happening because of how 
the money passes between the hands of the producers of the insu-
lin, the PBMs, and the insurance companies. 

I appreciate being a part of a good business deal when I see one, 
and as a woman in business I fully understand supply and de-
mand. I was raised in the humanitarian principles of achieving 
success. Doing things ethically and watching the bottom line to 
make a profit is essential. It is, however, unethical, unscrupulous, 
and completely wrong to gouge people, particularly so at the ex-
pense of their health. 

To think that we are outpricing our own citizens and virtually 
holding out of reach scientific marvels to those who need it is an 
embarrassment. 

We have seen a 300 percent rise in our cost of insulin in just a 
matter of years, yet in the same amount of time Canada has seen 
virtually no rise in cost at all. Three major producers of insulin 
have all had the same price hikes over that time. It is interesting 
that pharmaceutical companies provide amazing rebates on these 
products, yet the bulk of the rebates are cashed in by the PBMs 
and not the consumers. This practice provides preferred status on 
the insurance company formularies for the pharmaceutical compa-
nies, hardly an arms-length transaction. Rebates alone have risen 
from 2 percent in 2013 to 56 percent in 2018. 

One hundred years after the invention of insulin there are, of 
course, generic insulins out there which have been formulated. My 
understanding is that they sit on a dark and dusty shelf in the 
back of the room titled ‘‘Pay for Delay.’’ This is that devious little 
plan in which Big Pharma companies pay off the generic companies 
to delay the release of their product. Big pharma gets to keep the 
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largest part of their sales, the generic company makes even more 
than if they put it out on the market, and I continue to pay top 
dollar. Any middle school student working their vocabulary list can 
tell you that is a perfect description for collusion. 

There are days that it is almost impossible to contemplate the 
unethical, immoral American healthcare and pharmaceutical sys-
tem that has been created out of greed. I have to believe that those 
who perpetuate it probably haven’t been burned by it. It is more 
than likely that they don’t feel the initial pressure of the extreme 
insurance premiums because they don’t have to pay them. Those 
participating probably don’t drop thousands in deductibles either. 
And I am certain that they aren’t showing up at the pharmacy 
counter to find out that the medication that had finally put them 
in good health is now not allowed because their insurance company 
has a different option for them, one not discussed with them or 
their doctor. Those perpetuating this travesty are probably also 
benefiting from some of Big Pharma’s slice of the financial pie. 

When we ask the question ‘‘Why does the U.S. pay the highest 
prices in the world for prescription drugs?’’, the answer should real-
ly be given by our elementary school children because it is that 
simple. It is simply because of greed. We are fooling ourselves and 
the citizens of this Country by behaving like we don’t know why 
we pay more. We all know. The question just becomes who is going 
to fix it? Who is going to put themselves out there? Who is going 
to take the high road and not the handout? Who is going to say 
lives are at stake here and for once put yourself in those shoes and 
do what you would want done for you, your parents, your wife, 
your brother, your son, your daughter. 

This is a bipartisan issue. Make it one. Do what’s right, do it 
quickly, and then sleep well at night knowing you chose to help the 
people who, by voting, entrusted you with their well-being. 

Thank you. 
[The prepared statement of Ms. Spates follows:] 

PREPARED STATEMENT OF ELIA SPATES 

My name is Elia Spates. I was diagnosed with type 1 diabetes 23 years ago and 
quickly my parents and I got a crash course in the world of insurance and the seri-
ous expense of diabetes. 

The insulin that I take now costs over $2000.00 out of pocket per month. The rise 
that I have seen in this price in the last 23 years is astronomical. In fact from 2002 
to 2013 the cost of insulin tripled. When you pay over $800 per month, for an indi-
vidual, in insurance premiums and paying an additional $2000 per month until your 
deductible is met your family starts to feel a financial pinch. The only way you see 
to cut back on the spending is to cut back on the insulin. Before you know it your 
diabetes is out of control, your blood sugars swing dramatically, seizures happen 
and you are even found unresponsive. It is time to treat the disease seriously. The 
financial side of diabetes is as much or more a burden as the disease itself. 

I am certainly not the only diabetic out there who has rationed insulin to help 
fend off a steadily accumulating debt. In fact 45 percent of diabetics at one time 
or another will compromise their care to cut costs. However, what is happening is 
that those who are not as fortunate as I land themselves in the hospital, in trau-
matic circumstances, and maybe even die. 7.5 million Americans rely on insulin and 
1.5 million of those are type 1 diabetics. 

A few years ago my doctor suggested going to Canada. I live just 4 miles from 
the Canadian border so this was logical . . . until you give it just an ounce of 
thought. I pay over $10,000 a year in insurance premiums, so that I can go buy my 
insulin in another country and it doesn’t count toward my deductible?! It is com-
pletely asinine to think I would go to another country to buy inexpensive medication 
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and yet pay for a health care plan in my own country that is only compounding my 
diabetic problems. 

Twice I have arrived at the pharmacy to pick up medication that had been pre-
scribed by my doctor and both times I was told that my insurance company was 
no longer going to cover ‘that brand’ without prior authorization, however they were 
happy to cover another suggested brand that was biosimilar NOT bioequivalent. 
With this first medication it had taken me over a year to get it approved by the 
insurance company and I was finally having success using it and now it was being 
disallowed? 

It is infuriating to know that in one fell swoop your perfect combination can be 
undone by the companies that produce the medication, and the pharmacy benefits 
managers who market it to the insurance companies who now give it preferred sta-
tus on their health care formularies. 

Just six months later an insulin I had been on for over 4 years became no longer 
an option. Once again it needed a prior authorization, BUT, there was a similar 
medication I could have. Now had this been the difference in brand name to generic 
I could perhaps have understood. HOWEVER, this was from one name brand insu-
lin to another and in fact it was now $5 more out of pocket for me. It doesn’t take 
a genius to figure out that this was happening because of how the money passes 
between the hands of the producers of the insulin, the PBM’s and the insurance 
companies. 

I appreciate being a part of a good business deal when I see one and as a woman 
in business I fully understand supply and demand. I was raised in the humani-
tarian principles of achieving success. Doing things ethically and watching the bot-
tom line to make a profit is essential. It is however unethical, unscrupulous and 
completely wrong to gouge people, particularly so at the expense of their health. 

To think that we are outpricing our own citizens and virtually holding out of 
reach scientific marvels to those who need it is an embarrassment. 

We have seen a 300 percent rise in our cost of insulin in just a matter of years 
yet in the same amount of time Canada has seen virtually no rise in cost at all. 
Three major producers of insulin have all had the same price hikes over that time. 
It is interesting that pharmaceutical companies provide amazing rebates on these 
products yet the bulk of the rebates are cashed in by the PBM’s not the consumer. 
This practice provides preferred status on the insurance company formularies for 
the pharmaceutical companies, hardly an arms length transaction. Rebates alone 
have risen from 2 percent in 2013 to 56 percent in 2018. 

One hundred years after the invention of insulin there are of course generic insu-
lins out there which have been formulated. My understanding is that they sit on 
a dark and dusty shelf in the back of the room titled ‘pay for delay’. This is that 
devious little plan in which big pharma companies pay off the generic companies 
to delay the release of their product. Big pharma gets to keep the largest part of 
their sales, the generic company makes even more than if they put it out on the 
market, and I continue to pay top dollar. Any middle school student working their 
vocabulary list can tell you that is a perfect description for collusion. 

There are days that it is almost impossible to contemplate the unethical, immoral 
American healthcare and pharmaceutical system that has been created out of greed. 
I have to believe that those who perpetuate it probably haven’t been burned by it. 
It is more than likely that they don’t feel the initial pressure of the extreme insur-
ance premiums because they don’t have to pay them. Those participating probably 
don’t drop thousands in deductibles either. And I am certain that they aren’t show-
ing up to the pharmacy counter to find out that the medication that had finally put 
them in good health is now not allowed because their insurance company has a dif-
ferent option for them, one not discussed with them or their doctor. Those perpet-
uating this travesty are probably also benefiting from some of Big Pharma’s slice 
of the financial pie. 

When we ask the question ‘‘Why Does the U.S. Pay the Highest Prices in the 
World for Prescription Drugs?’’ the answer should really be given by our elementary 
school children because it is that simple. It is simply because of greed. We are fool-
ing ourselves and the citizens of this country by behaving like we don’t know why 
we pay more. We all know, the question just becomes who is going to fix it? Who 
is going to put themselves out there? Who is going to take the high road and not 
the handout? Who is going to say, ‘‘Lives are at stake here and for once put yourself 
in those shoes and do what you would want done for you, your parents, your wife, 
your brother, your son, your daughter. 
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This is a bipartisan issue. Make it one. Do what’s right, do it quickly and then 
sleep well at night knowing you chose to help the people, who by voting, entrusted 
you with their well being. 

The CHAIRMAN. Ms. Spates, thank you very much for your re-
marks. 

Our last panelist is Mr. Alex Brill, who is a Resident Fellow with 
the American Enterprise Institute, the public policy think tank in 
Washington, DC. Previously he served as Chief Economist and Pol-
icy Director to the House Committee on Ways and Means and on 
the staff of the White House Council of Economic Advisors. Mr. 
Brill has an MA in Mathematical Finance from Boston University 
and a BA in Economics from Tufts University. 

Mr. Brill, thank you very much for being with us. 

STATEMENT OF ALEX BRILL, RESIDENT FELLOW, AEI, 
WASHINGTON, DC 

Mr. BRILL. Thank you very much, Chairman Sanders. I must 
confess, the power just went out here in my office, and I hope this 
connection via my cell phone works. 

I appreciate the opportunity to appear before the Committee to 
testify on this important topic. As you mentioned, I’m a Resident 
Fellow with the American Enterprise Institute. My written testi-
mony has been submitted to the Committee for the record. It offers 
three broad observations and a series of policy recommendations 
which I’ll briefly summarize. 

First, perhaps predictably, is the importance of innovation in the 
pharmaceutical sector. Pharmaceutical innovation plays a critical 
role in improving health and well-being, and never has that been 
more important and more evident than today as multiple, highly 
effective coronavirus vaccines have been brought to the market in 
short order. These vaccines are the result not only of work that 
began after March 2020 but of decades of research funded by public 
and private investment and, of course, extraordinary support by 
the FDA. 

Policies to curb U.S. drug costs must ensure adequate reward for 
future innovation. This is not an endorsement of the status quo but 
a recognition, rather, of the importance of new medicines. 

Second, with respect to drug spending, U.S. prescription drug 
spending was $368 billion in 2019, nearly 10 percent of national 
health expenditures. It’s important, however, to note the drivers of 
this cost. Biologics are driving much of the increase in national 
drug spending. In inflation-adjusted per capita terms, biologic drug 
spending increased from less than $300 to over $400 per capita 
from the period 2014 to 2018, while traditional small-molecule 
drugs, pills, fell on an inflation-adjusted per capita basis during 
that same time. 

Notably, out-of-pocket spending, the patient’s cost, as a share of 
total drug spending has declined significantly over the last few dec-
ades, from roughly 28 percent to roughly 14 percent in 2019. Out- 
of-pocket costs for those with the highest expenses who are low-and 
moderate-income actually fell, and out-of-pocket costs for those pa-
tients with the highest costs rose for higher-income individuals. 
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Of course, however, these broad trends are important to recog-
nize, but they can also mask high financial burdens experienced by 
some patients, as we’ve heard already this morning. 

Third, the importance of balance. The success of the U.S. phar-
maceutical market is the result of a dual mandate embodied in 
landmark 1984 legislation commonly known as Hatch-Waxman. 
Hatch-Waxman legislation sought to both allow meaningful re-
wards for new innovative drugs and to encourage a robust generic 
drug industry. Today, we have the pharmaceutical innovation that 
I referenced a moment ago, and a generic industry that fills 90 per-
cent of all retail prescriptions yet represents just 20 percent of 
overall drug spending. The average co-pay for generics is just $7. 

Our peer nations are not as successful. Across the OECD, just 
over half of all prescriptions are filled with generic medicines. 
There are, however, important opportunities to further foster com-
petition and realize additional drug savings in the U.S. pharma-
ceutical market. My written testimony notes six areas where I be-
lieve bipartisan cooperation can ensure more timely entry of 
generics or biosimilars without discouraging the risk-taking inno-
vation of medicines. Let me briefly highlight just three. 

First, biosimilars. Biosimilars have already yielded roughly $37 
billion in savings to the U.S. health care system, but more can be 
done. One approach would be to align the incentives of prescribers 
with payers and patients. This could be achieved with a proposal 
considered by the Finance Committee for ASP+8 for biosimilars or 
the demonstration operated for Medicare Part B. 

Second, the importance of complex generic medicines and their 
approval here in the United States. Congress should ensure that 
the FDA has the incentives and the resources to promptly review 
and approve complex generic applications. In some recent work, I 
have estimated that seven such products were not available here 
but are available in Canada or Europe, and bringing them to the 
United States could save $1.3 billion a year annually. 

Finally, patent thickets, as noted earlier. Innovative drug compa-
nies are building patent thickets around lucrative products by ob-
taining myriad overlapping patents, many of those patents sub-
mitted after the launch of the initial product. To deter generic chal-
lenges or biosimilar challenges is the pure intent of these efforts. 
Without policy reform, these tactics will become the playbook for 
all innovator companies in the future. 

Thank you for the opportunity to testify, and I look forward to 
your questions. 

[The prepared statement of Mr. Brill follows:] 
PREPARED STATEMENT OF ALEX BRILL 

Chairman Sanders, Ranking Member Collins, and Members of the Subcommittee. 
Thank you for the opportunity to testify on this important topic. My name is Alex 

Brill, and I am a resident fellow at the American Enterprise Institute, a public pol-
icy think tank here in Washington, DC. The views and opinions I offer today are 
mine alone and do not represent those of my employer or necessarily those of my 
colleagues at AEI. 

In my testimony today, I will make three broad points: 
1. The United States is a large market that offers substantial rewards to 
successful innovators. This structure encourages the development of valu-
able medicines. 
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1 This estimate is based on 28.9 million confirmed cases and a CDC estimate (CDC, 2021) 
that approximately 1 in 4.6 total COVID–19 infections were reported. 

2. Lowering the cost of medicines to the U.S. healthcare system can be 
achieved by promoting robust competition, but policymakers should be care-
ful to ensure that adequate incentives remain in place to bring new prod-
ucts to market. 
3. There are multiple existing barriers to robust pharmaceutical competi-
tion, and lower drug prices can be achieved by removing these barriers. 

I would like to begin with a brief observation about the current pandemic, eco-
nomic recession, and ongoing recovery. 

The coronavirus pandemic, which hit the U.S. one year ago, has resulted in more 
than 540,000 confirmed deaths, more than 130 million probable and confirmed 
cases, 1 and tremendous economic upheaval and harm. The U.S. suffered a dramatic 
economic contraction in the second quarter of 2020. Though the economy has recov-
ered significantly, total employment is down by more than 9 million compared to 
a year ago. Employment in the leisure and hospitality sector is 20 percent lower 
than it was a year ago; nearly 3.5 million jobs in that sector were lost. 

The first coronavirus vaccine was deployed in December 2020, less than a year 
after the pandemic began. Today, three approved COVID–19 vaccines are being dis-
tributed in the U.S., and these products are quite literally saving not only our econ-
omy but our country. The vaccination rate is now near 2.5 million doses per day, 
and daily new cases are down nearly 80 percent from the peak. 

The biopharmaceutical industry, including talent and capital from around the 
globe, has accomplished a stunning feat, and I look forward to receiving my vaccine 
as soon as possible. We should be thankful not only to those involved in the develop-
ment and deployment of the vaccines but to all who have worked on vaccine devel-
opment, including those whose projects did not yield successful products. Clearly, 
the ability to bring to market these highly effective vaccines is not only the result 
of work that began in 2020 but also the result of decades of research supported by 
both public and private investment. 

1. U.S. Drug Spending Overview 

To set the stage for policy recommendations to address drug costs in the United 
States, it is worthwhile to put in context the size and scale of drug spending at 
present. In 2019, the most recent year for which government statistics are available, 
U.S. prescription drug expenditures were $367.9 billion, 9.7 percent of national 
health expenditures, and $1,128 per capita. Growth in 2019 expenditures (5.7 per-
cent) was driven by an increase in volume, not prices (CMS, 2020). An increasing 
share of this burden is borne by health insurers, though of course their higher costs 
are reflected in higher premiums. Notably, out-of-pocket spending on retail prescrip-
tion drugs as a share of total prescription drug spending has declined significantly 
over the last two decades, from 28.5 percent in 2000 to 14.5 percent in 2019 (CMS, 
2020). 

There are, of course, important exceptions to these aggregate trends for individual 
patients who have experienced significant hardship. However, on average, out-of- 
pocket spending for households with the highest overall healthcare costs (those in 
the 95th percentile) declined for households below the Federal poverty line (FPL) 
and for households below 200 percent of the FPL from 2006 to 2017 (Glied and Zhu, 
2020). For higher-income households with very high out-of-pocket costs, those costs 
have increased (Ibid.). Among those with the highest out-of-pocket medical costs 
across all income groups, average out-of-pocket drug costs have declined from near 
$2,300 in 2006 to $1,000 in 2017 (Ibid.). Among Medicare Part D beneficiaries, 90 
percent had out-of-pocket pharmacy costs less than $500 (IQVIA, 2020a). 

It is important to note that biologic drug spending is the driver behind overall 
rising drug spending in the United States in recent years. Biologics, which are high-
ly complex drugs made from living cells, are among the most expensive pharma-
ceutical products. In inflation-adjusted terms, biologic drug spending increased from 
$291 to $435 per capita from 2014 to 2018 while small-molecule drug spending fell 
from $689 to $610 per capita during this period (IQVIA, 2019). 

2. Balancing Innovation and Competition 

The U.S. pharmaceutical market, with a relatively high level of prescription drug 
spending overall as well as a high generic utilization rate, reflects the outcome of 
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two complementary policy objectives: a system that both offers financial rewards to 
innovator drug companies who launch new drugs and encourages a robust competi-
tive marketplace for generic drug manufacturers to sell at dramatic price discounts. 
This is the result of a dual mandate embodied in landmark legislation widely known 
as Hatch-Waxman, which was intended to foster both innovation and competition 
in the prescription drug industry. Broadly speaking, this system has worked well 
for traditional small-molecule drugs. 

According to research by IQVIA published by the Association for Accessible Medi-
cines, 90 percent of retail drug prescriptions are filled with a generic, and generics 
represent 20 percent of total prescription drug spending. The average generic pre-
scription copay is approximately $7, and 92 percent of all generic prescriptions are 
filled for $20 or less (AAM, 2020). The utilization of generic drugs in the United 
States far exceeds most peer nations. According to the OECD, generic drugs are, on 
average, just 52 percent of the total pharmaceutical market in 2017 by volume. Ge-
neric utilization varies considerably across the OECD. In Canada, generics are re-
ported to be 76 percent, by volume but in Italy only 25 percent (OECD, 2019). 

Inherent in the broad policy framework in the United States that incentivizes 
both critical new pharmaceutical innovation and a robust generic market are several 
distinct forms of drug competition. 

Brand-Brand Competition. Within a drug class, brand drugs can compete with 
other brand drugs that treat the same condition or disease, and this can result in 
lower prices for all competing products. In practice, the mechanism by which this 
form of competition yields price discounts is through rebates—that is, discounts paid 
to pharmacy benefit managers—not through reductions in list prices. 

Generic-Brand Competition. As chemical copies of their brand counterparts, 
generics provide direct competition to brands. While research has shown that brand 
prices do not typically fall when facing generic competition, the first generic compet-
itor is, on average, 30 percent lower than the brand price (Conrad and Lutter, 2019). 

Generic-Generic Competition. The largest price effect arises when multiple 
generics for a product are on the market. Conrad and Lutter (2019) find that the 
generic price discount rises from 30 percent with one generic on the market to 55 
percent with three generics and 85 percent with five generics. 

Biosimilar Competition. A fourth type of pharmaceutical competition, a hybrid 
of the three above, is emerging in the U.S. biosimilars market. Since the passage 
and enactment of the Biologics Price Competition and Innovation Act (BPCIA), part 
of the Affordable Care Act, an additional regulatory pathway has existed to permit 
competition for biologics. This abbreviated pathway allows for the approval of what 
are known as biosimilars, more affordable versions of brand biologic drugs. While 
this market was somewhat slow to develop at first, today there are 29 biosimilars 
approved by the Food and Drug Administration (FDA) and 18 biosimilars available 
on the U.S. market. One favorable but unexpected pricing dynamic in this nascent 
market is that when a biosimilar competes with a reference biologic, we see a net 
price decline of the innovator product (Brill and Ippolito, 2019). 

3. Promoting Drug Competition and Lowering Prices 

In debates about U.S. drug spending, two competing policy frameworks exist. In 
the first, government controls are necessary to set drug prices because market fail-
ures are causing ‘‘wrong’’ prices to be paid by public programs, commercial insur-
ance, and individuals. In the second, policymakers observe imperfections in the pre-
scription drug market (some of which are policy-induced) and seek to adopt reforms 
to improve and strengthen the existing framework established by Hatch-Waxman 
and the BPCIA—that is, adequate incentives for innovation in a costly and risky 
industry combined with appropriate incentives and relatively little friction for 
generics and biosimilars to ensure robust competition. 

Having spent the last decade studying competition in the U.S. pharmaceutical 
market, I can tell you that several incremental changes to our existing framework 
could make drug competition more robust. These changes could yield more small- 
molecule generics, more complex generics, more biosimilars, and more of the savings 
that competition induces. 

Ways That Drug Competition is Stymied in the U.S. 

There are a variety of reasons why there is room for improvement in the competi-
tiveness of the U.S. pharmaceutical market, some systemic and some due to strate-
gies of drug manufacturers to create excessive delays in the market entry of com-
petitors. 
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Complex Generics. On delays arising in the system, consider the situation 
around complex generics. These are products with a complex molecular base, route 
of delivery, formulation, dosage form, or approval requirement. In Europe and Can-
ada, some complex generics have already been approved and launched while appli-
cations for these same products are delayed at the FDA. By my estimation, generic 
competition for seven complex generics approved in Europe and/or Canada but not 
in the United States would yield annual U.S. savings of between $600 million and 
$1.7 billion, with a median savings estimate of $1.3 billion. 

When Congress reauthorizes the Generic Drug User Fee Amendments (GDUFA), 
it is my hope that the FDA commits to further prioritize the approval of complex 
generics, with objectives focused on outcomes rather than process metrics. The delay 
in the approval of some complex generics has already attracted bipartisan interest 
and concern among members of the House Energy and Commerce Committee in a 
letter to the FDA (Energy and Commerce Committee, 2020). Current acting FDA 
Administrator Janet Woodcock has also acknowledged complex generics’ ‘‘outsized 
potential to increase patient access and lower drug spending’’ (Woodcock, 2019). 

On strategies intended to delay generic entry, there are various tactics that brand 
drug manufacturers employ to limit or delay the availability of lower-cost drugs. 
These include product hopping, misuse of ‘‘orphan’’ drug exclusivity and citizen peti-
tions, patent thickets, and other tactics that effectively suppress competition. 
(Below, I describe four of these tactics.) There is evidence that the average period 
a brand drug is on the market before generic entry increased by more than two 
years between 1995 and 2014 (Grabowski et al., 2016). From my own work, I esti-
mate that if generic entry were to be accelerated to pre-1995 rates, the U.S. 
healthcare system would save nearly $32 billion. 

Product Hopping. Product hopping describes the established brand strategy of 
making an inconsequential change to a drug and moving patients to this version be-
fore the original faces competition. The Alzheimer’s drug Namenda IR represents a 
notorious example of product hopping. In 2013, before Namenda IR went generic, 
the manufacturer launched an extended-release version that could be taken once a 
day instead of twice a day. In 2014, the manufacturer removed Namenda IR from 
the market entirely. This is what is called a ‘‘hard switch.’’ In a ‘‘soft switch,’’ a 
manufacturer will leave the original product on the market but work to move pa-
tients to the slightly altered product, even at times intentionally undermining con-
fidence in their original product. I have estimated that five instances of specific 
product hops cost the U.S. healthcare system $4.7 billion annually. 

Misuse of Orphan Drug Exclusivity. Orphan drugs, defined as drugs treating 
conditions that fewer than 200,000 people in the United States suffer from, are eligi-
ble for six extra months of exclusivity from the FDA. This creates an incentive for 
drug manufacturers to develop products to treat rare diseases. But brand manufac-
turers have been obtaining orphan drug designations for products that treat much 
larger populations. Daniel et al. (2016) find that 7 of the 10 bestselling drugs in the 
world in 2015 were approved by the FDA as orphan drugs. 

Misuse of Citizen Petitions. Citizen petitions are an important safety mecha-
nism created to raise concerns with the FDA about a drug whose application is 
under review. But brand drug manufacturers have taken to using this mechanism, 
often right before facing generic competition, to delay generic entry while the FDA 
reviews the petition. A recent study showed that brand manufacturers filed more 
than 90 percent of petitions and less than 10 percent were eventually granted (Car-
rier and Shadowen, 2017). 

Patent Thickets. Especially pernicious is a tactic known as a patent thicket. 
Brand manufacturers obtain as many overlapping patents as possible on a single 
product in order to create an impenetrable web for potential competitors. These pat-
ents are frequently broad and weak and often filed after the drug is on the market. 
Consider the blockbuster drug Humira©—89 percent of AbbVie’s nearly 250 patent 
applications were filed after launch (I-MAK, 2020). While patenting strategies of 
this drug have attracted the most attention, the policy concern is much broader as 
these tactics may serve as a future playbook for other drug manufacturers to unduly 
delay generic entry. 

A Word about Biosimilars 

As I mentioned earlier, biosimilars represent a relatively new arena of drug com-
petition in the United States, as the regulatory pathway for these products was es-
tablished in 2010. According to IQVIA (2020b), biosimilar savings in the United 
States have reached $37 billion through 2019 and could exceed $100 billion through 
2024. Despite their enormous cost savings opportunity, biosimilars face hurdles in 
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realizing their full potential. These hurdles range from lack of education among phy-
sicians and patients to contracting practices by originator companies to keep com-
petitors from gaining an edge. Patent thickets, described above, are very problem-
atic for biosimilars because biologics tend to be very lucrative, and originators have 
learned that they can build these thickets in the United States largely unchecked. 

It is worth noting that Europe, which preceded the United States by nearly a dec-
ade in the launch of its first biosimilar, has done well in many regards. Many Euro-
pean countries have proactively engaged in education campaigns to familiarize pa-
tients and healthcare providers with biosimilars and have shared the savings from 
biosimilars with patients and providers. But not all European practices should be 
emulated. Some countries have established price controls or held winner-take-all 
tenders. These may have negative effects on the long-term sustainability of 
biosimilars. 

Achieving greater uptake of biosimilars in the U.S. market would, in the near 
term, produce lower average spending on biologic medicines. In the medium and 
longer-term, policies that facilitate a larger biosimilars market in the U.S. will en-
courage more biosimilar manufacturers to pursue product launches in the United 
States. Broadly speaking, a robust biosimilars market would include both multiple 
competitors to a single reference biologic and more biosimilar entry to compete with 
smaller-market biologics. The approval of interchangeable biosimilars may also con-
tribute to the realization of additional pharmaceutical cost savings, for biosimilars 
covered in the pharmacy benefit as opposed to the medical benefit. 

To accelerate the adoption of biosimilars, policymakers should consider policies to 
align the incentives of prescribers with the cost savings objectives of payers, namely 
Medicare. Existing legislative proposals that could achieve this goal include ASP+8 
reimbursement for Part B biosimilars or a demonstration run by the Center for 
Medicare and Medicaid Innovation that could establish an incentive to prescribers 
whose patients utilize lower-cost biosimilars. Either approach offers the opportunity 
to achieve cost savings by incentivizing the utilization of lower-cost biosimilars. 

4. Conclusion 

Any inquiry into the cost of medicines in the United States should be related 
closely to a careful review of the quality and quantity of pharmaceutical innovation 
also underway. As a large and prosperous market, the United States effectively en-
tices significant investment in the private research and development of drugs and 
publicly funds significant amounts of related research. The United States is also a 
global leader with respect to its robust generic drug market, a testament to a suc-
cessful commitment to a competitive marketplace. Nevertheless, opportunities to 
foster competition and realize additional cost savings do exist. 

Congress should protect the intent of existing law but pursue improvements to fa-
cilitate more competition, curtail overly long monopolistic periods for brand drugs, 
and promote the approval of new innovative medicines to compete with existing 
brand drugs. Finally, biosimilars have shown initial success and cost savings in the 
U.S. market, and a larger and more robust biosimilars market should be encour-
aged. 
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The CHAIRMAN. Thank you very much, Mr. Brill. 
Let me start off the questioning, and let me ask a very simple 

question. That is that I recall about a year-and-a-half ago I took 
a trip from Detroit, Michigan into Ontario with a number of folks 
from the Midwest who were diabetic, and we purchased insulin, the 
same product made by the same company, for one-tenth of the 
price, 10 percent of the price. 

Somebody jump in, Dr. Kesselheim, Dr. Persaud. Why is it that 
in Canada, tell us simply, that you can purchase the same exact 
widely used product for one-tenth the price that it costs in the 
United States? 

Mr. BRILL. Thanks for the question, Senator. 
Two reasons. First, patented medicines have their prices regu-

lated in Canada because there’s not going to be competition. If you 
want to pay a reasonable price for patented products, you have to 
regulate the prices. That’s what’s done in other high-income coun-
tries, not just in Canada. 

The CHAIRMAN. Is there any other country—let me interrupt you. 
I apologize. Is there any other major country on earth that does 
not, in one way or another, regulate the price of drugs or allow the 
companies to charge any price they want? Is there any other coun-
try, other than the United States, that allows that? 

Mr. BRILL. No. 
The CHAIRMAN. Okay. 
Dr. Kesselheim, did you want to jump in on that? 
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Dr. KESSELHEIM. Sure. No, there is no other country that does 
that. We are unique in the world in allowing the pharmaceutical 
companies to charge whatever price they want. As a result, the 
only type of—the only intervention in the U.S. market that actually 
lowers prices is the availability of interchangeable generics which, 
unfortunately for insulin, we don’t have any, and as a result prices 
have not fallen because there is no pressure, no market pressure, 
no governmental pressure, no pressure at all on the pharmaceutical 
companies that sell insulin to lower their prices to the same extent 
that there is in Canada. 

The CHAIRMAN. Let me ask the doctors another question. It is es-
timated that one out of four Americans cannot afford the prescrip-
tion drugs their doctors prescribe. What does this mean for the 
health of the American people? If I’m sick and I go to a doctor, and 
the doctor writes a script for me, and I can’t fill it, what impact 
does that have on health in the United States? 

Dr. KESSELHEIM. I think it has a critically important impact. 
There are numerous studies showing that the high price of drugs 
can lead to non-adherence, which is when patients don’t fill their 
prescription or they extend their prescription or use less of the 
medicine in ways that ultimately are harmful to them. Some stud-
ies led by people in our group here at the Division of 
Pharmacoepidemiology show that when people are prescribed high-
er-cost medicines instead of equally effective lower-cost medicines, 
that can lead to worse patient outcomes. So it is truly something 
that is problematic for patients and something that we can fix. 

The CHAIRMAN. Let me ask you this. Dr. Persaud, you may have 
done a study on this. Tell me what I’m missing here. If I cannot 
afford my medicine and I get sicker than I should be, and maybe 
I end up in the emergency room, maybe I end up in the hospital, 
is it possible, in fact, that we end up spending more on health care 
because people simply cannot afford the medicine that they need? 

Dr. PERSAUD. Yes, Senator. That’s exactly what we found in our 
study. When we provided medicines to people who could not afford 
them, we realized savings of more than $1,000 per year per pa-
tient, and that was due to avoided hospitalizations, avoided emer-
gency room visits. We’re talking about life-saving medicines, medi-
cines that we know work, treatments for high blood pressure and 
diabetes. So when people are able to take their medications, they 
are healthier. 

We also found that people find it easier to make ends meet, to 
afford their rent and food, healthy housing, healthy foods that peo-
ple need to be healthy, as well. 

The CHAIRMAN. What you are saying is that the high cost of pre-
scription drugs results in people getting sicker than they should 
and, in fact, ending up costing health care systems more money 
than we should be expending. 

Dr. PERSAUD. Yes. You’re paying at least twice, once the higher 
price for medicines, and second people who land in the hospital 
with a heart attack or stroke. 

The CHAIRMAN. Which could have been prevented. 
Dr. PERSAUD. Absolutely preventable. 
The CHAIRMAN. Okay. 
Senator Collins. 
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Senator COLLINS. Thank you, Mr. Chairman. Before I begin my 
questions, I would ask unanimous consent that a statement from 
Senator Burr be submitted for the record. 

The CHAIRMAN. Without objection. 
[The information referred to can be found on page 56] 
Senator COLLINS. Thank you. 
Mr. Brill, you mentioned the role of patent thickets in blocking 

access to more affordable biosimilars. You also talked about the 
fact that biologics are very expensive and are consuming an in-
creasing amount of the cost of prescription drugs in this Country. 
Even though there are several biosimilars for the best-selling drug 
in the world, Humira, and they’ve been on the market in the Euro-
pean Union since 2018, American patients must wait another two 
years for them to be available here due to the manufacturer’s ag-
gressive patent thicket strategy of overlapping and late-filed pat-
ents. 

Another method of fending off biosimilar competition is called a 
drip-feed strategy, where knowledge broadly disclosed in early pat-
ent applications is defined much more narrowly and specifically in 
subsequent patent applications, and AbbVie is using this strategy 
for a cancer drug that it has. 

How should Congress ensure that we are recognizing innovative 
science versus rewarding an innovative legal strategy that is sim-
ply designed to block more affordable competitors by gaming the 
patent system? 

Mr. BRILL. Thank you, Senator, for your question. The issue of 
patent thickets and related patenting strategies employed by some 
innovator companies is, I think—should be very concerning to pol-
icymakers. I think we’re in the early innings of what will become 
an evolving set of tools that many innovator drug companies may 
engage with to protect their assets, and this runs completely 
counter to the objectives of competition for biosimilars or for other 
innovative products. 

We have these pathways through the FDA to create and foster 
generic competition, biosimilar competition, and the patent system 
is getting in the way. I know that you have introduced in the past 
legislation with Senator Kaine. Senator Cornyn and Senator 
Blumenthal also have legislation focused on addressing these 
issues, finding ways to protect core patents and appropriate pat-
ents but to block or prevent the ability of innovators to stack pat-
ents on top of each other and create undue, unnecessary, excessive 
monopoly powers for their products. 

Senator COLLINS. Thank you. I think this is an area that cries 
out for reform. 

Dr. Kesselheim, the Veterans’ Administration has some authority 
to negotiate favorable pricing and deeper discounts. But we also 
hear complaints that they have a national formulary, and we get 
complaints in my state offices from veterans who need drugs that 
are not available on that formulary. So how do we come up, if we 
move to broader use of negotiation by the Federal Government, 
while still ensuring that there is patient choice of medications, that 
their physicians can still prescribe and they can get reimbursed 
under the terms of their insurance for the medications that are 
best suited for them? 
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Dr. KESSELHEIM. Senator Collins, that’s a great question and an 
important one. I think that the principle that I was outlining is 
really the principle of evaluating effectiveness of drugs and negoti-
ating on that basis, not necessarily about restricting access to the 
products but providing coverage to products that are extremely ef-
fective and not providing the same level of coverage to products 
that don’t offer additional benefits. That’s the model that some 
states have used, like New York and Massachusetts are starting to 
employ, to try to negotiate prices better for their Medicaid pro-
grams. It just involves evaluating the utility of a drug as compared 
to standard of care, and then paying for the drug if it offers more 
but not providing the same level of coverage if it doesn’t offer any 
additional benefits, and those organizations have found substantial 
success thus far in implementing that kind of a model. 

Senator COLLINS. Thank you, Mr. Chairman. 
The CHAIRMAN. Thank you, Senator Collins. 
Senator Casey. 
Senator CASEY. Mr. Chairman, thank you for having this hearing 

today. I want to commend you for having the hearing, you and the 
Ranking Member for doing this, because when so many of us go 
home and talk to our constituents, one of several big bags of rocks 
on the shoulders of American families is the cost of prescription 
drugs. We hear it all the time, everyone does, no matter where 
you’re from. And the other bags of rocks on their backs or their 
shoulders are the cost of child care or higher education or health 
care generally. 

We have an obligation to act, and I’ve heard it from folks all 
across Pennsylvania. By way of one quick example, a constituent 
of mine, Barbara Sissick, she’s from Rural Ridge, Pennsylvania, 
she testified before our committee, an Aging Committee hearing 
that Senator Collins chaired in 2019. Barbara pays as much as 
$500 per month for multiple medications to manage bleeding ul-
cers, high blood pressure, and more. 

People like Barbara, so many like her across the Country, expect 
us to take action. So I’ve supported, and I know this is true of a 
number of Senators, legislation to take steps in the right direction, 
whether it’s the legislation to allow Medicare to use its purchasing 
power to negotiate prescription drug prices, or whether it’s legisla-
tion like Senator Sanders has to allow for the importation of pre-
scription drugs from countries like Canada that have similar regu-
lations in place to ensure that drugs are safe and effective. 

I also have legislation I’ve authored to expand low-income protec-
tion for seniors and people with disabilities to make sure they can 
afford Medicare premiums and out-of-pocket costs. 

With regard to—and I’ll direct my question to Dr. Persaud. With 
regard to Senator Sanders’ legislation for drug importation, allow-
ing Americans to purchase drugs from Canada, from countries like 
Canada that have comparable regulations in place, I’d ask you this 
simple question, doctor. Can you tell us, give us an answer to the 
following question: Do you believe that prescription drugs sold in 
Canada are safe and effective? 

Dr. PERSAUD. Thank you, Senator. Yes, they’re safe and effective, 
and they’re the type of medicines that America, the superpower, 
should be able to negotiate reasonable prices for. Canada is a rel-
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atively small country, with a population around 37 million, and the 
United States can implement measures to regulate the prices of 
medicines and negotiate prices for other medicines. Between Can-
ada and the United States, there’s only one superpower, and really 
it should be Canada hiding behind the United States when it takes 
on pharmaceutical companies. 

Senator CASEY. Doctor, one follow-up to that just in terms of the 
types of controls in place, the policies in place the Canadian au-
thorities have to make sure the prescription drugs are safe and ef-
fective for consumers, if you could just walk through that in sum-
mary fashion. 

Dr. PERSAUD. Sure. So, first of all, Health Canada regulates 
every product here. Health Canada has the power to inspect facili-
ties, including overseas facilities, where many medications con-
sumed in Canada are produced. Standards would be similar to 
countries like the United States, similar to other countries like the 
United Kingdom and countries in Europe. 

Senator CASEY. Doctor, thanks very much. 
Thanks, Mr. Chairman. 
The CHAIRMAN. Thank you, Senator Casey. 
Senator Murkowski. 
Senator MURKOWSKI. Thank you, Mr. Chairman. Thank you for 

this very important hearing. 
This is going to be a question to Dr. Kesselheim, and this stems 

from a story that we had heard from a constituent in Wasilla, not 
too far north from Fairbanks. They have indicated that they’ve 
been paying $633 for a three-month supply of her inhaler. The 
price of the inhaler increased in January for the third year in a 
row. And like so many, they just don’t get it. Why do we keep see-
ing these price increases? 

Dr. Kesselheim, in your experience with these year-to-year price 
hikes on prescription drugs, in your view, what’s prompting it? Do 
they usually result from changes or improvements to the drug’s ef-
ficacy? Because I think if it was going to improve the drug, we can 
understand why that might be. Or is it because they are resulting 
from increased manufacturing costs or R&D? What do you tell 
somebody like this constituent from Wasilla? 

Dr. KESSELHEIM. It’s a very challenging issue. And, no, it doesn’t 
arise from any of those things. It arises because manufacturers and 
pharmaceutical companies have investors that they need to main-
tain their profit margins for, and one of the ways they can do that, 
if they have an approved product, is by raising the price on that 
product year after year. Unfortunately, in the case of inhalers, we 
have a lot of the same issues that we have with insulin where man-
ufacturers are able to get new patents, not on the underlying medi-
cine itself but on the inhaler device, and those patents prevent the 
FDA from approving interchangeable versions of the product that 
might lower the prices. And, of course, we also just don’t do any 
negotiation with manufacturers over the prices that they charge for 
their products. 

As a result of all of those things, that gives manufacturers sub-
stantial freedom to raise their prices far beyond inflation on a year- 
over-year basis and leads to problems like you’re describing for 
your constituent. 
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Senator MURKOWSKI. Do we have any way to determine whether 
these price hikes are justified? What you just outlined to me, I 
don’t think that’s going to be satisfactory to this individual from 
Wasilla. How can we know whether or not, when you have refor-
matted the device for the inhaler, that somehow or another in-
creases the efficacy? Is there any way to determine whether these 
price hikes are justifiable? 

Dr. KESSELHEIM. Sure. One of the ways you might do that is you 
might actually conduct a clinical trial in which you tested your new 
version against the old version and showed that one was superior. 
Most pharmaceutical companies don’t fund that kind of compara-
tive effectiveness research. Instead, they just rely on marketing to 
promote the new, improved product. 

I would also say that if we did have a publicly funded, inde-
pendent organization that evaluated the effectiveness of products 
and helped negotiate prices, if in fact a product was substantially 
improved by virtue of a change in manufacturing practice or some-
thing like that, then theoretically the pharmaceutical manufacturer 
could submit that information to the organization and it could be 
fairly reviewed, and the price could be increased if it was fair to 
do so. 

Senator MURKOWSKI. Well, Mr. Chairman, we hear these stories 
all the time. This is the reason that we’re having this hearing this 
morning. Senator Baldwin and I have reintroduced what we call 
the Fair Drug Pricing Act, which would require the manufacturers 
to actually provide some kind of a justification when we see this 
substantial increase to the list price for the medications. I think we 
recognize that people want to see some level of transparency here 
and accountability when you see these really sometimes incredible 
price hikes year over year over year. 

I would hope that we’d be able to advance provisions like what 
Senator Baldwin and I are trying to do, along with leadership on 
this Committee. I thank you. 

The CHAIRMAN. Thank you very much, Senator Murkowski. 
Now we go to Senator Baldwin. 
Senator BALDWIN. Thank you, Chairman Sanders. 
I want to jump in just where Senator Murkowski dropped off 

with regard to the Fair Drug Pricing Act. But I also want to share 
a constituent experience first. 

I hear all the time from Wisconsinites who cannot afford their 
prescription medication, people like Jackie Trapp, from Muskego, 
Wisconsin, who has terminal cancer. She wrote me that ‘‘The drug 
that keeps me alive is also driving my family toward bankruptcy. 
It has doubled in price in the very few years I’ve been on it, and 
it costs me $15,000 to $21,000 out of pocket per year. My husband 
is worried enough about being left alone, and I worry about him 
having to start over financially and his lifetime of savings is being 
wiped out for one drug, Revlimid.’’ The price of this drug, Revlimid, 
has increased over 20 times. 

Stories like this one are the inspiration for the bipartisan Fair 
Drug Pricing Act, which I’m reintroducing today with my col-
leagues Senator Murkowski, Senator Smith, Senator Braun. The 
bill requires manufacturers to submit a transparency and justifica-



42 

tion report 30 days before they increase the price of a drug by more 
than 10 percent in one year or 25 percent over three years. 

This is a first step, but it’s a really important one. For the first 
time it gives taxpayers and patients advance notice of price in-
creases, but it brings basic transparency to the market for prescrip-
tion drugs. 

Dr. Kesselheim, why is it important to require manufacturers to 
publicly justify their price increases, including by accounting for 
things like research and development costs, net profits attributed 
to the drug, and marketing and advertising spending? And what is 
the impact of transparency requirements when it comes to the list 
prices of medications? 

Dr. KESSELHEIM. Thank you, Senator. I would say that one of the 
reasons it’s important to require companies to disclose this infor-
mation to a board or through some other means is, first of all, to 
give them the incentive to actually generate information that would 
justify the price increase. Right now, drug companies can raise 
prices without any justification and without doing any research, 
and if you required some kind of disclosure you could actually 
incentivize companies to generate high-quality research informa-
tion that could then help guide physician and patient choices and 
provide more usefulness. 

I think another thing to help guide prescribing practices, another 
thing that such a measure could do would be to actually dissuade 
companies from increasing prices when they don’t have that infor-
mation or when they don’t have a justification, or if they don’t want 
to provide insight into their marketing budgets, and so it could ac-
tually prevent these kinds of price hikes from happening in the 
first place unless they are really, truly justified by some kind of 
change in the supply chain or manufacturing practices. 

Senator BALDWIN. Thank you. I want to continue in this vein. 
From 2010 to 2019, the FDA approved 356 drugs. Recent research 
from Bentley University finds that NIH funding contributed to 
every single new drug approved, at a cost to the taxpayer of rough-
ly $230 billion. In spite of this contribution, the NIH is listed on 
only 27 of those patents. This suggests that while taxpayers pro-
vide funding for the bulk of the early stage research, they do not 
get patent protections supposedly secured by the Bayh-Dole Act. In 
essence, American taxpayers are paying the highest prices in the 
world for drugs that they already paid to help develop. 

Dr. Kesselheim, are American taxpayers getting a fair deal for 
this research investment? And how should we be looking at and ex-
amining and accounting for the taxpayer contributions, and what 
could this mean ultimately for drug prices if we got it right? 

Dr. KESSELHEIM. Well, I mean, I think Americans are getting ad-
vantages when the products that are developed by public funding 
end up leading to important new treatments, like, as we saw, the 
COVID–19 vaccines or other transformative drugs. Research from 
our group has shown that, by far, transformative drugs are much 
more likely to come out of public funding and NIH resources. 

I think what this shows is that, first of all, the limitations of the 
patent system as a way of assigning credit for where products come 
from, because you can’t get a patent until you are much closer to 
the final stages of costs of development. And even for those drugs, 
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though, we don’t end up providing a lot of recognition of the 
public’s support for those products in the prices that patients pro-
vide, and as a result some people argue that patients are paying 
twice for the drugs, first in the research leading up to their dis-
covery, and then second in the super-high prices that we pay be-
cause we don’t have any control over the prices in the U.S. market. 

Senator BALDWIN. I yield back, Mr. Chairman. 
The CHAIRMAN. Thank you, Senator Baldwin. 
Senator Marshall. 
Senator MARSHALL. Thank you so much, Chairman. I just want 

to emphasize that you and I, both sides of the aisle, agree on the 
same goal here, that we want to figure out affordable access to all 
prescriptions for all people. And just bringing some of my insight 
as a physician to this Committee, I think I want to talk about insu-
lin just for a second, and I appreciate our testimony on this. This 
is a prescription I have written thousands of times, and it’s part 
of this opaque game. I call it the opaque game. 

There’s a list price and a net price. The list price of insulin has 
gone up, up, up, thousands of times, percent, and that’s what the 
out-of-pocket is based upon. So the person who testified today, the 
Medicare patient, they’re paying out-of-pocket based on the list 
price. But the net price in many instances has gone down since 
2007, and this is where the opaque process happens. 

As far as I know, this is the only business in America that’s al-
lowed to have legal kickbacks. So there are legal kickbacks from 
the middlemen to Big Pharma, as well as insurance companies and 
we don’t know who else, and that’s the opaque process. There are 
claw-backs from community pharmacists, and subsequently we’re 
losing more community pharmacies than ever before. 

I think there are two simple solutions, and the first one is trans-
parency. I think if my parents, 83 years of age, living in the home 
that I grew up in, who balance their checkbook every day, don’t 
have a credit card, if they would see where those kickbacks are 
going, they would raise Cain, and I think that all of Congress could 
see that. And I think the second step is to eliminate kickbacks, 
that these kickbacks have to stop and all rebates should go to the 
patient. So those are the two solutions I hope we could agree to 
work upon. 

I want to turn and talk about innovation, though, how innovation 
is important as well, that I think that of the top ten drugs that are 
in the world today over the last four or five years were all discov-
ered and made here in America. And I think this goes to my point 
on process. Inhalers is another great example. One of our folks 
talked about that, inhalers, something I’ve written thousands of 
prescriptions for. 

About five or six years ago I was writing a prescription, and it 
was an OB patient, so she came back in a week and said Dr. Mar-
shall, I think you gave the wrong prescription, it went from $28 to 
$168. I said, oh, no, that’s a generic, your pharmacist must have 
made a mistake, let me pick up the phone and call and talk to him. 
And sure enough, what we found out is the EPA had decided all 
the dispensers but one were not environmentally friendly. It gave 
one person control of that entire market. So I said, well, certainly 
someone will break into the world scene here and make a new dis-
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pensing unit. But I found out it would take five to ten years and 
a billion dollars, perhaps, to get that certified. 

There are multiple opportunities here to improve that process, 
and I know that some of my colleagues have legislation that would 
do that, as well. 

I really think it’s important that we protect innovation, and my 
question is going to go to Mr. Brill on this. As I think about the 
miracles of COVID, in January 2020 I reached out to the CDC to 
tell them my concern about the COVID virus, and they weren’t 
quite as concerned as I was, so I immediately turned to the private 
sector. And as the CDC rolled out their testing, I asked the private 
sector to start working on testing, on therapeutics, and on vaccines, 
knowing that this was going to be a world problem very, very soon. 

Thanks to those folks a miracle occurred, and we were able to de-
velop a vaccine in months. What typically takes five or ten years 
they did in months. We implemented many processes that would 
improve the FDA process of approval that I think should be looked 
at long term, as well. 

Anyway, I think there’s this balance between innovation, encour-
aging innovation and not stifling it with government price controls, 
versus not allowing innovation to occur. 

Mr. Brill, I’m just going to give you a second here to kind of 
speak about balancing this innovation and the cost of medicines 
and price controls. What would price controls do to innovation in 
America? 

Mr. BRILL. Thank you, Senator, for your question. Obviously, pol-
icymakers are interested in both of these objectives, both ensuring 
new and innovative medicines, and the vaccines that are becoming 
more and more available every day are the clearest example of 
that. This science was developed over years through public and pri-
vate investments together. We want to make sure to nurture and 
promote and facilitate this type of research and these investments 
over time. 

Quite frankly, the credit goes not only to those manufacturers 
who have successfully brought products to market so far, but to all 
of the researchers who are working on vaccines, including those, 
quite frankly, whose efforts have failed. That’s the innovative proc-
ess that we want to foster. 

How to balance that against our desire to keep prices low is a 
challenge, and in my view the answers to those challenges are best 
met by finding ways to create more competition rather than more 
price controls in the market, and that means more generics, not 
just a generic but multiple generics to compete, making sure that 
those generics are allowed onto market in a timely fashion. 

The other type of competition that can be important is what’s re-
ferred to as brand-to-brand competition. This often doesn’t have the 
kind of effects we would like to see on list prices but does and can 
have that kind of positive effect that we’re hoping for on net prices, 
which is an important price in the system as well. 

Senator MARSHALL. Thank you so much, and I yield back. 
The CHAIRMAN. Thank you, Senator Marshall. 
Senator Kaine. 
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Senator KAINE. Thank you, Mr. Chairman. Thank you for hold-
ing this hearing, a very important one. And I just want to begin 
by thanking Ms. Spates. I hope I pronounced her name correctly. 

I was not here for your verbal testimony because I was in two 
other hearings, but I read your written testimony and it’s ex-
tremely powerful. Your conclusion, that we pay more than other 
nations because of greed, I think is partially accurate, but I think 
the other reason we pay more is because of us, Congress. 

If we have a set of rules, people will operate under the rules as 
they exist, and then they’ll maximize the money they can make. I 
think we might wish it were otherwise, but we can’t pretend it is 
otherwise. So that puts the burden on our shoulders, Ms. Spates, 
to come up with the rules that will lead a person like you to not 
look five miles across the border and see people with similar health 
conditions to you who are not taxed to the very edge of their re-
sources to deal with diabetes, as you are, living near the Canadian 
border. So thank you for basically encouraging us to do things to 
get this right. 

I’m happy to have been working with Senator Collins on legisla-
tion dealing with biosimilars and trying to get biosimilars to the 
market quicker, because I think there are cost savings in there if 
we can do that right. 

But let me do a couple of things. And forgive me, Mr. Chairman, 
if I may have missed questions like this when I was at the other 
hearings, but I want to ask Dr. Kesselheim, if I could, about inter-
national reference pricing. 

I raised with the previous administration the notion that we pay 
so much more than other nations do, and many nations, in negoti-
ating for pricing prescription drugs, use international benchmarks 
as a basis of negotiation. I actually thought that was one of the 
things that the Trump administration attempted to do that I 
thought was a really good idea. We don’t have to pay the same 
price that a Third World nation does. I understand the notion of 
discounting pricing to nations with a lot of poor people so that they 
can have access to medicines. But when we pay dramatically more 
than other developed nations, I think the international reference 
pricing idea is a good one. 

Dr. Kesselheim, could that be helpful as part of a broader phar-
maceutical price reduction strategy? 

Dr. KESSELHEIM. Certainly, Senator Kaine. I think that when 
you engage in international reference pricing, what you’re doing is 
you’re looking at other countries and asking what are the prices 
that they’re paying for the exact same drug that you’re paying for. 
In many cases what those countries are doing is they are assessing 
the clinical benefits of the drug and determining what a fair price 
should be. 

Really, when you’re doing international reference pricing, you’re 
doing the exact same thing that I recommended we do up front, 
which is evaluate and negotiate, except we would just not be doing 
it; we would be relying on other countries doing it and then 
piggybacking on the conclusions that they made. 

I think that international reference pricing might be a good fall-
back. It may be a good way of setting parameters. But I really 
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think that the U.S. could and should be able to make those same 
kinds of assessments and negotiations ourselves. 

Senator KAINE. Dr. Kesselheim, it interests me as I see pharma-
ceutical companies oppose this, because to me the notion of inter-
national reference pricing is kind of like capitalism; why wouldn’t 
we want to negotiate? I mean, why wouldn’t we want to look at the 
prices that others are paying and try to negotiate? I was a lawyer 
for years, and you’d negotiate a provision in a contract, that if you 
offer a lower price to somebody else, I get it too. I mean, that just 
seems to be Basic Bargaining 101. Why wouldn’t the U.S. engage 
in basic negotiating tactics in a way that other countries do? 

Dr. KESSELHEIM. I think you’re absolutely right, that they should 
do that, and the U.S. should, given the fact that it’s such a large 
market, should be able to leverage the size of its market to be able 
to get lower prices. 

I think that, actually, that raises an interesting point in another 
concern that I have about international reference pricing, which is 
that pharmaceutical companies often give other countries secret 
discounts on top of their list prices. So the list price that we see 
in another country might not actually be the real price that country 
pays. So we would be international reference pricing off of maybe 
not exactly the actual price for the product, which again suggests 
that while international reference pricing is a good model, what we 
really should be doing is doing those same kinds of evaluation and 
negotiation here in the U.S. 

Senator KAINE. Then while we’re on the negotiation topic, I’m 
sure this has already been raised, but I’ve just always been struck 
by the fact that the U.S. does not negotiate for prescription drug 
pricing under Medicare Part D, but we do allow the VA to nego-
tiate prices of prescription drugs. How much might we save in 
Medicare Part D if the Medicare program was able to use the same 
negotiation strategy that the VA uses? 

Dr. KESSELHEIM. Great question. We’ve done a number of stud-
ies, actually, led by Will Feldman in our group, to look at how— 
what that difference might be, and he found, in looking at insulin 
prices, for example, that Medicare could save billions of dollars 
each year if Medicare was able to negotiate and use its leverage in 
the same way that the VA is able to do that. 

Senator KAINE. That would be billions of dollars in the Federal 
Treasury for deficit relief or whatever else we want to do. But it 
would also be substantial consumer savings, wouldn’t it? 

Dr. KESSELHEIM. That’s just one drug for one year. 
Senator KAINE. Yes. 
Dr. KESSELHEIM. If you imagine how much that would be for all 

of the drugs that have been on the market for multiple years and 
have reached really high prices, then, yes, that would also trans-
late to improved consumer savings and lower prices, lower health 
care premiums, which might translate to higher wages, and I think 
it would affect the entire economy. 

Senator KAINE. Thank you. 
Thank you, Mr. Chairman. 
The CHAIRMAN. Thank you, Senator Kaine. 
Senator Cassidy. 
Senator CASSIDY. Hello, folks. 
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Mr. Brill, the Orphan Drug Act was supposed to incent and has 
incented the development of drugs for conditions which are below 
prevalence, but we know that some drugs start off for those with 
a low prevalence end up for other conditions with the same high 
price and exclusivity for the orphan drug and then translates over 
to the more common condition. What thoughts do you have about 
how we can address that? We want the orphan drug benefit, but 
we also don’t want this kind of arbitrage where it then introduces 
a higher price than it should be for something else. 

Mr. BRILL. Thank you, Senator Cassidy. As you may know, I 
think seven out of the top ten drugs being sold in the United States 
today were granted orphan drug exclusivities. And as you men-
tioned, the underlying principle here is desirable. There are rare 
diseases for which there may be underinvestment in R&D for prod-
ucts to treat those conditions, and some existing medicines may 
help in those smaller patient populations. 

However, the current structure creates this very strong incentive 
to pursue orphan drug designation, thereby extending the monop-
oly power across the sales of all drugs. Policymakers need to think 
about this in careful balance and what is the appropriate amount 
of incentive to provide manufacturers and researchers to make sure 
that they know if their products are effective in small populations 
without extending the monopolies over a large—— 

Senator CASSIDY. I know that. I need some legislation. So what’s 
my legislation going to read? How do we thread that needle? 

Mr. BRILL. Well, I would say that we want to think about the 
standards for which those exclusivities are granted and that it 
shouldn’t be just for investigations but for meaningful progress and 
meaningful treatment. We could think about engaging with the 
FDA in helping to make those determinations so they’re not exces-
sively awarded. 

Senator CASSIDY. Dr. Kesselheim, you had mentioned the Fed-
eral Government negotiating with manufacturers, but this would 
be basically in some cases the U.S. Government would be a pur-
chaser of 99 percent of the drug produced. Think of a prospective 
Alzheimer’s drug, so-called monopsony power, a single purchaser, 
and certain oncolytics would be basically the Federal Government 
buying and no one else. It seems to me that could have a chilling 
effect upon a company’s willingness to invest in a drug if they 
thought the Federal Government was going to be able to unilater-
ally set the price. 

If a President Bernie Sanders decided that we’re going to go to 
negotiating drugs, who would invest in developing an Alzheimer’s 
drug knowing that the return on investment from Medicare would 
be so poor? Your thoughts on that? 

Dr. KESSELHEIM. Sure. Thank you, Senator. I would say, first of 
all, there are certainly a lot of scientists out there trying to find 
treatments and effective cures for Alzheimer’s disease, a disease 
that we do not have any effective treatments for, and I think that 
their work will continue. 

But I would also say that if we do have a publicly funded, inde-
pendent board that evaluates new products—— 

Senator CASSIDY. That’s not my question. My question is the ven-
ture capital and the people that fund that translational research 
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from the bench to the dedicated scientists to the clinical trial, 
which so far has been very fruitless and very expensive, but they’re 
expecting a return on investment, what return would they expect 
again if Bernie Sanders were president and you were his chief ne-
gotiator? Yes, you could have somebody do an independent evalua-
tion, but oftentimes government puts its finger on the scale. So 
how do we avoid that trap of squelching innovation when the Fed-
eral Government would be expected to give a very poor return on 
investment? 

Dr. KESSELHEIM. Well, I don’t necessarily think the Federal Gov-
ernment would be expected to give a poor return on investment, be-
cause if there is a new drug, especially for a condition like Alz-
heimer’s that doesn’t have any good treatments, if a new drug was 
out there and it offered an extremely substantial benefit to patients 
with Alzheimer’s disease, I would think that under this current 
system we would pay a lot of money for that drug because it would 
help reduce so much excess spending on care—— 

Senator CASSIDY. I’ll dispute a little bit because there’s a New 
York Times article basically saying we should march in on drug 
companies’ technology to make the COVID–19 vaccine, which is to 
say they’ve invested so much to put out a vaccine so quickly, but 
now we’re going to force you to share your technology with others. 
I think there’s always going to be this populist impulse to give 
something away for free. Are you saying that would not operate, 
not be operative if there was a drug for Alzheimer’s? 

Dr. KESSELHEIM. Well, I think that’s true, it does not have to op-
erate. In fact, we see in places like Germany, they are able to nego-
tiate and get prices out on the market and offer prices for which 
pharmaceutical manufacturers make a substantial profit in that 
market and be able to come to valid negotiations without having 
to go to that extreme circumstance of having to march in or do 
whatever else. 

I think that there is a lot of opportunity to identify what an evi-
dence-based, valid price for a product should be, and that price 
would provide substantial incentives for investment, because in 
cases of diseases like Alzheimer’s disease where there is substan-
tial unmet medical need, that price could be quite high. But the 
system will end up affording the high price for that important new 
drug because we’re not paying for all of the eighth and ninth prod-
ucts for rheumatoid arthritis that don’t offer any advantages over 
what products we already have. So we’ll save money on that end, 
and as a result we’ll be able to pay a lot more money for really 
meaningful, new innovation like the kind that you’re describing. 

Senator CASSIDY. I’ll yield. I’m out of time. I’ll just finish by say-
ing I think you underestimate a politician’s tendency to give things 
away for free, particularly when they belong to other people. And 
second, the German model has been criticized for having such a re-
strictive clinical benefit aspect that it’s just not fair. With that said, 
we pay too much for drugs. I’m certainly in agreement with that. 

With that, Mr. Chairman, I yield. 
The CHAIRMAN. Senator Hassan. 
Senator HASSAN. Well, thank you, Mr. Chairman and our Rank-

ing Member. I want to thank the witnesses for being here today, 
as well. And to Ms. Spates in particular, thank you for true and 
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clear and therefore compelling testimony, and for being willing to 
talk about your own personal situation. It makes a real difference. 

Mr. Chairman, I appreciate your work on this issue over the 
years, including on importation and allowing the Federal Govern-
ment to negotiate Medicare drug prices. I believe there is bipar-
tisan support in the Senate for legislation that meaningfully lowers 
the cost of prescription drugs, and we need to take action this year. 

I want to ask questions to you, Dr. Kesselheim, following up on 
Senator Baldwin’s line of questioning. 

Drug companies often try to justify high prices by saying that 
they use this revenue to fund innovation for future breakthrough 
medications, and we all support innovations that effectively treat 
and cure diseases, but we also know that American taxpayers sub-
sidize a significant portion of the research that leads to these inno-
vations. 

Dr. Kesselheim, let’s just make clear who makes the majority of 
investments in the research that leads to breakthrough therapies 
and treatments for unmet health needs. Is it the drug companies 
or the American taxpayer? 

Dr. KESSELHEIM. Well, I mean, I think there is usually a com-
bination of factors that go into these kinds of discoveries. Our stud-
ies and other studies have shown that a substantial amount of 
basic and translational science, the vast majority of basic and 
translational science is funded by publicly funded systems, and 
then privately funded entities come in later in the development 
process to lead clinical trials and the regulatory approval process. 
So it is a little bit of a combination of both forces. 

Senator HASSAN. I’m going to just stop you because I want to get 
to other questions, too. 

Dr. KESSELHEIM. Sure. 
Senator HASSAN. But it is a substantial amount of this innova-

tion funding that comes from the American taxpayer. 
Dr. KESSELHEIM. Yes. And the origins, as you mentioned, of 

transformative drugs often comes from publicly funded sources, 
even from concept through the clinical testing of them. 

Senator HASSAN. Okay. So now let’s move on to the broader topic 
here. Drug companies receive taxpayer support at just about every 
step of their business model, from the time a drug is developed to 
the time a pharmacy dispenses it to a patient. We are the only 
country that subsidizes these companies the way we do, yet accord-
ing to a recent Rand study we are paying up to 250 percent more 
for prescription drugs than countries with similar GDP. 

Dr. Kesselheim, I want to ask you about some of the tax breaks 
and subsidies the drug companies receive from American tax-
payers, and I have several examples to get through in a limited 
amount of time, so if you can keep your answers brief, that would 
be helpful. 

Drug companies receive billions of dollars in tax credits which 
subsidize the cost of ads that they run on television, online, and in 
print. Have these tax credits led to lower drug prices or more inno-
vation for patients? 

Dr. KESSELHEIM. No. 
Senator HASSAN. Okay. Now, drug companies also establish char-

ities that promote the drugs that they sell and receive tax deduc-
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tions when they donate to those charities. A City Research report 
found that every $1 million a drug company donates to these char-
ities can return up to $21 million in increased revenue. 

Briefly, if you can, Dr. Kesselheim, why are drug companies 
choosing to put billions of dollars into these charities instead of 
simply lowering the price of their drugs? 

Dr. KESSELHEIM. These charities can help people who have high 
out-of-pocket costs and have no other choices but to take that drug. 
But as a result of helping individual patients with their high out- 
of-pocket costs, drug companies are making a lot of money on the 
payments that insurance companies make that are behind the 
scenes and are able to sustain the high prices so that they can 
charge high prices for other payers. 

Senator HASSAN. Right. So they could just lower their prices 
overall, and that would make a difference for the patients. 

We do have some transparency, though, through the Medicare 
Open Payments Data base into payments drug companies make to 
prescribers. In 2019, companies gave away $2.3 billion in cash pay-
ments, free meals, and speaking fees, an average of over $3,700 to 
each prescriber who received a payment, and research shows that 
these payments influenced prescribing. 

Dr. Kesselheim, why are companies choosing to spend billions of 
dollars each year on payments to prescribers instead of putting the 
money toward lowering the price of their drugs? 

Dr. KESSELHEIM. Well, those prices actually increase drug prices 
because they go to encourage physicians to prescribe the high- 
priced products over lower-priced generic drugs because generic 
manufacturers don’t advertise their products. 

Senator HASSAN. Well, thank you, Dr. Kesselheim. 
These are just a few examples of the uniquely American tools 

that the drug industry has at its disposal. So it should be no sur-
prise that the cost of prescription drugs in America are uniquely 
high. 

Thank you again, Mr. Chairman. I look forward to continuing 
this important work with you and our colleagues. 

The CHAIRMAN. Thank you, Senator Hassan. 
Senator Rosen. 
Senator ROSEN. Thank you, Chairman Sanders, Ranking Member 

Collins, for holding this very important hearing today, and to the 
witnesses for sharing your perspectives on drug pricing. We have 
to do some work in this area, for sure. 

But I’d like to continue the talk about innovation and competi-
tion and transparency that all of my colleagues have been dis-
cussing in some form or fashion, because Nevada is home to a num-
ber of smaller pharmaceutical firms who are developing new drugs 
and medical devices to improve lives, not only in our state but 
across the country. In Southern Nevada one company is working on 
an oral drug to treat lung cancer. In Northern Nevada another 
company is working on a drug to prevent Parkinson’s and other 
neurologic diseases. And we know, again, research and develop-
ment, clinical trials, they can take ten years or more, and startup 
costs do remain a significant barrier, but the new drugs on the 
market will ultimately increase competition and help reduce costs. 
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Dr. Kesselheim, what more can Congress do, or should do, to 
support our smaller, local startup pharmaceutical firms? They’re 
taking on significant risk to develop these new, innovative drugs 
and devices that may eventually really help increase access and 
lower costs, not to mention saving lives or improving lives. 

Dr. KESSELHEIM. Well, thank you for the question. I think that 
there are a number of things that government could do. I mean, 
I think that the example that we’ve seen in the last year relating 
to COVID innovation has shown the power that public-private part-
nerships can have when there is funding particularly for innova-
tive, really new ideas to try to treat lung cancer, in this case, 
through some novel mechanism. 

I think that a lot of small companies will suggest that they, un-
fortunately, can’t get the support that they need to try to get these 
drugs through proof of concept, in part because the incentives are 
not necessarily there to support really important new products. 

I think that one of the things that we could do is we could pro-
vide more up-front support for that. But in those cases I think we 
also need to make sure that when those products then do become 
available, that they’re being made available at a fair price for con-
sumers. 

Senator ROSEN. Thank you. I want to say that I’m really inter-
ested in the lung cancer drug. My mother passed away from lung 
cancer, and I would not wish that on anyone else. So I hope we do 
see some movement forward on that. 

But I’m also interested in our non-profit pharmaceutical company 
model. So can you talk about your understanding of this relatively 
newer model and some of the challenges of bringing a drug or a de-
vice to market as a non-profit? And how can the success we’ve seen 
so far in Congress from this, what can we do to support it and help 
that to grow in the non-profit sector? 

Dr. KESSELHEIM. The most prominent non-profit drug develop-
ment model is the Drugs for Neglected Diseases Initiative in Eu-
rope. What they’ve been able to accomplish getting new, effective 
treatments for neglected tropical diseases in countries around the 
world for relatively meager support just shows how effective phar-
maceutical development can operate on a limited budget. These 
numbers that we’re hearing about the cost of drug development are 
over-inflated in a number of different ways. 

I think that based on the success of models like that, there have 
been some efforts in the United States to try to develop non-profit 
drug manufacturers. Mostly those kinds of organizations operate to 
address drug shortages or other older, off-patent products for which 
manufacturers have stopped manufacturing it, and we’re starting 
to see some success. But I think that is an effective model, poten-
tially an effective model for an important new drug that can’t get 
the private funding that it needs in order to bring that product to 
market, as well. 

Senator ROSEN. Thank you. 
I’d like to move on in the quick time I have left. The 340B drug 

discount program is critical to Nevada. We have a diverse popu-
lation, hundreds of thousands of people living in rural communities 
spread out across our state. Can you talk about the importance of 
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the 340B drug discount program, how it’s helped increase access 
and affordability, please? 

Dr. KESSELHEIM. Sure. So, the 340B program is a very com-
plicated system that we have to try to provide certain drugs at a 
relatively low cost to safety-net hospitals, and it has provided a lot 
of useful drugs to low-income patients. It has expanded over the 
years, perhaps beyond what was originally intended by it, and as 
a result there have been some discussions about to what extent cer-
tain hospitals should qualify as 340B hospitals or not. But there’s 
no doubt that 340B pricing is among the best prices that we offer 
for certain high-cost drugs. 

Senator ROSEN. Thank you. I really appreciate you being here 
today. 

I yield back. 
The CHAIRMAN. Thank you, Senator Rosen. 
Senator Braun. 
Senator BRAUN. Thank you, Chairman Sanders. 
I’m so glad we’re having the discussion on health care costs in 

general, specifically on the high cost of drugs. Everybody in our 
country sooner or later comes across a prescription that they wres-
tle with, have no idea how to attain the price in the first place in 
terms of a fair price. The lack of transparency that is systemic 
throughout our health care system is, in my opinion, the main rea-
son why we’re here today. 

In building a business over the years, if I had the ability to tell 
my customers what they were buying after the fact, it would be a 
lot different dynamic than what it would be with a free market 
where you’ve got an engaged consumer. 

That’s the other thing we don’t talk about. Health care con-
sumers have grown—don’t blame it on them, it’s evolved that 
way—to where they want no skin in the game. It’s unaffordable in 
so many cases once you do confront the health care system. It’s a 
mess across the board. 

My question is going to be here in a moment for Dr. Kesselheim, 
but I’ve wrestled with it before I got to the Senate. There is no 
other sector of our economy that has less transparency, less com-
petition, more barriers to entry, and a disengaged consumer. 

One alternative is to bring government into play. And to be hon-
est, I think many CEOs that don’t run health care companies are 
going to be for that because the industry is dug in, resisting reform 
that I think needs to take place before you bring more government 
into play. 

But it’s clear we’ve got a broken health care system that costs 
way too much, and we need to figure out how to fix it. If the indus-
try is not going to take on some of the reforms, you’ll get what you 
deserve, and that’s probably the heavy hand of government because 
you’re like an unregulated utility when it comes to the way you op-
erate. 

Dr. Kesselheim, I’m hoping that I’ve got the right information 
here, but when it comes to transparency I think you’ve been 
quoted, ‘‘You might get more than what you’ve asked for,’’ that 
transparency would actually maybe be a negative. I think that is 
so bizarre in the sense that any other aspect of our economy where 
you have everything I talked about—engaged consumers, robust 
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competition, full transparency, no barriers to entry—things work. 
Lasik surgery and things even within the medical field prove that. 

Why would you have that point of view that it could stymie price 
competition if you put more transparency into the mix? That seems 
to me to be counter-intuitive. I’d love to hear your response to that. 

Dr. KESSELHEIM. Sure, Senator. If all you do is include trans-
parency but don’t do anything else, then you actually risk raising 
prices because right now those secret back-room deals that PBMs 
arrange is really the only system that we have in our country for 
lowering prices. And if you take that away and you make every-
thing fully transparent without doing anything else, then you take 
away one of the greatest tools, the only effective negotiators we 
currently have in the system, which are PBMs and insurance com-
panies, for trying to lower prices. 

I would be very much in favor of transparency if you marry it 
with evaluation and negotiation, because then you don’t really need 
PBMs. You can just have what a fair price is, and you can offer 
that to private companies, and the value of the PBM and the value 
of the secrecy that they operate in plummets. 

I would say that we could have transparency if we married it 
with some of the proposals that I suggested. But just transparency 
alone, I think that you are taking away the only strategy that we 
currently have in the market for lowering prices. 

Senator BRAUN. I’m glad to hear you say that because I agree 
with you. I think that when you have transparency only, you don’t 
have the other tools that go along with it, and that would be that 
employers across the country, as well as government, the two 
stakeholders in paying the bills, need to be able to negotiate with 
more bargaining power. And I think if we’d get that right—it hap-
pens everywhere else where government is able to negotiate. They 
hide behind the disguise that they’re a free market. They are not 
a free market until they do the things I said earlier. 

I think what you’re talking about, including employers getting in 
the mix, that’s how we bring drug prices down, and then maybe 
prices cascading down across the system of Pharma, hospitals, in-
surance, and even practitioners. Thank you. 

The CHAIRMAN. Thank you, Senator Braun. 
Senator Murphy. 
Senator MURPHY. Thank you very much, Mr. Chairman. 
Thanks, everyone, for this hearing. 
This is a question to either Dr. Persaud or Dr. Kesselheim. A 

2019 study in the Journal of American Medicine Association looked 
at 15 years of medical marketing in the U.S. and found that there 
was a 70 percent increase in health care marketing from 1997 to 
2016, including a massive increase in direct-to-consumer adver-
tising and promotion to physicians. 

Clearly, this enormous surge in marketing and advertising pro-
vides a benefit to the companies. They wouldn’t do it unless it led 
to the sale of more product. And clearly it has to be part of the 
story with respect to the increase in price if there’s been this in-
credible surge in marketing and advertising spending. 

But my question is, is it a benefit to the health care system as 
physicians, as folks through your conversations with colleagues? 
Does direct-to-consumer advertising provide the kind of benefit to 
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patients that the companies would have us believe, or is it just a 
benefit to their bottom line and a contributor to the increase in 
cost? 

Dr. PERSAUD. Thank you, Senator. The answer is no, it does not 
benefit the public, it doesn’t benefit patients. There have been stud-
ies of whether or not marketing is associated with better pre-
scribing of medicines or more appropriate use of medicines, and 
there are no studies that indicate that this marketing improves the 
care that patients receive. 

It is something that patients are paying for, and we are all pay-
ing for, and in the end it is driving in some cases prescribing to-
ward more expensive medicines. So we pay for it multiple times, 
and there isn’t a demonstrated benefit of a pharmaceutical com-
pany providing information either directly to consumers or to pre-
scribers. 

Senator MURPHY. Dr. Kesselheim. 
Dr. KESSELHEIM. I agree with Dr. Persaud. I think that one of 

the things that direct-to-consumer advertising does, and I can tell 
you this as a primary care doctor, is it brings people to the office 
asking about medicines that they saw on TV, and usually the medi-
cines that are being advertised are the most expensive, and they 
may not offer improvements over other therapies that aren’t being 
advertised. 

While direct-to-consumer advertising can alert people to the ex-
istence of drugs, it does drive prescribing practices in ways that 
aren’t evidence driven. 

Senator MURPHY. Just to give a sense of how much of the cost 
of the drugs may be determinative of the advertising spend for 
these companies, there’s another study suggesting that for the big 
pharmaceutical companies as much as 19 cents of every dollar, 
nearly one-fifth of all of their spending, goes into advertising and 
marketing. 

In my remaining time, Dr. Kesselheim, I was intrigued by the 
time that you spent in your written testimony on the question of 
comparative effectiveness. And I wondered if you might give us 
some suggestions as to how the United States can do a better job 
of making sure that we are getting a true bang for our buck. Other 
countries spend a lot more time making sure that they are only 
paying for drugs that are substantially better than other products 
that are on the market. 

This issue is fraught with peril because for many folks, a 5 per-
cent increase in effectiveness or the promise of a potential 20 per-
cent increase in effectiveness, they’re going to want that. They’re 
not going to want the government deciding whether or not they get 
access to these drugs. But it’s an enormous amount of money that 
we all pay for when some drugs are only getting tiny, incremental 
increases in quality or effectiveness. What’s your recommendation 
for how we proceed on this topic? 

Dr. KESSELHEIM. Well, Senator, I think this is an extremely im-
portant issue, and unfortunately, in the U.S. system, we do not in-
vest nearly enough in doing the type of comparative effectiveness 
studies that we need in order to determine which drugs are better 
for which patients, and really this is the best way to empower pa-
tients to make decisions about their care, is to say, look, we’ve done 
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the studies and we know that this drug works X amount better, 
here are the side effects you have to weigh, and between you and 
your physician you can make a decision about the best way for-
ward. 

Unfortunately, we don’t have enough of that, and what I would 
suggest that we do is invest more money up front in the same way 
that we invest money in basic science in generating this informa-
tion, because it will actually save money on the back end because 
pharmaceutical companies leverage the lack of information in their 
promotional practices to encourage high-cost drugs when lower-cost 
products may be just as effective. And then what we do is we just 
pay many times more on the back end. 

If we had more comparative effectiveness research and evidence 
up front, then we would be able to help guide prescribing practices 
and the best way forward for patients. 

Senator MURPHY. It doesn’t necessarily have to lead to drugs 
being on or off a formulary, just that information available to pre-
scribers may end up in better care practices. 

I appreciate the answers from both of you. Thank you. 
The CHAIRMAN. Thank you, Senator Murphy. 
I believe that ends our hearing. We have heard from many, many 

Senators, and I want to thank Dr. Kesselheim, Dr. Persaud, Elia 
Spates, and Alex Brill for their participation, as well. 

I think what you have heard from virtually all Senators, regard-
less of their party or political persuasion, is they continue to hear 
from their constituents who are sick and tired of paying the highest 
prices in the world for prescription drugs, prices that in many cases 
they cannot afford. And what you have heard is that when people 
cannot afford the medicine they need, they will get sicker. Some-
times they will die. Sometimes they will end up in the hospital, at 
great cost to the health care system. 

You have also heard, I think, today that we have been talking 
about the issue of the high cost of prescription drugs, not only for 
years but for decades, and that there is all kinds of legislation that 
has been offered. And yet, at the end of the day, the pharma-
ceutical industry continues to march along earning huge profits 
every year, paying their CEOs exorbitant compensation packages, 
and they continue to provide hundreds and hundreds of lobbyists 
and make all kinds of campaign contributions. 

I think the conclusion that I have reached from this hearing is 
that the time is long overdue for the U.S. Congress to summon up 
the courage to take on perhaps the most powerful special interest 
in the United States, and that is the power of the pharmaceutical 
industry. 

Our people are hurting, they want us to act, and now is the time 
to do that. 

With that, let me conclude this hearing and thank again every-
body for participating. 

The hearing is ended, and people will have time to submit ques-
tions for the record, and testimony as well. 

Thank you. 
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ADDITIONAL MATERIAL 

STATEMENT FOR THE RECORD FROM SENATOR RICHARD BURR 

ON WHY DOES THE U.S. PAY THE HIGHEST PRICES IN THE WORLD FOR PRESCRIPTION 
DRUGS? 

The hearing today is focused on the cost of medications in the United States, com-
paring the price of these drugs to the prices available in other countries around the 
world. The drug pricing debate has been underway in the Senate for many years, 
with numerous bipartisan proposals put forward during the 116th Congress. But, 
I would like to remind my colleagues that the COVID–19 pandemic fundamentally 
altered these debates, showing us in Congress, Americans, and those around the 
globe the undertaking associated with biomedical research, and the importance of 
fostering an environment that rewards and stimulates innovation so we can bring 
treatments, therapies, and vaccines to market in as timely a manner as possible. 

I agree with my colleagues that the cost of medications is an issue that deeply 
affects Americans, and our payment models in public and private health care pro-
grams must keep pace with the new products that come to market. The new ways 
in which we are able to address devastating diagnoses that, at one time, had no op-
tions for care are only as good as the ability for Americans to access them. Prior 
to the pandemic, Senator Crapo and I introduced legislation to improve this access, 
while maintaining the incentive to innovate, and encourage and foster American in-
novation. 

The novel coronavirus pushed the American biomedical research enterprise to the 
brink of what few thought would be possible—three authorized vaccines in ten 
months. Not only were these vaccines brought through large-scale phase 3 trials, 
but they were made available to the American people immediately upon their au-
thorization by the Food and Drug Administration (FDA). This availability was made 
possible through the foundational laws that streamlined the process for making 
these life-saving drugs available to the American people. 

Many of these foundational laws were the result of the work in the HELP Com-
mittee. The 21st Century Cures Act recognized the critical importance of ensuring 
that the United States remained the global leader in biomedical research, and made 
the investments and policy changes necessary to maintain this leadership role. This 
hearing comes at a moment when every American stands to benefit from the efforts 
of the biomedical research community. We have three authorized vaccines to combat 
COVID–19, multiple medicines to reduce hospitalizations and deaths, and hundreds 
of tests to detect the virus. 

As we examine our policies and programs that affect the costs of medications in 
the United States, we must balance the changes that we propose against the affects 
that they will have on the ability for our developers to innovate. America’s ability 
to respond to the everyday health care challenges we face, as well as the next public 
health threat in the future will impacted by this balance. If we do not get it right, 
we will not have the countermeasures, medicines, and technologies we have today 
to save as many lives as possible, and that cost, would be too high. 
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[Whereupon, at 11:58 a.m., the hearing was adjourned.] 
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