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DRUG PRICING IN AMERICA:
A PRESCRIPTION FOR CHANGE, PART II

TUESDAY, FEBRUARY 26, 2019

U.S. SENATE,
COMMITTEE ON FINANCE,
Washington, DC.

The hearing was convened, pursuant to notice, at 10:15 a.m., in
room SD-215, Dirksen Senate Office Building, Hon. Chuck Grass-
ley (chairman of the committee) presiding.

Present: Senators Roberts, Enzi, Cornyn, Thune, Isakson, Port-
man, Toomey, Scott, Cassidy, Lankford, Daines, Young, Wyden,
Stabenow, Cantwell, Menendez, Carper, Cardin, Brown, Bennet,
Casey, Whitehouse, Hassan, and Cortez Masto.

Also present: Republican staff: Chris Allen, Senior Advisor for
Benefits and Exempt Organizations; Brett Baker, Health Policy
Advisor; Stuart Portman, Health Care Policy Advisor; Karen
Summar, Chief Health Policy Advisor; and Jeff Wrase, Deputy
Chief of Staff and Chief Economist. Democratic staff: Michael
Evans, General Counsel; Peter Gartrell, Investigator; Matt Kazan,
Senior Health Policy Advisor; Kristen Lunde, Winston Fellow; and
Joshua Sheinkman, Staff Director.

OPENING STATEMENT OF HON. CHUCK GRASSLEY, A U.S.
SENATOR FROM IOWA, CHAIRMAN, COMMITTEE ON FINANCE

The CHAIRMAN. I want to welcome and to thank our witnesses
for being here. We know that you put a lot of hard work into it,
and staffs and the Senators have done the same thing.

The information that these witnesses will share will help inform
the committee as it addresses the issues of high prescription drug
prices. America has a problem with the high cost of prescription
medicines.

Whether it is about EpiPen, insulin, or other prescriptions, in the
thousands of letters that I have received, Iowans have made clear
that high drug prices are hurting. I have heard from people about
skipping doses of their prescription drugs to make them last until
the next paycheck.

Of course, I am not a doctor, but rationing one medicine does not
sound like the safe prescription for health and wellness that Ameri-
cans want. Others have told me about leaving their prescription on
the pharmacy counter because it costs too much.

There is no question that researchers and doctors have developed
treatments and cures for diseases where there were once no such
cures or treatments. And such innovations take time and money.
I think all of us at this table—and most people who are not at this
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table—if they study at all the pharmaceutical industry and the
FDA process, they know it takes time and money. But we are all
trying to understand the sticker shock that many drugs generate,
especially when some of these drugs have been around for a long,
long time.

There is a balance then between incentivizing innovation and
keeping prices affordable for consumers and taxpayers. And the
taxpayers are involved, because the Federal Government is a great
purchaser of drugs through a lot of health programs.

Like all systems, things can get out of balance. The good news
is that we are here to discuss solutions. And we thank all of you
for cooperating with us in that effort today.

In fact, we are here today thanks to a system of checks and bal-
ances that is within our Constitution. Congress has a constitutional
responsibility to be a meaningful check on the spending of tax-
payers’ money. That responsibility includes not just holding hear-
ings, but also holding the private sector and the government ac-
countable through oversight, just like a doctor. That doctor has to
properly diagnose a disease before it can be treated. Congress
needs to understand what is going on in the drug pricing supply
chain in order to respond in a measured and effective way.

As part of that fact-finding, as of the last Friday Ranking Mem-
ber Wyden and I launched an inquiry into the high cost of insulin.
This hearing is not about scapegoating any one group regarding
high drug costs. That is why we are holding a series of bipartisan
hearings on this issue.

Without a doubt, drug pricing is a complex issue. But I think we
should also be asking whether or not it is too complex or whether
it should be so complex. We cannot allow anyone to hide behind the
current complexities to shield the true cost of drugs. And we should
not turn a blind eye to industry practices that thwart laws and reg-
ulations designed to promote competition and generic drug entries
into the marketplace.

Health and Human Services Secretary Alex Azar, FDA Commis-
sioner Scott Gottlieb, and the Federal Trade Commission have
identified a number of tactics that undermine competition, like
withholding samples, pay-for-delay, product hopping, and rebate
bundling. And that just names a few. While these agencies are tak-
ing enforcement action or looking at regulatory changes, we here
in Congress are exploring legislative options to deter companies
from engaging in these practices that keep drug prices high for pa-
tients.

Today we expect open, honest answers from the pharmaceutical
industry to figure out how we got where we are today and to see
what ideas they have to make things better.

One of the first things that we need to talk about is pretty sim-
ple: list price. Now you folks are probably going to tell us it is not
that simple. Secretary Azar has said that pharmaceutical compa-
nies believe that the list price is meaningless. In fact, some of your
testimony today will echo that.

However, for a patient taking a drug that has no competition, the
list price then becomes very meaningful. For seniors on Part D or
paying coinsurance as a percentage of list price, then for that per-
son, list price is very meaningful. For people who have high-
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deductible plans and pay thousands of dollars towards the list
price, then for those people, the list price is very meaningful.

For pharmacy benefit managers, providing drugs with a high list
price can be more attractive than providing a less expensive drug.
Therefore, for the taxpayers then, the list price becomes very
meaningful.

We have all seen the finger-pointing. Every link in the supply
chain has gotten skilled at that finger-pointing. But like most
Americans, I at least—I think like most members of Congress—am
sick and tired of the blame game.

It is time then for solutions. One way or another, we are going
to get some clarity. The American people deserve straight answers
and real solutions.

On that note, I want to remind each of our witnesses that it is
a crime under title 18, section 101 to provide false testimony to
Congress. I thank you all for coming.

[The prepared statement of Chairman Grassley appears in the
appendix.]

The CHAIRMAN. Senator Wyden?

OPENING STATEMENT OF HON. RON WYDEN,
A U.S. SENATOR FROM OREGON

Senator WYDEN. Thank you very much, Mr. Chairman.

And I just want to note, at the outset, our focus on bipartisan-
ship. We began that with our effort to go after price gouging with
hepatitis C. Recently we have gone after manufacturers ripping off
Medicaid. You noted our investigation to look at insulin prices that
just soar and soar and soar some more. So I just very much appre-
ciate the fact that we are tackling this in a bipartisan way.

Colleagues, prescription drugs did not become outrageously ex-
pensive by accident. It is not the result of a system too complicated
for Americans to understand. Drug prices are astronomically high
because that is where pharmaceutical companies and their inves-
tors want them. The brakes have come off pharmaceutical pricing,
and American families are hurtling along in the passenger seat
terrified about what comes next.

Today the committee is going to hear about uplifting stories and
miracle cures. Yet it is morally repugnant when patients cannot af-
ford those miracles. It is morally repugnant when ailing patients
are forced to choose between filling the next prescription or putting
food on the table because they cannot afford both. It is morally re-
pugnant when patients are forced to skip doses.

Pharma executives, all of you who are here today, are here be-
cause the way you have been doing business is unacceptable. Ten
companies accounted for half of all the profits in the health-care
sector last year. Nine of them were drug manufacturers. All but
one of today’s witnesses represent companies on this list.

Drugmakers behave as if the patients and the taxpayers are un-
locked ATMs full of cash to be extracted, and their shareholders
are the customers whom they value above anybody else. So I am
going to go through a short list of examples starting with AbbVie,
which manufactures the top-selling prescription drug in America,
the arthritis medication Humira.



4

Over 6 years, the company doubled the price of a 12-month sup-
ply from $19,000 to $38,000. Can the patients opt for a less expen-
sive alternative? They cannot, because AbbVie protects the exclu-
sivity of Humira like Gollum with his ring—thick cobwebs of pat-
ents and legal tricks and shadowy deals with other drugmakers.
All of them are in place to keep the cash flowing.

Now I also want to address some very troubling information we
just got from AbbVie’s proxy statement. It is a document every
publicly traded company has to file with the SEC. Page 37 shows
that in 2017, a portion of CEO Richard Gonzalez’s multi-million-
dollar bonus was directly tied to sales of Humira. It appears the
same incentive was in place in 2015 and 2016. In fact, the commit-
tee’s review shows that all of AbbVie’s top executives have the
same arrangement.

Mr. Gonzalez is welcome to respond, but the implication ought to
be clear. From top down, AbbVie’s leadership had reason to keep
pushing prices and sales up.

Now Pfizer, that company gets first prize for the emptiest pricing
gesture in 2018. After stern Trump tweets, Pfizer said it would
temporarily freeze the prices. But once the President got his flashy
headlines, his gaze went elsewhere. Pfizer’s former CEO told inves-
tors it was back to normal, another round of price hikes in 2019,
including the pain medication Lyrica. Lyrica has increased 163 per-
cent in price since 2012. Just one drug allowed Pfizer to pull in
$4.5 billion in 2017.

Merck gets second prize for emptiest pricing gesture of 2018.
They made sweet-sounding promises after coming under criticism,
but they cut prices for drugs that essentially produce no revenue
for the company. Left untouched were the cash cows Keytruda and
Januvia, which account for more than a quarter of the company’s
revenue. It is like promising car shoppers a great deal, except the
only discounted model on the lot is an Edsel.

Sanofi—this is a company wringing more and more cash out of
people with an incurable disease. In 2010, a vial of this insulin cost
less than $100. In 2018, it cost nearly $300. The company raised
prices again in 2019. Considering the landmark breakthrough on
insulin came early in the roaring 20s, nothing could justify this
sudden price hike a century later. Diabetics who cannot afford the
cost now self-ration and endanger their lives. But you know what?
Investors are happy.

AstraZeneca—a lesson in saying the quiet part out loud. In an
interview earlier, the CEO complained that his $12-million salary
made him the lowest-paid CEO in the whole industry, and he said
it was annoying to some extent. His company, meanwhile, con-
tinues to raise the price of Symbicort, its $3-billion asthma drug.
For some asthmatics, being able to breathe costs hundreds of dol-
lars a month.

And Johnson & Johnson gets the record today for flip-flopping.
This January 7th at the JP Morgan Health Conference, the CEO
said the pharmaceutical industry needs self-policing on prices. That
sounded good, but 3 days later the company hiked the prices of
hundreds of its drugs, including drugs that account for billions in
Medicare spending.
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And finally, there is Bristol-Myers Squibb. In 2017, the company
spent roughly $11 billion on dividends, stock buybacks, marketing,
sales, and administrative costs that roughly triple the amount
spent on R&D.

Now I am going to close by saying that I want us to compare
these concrete examples of two-faced scheming and profiteering
with the central arguments that we are going to get this morning.
The central argument from pharma is basically, the fault is always
somebody else’s. The health plans are at fault, the pharmaceutical
benefit managers are at fault, regulators are at fault. What we
know for certain is the history that pharma CEOs always say
somebody else is at fault.

We are also going to hear that the list price does not matter, that
the true costs are just so complicated. But companies do not set
and raise list prices for fun. Those prices are directly tied to the
amount patients pay out-of-pocket at pharmacy windows from sea
to shining sea. They are directly tied to what taxpayers spend on
health-care programs.

Then drugmakers point the finger at middlemen, the pharmacy
benefit managers. I have said for years these pharmacy managers
are wasteful and secretive, and take their cut without proving their
worth to anybody. They are going to have their day before the com-
mittee too. But those pharmacy managers do not set list prices.
The manufacturers do.

And by the way, the manufacturers do not offer rebates for near-
ly 40 percent of Part D brand-name drugs. Those prices are going
up. That is on the drug companies, not on the pharmacy managers.

We are also going to hear that any changes in business as usual
hurt research and development. A quick look at company finances
shows that that is a fable. Revenue generated from American pa-
tients alone dwarfs what they spend on R&D worldwide.

Drugmakers spend as much, if not more, on those exhilarating
TV ads and office-to-office salesmen as they spend on research and
development. And if lower prices would diminish R&D, why don’t
costly dividends? Why don’t stock buybacks? Is the stock price more
important than inventing that next miracle cure? Even if you buy
the specious argument that a drug’s list price at launch is driven
by research costs, what could justify arbitrary price increases year
gfter?year, long after the research and development spending is

one’

Finally, we are going to hear about how patients can get cou-
pons. But if this was so generous, why can’t drug companies just
lower prices across the board? I believe it is just more slick brand-
ing, branding that allows companies to keep the status quo cash
cow rolling along.

I will close with this. I was there when seven big tobacco CEOs
testified in a committee room just like this one. They lied that day.
This committee, the chairman and I, expect better than that this
morning.

Your profits are outsized compared to others in the industry. You
get a massive portion of your revenue from American taxpayers,
and you bear none of the consequences of these skyrocketing prices.
It is long past time to drop the excuses and take concrete action
to make medicine in America more affordable.



Thank you, Mr. Chairman.

[The prepared statement of Senator Wyden appears in the ap-
pendix.]

The CHAIRMAN. Now I will introduce our seven witnesses, but
once again, thank you for participating in this very important hear-
ing on a very important topic. We are grateful for your participa-
tion and cooperation with our committee.

The first witness is Richard Gonzalez, chairman and chief execu-
tive officer of AbbVie, Incorporated. Then we will hear from Pascal
Soriot, DVM, executive director and chief executive officer of Astra-
Zeneca. Then we will hear from Giovanni Caforio, M.D., chairman
of the board and chief executive officer, Bristol-Myers Squibb; then
Jennifer Taubert, executive vice president and worldwide chairman
of pharmaceuticals for Johnson & Johnson; Kenneth C. Frazier,
chairman and chief executive officer of Merck and Company; Albert
Bourla, DVM, Ph.D., chief executive officer of Pfizer; and Dr.
Olivier Brandicourt, M.D., chief executive officer of Sanofi.

We welcome all of you, and we will start in that direction. And
you have been given 5 minutes. I do not gavel you down at the end
of 5 minutes, but I wish when the red light would come on, you
would start to summarize, if you have not finished.

So we will start with Mr. Gonzalez.

STATEMENT OF RICHARD A. GONZALEZ, CHAIRMAN AND
CHIEF EXECUTIVE OFFICER, ABBVIE INC., NORTH CHICAGO,
IL

Mr. GONZALEZ. Thank you, Chairman Grassley, Ranking Member
Wyden, and members of the committee.

I am Richard Gonzalez, and I am the chief executive officer of
AbbVie, a company dedicated to developing new innovative medi-
cines for some of health care’s most challenging diseases, such as
cancer, Alzheimer’s, viral infections, and autoimmune diseases.

Since our inception in 2013, AbbVie has invested approximately
$50 billion in pursuit of that goal. However, because we were tack-
ling some of medicine’s most challenging problems, solutions do not
come easily, nor without significant risks.

Where we have succeeded, we have been able to provide cures for
fatal diseases like hepatitis C and significantly alter the disease
progression for certain cancers, lessening the burden of illness on
patients and on the health-care system. This is what the 30,000
employees of AbbVie are dedicated to doing.

We agree that access to life-saving medicines is a critical issue,
and we look forward to sharing our perspectives with you. There
is no one solution to this complex issue, but AbbVie is committed
to working with the committee and others on how we can better
partner in your efforts to address pharmaceutical pricing and ac-
cess. AbbVie and the rest of our industry must play a role in solv-
ing these issues and be prepared to work together with the insur-
ance industry, the administration, and you to find a better path for
American patients.

My remarks today will focus on one aspect of this inquiry, the
Medicare Part D benefit design, which, even after pharmaceutical
list prices are lowered, still contributes to making innovative thera-
pies cost-prohibitive for many Medicare patients.
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In general, the Medicare Part D program has worked well. Its
market-based structure and utilization of formularies encourages
competitive price discounts that have yielded significant savings to
the government since the Part D benefit went into place back in
2006. However, despite these cost savings, Part D patient out-of-
pocket costs have significantly increased. Some would blame that
solely on high drug prices, and we agree that price should be part
of the discussion. But it is also important to acknowledge that
science has enabled us to advance the standard of care far beyond
what was possible when the Part D benefit was originally de-
signed.

Many of today’s specialty medicines offer significant advance-
ments in treating or curing serious chronic or life-threatening con-
ditions and save significant amounts of money for the health-care
system by decreasing overall health-care costs. Yet these therapies
are also costly.

Due to the structure of the Part D benefit design, patients are
charged out-of-pocket costs on a medicine’s list price, which does
not reflect the market-based rebates or discounts that Medicare re-
ceives. We are encouraged by the proposed rule that would reflect
manufacturer’s discounts in patient’s Part D out-of-pocket pay-
ments. This is an important step in the right direction, but we be-
lieve more must still be done to help Part D patients.

Let me give you a recent real-world example that demonstrates
the challenge with the current Part D benefit design, and why the
focus solely on list price does not fully address the access chal-
lenges. An uninsured hepatitis C infection leads to downstream
medical costs for surgery, chemotherapy, and radiation for patients
who progress to needing a liver transplant or having liver cancer.
Today we can cure hepatitis C with drugs. This cure is highly cost-
effective for the overall health-care system.

In 2017, AbbVie launched Mavyret, a highly effective cure for
HCV. At the time, the list prices for the competitive alternatives
were as high as $94,500 for the most commonly prescribed treat-
ment duration. We launched Mavyret at a list price that was 72
percent lower. But even though we cut the list price of an HCV
cure—for most patients by 72 percent—Medicare Part D patients’
out-of-pocket obligations are still too high for many patients to ac-
cess this medicine.

We believe it is important that discussions about access and af-
fordability include a focus on how to alleviate Medicare Part D out-
of-pocket burdens above and beyond just lowering list price. We are
prepared to step up and discuss how companies like ours can shoul-
der more of the burden of the patient out-of-pocket expense as we
do in other areas.

We believe AbbVie, the rest of the pharmaceutical industry, and
the insurance providers should come together with the administra-
tion and you to work towards solutions that make life-changing
medicines more affordable to Part D patients. I can assure you
AbbVie is committed to doing its part, and we look forward to
working with you.

Thank you.
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[The prepared statement of Mr. Gonzalez appears in the appen-
dix.]
The CHAIRMAN. Mr. Soriot?

STATEMENT OF PASCAL SORIOT, CHIEF EXECUTIVE OFFICER,
ASTRAZENECA, WILMINGTON, DE

Mr. SorioT. Chairman Grassley, Ranking Member Wyden, and
members of the committee, good morning. I appreciate the invita-
tion to address concerns regarding the pricing of medicines in the
United States.

My name is Pascal Soriot, and I am the CEO of AstraZeneca.
Our company is dedicated to science and innovation. And in 2018,
we invested nearly $6 billion in research and development, 28 per-
cent of our product sales, which is well above the industry average.

In the past 2 years, our commitment to R&D has resulted in 18
significant FDA approvals and 5 breakthrough designations. How-
ever, I know that these statistics are meaningless unless patients
can actually afford our medicines and those medicines reduce over-
all health-care costs.

I am here to discuss how we can work with other stakeholders
to take specific actions that address pricing concerns. My first pro-
posal is that we move away from the current rebate system while
continuing to work with payers and PBMs to ensure robust nego-
tiations.

The current system is built on high list prices coupled with re-
bates. This is not sustainable, and all of us have a role to play. For
example, the estimates for 2018 show that across our medicines,
our average rebate is nearly 50 percent of our gross revenues in the
U.S. Despite this, in recent years in our primary care portfolio, we
have seen flat to declining net effective prices for most of our medi-
cines. As a company dependent upon government action for elimi-
nating rebates in commercial and in Part D, we are prepared to re-
duce our list prices by an equivalent amount of rebates, less the
appropriate market-based fees, to those in the supply chain. This
will actually reduce overall costs not only for patients, but also for
the government.

My second proposal is that if a change of the current system is
not possible, a portion of discounts and rebates could be used to
create out-of-pocket caps for Medicare patients. This approach is
used successfully in some other countries. Actually, it gives pa-
tients greater certainty in their out-of-pocket cost.

Third, I believe that value-based agreements have the potential
to transform how medicines are priced and reimbursed in the U.S.
In our own value-based agreements, the price of a medicine is di-
rectly linked to the value it provides to patients, to payers, and to
the health-care system.

For example, last month we announced an agreement for Univer-
sity of Pittsburgh Medical Center Medicare patients who are pre-
scribed Brilinta. This innovative contract directly reduces the cost
for patients, and it ties price to clinical value, basing our payments
on patient outcome. These types of agreements can be especially ef-
fective for medicines where there is limited competition. As an ex-
ample, for one of our oral oncology medicines we agreed to reim-
burse a large payer for discontinued use because patients did not
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respond to treatment. And we have reimbursed the payer under
those agreements 20 percent of the time.

To that end, I appreciate the support of Senator Warner and
Senator Cassidy for value-based agreements, as demonstrated by
their request for input on the Patient Affordability, Value, and
Efficiency, the PAVE Act.

My fourth proposal is that we must encourage biosimilars and
eliminate policy and commercial barriers to their greater use. Bio-
logics are actually making very important contributions to medi-
cine, and I believe a vigorous biosimilar market would reduce costs
like generics do for small molecules. In fact, biosimilars have
gained up to 85 percent market share in the 5 largest countries in
Europe, and the average biosimilar discount is between 40 and 80
percent.

In closing, I would like to emphasize my strong commitment to
addressing the concerns raised by the committee. I believe that we
can work together to find solutions that continue to allow manufac-
turers to innovate, while creating a more efficient and more afford-
able system.

There are no easy answers, it is very clear, but we want to be
a constructive partner. Thank you, and I look forward to the dis-
cussion.

[The prepared statement of Mr. Soriot appears in the appendix.]

The CHAIRMAN. Dr. Caforio?

STATEMENT OF GIOVANNI CAFORIO, M.D., CHAIRMAN OF THE
BOARD AND CHIEF EXECUTIVE OFFICER, BRISTOL-MEYERS
SQUIBB COMPANY, NEW YORK, NY

Dr. Caror1iO. Chairman Grassley, Ranking Member Wyden, and
members of the committee, good morning, and thank you for the
opportunity to be here today on behalf of the 24,000 employees of
Bristol-Myers Squibb. I look forward to working together to align
incentives to ensure all Americans have access to the medicines
they need.

I am a physician. I joined the pharmaceutical industry 30 years
ago because of the impact companies like ours have on patients.

We should all be proud that American companies lead our indus-
try. Our researchers have contributed to the development of medi-
cines that have reduced mortality from cardiovascular disease,
helped transform HIV/AIDS into a chronic disease, and are now
making significant progress with the treatment of cancer.

Just 10 years ago, the idea of harnessing the immune system to
treat cancer was viewed with great skepticism. But our researchers
saw the promise of that approach and ignited an era of scientific
innovation that has changed survival expectations in multiple tu-
mors. Prior to the availability of immuno-oncology treatments, only
25 percent of patients diagnosed with metastatic melanoma were
alive after 1 year. Today, thanks to immuno-oncology therapies,
that number has increased to 74 percent.

The potential of this approach has also been seen in lung cancer,
kidney cancer, and many other difficult-to-treat tumors. These pa-
tients now have a chance for quality and long-term survival.

But not all patients respond to current immunotherapies. And so
we must do more. We recently opened a new facility dedicated to
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investigating what we call immuno-oncology resistance. And we
continuously seek external innovation to augment our pipeline. In
fact, in this context, we recently announced our plans to acquire
Celgene. Our goal is to bring together the drive and dedication of
two science-driven companies to do even more for patients.

As a physician, I do recognize that medicines are only helpful if
patients and health-care systems can afford them. We share the
committee’s concern with escalating health-care costs and believe
that our responsibility extends to ensuring that patients have ac-
cess to and can afford our medicines. For this reason, the average
net pricing across our U.S. portfolio of medicines increased by 5
percent or less year-over-year for the last 5 years. Importantly, it
did not increase at all in 2018. And we expect that it will not in-
crease in 2019.

Despite this fact, we do recognize that patients’ out-of-pocket
costs continue to increase. We believe it is possible to work to-
gether to realign incentives to ensure patients can afford medicines
without stifling scientific innovation. So what are the solutions?
We are supportive of the proposed rule aimed at reforming the re-
bate system with a focus on what is best for patients.

We need to ensure more generics are available whenever permis-
sible under our system. We support value-based purchasing ar-
rangements that tie payments to value. These models can reduce
costs, improve access and patient adherence, and contribute to bet-
ter outcomes.

We applaud efforts by Health and Human Services and this com-
mittee in all of these areas. We do believe the U.S. should not
adopt policies that stifle innovation in other countries. Outside of
the U.S., reimbursement of new medicines often takes more than
2 years. For example, nearly 4 years ago our Opdivo and Yervoy
regimen was first approved to treat metastatic melanoma in the
U.S. Today, 6 of the 16 countries included in the international price
index proposal still do not provide reimbursement for this combina-
tion, which is the standard of care for the treatment of this cancer.
This is why we do not support the proposed international price
index model for Medicare Part B drugs.

I would like to leave you with a few thoughts. First, we recognize
the need for change. We are witnessing a historic era in biomedical
innovation. American research-based companies are leading the
way to help patients whose diseases cannot be adequately treated
with today’s medicines. But we must ensure that patients have af-
fordable access to new innovations. And we should work on policies
that support and reward access and these investments. I look for-
ward to working together to implement real change that broadens
access to innovative medicines for patients.

In closing, on behalf of my colleagues at Bristol-Myers Squibb
and the patients we serve, my sincere thanks for your time and at-
tention today.

The CHAIRMAN. Thank you very much.

[The prepared statement of Dr. Caforio appears in the appendix.]

The CHAIRMAN. Now, Ms. Taubert?
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STATEMENT OF JENNIFER TAUBERT, EXECUTIVE VICE PRESI-
DENT, WORLDWIDE CHAIRMAN, JANSSEN PHARMACEU-
TICALS, JOHNSON & JOHNSON, NEW BRUNSWICK, NJ

Ms. TAUBERT. Chairman Grassley, Ranking Member Wyden,
members of the committee, thank you for the opportunity to be
here today. I am Jennifer Taubert, and I lead the Janssen Pharma-
ceutical Companies of Johnson & Johnson. We focus on discovering
and developing transformational medicines for some of the world’s
most challenging diseases, including multiple myeloma, prostate
cancer, HIV, schizophrenia, and Crohn’s disease, among others.

Like many of you, I know what it is like when a loved one faces
serious illness. My own mother died of lung cancer while in her
40s, and at that time there was very little that could be done for
her. I have committed my career to bringing families hope: hope for
years of life, for the chance to be there for a daughter’s wedding
or for a grandson’s birth.

Janssen invested $8.4 billion in research and development last
year in the search for medical breakthroughs, making us one of the
world’s top R&D investors in any industry. In fact, our investment
in R&D last year was 86 percent more than we spent on sales and
marketing. And this substantial investment is changing lives. It
has helped turn HIV from a death sentence to a manageable dis-
ease. Our targeted cancer medicines have helped patients with
some of the most deadly cancers live longer, in some cases for
many years.

Medicines not only help patients and families. They also help
lower overall health-care costs by keeping people well, preventing
the need for expensive procedures and hospitalizations. But medi-
cines cannot make a difference if the patients who need them can-
not afford them. We understand the concerns about the cost of
health care.

Our approach recognizes our responsibility to patients today and
patients tomorrow. Patients today need access to our medicines.
Patients tomorrow count on us to deliver cures and treatments for
the most challenging diseases. When we price our medicines, we
balance the value to patients, the importance of affordable access,
and the importance of developing future breakthroughs. The list
price is a starting point that is reduced by required discounts to
government programs and rebates to payers so they will grant pa-
tients access to our medicines.

Last year our discounts and rebates amounted to $21 billion and
our net price decreased 6.8 percent. Unfortunately, while our over-
all price decreased for the past 2 years, patients have seen their
out-of-pocket costs go up. One reason is increased enrollment in
health plans that require patients to pay more for their prescrip-
tions. As one recent analysis shows, patients are required to pay
13 percent of overall pharmaceutical costs, versus only 3 percent of
hospital costs, even though medicine can help keep patients out of
the hospital.

Above all, we need an American solution to this American chal-
lenge. We must ensure that today’s medicines are affordable, while
at the same time preserving the innovation that has delivered so
much and promises even more. We must maintain the hallmarks
that make American health care remarkable: access to innovative
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therapies, personal choice, and doctors and patients making deci-
sions based on what is right for each individual.

At Janssen, we are committed to being a part of the solution. We
believe open dialogue is essential. That is why in 2016, we began
issuing the Janssen Transparency Report, sharing information
about how we invest our resources, price our medicines, and help
people access them. And we recently announced our plan to include
list price and potential patient out-of-pocket costs in our direct-to-
consumer TV advertising. In the same spirit of open dialogue, we
have consistently brought forward ideas and perspectives to both
Congress and the administration to fix what is not working while
preserving what is.

We have included more details in our submitted testimony, but
I want to touch on a few points today. First, while Medicare Part
D is working for many seniors and has been effective in containing
costs, we believe an out-of-pocket cap is a needed protection.

Second, in Medicare Part B, we have proposed options that would
allow Medicare to continue to achieve negotiated savings through
market competition while reducing costs.

And third, we support rebate reforms that ensure patients
benefit from the negotiated rebates and discounts—$150 billion in
total in 2017 alone—and as a result, have patients see lower out-
of-pocket costs at the pharmacy.

We are on the verge of extraordinary progress that could change
our lives and the lives of our children and grandchildren. At Jans-
sen, we are committed to bringing that promise to life.

Thank you very much.

The CHAIRMAN. Thank you.

[The prepared statement of Ms. Taubert appears in the appen-
dix.]

The CHAIRMAN. Mr. Frazier?

STATEMENT OF KENNETH C. FRAZIER, CHAIRMAN AND CHIEF
EXECUTIVE OFFICER, MERCK AND COMPANY, INC., KEN-
ILWORTH, NJ

Mr. FRAZIER. Mr. Chairman, Ranking Member Wyden, and mem-
becll"s of the committee, thank you for the opportunity to appear here
today.

Merck’s mission is to save and improve lives around the world
by bringing forward breakthrough medicines and vaccines. Re-
search is at the core of Merck. Last year we invested $10 billion
in R&D, 23 percent of product sales. And we have invested nearly
$70 billion over the past decade.

Over the last 5 years, we have also made capital investments of
over $5 billion in the United States, and we plan to invest more
than $9 billion more over the next few years to increase manufac-
turing capacity and to open two new research centers in the United
States.

We go where the science leads us, which means we do not focus
only on diseases in wealthier countries. For example, we are proud
to have deployed 70,000 doses of our experimental Ebola vaccine in
the Congo, working in partnership with the United States govern-
ment. The goal is to save lives even where no viable commercial
opportunity exists. We do all this to serve patients.
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We fully understand that U.S. patients are having a harder and
harder time affording the medicines they need. While medicine
costs are growing at the slowest rate in years, our patients are too
often being asked to pay more out of pocket. I am here to suggest
some ways that together we can address this problem. First, we
want to be clear that our industry has a duty to be responsible in
our pricing practices and to contribute to solutions that address pa-
tient affordability.

Merck has a history of responsible pricing. We publish informa-
tion about our prices, and the rebates and discounts we provide to
payers. Last year we pledged that we will not increase our average
net prices across our portfolio by more than the rate of inflation
annually

Second, we must ensure that patients get the benefit of these
large rebates and discounts. The incentives in the current system
are badly misaligned with the growing gap between list and net
prices, creating incentives to favor products with higher list prices.
This misalignment hurts patients because their cost sharing is
often based on the list price of a drug. We urge you to support ac-
tion to ensure that patients benefit from these discounts.

Third, we can significantly reduce drug spending for patients in
the health-care system by ensuring that we have a viable biosimi-
lars market in the United States. We urge Congress to encourage
and support greater biosimilar utilization.

Fourth, we believe that prices can better align with a drug’s
value, when manufacturers and payers are able to negotiate inno-
vative contracts that base payment on a drug’s benefit. We need to
move to this type of system, but there remain major regulatory and
operational obstacles to such value-based arrangements, which we
urge Congress to address. We agree that manufacturers should be
rewarded based on the value that our therapies deliver.

Fifth, we support efforts to encourage generic competition. A
version of Chairman Grassley’s CREATES Act and similar policies
could make needed reforms to encourage generic competition and
ensure there is no inappropriate gaming of the system. We also
support eliminating coupons in cases where brand name generic
competition exists.

Finally, we would like to work with the committee to find ways
to end price gouging by some who excessively increase off-patent
drug prices where there is no competition. These high prices hurt
patients, and they do not create incentives for research. These
changes could bring real relief to today’s patients while preserving
the incentives to invest in tomorrow’s breakthroughs. Decades of
research investment are now yielding life-changing discoveries. If
we damage the biomedical ecosystem that thrives on these invest-
ments, we will surely limit what can be achieved for patients and
society.

The single most important thing we do at Merck is to persist in
making large and risky investments in R&D that allow our thou-
sands of researchers to sit at their lab benches to try to create
something transformative despite the overwhelming odds that their
efforts will not succeed, since more than 9 out of 10 compounds fail.

I would like to end on a brief personal note. My mother died
when I was a child, and my siblings and I were raised by my fa-
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ther. He was a giant in my life, and I was devastated when Alz-
heimer’s took him away from us.

Last year, after spending many years and over $1 billion, Merck
had to end development of a promising Alzheimer’s therapy be-
cause it did not work. Yet we continue on, seeking better ap-
proaches, and I truly believe that Merck or one of the other compa-
nies at this table will find a medicine that will avoid the pain of
seeing a loved one taken away from them in this way.

This vital work depends on having a U.S. market that is free,
competitive, and predictable. We must work together to solve the
affordability challenges of today’s patients without jeopardizing the
hopes of those waiting for tomorrow’s cures. The changes I have
discussed today have the potential to vastly improve the market
while lessening the financial hardships many people face.

I am here to pledge Merck’s cooperation with you in creating
such changes. Thank you very much.

The CHAIRMAN. Thank you, Mr. Frazier.

[The prepared statement of Mr. Frazier appears in the appendix.]

The CHAIRMAN. Now, Dr. Bourla?

STATEMENT OF ALBERT BOURLA, DVM, Ph.D.,
CHIEF EXECUTIVE OFFICER, PFIZER, NEW YORK, NY

Dr. BOURLA. Good morning. Chairman Grassley, Ranking Mem-
ber Wyden, and members of the committee, thank you for the invi-
tation. My name is Albert Bourla. I have been with Pfizer 26 years
and just last month became its chief executive officer.

I have to say that today I am particularly humbled to take part
in such an important policy discussion within the United States
Senate. When I immigrated into the United States 18 years ago,
I could never have imagined such an honor.

In that frightening moment when you hear that you or a loved
one has been diagnosed with a serious disease, one question comes
to mind: is there a treatment available? The answer to this ques-
tion will change your life. Happily the answer, increasingly, is
“yes.”

New breakthroughs are coming quickly to treat many difficult
and devastating diseases. But these breakthroughs will not do any-
one any good if patients cannot afford them. And unfortunately, the
horribly misaligned incentives within our health-care system often
make medicines unaffordable for American patients. We need to fix
this. Today, we would like to propose four ideas to drive meaning-
ful savings for patients.

The first idea is passing all rebates to patients. Pfizer supports
a system in which transparent up-front discounts directly benefit
patients, rather than the system where rebates are swallowed up
by the supply chain. In the current system, for example, none of
the approximately $12 billion that Pfizer paid in rebates, in 2018,
found its way to American patients. If the proposed rule to share
rebates with consumers at the point of sale is finalized, we esti-
mate that seniors taking Pfizer medicines could save hundreds of
dollars a year, on average.

The second idea is less volume, less pay. Imagine a system where
Pfizer gets paid based on the number of heart attacks we prevent,
rather than on the number of pills we sell. In such a system, if our
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medicines do not produce good results, we should be paid less. And
if they do, we should be paid more.

Such value-based payment arrangements, if done correctly, can
align the interests of patients, insurance companies, and bio-
pharmaceutical companies around one shared goal, ensuring posi-
tive health outcomes for patients. I understand that several mem-
bers of this committee are working on legislation to pave the way
for these types of arrangements. And we applaud this effort.

The third idea is around capping seniors’ out-of-pocket medicine
costs. Patients are increasingly being required to take on a dis-
proportionately higher share of their medicines’ costs. Today pa-
tients pay on average 14 percent of the cost of their medicines, but
they pay only 3 percent of the cost associated with hospital stays,
for example. This is forcing patients to forego taking needed medi-
cations or to limit their doses. This is bad, not only for patients,
but also for overall system costs. Patients who do not take their
medicines often end up in the hospital, costing much more to the
system. An important first step is capping out-of-pocket costs sen-
iors experience in the medical drug program.

And the fourth idea is to knock down barriers to lower-cost bio-
similars. Others have spoken about it. Adverse incentives that
favor higher-cost biologics are keeping biosimilars from reaching
patients. In many cases, insurance companies declined to include
lower-cost biosimilars in their formularies because they would risk
losing the rebates from covering higher-cost medicines. I cannot
think of a more concerning example of a broken system, and we
need to do something about it.

In closing, Pfizer is all about breakthroughs that change pa-
tients’ lives. This is why our more than 90,000 colleagues, many of
whom work in laboratories and manufacturing plants in States rep-
resented by members of this committee, come to work every day.
And it is why we are here today, to work with you and all stake-
holders to find ways to ensure that we can continue to discover
medicines that can change patients’ lives.

The CHAIRMAN. Thank you.

[The prepared statement of Dr. Bourla appears in the appendix.]

The CHAIRMAN. Now to Dr. Brandicourt.

STATEMENT OF OLIVIER BRANDICOURT, M.D., CHIEF
EXECUTIVE OFFICER, SANOFI, BRIDGEWATER, NdJ

Dr. BRANDICOURT. Chairman Grassley, Ranking Member Wyden,
and members of the committee, thank you for the opportunity to
appear before the Senate Committee on Finance to discuss pharma-
ceutical pricing, affordability, and patient access. I am Olivier
Brandicourt, the chief executive officer of Sanofi. I understand the
anger about rising out-of-pocket costs for many medicines, includ-
ing insulins.

I appreciate the confusion as to why patient costs continue to
rise, even when the amount that PBMs and health plans pay de-
clines. This situation is unacceptable and unsustainable for too
many patients. My goal today is to have an honest discussion about
how the system works, and how it can be improved. As you may
know, 2 years ago Sanofi announced our progressive and industry-
leading principles.
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First, we made a pledge to keep price increases at or below the
U.S. national health expenditure projected growth rates. Second,
we committed to providing a clear rationale for pricing when we
launch new medicines. And third, we have increased transparency
by providing each year information about our list and net prices
across all of our medicines.

In 2018, the average aggregate least-price increase across all
Sanofi medicines in the U.S. was 4.6 percent, while the average ag-
gregate net price—that is the price actually paid to Sanofi—de-
clined by 8 percent. So declining average aggregate net price in
2018 represents a third consecutive year in which the amount paid
by payers across all of our medicines went down.

I feel a special obligation to address the pressing issues around
access and affordability of our insulins. Insulin is a clear example
of the growing gap between list and net prices. Since 2012, the net
price of Sanofi insulins has declined 25 percent. Yet patient out-
of-pocket costs have continued to rise. If you take Lantus, for in-
stance, our most prescribed insulin, the net price has fallen by 30
percent since 2012. Yet over the same period, average out-of-pocket
costs have risen approximately 60 percent for patients with com-
mercial insurance and Medicare. It is my belief that declining net
prices should result in lower out-of-pocket costs for patients. But
clearly, this is not always the case.

Addressing these prices alone will not be sufficient to solve the
problem of patients’ out-of-pocket costs. As we look for solutions,
we must have protections for patients and link responsible pricing
to both access and affordability. Every actor in the system has a
role to play, and Sanofi takes this call to action seriously. There
are different ways to accomplish these goals, and Sanofi could sup-
port options that align to our core principles. First, changes to the
drug pricing and reimbursement system must be holistic, factoring
in all actors in the system. And the majority of benefits should ac-
crue to patients.

And second, to maintain a strong environment for innovation in
the United States, the government should not directly control the
price of medicines, either through Federal Government price con-
trols, or worse, outsourcing price decisions to other countries.

To ensure that responsible pricing translates to better access and
affordability for patients, Sanofi supports the policy solutions out-
lined in my written testimony, including several policies introduced
by members of this committee, such as the CREATES Act, the C—
THRU Act, and the SPIKE Act.

So thank you for the invitation to speak with you today, and I
look forward to answering your questions.

The CHAIRMAN. I thank all of you for your testimony.

[The prepared statement of Dr. Brandicourt appears in the ap-
pendix.]

The CHAIRMAN. And I think I heard from each of you that you
are willing to work with us and people in the administration to
find solutions to these problems. I welcome that sort of cooperation
and just implore you that that cooperation will have to go on weeks
beyond this hearing, because we would not expect to get all the in-
formation we need just at this hearing.
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Now, we will go to questioning. Do not start my clock yet. I have
not asked my questions yet. [Laughter.]

Before I ask questions, if I could have—obviously, we have a very
important meeting here. We have seven witnesses. We have 24 or
25 members of this committee.

I think I am fairly liberal in letting people ask questions. But I
want to repeat something I have said before, and that is that if you
will take your 5 minutes, and if there are a few seconds left, you
ask a question then—hopefully, it is a short question at that point,
and hopefully there is a short answer at that point.

What irritates me about that process is when somebody thinks
they can have back and forth for 3 or 4 minutes after you ask your
last question. So I am asking you, if you would please be tolerant
towards people who abide by the 5 minutes, to be respectful of that
so that everybody gets a chance to ask questions.

Now my 5 minutes starts. [Laughter.]

I want to thank those of you who are here who said you would
be supportive of legislation that I have been backing for a long pe-
riod of time: CREATES, which is sponsored by Senator Leahy and
this Senator, and Pay-for-Delay by Senator Klobuchar and this
Senator. So those are bipartisan bills.

One other bipartisan bill that you probably do not know about
yet—it was introduced by Senator Wyden and me a couple weeks
ago—is called the Right Rebate Act, which would close a loophole
that was exploited by Mylan in the EpiPen case.

So leading to my questions, starting off, Ranking Member Wyden
and I have been working—before I became chairman of this com-
mittee again, we investigated a lot about Gilead’s pricing decisions
for hepatitis C drugs. During that investigation, we acquired a doc-
ument that listed some factors that Gilead considered when it
priced those drugs.

Those factors included the risk of “public outcry” or “the likeli-
hood of a letter from Congress” or the “likelihood of a congressional
hearing.” So taking off from that point, here is a very simple ques-
tion to answer, I think. So I want a “yes” or “no” from each of you.

When your company prices its drugs, do you consider the risk of
negative public opinion in the pricing of that drug? We will start
with AbbVie.

Mr. GONZALEZ. Senator

The CHAIRMAN. Can you answer “yes” or “no”?

Mr. GONZALEZ. Yes, we do.

The CHAIRMAN. Yes, you do. Okay.

What about AstraZeneca?

Mr. SorioT. Yes, we do, Senator. Amongst other factors, of
course, but we do.

The CHAIRMAN. Okay.

What about Bristol-Myers?

Dr. CAFORIO. Yes, we do, Senator, among many factors.

The CHAIRMAN. Okay.

Johnson & Johnson?

Ms. TAUBERT. Yes, we do, Senator, as well as affordable access
to the medicines for the patients.

The CHAIRMAN. OKkay.

What about Merck?
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Mr. FRAZIER. Yes, we do, among other factors.

The CHAIRMAN. Okay.

And what about Pfizer?

Dr. BOURLA. Yes, we do, among other factors.

The CHAIRMAN. And what about Sanofi?

Dr. BRANDICOURT. Yes, we do, among other factors.

The CHAIRMAN. Okay. Thank you.

Another “yes” or “no” question: when determining list price, do
you consider the likelihood of a congressional inquiry? Let’s start
with AbbVie.

Mr. GONZALEZ. No, we do not.

The CHAIRMAN. What about AstraZeneca?

Mr. SORIOT. No, we do not, Senator.

The CHAIRMAN. What about Bristol-Myers?

Dr. CArFoRIO. No, Senator, we do not.

The CHAIRMAN. And what about Johnson & Johnson?

Ms. TAUBERT. No, Senator, we do not.

The CHAIRMAN. Okay; and Merck?

Mr. FrRAZIER. Not explicitly.

I would say we do care what the public thinks.

The CHAIRMAN. Okay.

And what about Pfizer?

Dr. BOURLA. No, we do not think

The CHAIRMAN. Okay. What about Sanofi?

Dr. BRANDICOURT. Same, Senator; we do not.

The CHAIRMAN. Okay.

Then I would have another “yes” or “no” question. When your
company prices its drugs, do you take into account the fact that a
key player is the Federal Government?

Let us start with AbbVie.

Mr. GONZALEZ. We evaluate all the channels when we make de-
terminations on price and affordability.

The CHAIRMAN. Okay.

So that obviously would include the Federal Government.

Mr. GONZALEZ. Correct.

The CHAIRMAN. AstraZeneca?

Mr. SORIOT. Yes, we use the same approach, and of course the
Federal Government is a very key aspect of our deliberations.

The CHAIRMAN. Okay.

Bristol-Myers?

Dr. CAFORIO. Yes, Senator, because the Federal Government is a
large part of our——

The CHAIRMAN. Okay.

Johnson & Johnson?

Ms. TAUBERT. Yes, we take into account the value to patients,
the health-care system, and society, and the government is a key
part of that.

The CHAIRMAN. Okay.

And Merck?

Mr. FRAZIER. Yes.

The CHAIRMAN. Okay.

And Pfizer?

Dr. BOURLA. Absolutely.

The CHAIRMAN. And then Sanofi?
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Dr. BRANDICOURT. Yes.

The CHAIRMAN. Okay.

My last question. “Yes” or “no”: some of you have voiced support
for the recent rebate rule proposed by the administration. Should
the administration finalize this rule, will you commit to lowering
your drug prices?

Mr. GONZALEZ. Mr. Chairman, we are supportive of the rule. We
would like to see it in its final form, obviously, to make a final de-
cision. But we are supportive of taking the discount to the patient
at the point of sale.

The CHAIRMAN. Okay.

AstraZeneca?

Mr. SORIOT. The same for us, Senator. I would go one step fur-
ther: if the rebates were removed from the commercial sector as
well, we would definitely reduce our list prices.

The CHAIRMAN. Okay.

And Bristol-Myers?

Dr. CAFORIO. We have the same position, sir.

The CHAIRMAN. Okay.

And Johnson & Johnson?

Ms. TAUBERT. Yes, we are supportive, and that definitely would
be my goal. We would just need to see the final legislation, pro-
vided that there are not additional fees that are added into the sys-
tem to compensate for the rebates.

The CHAIRMAN. Okay.

Merck?

Mr. FRAZIER. I would expect that our prices would go down if we
change the system, again, on the commercial side as well as the
Medicare side.

The CHAIRMAN. Okay.

Pfizer?

Dr. BOURLA. It is our very clear intention that we will not keep
a single dollar from these rebates. We will try to move every single
penny to the patients. And we think if this goes also to the com-
mercial plans, that would be even better for more patients.

The CHAIRMAN. Okay.

Sanofi?

Dr. BRANDICOURT. Lowering list price has to be linked to better
access and affordability at the counter for the patients.

The CHAIRMAN. Okay.

I want fellow colleagues to know that I stopped at 5 minutes and
26 seconds.

Senator Wyden?

Senator WYDEN. Thank you, Mr. Chairman.

Let me start, if I could, with you, Mr. Bourla, on this list price
question. And I want to see if we can do a couple of “yes” or “no”
questions.

Is it correct that your company, and nobody else, sets the start-
ing price for all drugs sold by Pfizer? That is a “yes” or “no.”

Dr. BOURLA. It is a negotiation with PBMs, and they are very
powerful.

Senator WYDEN. But you still get to set the list price?

Dr. BOURLA. Yes, but we set——

Senator WYDEN. Okay.
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Dr. BOURLA [continuing]. The list price and the rebates based
on——

Senator WYDEN. Is it correct when a hypothetical patient—let us
call her Mrs. Jones—goes to pay for her drug at the pharmacy
counter, her coinsurance is based on the price of the drug you set?

Dr. BOURLA. It is correct in many cases.

Senator WYDEN. Okay.

I just want you all to know that the number one reason con-
sumers are getting hammered is because these list prices—and you
have the last word with respect to where they are—are unaf-
fordable. And the high prices are tied to what the consumer pays
at the pharmacy counter. And all this other stuff you talk about—
the rebates and the discounts and the coupons—all this other stuff
is window dressing, all of it. And the fact is on Part D, 40 percent
of the drugs do not even have a rebate.

So I want it understood—particularly, because I have asked you,
Dr. Bourla—I think you and others in the industry are stone-
walling on the key issue, which is actually lowering list prices. And
reducing those list prices is the easiest way for American con-
sumers to pay less at the pharmacy counter.

Now, Mr. Gonzalez, I want to ask you some questions relating to
the international pricing situation. Drug prices are much higher in
the United States than in other developed countries, on average 40
percent higher. In 2017, AbbVie made $9.9 billion in revenue out-
side the United States.

So my first question to you is, do you make a profit on the drugs
that you sell in Germany or in France?

Mr. GONZALEZ. Yes, we do.

Senator WYDEN. So if you do, and you have said that that is the
case, if you can turn a profit in a country with dramatically lower
prices, you can do the same thing in the United States. How is that
not gouging the American consumer with high prices, even though
you are giving other people in Western industrialized countries a
better deal?

Mr. GONZALEZ. Senator, it is a great question. And the reality
is—and I do not think it is just unique to AbbVie—that prices vary
dramatically around the world. There is no question, at least in
AbbVie’s business for the most part, the U.S. has some of the high-
est prices in the world.

That is not universally true. The government has some relatively
low prices in comparison. But I think the fundamental issue is this:
our system is built around a variety of pricing around the world,
but that overall system supports our R&D model.

If a market the size of the United States were to collapse to the
lower end of that pricing model, then I can just tell you AbbVie
would not be able to invest the level of R&D that it invests today.
So that is the reality.

Senator WYDEN. Well, I think time is short.

As I noted in my opening statement, global R&D spending is far
less than the revenue you make in America. American patients
bring in more than enough revenue to cover your R&D costs.

I mean, I am going to have town meetings in a few days at home,
and people will say, “Ron, this is ridiculous that we are getting
gouged when people around the world are getting a better deal.”
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And what you have told me today is: (a) they are getting a better
deal and you can make a profit; and (b) it is somehow tied to re-
search and development. And the fact is that research and develop-
ment is less than the revenue that you are making in this country,
and that is why people are so angry.

And I would also like to note that a Humira biosimilar was
launched in Europe last year, and due to AbbVie’s anti-competitive
behavior in the United States, that same biosimilar will not be
available here until 2023. You have a double standard. You are
willing to sit by and hose the American consumer and give the
breaks to people overseas.

So I am going to wrap up and stick to the chairman’s time limit
by asking you for a response in writing. So that we can better un-
derstand the situation for the drugs you sell in other countries, I
would like to know, for the drugs you sell in other Western indus-
trialized countries—just the Western industrialized countries—does
your company make or lose money? Can you get that to me in writ-
ing within 10 days?

Mr. GONZALEZ. I can give it to you right now.

Senator WYDEN. Okay.

Mr. GONZALEZ. We make money in any country that we sell in
unless we choose to donate the product into those countries. And
we do that in certain countries that cannot afford it, but not the
Western

Senator WYDEN. I would like it in writing.

Mr. GONZALEZ. Okay.

One thing I would like to point out that I do not think is totally
accurate that you described, at least for AbbVie, is we spend $5.2
billion dollars in R&D. We make $5.6 billion dollars in earnings.

So our R&D is almost equivalent to what our earnings are.

Senator WYDEN. Well——

The CHAIRMAN. I am going to

Senator WYDEN. We will continue that.

The CHAIRMAN. I am going to list four names at a time. Roberts
will be next, and then Stabenow, and then Enzi, and then Cant-
well. So if you are irritated about how you might be on this list,
take it out with one of your colleagues on the committee, because
I am reading it just the way the staff gave it to me.

So, Senator Roberts?

Senator ROBERTS. Thank you, Mr. Chairman. I will try to be
timely.

This whole situation reminds me of when Mark Twain, i.e., Sam-
uel Clemens, went to Missouri—that was his first mistake—and
made some remarks to a small town. The mayor afterwards said,
“Well now, we have the tar and the feathers and a rail. We would
like to ride you out of town on a rail.” He said, “If it was not for
the honor of it, I'd just as soon not do that.”

And I think in some ways that is where you are sitting right
now. I worry about the cost. I worry about the access. I worry
about the value. I worry about the fact that when I go—I did just
last night, and all of a sudden I found out that the prescription I
had cost twice as much. I still have not quite figured that out. I
do not know which one of you to blame.
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But at any rate, I worry about HHS. I worry about CMS. I worry
about the Federal Government taking over with regards to the de-
cisions that you make. I also worry about what the distinguished
Senator from Oregon described as a terrified public, and certainly
we do not want any liars.

I want to ask you one simple question. Staff has arranged about
seven good questions. I will submit them for the record.

Under the banner of certainty and predictability, what keeps you
up at night? In other words, if in fact we invited you back and you
could come back—well, let me put it another way. What would hap-
pen if you ran into some things that were unprecedented and you
would not be here? We would not have the Magnificent Seven, if
in fact that’s why we won a “W.”

What I want to know is, what is the thing that keeps you up at
night, so you could be a viable company now and down the road
to achieve what we all want in terms of access and cost? And I am
going to start with Dr. Brandicourt, because I want to go from
right to left for a change.

Dr. BRANDICOURT. Thank you, Senator. What keeps me up at
night is ensuring that I have a pipeline of new products which is
innovative enough to alleviate, you know, some of the disease bur-
dens in the countries where we are. So it is making our company
meaningful and delivering what we are supposed to do best.

Senator ROBERTS. Thank you.

Dr. BOURLA. Mr. Senator, the reason we exist is to bring break-
throughs that change patients’ lives. And this is what keeps me up,
and this is the reason why our employees come to work. This is the
reason why our investors invest in us.

If our pipeline will not deliver on the promise—and this is very
challenging, because you are dealing with very difficult diseases to
crack—then we will not be able to fulfill our promise to society and
will not be able to fulfill our promise to investors.

Senator ROBERTS. Mr. Frazier, thank you for your five-point
plan. What say you?

Mr. FRAZIER. I would say, Senator, the thing that keeps me most
up at night is the concern that we will not have a viable, predict-
able market that will allow people to continue to put the very large
amounts of money at risk for a long period of time in an attempt
to find solutions to some of the hardest problems, like Alzheimer’s,
that have evaded solutions.

And what really concerns me is when we do not treat these
issues as systemic issues and the public thinks that they have to
have outrageous solutions to the problem where, in the future, we
will not get these drugs.

So I would hope that we could talk about these things system-
ically and try to come up with the kinds of solutions that will, in
fact, make patients have access to medicines today while allowing
tomorrow’s breakthroughs to happen. Thank you.

Senator ROBERTS. Thank you.

Ms. Taubert?

Ms. TAUBERT. Senator, the easy diseases have largely been
solved. It gets harder and harder as we go after new treatments
and new cures for ever more challenging diseases.
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So from our perspective, what keeps me up at night is that in-
vestment in innovation and the ability to continue to invest to be
ablle to go after the cures and the diseases that we really want to
solve.

Senator ROBERTS. Thank you.

Dr. Caforio?

Dr. CAFORIO. Mr. Senator, I am a physician, as I said earlier.
What keeps me up at night is our patients who still do not have
an opportunity for their cancer to be treated. And as a result of
that, I am really focused on, first, continuing to invest in R&D to-
gether with the 7,000 scientists at Bristol-Myers Squibb, and also
making sure that every patient who needs one of our medicines has
access to it.

Senator ROBERTS. Mr. Soriot?

Mr. SORIOT. Senator, two things, actually. One is making sure we
have the best science, the best scientists, and an environment that
stimulates their innovation. The second is really to come up with
ways to demonstrate the value of our products. I believe that medi-
cines are actually part of the solution, not part of the problem. And
it is sad that we are talking about those difficulties patients are
facing.

In the last 15 years, the mortality for cardiovascular disease has
declined by 35 percent. Most of this is due to good treatments for
hypertension, cholesterol. And in fact, it is cost-effective. We keep
patients out of the hospital.

So the one thing that really keeps me up at night is, how do we
demonstrate the value we bring, and how do we reduce overall
health-care costs?

Senator ROBERTS. Mr. Gonzalez, I am out of time.

The CHAIRMAN. No, he can answer. You asked your question.

Go ahead.

Senator ROBERTS. Thank you for being so liberal. [Laughter.]

Mr. GONZALEZ. Thank you, Senator.

There are two things that keep me up at night. The first is we,
like many around this table, are working on some of the toughest
diseases that are out there, which takes on tremendous amount of
risk—I am sure you heard that many, many times.

But the reality is, when we work on these diseases, like Alz-
heimer’s as an example, when someone comes up with a beneficial
treatment for Alzheimer’s, it is going to change the lives of pa-
tients, families, and it is going to reduce dramatically health-care
costs. But not necessarily the cost of medicine.

The cost of medicine is going to go up. The cost of nursing homes
is going to go down. And systems have a very difficult time trying
to measure that benefit, but the reality is, when you are working
in these areas with these kind of intractable diseases, that is the
ultimate payback that the system has to be able to evaluate.

Senator ROBERTS. Thank you.

The CHAIRMAN. Senator Stabenow?

Senator STABENOW. Thank you very much, Mr. Chairman and
Ranking Member.

Thank you for being here. I will tell you what keeps people in
Michigan up late at night. It is the cost of life-saving medicine for
themselves, their children, their parents. And so that is why it is
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important that we are here, and I am glad we are talking about
research, because I would like to step back a moment and talk
about who basically is funding research, and I hope you will say
“thank you” to the American taxpayer, because American families
fund the National Institutes of Health.

A recent report found that NIH-funded research contributed to
every single one of the 210 new drugs approved by the FDA from
2010 to 2016, and that American taxpayers contributed more than
$200 billion in grants—$200 billion in grants to your companies
and others. Grants, not loans; grants to develop these drugs.

That is about 200,000 years of accumulated research. And I sup-
port that, because the basic research is something that I believe we
all need to share in. At the same time, when you then go from
there and are doing R&D, you can write that off your taxes, so
American taxpayers subsidize you again.

Now, according to the most recent SEC filings, the seven compa-
nies—all of you here today—have spent about $80 billion on sell-
ing, marketing, and administrative expenses last year, which was
$22 billion more than you spent on R&D.

So let us just be clear on this: American taxpayers, we are happy
to help you be able to develop these drugs, but I can tell you, peo-
ple in Michigan just feel that the bargain ought to be that they
ought to be able to afford the medicine after they have helped to
develop it.

Between 2006 and 2015, the largest 25 drug companies enjoyed
an average annual profit of between 15 and 20 percent. Most other
large Fortune 500 companies saw between 4 and 9 percent.

I know the auto industry would love to get the kind of profits
that you have. But the reality is that, if people do not buy a car,
they do not buy furniture, their life is not threatened. If they can-
not buy your product, it may be. So that is why this is so important
today.

And, Mr. Gonzales, I want to specifically start with you, because
Humira is the world’s best-selling drug. It treats arthritis, Crohn’s
disease as we know, also ulcerative colitis. And you introduced the
drug in 2003, and in 2017 it generated $18.4 billion in revenue.
And if Humira was its own company, it would be among the For-
tune 500 companies all by itself.

So let us talk about this, because the average person on Medicare
is earning $26,000 a year. The price of your drug started high and
has gone higher, to a point now where it is as much as $50,000 a
year.

So, Mr. Gonzales, your primary patent expired in the U.S. in
2016. Is that correct?

Mr. GONZALEZ. That is correct.

Senator STABENOW. And you have more than a hundred other
kinds of patents for processes and techniques and so on. In fact, ac-
cording to a report, “Broad U.S. Humira Patent Estate,” some of
the patents go up to 2034, which gives you about 31 years of patent
protection. That is a pretty good deal on this successful drug.

When we look at what is happening around—well, let me first
ask this. Has the drug itself gotten any better with all the new pat-
ents?
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Mr. GoNzZALEZ. I think as you look at the evolution of the patent
portfolio that is around Humira, it is important to keep in perspec-
tive that that patent portfolio evolved as we discovered and learned
new things about Humira, in particular, as we discovered that this
particular molecule could be utilized across a large number of dif-
ferent disease states.

Senator STABENOW. And I am going to, unfortunately, in the in-
terest of time—I appreciate that and would want to follow up in
writing, but as I understand it, the chemical formula is the same.
And so it is a question of how we use the patent system.

But to look at, in Europe, when your patents expired in the fall
of 2018 and biosimilars came out on the market, your prices there
were already lower than in the U.S., but now you are offering, I
understand, up to 80 percent discounts to be able to continue to
compete in Europe. Why do you not—with all of the support from
American taxpayers on this drug, why do you not offer the same
low price to American families?

Mr. GONZALEZ. Because Humira plays a very important role in
AbbVie’s overall funding of R&D. And I think it is fundamentally
underpinned by the fact that if you look at these inventions that
we have created, that were patented, as I said, they included a
number of different diseases for which Humira was effective, and
they evolved over time.

We think we have struck a reasonable balance. We have now li-
censed seven biosimilar players to the entire portfolio. So they can
use that portfolio to go out and copy Humira. We have given li-
censes to them, and they will all enter the market in 2023.

The earliest patent to expire in that portfolio is June of 2022. So,
literally seven biosimilars will come within a year.

Senator STABENOW. Mr. Gonzales, I know my time is up. Let me
just say, I think that you charge more here because you can. And
American taxpayers are subsidizing all of you to be able to have
incredibly high profits, the fastest-growing part of the health-care
system. And I think the people in Michigan and across the country
deserve better. They need to be able to afford the medicine and not
have to go to another country to get it.

The CHAIRMAN. Senator Cantwell?

Senator CANTWELL. Thank you, Mr. Chairman.

I wanted to get feedback on the market-type mechanisms and
whether they would drive down costs to purchasers and to con-
sumers. So concepts like allowing States to negotiate on behalf of
a population for health-care plans, like the basic health plan in
New York—do they drive down cost?

[No response.]

Senator CANTWELL. No one wants to take that on?

Mr. FRAZIER. Thank you, Senator. I did not know who the ques-
tion was addressed to.

I think first of all, it is important to recognize that there is no
single market for drugs in this country. So for example——

Senator CANTWELL. We are on limited time, and I appreciate the
chairman’s great efforts. No, I am just trying to get “yes” and “no”
answers whether these concepts drive down costs—whether you be-
lieve they do. If it is a hard question to answer, it just tells me
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something about how willing you are going to be to help us with
this problem.

So my point is this. States negotiating on drug prices on behalf
of a group of citizens, does it drive down prices for consumers in
your opinion, “yes” or “no™?

Mr. FRAZIER. I would have to say, depending on the system, it
could very well do that. But I think it will do that at the expense
of a system, for example, our Medicare system that has come in at
50 percent of what it was projected to be.

I want to come back to an issue that was raised at the beginning
about the affordability, if you will just allow me. A significant issue
in our system is that patients pay 13 percent against the list price
for drugs when they pay 3 percent against a lower negotiated price
for other medical services.

I think the primary issue in our country now is out-of-pocket
costs—13 percent is much higher than 3 percent. And if we were
designing a system, we would never design a system that actually
taxes the sicker people to pay for the healthy people.

Senator CANTWELL. Okay.

I am asking a really basic question. Like the VA’s ability to nego-
tiate on drug prices, do you think that States having that same
ability drives down price?

Mr. FRAZIER. I would say that the VA would get a lower price
and the States would get a lower price if you are willing to go into
an environment where that could be imposed by States.

Senator CANTWELL. Well, or the Federal Government. But in one
example—which I think you are familiar with, because I do think
you are involved with hepatitis C drugs—Washington’s Medicaid
program is continuing to think about a Netflix model where you
buy the best, the lowest per-unit costs, and cover more people. Do
you think that model works in driving down costs to consumers?

Mr. FrRAZIER. I think that could work to drive down cost to con-
sumers, no question, as long as you have the State “negotiating.”
I would object to the word. Very frequently, when we deal with gov-
ernments outside the United States, people use the word “negotia-
tions.” Those prices are imposed.

Senator CANTWELL. Well, someone who is negotiating on behalf
of the patients they are trying to cover negotiates with you or other
drug companies on whether they are going to meet that discount.
They are using market forces of bundling up and leverage. I call
it a Costco model. If you buy in bulk, you get a discount. We are
clearly doing it with the VA.

The question debated here is whether we should spread that out
to cover more Federal programs, which is what is being done in
Canada, and whether we should use those same market forces in
allowing States to negotiate, at least for the working poor in this
country, a better deal than they can get because they work for em-
ployers that do not cover them.

So I think if you guys cannot even agree that these basic market
functions that allow people to buy in bulk and get a discount are
good ideas for consumers, then I do not think you are going to come
up with anything we are going to agree on here, because these are
market functions, basic market functions.
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Does anybody else want to add whether they believe in these
market functions?

Mr. GONZALEZ. Yes, Senator. I would just illustrate one point.

I think your point is a valid one for the overall system costs, but
I think what Mr. Frazier was describing is a critical issue.

There are two affordability issues here. There is the affordability
to the system, and there is the affordability to the patient. Both
have challenges, but the affordability to patients now has really
gotten out of hand.

I will give you an example, my HCV example. We cut the price
by 72 percent, the list price by 72 percent. The out-of-pocket cost
in Medicare is $3,250. The same patient who could not afford the
out-of-pocket cost at $7,000, unfortunately cannot afford $3,250.

Senator CANTWELL. Well, I will tell you what is absurd is the fact
that you got a $6.3-billion tax break in the last tax bill and you
cannot even say that you are for basic market functions like giving
people discounts when they are bundled and you get volume.

So I guess we will have a tough time coming to something—but
I know people here are going to want basic market functions to
drive down costs for consumers.

Thank you, Mr. Chairman.

The CHAIRMAN. Senator Cornyn?

Senator CORNYN. Thank you, Mr. Chairman.

Mr. Gonzalez, I want to focus on Humira. Obviously it generates
about $18 billion of revenue for your company each year. Is that
right?

Mr. GONZALEZ. That is correct.

Senator CORNYN. Please understand that I get it. We want to
make sure that we maintain the most innovative pharmaceutical
drug companies in the world, because we want to provide lifesaving
cures for our people. And I get the idea that that is the purpose
of the patent system, which is to protect the exclusivity of that
drug that you have sunk a lot of money into the research and de-
velopment for. And I support our patent system. I think it is very
important.

But what I do not understand is, according to my information
here, Humira has 247 patents. And some of those patents do not
expire until 2034. As Senator Stabenow pointed out, Humira first
was sold to patients in 2003.

So is it your company’s position that it should have an exclusive
monopoly on that medication for 31 years?

Mr. GONZALEZ. Senator, no, it is not. It is essentially that the
patents cover innovations that we created. And I think one of the
things that has been lost here is, it does not matter how many pat-
ents you have—and those are applications that you described, not
actual patents. But there is a large portfolio of patents. It has 136
patents, and together

Senator CORNYN. So you have 247 patent applications, but you
have 61 patents? How many patents do you——

Mr. GONZALEZ. No. I am sorry. A hundred and thirty-six patents.

Senator CORNYN. A hundred and thirty six patents on one drug?

Mr. GONZALEZ. But well, remember, Humira is like 9 different
drugs or 10 different drugs. So
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Senator CORNYN. I thought you said to Senator Stabenow it was
the same molecule.

Mr. GONZALEZ. It is the same molecule, but it treats different
conditions. And if you look at that patent portfolio

Senator CORNYN. So you use the same molecule to treat different
conditions, and you can get a patent on that treatment?

Mr. GoNzALEZ. Certainly. Now, an example of one of the areas
that got a significant number of patents is inflammatory bowel dis-
ease. After we developed it for RA, we realized that Humira might
work in that area. That was an area that was under-treated. Most
drugs had failed.

We did 20 clinical trials to determine how to make Humira work
in those patients. And we were issued a large number of patents
for the discovery work that we did in that area.

But in the end, the number of patents is not something that pro-
tects a product. If a competitor wants to make a generic version of
a product—there are patents everywhere. The question is, does the
invention stop the biosimilar player from making the product? If
the invention does not, the patent is meaningless. If the invention
and

Senator CORNYN. The patent gives you an exclusive right to
produce a drug.

Mr. GONZALEZ. No, we do not block any biosimilars. Biosimilars
can make the product

Senator CORNYN. No, no. Maybe you misunderstood. A patent,
during its term, gives you exclusive rights to produce a drug. Cor-
rect?

Mr. GONZALEZ. No.

Senator CORNYN. No?

Mr. GONZALEZ. No. The composition-of-matter patent would give
you exclusive rights to produce the drug. But the patents that are
covered in this portfolio are for individual innovations that were
created. And in many cases, when we go into an area, there are
always patents. The first thing you do is, you look to see, can I de-
sign around those patents?

If ultimately you determine you cannot design around those pat-
ents, then you go to the player who has the patent and you nego-
tiate a license. And we have now given license to virtually every
single biosimilar player—with the exception of one—and we have
done it literally 10 years before the last patent expires in that port-
folio.

So we have tried to strike what we think is a reasonable balance.
I realize it may not be popular, but I think it is a reasonable bal-
ance. Those——

Senator CORNYN. But what I am concerned about is—as I told
you at the outset, I support drug companies covering a profit,
based on their R&D and their development of innovative drugs.
But at some point, that patent has to end, that exclusivity has to
end so that the patients get access to those drugs at a much cheap-
er cost.

It is true that you, your company, blocked Amgen for a number
of years from seeking to produce a Humira biosimilar or equiva-
lent; correct?
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Mr. GONZALEZ. Amgen has a license in the United States right
now to be able to produce

Senator CORNYN. But you blocked them for 5 years, right?

Mr. GONZALEZ. No, we did not block them.

Senator CORNYN. You sued them.

Mr. GONZALEZ. They came to us, and they wanted access to the
portfolio that we had. And we licensed them.

Senator CORNYN. Did you sue them?

Mr. GONZALEZ. We did, yes.

Senator CORNYN. And you entered into an agreement with them
that accommodated both your needs and their needs, I assume.

Mr. GONZALEZ. We licensed them a patent portfolio. They pay us
a royalty on the patent portfolio when they come to market, and
that is essentially just like any other license.

Senator WYDEN. Mr. Chairman, I do not want to interrupt. Sen-
ator Cornyn is dead right, and that is exactly the same point I was
going to make.

Senator CORNYN. Mr. Chairman, could I just make a suggestion
that

The CHAIRMAN. Go ahead.

Senator CORNYN. I know this topic is within the jurisdiction of
the Finance Committee, but those of us like you and me who are
also on the Judiciary Committee, which has jurisdiction over the
patent system, I think this is an area that we need to look into
through our Judiciary Committee authorities as well.

The CHAIRMAN. Why don’t you take that up with Senator Gra-
ham, and I will make sure that I back you up on it.

Senator CORNYN. I will look forward to your back-up.

The CHAIRMAN. And let me know what your conversation pro-
duces.

Senator CORNYN. Thank you.

The CHAIRMAN. The next four would be Menendez, Thune, Car-
per, and Isakson.

Senator Menendez?

Senator MENENDEZ. Thank you, Mr. Chairman.

Let me say a few words before asking some questions. To the
New Jersey companies here today, thank you for coming. I am
proud our State is at the forefront of innovation.

But even in New Jersey, where the pharmaceutical industry and
related fields like medical research employ hundreds of thousands
of people, the overwhelming majority of the more than 9 million
New Jerseyans believe drug prices are too high. And so I think we
all have to be responsive to that challenge collectively.

Americans everywhere reject the notion that reducing prescrip-
tion drug costs means reducing innovation. They are uniting
around this issue. And it is not a Democratic or Republican pri-
ority. It is bipartisan. Maybe it is for political reasons, but Presi-
dent Trump is talking more and more about executive action.

A Republican chairman of the Finance Committee, Senator
Grassley, has convened this hearing today, the second of two on
prescription drugs. And reducing prescription drug prices has be-
come a focal point of virtually every Democratic presidential cam-
paign.
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So consider it a friendly warning from someone who believes in
the hope that you provide patients in need of new cures and treat-
ments: it is time to be proactive, because if you do not make the
meaningful action to reduce prescription drug prices, policymakers
are inevitably going to do it for you. So I just hope you will take
that to heart.

Let me ask you, many corporations—not just pharmaceutical
ones—received a huge windfall from the Trump tax bill. Your com-
panies spent well over $40 billion buying back your own stock in
the past year. Going down the row, can you just give me the ball-
park number? Did any of you use your tax breaks to lower the
costs of any of your prescription drugs?

Mr. GONZALEZ. We did not use our tax break to lower the cost
of prescription drugs. We used it for other aspects of trying to stim-
ulate the economy and invest further in the United States.

Senator MENENDEZ. No, you did not use it to lower the cost.

Mr. SORIOT. Senator, the tax break for us, being based in the
UK, had a very marginal impact on our profitability. So I think the
question is

Senator MENENDEZ. The question is—it is a simple “yes” or “no.”
Whatever the tax break was, did you use any part of it to lower
the cost of prescription drugs?

Mr. SorioT. Well, the cost of our prescription drugs on the net
basis has been declining for many years now. Senator Wyden
took——

Senator MENENDEZ. I am sorry to interrupt you, Mr. Soriot. It is
a simple question. Did you use any part of the tax break that you
got to lower the cost of your prescription drugs?

Mr. SORIOT. In a roundabout way, yes, we did, because the mini-
mal tax benefit we got helped us sustain our profitability at the
same time as our prices were declining.

Senator MENENDEZ. Dr. Caforio?

Dr. CArorIO. We did not.

Ms. TAUBERT. Hello, Senator. It provided us the opportunity to
invest an incremental $30 billion in R&D and capital investments
in the U.S. over the next 4 years. We think that that is the best
way for us to be able to deliver for patients.

Senator MENENDEZ. Mr. Frazier?

Mr. FRAZIER. Senator, our effective tax rate went up from 19.1
to 19.8 percent.

Dr. BOURLA. We did use this tax break to do many things, among
them reduce our prices. Prices in 2018, for the first time since I
remember, went down at Pfizer.

Dr. BRANDICOURT. As a French company headquartered in Paris,
we did not get much from the tax break. On the GAAP basis, we
lowered our global tax rate by 1.5 percent.

Senator MENENDEZ. All right.

Now, in November 2017, FDA Commissioner Scott Gottlieb called
on pharmaceutical companies to “end the shenanigans when it
comes to the ability of potential competitors to purchase branded
doses at full market price.” He stated, “I see this clearly, for exam-
ple, in steps branded companies sometimes take to make it hard,
or altogether impossible, for generic firms to get access to the doses
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of the branded companies needed in order to complete bioequiva-
lence studies that the FDA requires for a generic approval.”

I have co-sponsored legislation called CREATES that ends the
gamesmanship by certain companies, where they prevent generic
manufacturers from accessing the necessary samples they need to
develop generics. Last year the FDA published its first list of medi-
cines that generic companies have had trouble accessing. That list
includes more than 170 complaints covering 50 medicines.

So can you go down the line and tell me, “yes” or “no,” does your
company in any way restrict access to, or block the purchase of
samples at full market price?

Mr. GoNzZALEZ. No, we do not.

Mr. SORIOT. No, we do not.

Dr. CAFoORIO. We do not. We support the current version of the
CREATES Act.

Ms. TAUBERT. No, we do not.

Mr. FRAZIER. No, we do not.

Dr. BOURLA. No, we do not, and we support CREATES.

Dr. BRANDICOURT. No, we do not, and we support CREATES too.

Senator MENENDEZ. I have other questions. I am going to submit
them for the record. Thank you.

The CHAIRMAN. Thank you.

Senator Carper?

Senator CARPER. Thanks to each of you for joining us today. My
wife lost her mother when she was 11 years old. My wife said it
put a hole in her heart. She has never gotten over it. My own
mother, her mother, and her grandmother, by the time they were
80, they did not know who they were, or where they were, or who
we were.

For all of us this is personal, and it is political, and it is eco-
nomic. When we have a hearing of this nature, one of the things
I like to do with disparate witnesses like these—you are all from
the same industry, but you have different views, come from dif-
ferent parts of the world. But I am going to, in a minute, give
you—what I am looking for is consensus. What I think we are look-
ing for is consensus agreement on what is the right thing to do to
make sure that what we are producing is effective and affordable
for us, for the government, for our constituents.

I am going to give you three items and ask you to tell us what
you think. If we do nothing else, those three items, we can all
agree on those. Okay, and I will give them to you right now.

The first is eliminating rebates to PBMs. That is the first one:
eliminating rebates to PBMs. The second is value-based arrange-
ments. And the third is increasing transparency industry-wide on
how you set your prices—increasing transparency industry-wide on
how you set your prices.

If you would like to take a moment—and we would just start
with you, Mr. Gonzalez. We will just start with this question first
and see if we have time to get it done. I hope we do, those three.

Mr. GONZALEZ. I would say that we clearly support providing the
discount at the patient level, so eliminating rebates, essentially.

We absolutely support value-based pricing, because that is the
business we are in and the kinds of diseases we are trying to treat
and cure.



32

And we absolutely support transparency. And I would say trans-
parency even more broadly across the entire system, including ev-
eryone that is in the supply chain. And that would also include
where government rebates are, such as the 340B program. We
would support total transparency across that.

Senator CARPER. Thank you. I would ask each of our other wit-
nesses to also keep your responses short.

Mr. Soriot?

Mr. SORIOT. Senator, I would give the same responses. We sup-
port all three items.

I would go one step beyond, which is if the rebates—as I said
earlier—were to be removed from Part D and the commercial sec-
tor, we would actually reduce our list prices by the rebates’
amount, less the fees that are probably single-digit type fees to be
paid to wholesalers and other stakeholders in the system.

Since you talked about a disease that is very common and becom-
ing more common and a tragedy for people who suffer from it, Sen-
ator, I would just like to say that, as Mr. Frazier said a bit earlier,
his company spent a billion dollars on developing a drug for Alz-
heimer’s. Our company together with Lilly, we spent $900 million
to try to develop an Alzheimer’s drug that failed.

And that is a really good reminder of the risks that we take as
an industry. We spent $900 million, many years of work, and at
the end of the day, nothing.

Senator CARPER. Thank you.

Dr. Caforio?

Dr. CAFORIO. Yes, Senator. First of all, I am very sorry——

Senator CARPER. Please be very brief.

Dr. CaForio. I would say that not only do we support all three
elements that you mentioned, but I do believe those three elements
together with the continued effort to develop a generic and bio-
similar market would mean significant change, and would clearly
alleviate the concerns that patients have today.

Senator CARPER. Great. Thank you, sir.

Ms. Taubert?

Ms. TAUBERT. Senator, first of all, I am very sorry for your wife’s
family and also for your family. It underscores

Senator CARPER. While I said that, everybody in this room could
probably point to similar experiences. All of us have had them.

Ms. TAUBERT. Absolutely.

Senator CARPER. Thank you.

Ms. TAUBERT. We are very supportive of all three elements that
you outlined. So the elimination of-

Senator CARPER. That is all I need.

Ms. TAUBERT. Perfect.

Senator CARPER. Thank you.

Mr. Frazier?

Mr. FRAZIER. We too support all three.

Senator CARPER. Thank you.

Dr. BOURLA. Senator, all three elements are transformational for
our industry, will disrupt it. However, we do agree that these are
the three things that need to be done, and also I believe that they
will have significant, meaningful results if we do them.

Senator CARPER. Thank you, sir.
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Dr. BRANDICOURT. We strongly support the three, Senator, but
we want to keep in mind at the end of the chain, the patient has
to benefit. So if rebates are removed, it has to be to the benefit of
patients.

Senator CARPER. Good. Thanks.

Mr. Chairman, I am going to do a follow-up question in writing,
asking your responses, your reaction to what is going on in Ger-
many on this front—what do you like about it, what concerns you
might have about it. But that is a different question, but it relates
to this discussion.

Thank you.

The CHAIRMAN. Before Senator Thune goes, can I ask Dr. Ca-
forio, did you say you support the CREATES Act as well?

Dr. Carorio. I did, Chairman Grassley.

The CHAIRMAN. Thank you. As sponsor of that, I appreciate that
very much.

Dr. CAroRIO. Thanks for your work in that area.

The CHAIRMAN. Senator Thune?

Senator THUNE. Thank you, Mr. Chairman.

I would like to ask unanimous consent to insert for the record
a one-page document from 340B Health that shows that manufac-
turer discounts account for less than 2 percent of the total drug
market.

The CHAIRMAN. Without objection, so ordered.

[The document appears in the appendix on p. 1,053.]

Senator THUNE. Thank you.

Each of you has referenced the recently proposed rebate rule,
which outlined several different scenarios of how drug companies
and others would react, as well as the impact on Part D premiums.

Mr. Frazier and Dr. Bourla, if the rule were finalized, could you
please discuss how you would set list price and how your negotia-
tions would work with others in the supply chain?

Mr. FRAZIER. Okay, assuming that—as I said when I answered
the question before, assuming that we do change the systems on
the commercial side and the Medicare side so that no one company
faces a disadvantage, we would be lowering list prices.

We have been asked to lower list prices. We have lowered list
prices in the past and found that it creates a financial disadvan-
tage for the company, and it does not get us more volume because
of the incentives in the system. So if we change all the incentives
at one time, then list prices can come down.

Senator THUNE. Dr. Bourla?

Dr. BoOURLA. Fifty percent of the American people are in commer-
cial plans, and these rebate rules apply to Medicare. If the rules
apply to all, definitely the list price will go down.

But also, during the Medicare-only application, we pledge and we
commit that every single dollar will go to the patients.

As the chairman said, the list price is not irrelevant. It is very
relevant for a lot of people, because they have to pay list price dur-
ing the deductible period. However, if the rebate rule is applied,
then it becomes irrelevant because the patients will not be paying
the list price at the purchase point. And this is a significant win.
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What I want to say is that, even if we do not move it to commer-
cial, which I overwhelmingly support, I think it is a significant win
for the American people if we do it even in Medicare only.

Senator THUNE. So Medicare-only would be an improvement, but
you pointed out in your testimony the challenges associated with
the bifurcated market with respect to rebate reform. So how would
manufacturers respond if the rebate rule were finalized for govern-
ment programs? I mean, what does that mean for the commercial
market?

Dr. BOURLA. Senator, as I said before, all these proposals we are
discussing, including eliminating the rebate rule, are trans-
formational and will disrupt the way we do business. I do not know
exactly how the system will evolve, and I really do not favor a bi-
furcated system. I would like to have a transparent, single system
across both parts. So we need to see how the whole thing will
evolve.

Senator THUNE. Okay.

You have each expressed support, and this was alluded to earlier
by Senator Carper, for paying for value as well as the value your
medicines bring to the health-care system. I am a believer in value-
based insurance design as a way to lower the overall health-care
costs, and I have worked on legislation to advance this principle.

As we drive toward paying for value, how do we make sure that
you as drug manufacturers still have the incentives to keep your
prices low and that we are not just shifting money around in the
system?

Dr. BourLA. I think by definition that a value-based arrange-
ment will align the incentives, not only of us, but those of the in-
surance companies, around one common goal: the good for the pa-
tient, clinical outcomes, measurable clinical outcomes for the pa-
tient and the health-care system.

In this case, if we fail to produce drugs through our research ef-
forts that will have meaningful clinical benefits for the patients,
yes, we will not be paid. And this system also will ensure the medi-
cines that do not add value will be paid much much less. So to cre-
ate space for medicines that do create value is the best way of
aligning the incentives of everyone around the interest of the pa-
tients.

Senator THUNE. Does anybody else want to react to that?

Mr. SORIOT. Yes, Senator, if you allow me.

We have an example that I quoted before. We have a product
that is used for the treatment of patients who have experienced a
heart attack.

If you experience a heart attack, when you are discharged from
the hospital, your chance of getting a second heart attack is pretty
high. So we contracted with an organization and committed to re-
ducing the percentage of patients who have a second heart attack.

In return, the University of Pittsburgh Medical Center, for these
Medicare patients, committed to ask these patients to pay a very
low co-pay to make sure they were complying with their treatment.
And that actually delivers value to the system, because patients
are kept healthy. Of course, good for them, but also they do not go
back to the hospital. This is how we deliver value.

Senator THUNE. Okay. Thanks.
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Mr. GONZALEZ. Senator, I would just add one point. I think your
point is a valid one. Look, an innovative pharmaceutical cannot
capture 100 percent of the value that it saves. It has to capture
less than that.

And I think the way that will evolve the best is if there is strong
market competition. I remember back in HCV, if you look at the
health economic data around that drug, it would have suggested
that you could justify a price well north of $100,000 per patient.
And the prices were relatively close to that when there was one

layer in the market. Today prices have gravitated down to about
525,000—$26,000 per patient.

It is the market force that created that, the market competition
of more than one player being in that market and competing on an
active basis. We were obviously part of that competition that drove
those prices in that direction.

So I do not think it is realistic to assume that a pharmaceutical,
just because it can save $150,000, as an example, that it can
charge $150,000. It has to charge less than that so that the overall
system can benefit from the value of that medicine. But it has to
be able to charge a price that is reasonable enough to be able to
achieve and continue to fund the programs going forward.

The CHAIRMAN. Senator Isakson, and then Senator Cardin.

Senator ISAKSON. Thank you, Mr. Chairman.

I thank all of you for being here. This is a terrific hearing, and
we are going to have a lot of hearings on this subject. I told my
staff a couple of weeks ago, I said, “You know, I have been a solid
supporter of the pharmaceutical industry all my career,” and I
have, and I appreciate all that you do.

I go to work every day because of levodopa. I would not be able
to be here today if it was not for the pharmaceutical industry, and
I have Parkinson’s disease. But I can function every day and do my
job because of that, and I appreciate it every day.

My first chief of staff called me Sunday night from Children’s
Hospital in Atlanta to say his youngest son had just been diag-
nosed with juvenile diabetes. His first child, a daughter, had juve-
nile diabetes 12 years ago. But the thing he said was, “At least I
know that you can live a normal, happy life because of insulin and
because of pharmaceutical care.” So I am not softening you up, but
I am softening you up, because those are good stories that we can-
not forget. And that is the value of innovation and research devel-
opment, and we appreciate it.

However, when you cannot explain it and you are elected to the
U.S. Senate—and I appreciate your comment about how honored
you are to be in the U.S. Senate, Dr. Bourla—but the fact of the
matter is, when I cannot explain it, it is tough. And I cannot ex-
plain the cost increases I have seen a lot of recently.

One medicine I take—I take eight a day—one of the ones I take
every day went up. When I went to get my new prescription in Jan-
uary, it was $90 more than it was at the end of last year.

I just said, “How can that be?” And the guy said this and that
and the other. But he said, “Let me call you back.” He said, “I will
call you in the next hour and see if I cannot find a better price.”

In an hour’s time he had four prices for the same pharma-
ceutical. If I did not use insurance, it was one price. If I used cash,
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it was another price. If I took discounts, it was another price. If you
had coupons, it was another price.

I do not remember the name of all of them, but I know it was
very complicated, and it reminded me of my business. When I sold
real estate, the price of a mortgage was not just the interest rate
that you paid and the sticker price, but you take the effect of dis-
count points and rebates and other things that go into the annual
percentage rate return of the product, and that is what you are
doing with discounts and with rebates, I assume. And it is going
into the cost and ultimately into your product, which caused me to
ask this question: who sets the discount and who sets the rebate?

Pardon my finger. We will start with you, Mr. Gonzalez.

Mr. GONZALEZ. Thank you, Senator.

I think the best way to illustrate what you are describing is to
give you an example.

Senator ISAKSON. A short example, please.

Mr. GoNZALEZ. Okay.

Humira—we raised the price in 2019 6.2 percent. The actual fall-
through to the company, the realized increase in 2019, will be .9
percent. So the part in between there is rebates that have gone up
and channel mix, primarily. But it does give you some idea of the
massive change that can occur between list and realized price.

We raised the price to try to offset inflation, merit increases that
we give our employees, and increases in R&D——

Senator ISAKSON. So you set the discount or the rebate?

Mr. GonzaLEz. Well, we negotiate with payers. So managed
care

Senator ISAKSON. You are a supplier, though. So you negotiate
with the PBMs and those people? Is that right?

Mr. GonzALEZ. Correct, and they negotiate aggressively.

Senator ISAKSON. Is that pretty much true, everybody, that they
are the major component between the end retail consumer price
and the origin of the product?

Mr. GONZALEZ. Yes, Senator.

Senator ISAKSON. Well, that seems like some place we ought to
focus, because that is where the distorted numbers come in.

Johnson & Johnson—and I'm sorry. Janssen, is that right? Is
that the subsidiary?

Ms. TAUBERT. Yes, Janssen; correct.

Senator ISAKSON. In your testimony you talk about your average
list price of 8.1 percent up, but an average net price change of only
4.6 percent. So, while your gross went up 8.6, your net went down
4.6 1n the same pricing period.

How does that happen? How does it not go up on the bottom?

Ms. TAUBERT. Yes, and in fact in 2018, our net price actually de-
clined 8.6 percent, so even more than that. So the intermediaries
in the system are very very effective negotiators.

Senator ISAKSON. Tell me who the intermediaries are.

Ms. TAUBERT. Those would be the PBMs and the insurers.

Senator ISAKSON. And the insurance companies?

Ms. TAUBERT. Right, and they set the formularies for patients.

Senator ISAKSON. And they are not the same, because they are
two different people?

Ms. TAUBERT. Yes, correct.
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And so what they do——

Senator ISAKSON. Excuse me for interrupting Ms. Taubert. I
want to make sure I get all of this in. And I apologize. You are a
nice lady, and I am being ugly to do that. But I am sorry.

Ms. TAUBERT. I am fine.

Senator ISAKSON. All right. We have the PBMs and we have the
insurance companies.

Ms. TAUBERT. Yes.

Senator ISAKSON. Is there anybody else between the wholesale
price by the manufacturer at the beginning and the retail price it
is sold for at the end, at the drugstore? Is there anybody else that
contributes to the cost, other than the discount and the rebate?

Dr. BRANDICOURT. Several actors, Senator, in the supply chain
are rewarded on the listing price: wholesalers themselves, and

Senator ISAKSON. Is that a consumption bonus? Is that a sales
bonus? They are rewarded for doing what?

Dr. BRANDICOURT. Well, to be a wholesaler and distribute our
products. What we need to do in order to realign the incentive is
to get rid of the reward being based on a listing price.

Senator ISAKSON. I have to stop, because the chairman is mean
and he will cut me off the next time.

So I will end by saying this. You answered my question, but it
does point out that the one person who is not benefiting from the
rebates, not benefiting from the cost negotiation, is the customer.
And we are here for the customer today. We represent them. So we
have to get to the bottom of this so we can have something we can
explain, and they can experience.

I apologize, Mr. Chairman.

The CHAIRMAN. I let the Senator go because he was echoing my
beliefs.

Go ahead, Senator Cardin.

Senator CARDIN. Thank you, Mr. Chairman. And let me thank all
of our witnesses. I also want to say how proud I am of the results
of the pharmaceutical industry and the discoveries that you have
made, innovations that you have brought to market, the impact you
have had on quality of life and on cost, overall cost of health care,
by the discoveries that you have been able to advance.

The challenge that we all have is, why should Americans be
shouldering the lion’s share of the cost and burden of research and
development and bringing new drugs to market? You talk about
burden-sharing, you talk about the fact that there should be a fair
allocation on the global market—and by the way, also within our
domestic market, we know that a lot of people are being denied ac-
cess to these innovative drugs because of the pricing mechanisms
within the United States.

So let me try to drill down on those points. Really, am I defend-
ing an administration policy? So let me break with my normal tra-
dition and talk about the international pricing mechanism that the
Trump administration is proposing that would set target prices or
international pricing indexes over a 5-year period for Part B drugs
pinned to the price in comparable industrial nations, phasing it in
over a period of time and allowing a cushion for even higher prices
in the United States.
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So if, in fact, these drugs are already priced competitively, that
should not be a problem. But as I understand it, there are so many
drugs that we pay, American consumers pay, a lot more for than
consumers in other industrial nations. So why not move towards a
process in which American consumers share a similar price as con-
sumers in other industrial nations in the world, particularly on the
Part B program? I think it could also be extended to Part D.

The only explanation I have heard is that in some countries, it
takes a little bit longer to get new drugs admitted. We are not talk-
ing about new drugs. We are talking here about drugs that already
have an existing price mechanism. Or do you support it?

Dr. CAFORIO. Senator, thanks for your question.

I did mention this in my opening remarks. So I am happy to
elaborate further. I think it is a very important point.

So we take the perspective that we should always start from pa-
tient access to medicines.

Senator CARDIN. I am going to try to drill down, because I only
have 2 minutes.

Dr. CAFORIO. Thank you.

Senator CARDIN. So what is wrong with a model of comparing
U.S. prices to prices in other industrial nations?

Dr. CAFORIO. So 55 percent of new cancer medicines that are
available to American patients are not reimbursed in at least——

Senator CARDIN. We are talking about where there is a market
price in another country, because if there is no target price, there
is no price to compare it to. So there has to be a price in another
c%lllntry. So we are talking about drugs that are commonly avail-
able.

Dr. CAFoRIO. I believe, Senator, many of the most recently intro-
duced drugs are not available in

Senator CARDIN. Then that would not apply. If I understand, it
only deals with prices where there is a target price that already ex-
ists. If the drug is not on the market, it is not going to have a tar-
get price. But if the drug is on the market, you have a target price,
and as I understand it, that would bring down the cost here in the
United States.

Dr. CAFoORIO. I believe, Senator, it would be very important for
us to be thinking about policies that continue to reward innovation.

We do need your support to make sure that——

Senator CARDIN. So you are basically saying we overpay on avail-
able drugs so that you can make more profit from the American
consumer to underwrite R&D which benefits the global community.
That is basically, as I understand that point—to me that is a dis-
connect in the pricing mechanism.

I want to ask, Ms. Taubert, you are the one who mentioned the
advantages of the free market in negotiations under Part D. So let
me just change the equation. Suppose you were on the other side
of the table. Why not allow the Health Secretary to combine the
entire Medicare market in order to negotiate a larger market share
to bring down costs for Medicare?

Ms. TAUBERT. Yes, so we really believe that open competition and
a free market are the right way to go for patients.

Senator CARDIN. But isn’t market share that you can offer, as a
person seeking the cost, a driver for bringing down costs?
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Ms. TAUBERT. So the PBMs and the insurers are extraordinarily
effective negotiators. And they do negotiate now on behalf of Part
D members quite aggressively.

In fact, I mentioned our $21 billion

Senator CARDIN. And my question is, is it not true that the larg-
er the market share, the better the price you are going to get?

Ms. TAUBERT. The larger the market share, the better the price?
It depends on a number of factors, including the number of com-
petitors and the companies that are bidding to try to get

Senator CARDIN. If you control more of the market, isn’t that
going to bring down your price? I learned that in Economics 101.

The CHAIRMAN. Answer the question, and then we will go to Sen-
ator Hassan.

Ms. TAUBERT. Yes; I am not sure I understand the last piece of
that question.

Senator CARDIN. With a larger consumer base on a drug, because
you represent all the Medicare market, are you not in a stronger
negotiating position? Yes, you are.

Ms. TAUBERT. I think conceptually you could be. I would say that
the PBMs and insurers are pretty darn effective right now.

The CHAIRMAN. Senator Hassan?

Senator HASSAN. Well, thank you, Mr. Chairman. And I want to
thank you and Ranking Member Wyden for this hearing today.

I want to thank all of the witnesses for being here today as well.
A couple of observations; one is that breakthroughs are not break-
throughs if people cannot afford the medicine that produces the
breakthrough.

Secondly, as you have all mentioned the importance of a viable
and predictable system, it has to be a viable and predictable sys-
tem for patients. And right now it is so convoluted and so non-
transparent that my constituents cannot figure out what the price
of their medication is going to be day to day. And despite a wonder-
ful staff, I feel like I need a Ph.D. in prescription drug pricing to
understand how the heck this industry works. And that should not
be the way we proceed in this country to get these breakthroughs
to people.

But I want to talk about a slightly different aspect of your indus-
try right now. We have been talking about drug pricing, which is
one part of how drug companies make money. The other part is
how you maximize sales.

So, Ms. Taubert, I would like to focus on how your company
maximizes sales for a particular class of drugs—opioids. Can you
define for me please, Ms. Taubert, what pseudo-addiction is?

Ms. TAUBERT. I am sorry. I am not sure. I am not familiar with
that term.

Senator HASSAN. Let me fill you in, then. Pseudo-addiction is an
unproven and dubious concept that asserts that certain patients
present signs of addiction because they were prescribed insufficient
doses of opioids. Those peddling this pseudo-addiction concept say
that instead of providing addiction treatment when somebody
shows the signs of addiction, the doctor should increase their opioid
doses. Even one of the original doctors who pushed this theory now
admits it was “an excuse to give patients more drugs.”
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He has told us that Janssen promoted this made-up concept of
pseudo-addiction on a website that it approved and funded that
was called “Let’s Talk Pain.” Since then, your company has repeat-
edly said that your action “in the marketing and promotion of our
opioid pain medicines was appropriate and responsible.” So, Ms.
Taubert, how can you possibly claim that promoting the theory of
pseudo-addiction—the doctor should prescribe more opioids to pa-
tients showing signs of addiction—was appropriate and respon-
sible?

Ms. TAUBERT. Senator, thank you so much for that question.
Abuse and addiction, particularly opioid abuse and addiction, are
very serious public health concerns, and we recognize the impact
on the American public.

Senator HASSAN. So then the question is—and again like every-
body else, I have only a few minutes here. The question is, looking
back at what your company did promoting pseudo-addiction—an
unproven theory that was just used to maximize sales of a deadly
drug—why is that something that you are calling appropriate and
responsible?

Ms. TAUBERT. So, I am sorry. I am not familiar with the term.

What I can say is, on behalf of our company, opioids represent
less than 1 percent of our product.

Senator HASSAN. All right, let me stop you right there, because
my constituents do not care about the percentage. They care about
the behavior to maximize sales in an industry.

Do you know how many Americans died from drug overdoses in
20177

Ms. TAUBERT. Far too many.

Senator HASSAN. It was 70,237. In 1 year, more Americans died
from drug overdoses than died fighting the entire war in Vietnam.
And the vast majority of those overdose deaths, about 50,000, were
from opioids.

My constituents are dying. Nearly 500 people in New Hampshire
died from overdoses last year. And nearly 500 the year before that.
And companies like Janssen and Purdue Pharma fueled this epi-
demic, employing deceptive and truly unconscionable marketing
tactics despite the known risks so you could sell more drugs to
maximize your profits.

And now you are refusing to take responsibility for your com-
pany’s role in this crisis. So one more time, do you truly think that
Janssen’s opioid marketing practices were appropriate and respon-
sible, or will you finally take responsibility for your company’s role
in helping create this crisis that is killing more than 100 Ameri-
cans every day?

Ms. TAUBERT. Everything that I have seen leads me to conclu-
sively believe that everything that we have done with our products,
when we promoted opioid products, which we stopped marketing a
long time ago, was very appropriate and responsible.

However, that being said, we do believe that we have a leader-
ship position to take in helping with this. And so we are doing a
number of things in terms of mothers and babies, and physician
and patient education to help——

Senator HASSAN. So let me—again——

[Simultaneous speech.]
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Ms. TAUBERT. We recognize we all play a part in trying to help
this, because we realize that

Senator HASSAN. Our time is done, but right now it is hard for
me to take the industry’s goal here as promoting good health seri-
ously when its behavior to maximize sales of opioids created an epi-
demic.

The CHAIRMAN. Senator Lankford?

Senator LANKFORD. Thank you, Mr. Chairman.

Thank you all for being here. And there are people alive in the
United States, around the world right now, because of your compa-
nies and the work they have done with R&D along with the Na-
tional Institutes of Health. And I fully acknowledge that, and I am
grateful to the people who are researching and working right now,
who are not watching this hearing because their face is in a micro-
scope actually going through things to be able to research today
and what they are doing.

With that said—it is all of us who acknowledge that. We are try-
ing to figure out the issue on drug pricing, because people in my
State, whether they are on insulin or whether on Parkinson’s
drugs, or whether my own family or other people in my neighbor-
hood, it is a very significant issue for them to try to figure out how
to be able to manage this. So we have to get to the bottom of how
we manage this.

All of you have mentioned that the rebate issue has been a prob-
lem and that insurance companies and PBMs are very effective ne-
gotiators. Part of the challenge of this is, health insurance compa-
nies pay their PBM based on the quality of their negotiation skills,
cutting a price off the list price. And so, if a list price is higher and
a rebate is higher, that also gives preference to them. So the
difficulty is, as you raise list price and the rebate gets larger, the
insurance company gives that preference, making it harder for
biosimilars. Am I tracking this correctly?

So the challenge that we have with this is, how do we figure out
how to break this down? Because we have insurance companies,
PBMs, your companies that are creating the list prices, and then
the biosimilars trying to be able to get into this.

So, Mr. Frazier, you mentioned this, in particular about bio-
similars and the difficulty of trying to be able to break into the
market. Would you identify why it is hard for biosimilars to get
into the market, which are inherently less expensive?

Mr. FrRAZIER. I would make two suggestions very quickly, because
I know you only have a little bit of time here. One is, I think we
have to educate physicians and other health-care providers about
the value of biosimilars. I think, secondly, it would be very helpful
if we could relieve patients of their obligation to pay copays for the
cheaper biosimilars.

Those would be two specific recommendations that I would make.

Senator LANKFORD. Thank you. I appreciate that. For the Part
B drugs, those physicians are paid a percentage of the drug costs.
So a biosimilar, when it comes into the market in the Part B world,
is, on its own, less attractive to a physician because a physician
gets a higher percentage amount prescribing the more expensive
drug, which then feeds down to the patient and the taxpayers,
right?
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Mr. FrAZIER. That is correct.

Senator LANKFORD. How do we break that chain?

Mr. FRAZIER. I think that we—there are many ways that we
would have to look at it. I do not have a specific suggestion here.

I do think educating physicians is important here, and I think
relieving patients, but we also have to look at the incentives.

Dr. BOURLA. Maybe I can——

Senator LANKFORD. Dr. Bourla, please jump in, because you had
mentioned this in your testimony as well.

Dr. BourLA. I did, Senator, and thank you for giving me the op-
portunity.

Let me give you a statistic that I think will present the mag-
nitude of the problem. Here in the U.S., the penetration of bio-
similars is much lower than in other places, but it is dispropor-
tional to different parts of the U.S. health-care system.

For example, in open systems, systems where the decision-maker
is a PBM, one biosimilar or two has a market of 5 percent in the
U.S. In closed systems, in systems like Kaiser, for example, with
their integrated health-care systems—where the one who decides
has the whole cost of the health-care system in its interest—we
have 73 percent. Five percent versus 73 percent for the same prod-
uct.

I agree with what Mr. Frazier said, that we need to create incen-
tives, but I would add also that we need to break this rebate trap
that creates significant disincentives for providers, and the health-
care system, and insurance companies.

Senator LANKFORD. Does anybody else want to jump in on that?

Dr. BRANDICOURT. I can give you an example, Senator.

The insulin market has a reputation of not being very competi-
tive. In fact, it is, and we have biosimilars which have reached the
market and have grabbed a very significant market share.

We believe that when insulin will not be treated as a drug, but
will be considered a biologic and can be submitted to biosimilar
regulation in 2020, the biosimilar market share and penetration
will be even higher.

Senator LANKFORD. Thank you.

My State, in particular, is working very hard on our Medicaid
side, working on value-based pricing. I know that is something that
several of you have mentioned before. It is the grand challenge of
not pricing a drug based on the fact that it would be more expen-
sive to do surgery and so we want to be slightly under the cost of
surgery.

We do have to be able to break through that model. Of course
surgery would be more expensive than most of our treatments, but
I think there is a benefit that we continue to experiment with if
the drug is effective and we have a reducing price on it. And we
can get a chance to be able to work through that, as we have done
in our State.

Mr. FRAZIER. We would support that.

Senator LANKFORD. Well, we will continue to be able to work
through other creative mechanisms. At the end, we cannot just
have the taxpayer pay more and the consumer pay less, because
that is really the consumer still paying. It just moves it to another
spot.
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Mr. Chairman, thank you.

The CHAIRMAN. Senator Cassidy?

Senator CASSIDY. First, think of innovation. As a doctor, I have
seen cures for hepatitis C and therapies to control HIV, other
inflammatory conditions, cancers that 30 years ago, when I grad-
uated from medical school, were either death sentences or were a
ticket to a lifetime of morbidity and complications. So I thank you
for that. But I also say that some of my patients could not afford
the medicine. And for them, it is as if the innovation never took
place. And that is one concern.

Secondly, another concern is, I think in some cases we do not
have value. Now, Ms. Taubert, you suggested that PBMs are very
effective negotiators. One drug that I want to bring up is Duexis,
which is a combination of over-the-counter generic ibuprofen and
Pepcid. Now, if I were to take this—and this is not the cheapest
I could find it—in the doses that are used for Duexis, it would cost
me 200 bucks a month. But it lists at over $2,400 to $2,600 a
month.

Now, that does not seem like very good negotiations on behalf of
the PBM. And if the taxpayer is paying that money for something
which over the counter is 200 bucks a month, and we are paying
$2,600 a month, it is almost as if the taxpayer has “stupid” written
on their face, which they should not. That is unfair.

This is not your medicine, but I use it to make the point that,
right now, Medicare has a very limited ability to negotiate based
on marginal value. And I think that is one of the fundamental
problems in this.

So that said, all things considered, since Medicare does have this
very low ability, Ms. Taubert, do you think that Medicare should
have the ability—if the PBM’s negotiation does not work—should
Medicare have the ability to negotiate based on value?

Ms. TAUBERT. So we are very supportive of the notion of value-
based contracting and results and——

Senator CAsSIDY. This is a little bit different though, because we
have been describing, on value-based contracting, is the cancer
cured or not, is the hepatitis C cured or not? This is, my gosh, you
are taking two generic medicines and charging ten times what they
would cost over the counter.

Ms. TAUBERT. Yes, and I agree that that example does not make
any sense.

Senator CASSIDY. So is it reasonable then to ask that Medicare
would have the ability to make some sort of judgment based upon
relative value of a therapy?

Ms. TAUBERT. I think, as we have talked about, if the PBMs are
very effective in negotiating, we do not know that the government
would be as effective in negotiating as the professional negotiators.

Senator CAsSIDY. We do not know. I agree with that, but on the
other hand it does—I have limited time. I do not mean to be rude.
I do apologize. But there is this kind of shining example of where
the PBM is not an effective negotiator. Yes, sir, Mr. Frazier?

Mr. FRAZIER. I think this is where Chairman Grassley’s opening
statements about transparency come in. I think one of the keys of
transparency is, it empowers patients and it empowers other pay-
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ers to actually make informed choices about which of those two
medicines makes sense.

Senator CASSIDY. Now, let me ask, because someone brought up
the fact that Humira is now sold at an 80-percent discount in Den-
mark. And there is a Bernstein analysis which states that AbbVie
still makes a profit because marginal cost in manufacturing is only
about 5 percent of the manufacturing.

So would this same entity have the ability to look not just at
value, but at comparable drugs and at that which would bring
value, because clearly biosimilars have had a much greater pene-
tration in Europe, and the United States continues to pay top dol-
lar for the same class of drugs. Something is fundamentally broken
in our system when the Danes get an 80-percent discount and we
do not.

Yes, sir?

Mr. FrRAZIER. I think we have to look at the way in which generic
penetration happens outside the biosimilars market. When a drug
goes off-patent——

Senator CassiDY. Well, hang on, Mr. Frazier. I am sorry. I just
get limited time, and I am going to hold you on that. Okay, I do
not mean to—one of the things I have heard is that, if there is
some limit on that profit, it may have a negative impact upon
R&D. I think that has been a message here.

But, Dr. Brandicourt, France has a committee on transparency
which evaluates the relative added clinical benefit of a new drug.
Price is then negotiated based upon that added benefit as well as
other drugs in the market.

Is it safe to say that your company has found that it still pays
to innovate and to do R&D in France and to offer them access to
the best cutting-edge drugs?

Dr. BRANDICOURT. As a global company, we do have R&D in
France. However, I would not use the French system as the bench-
mark of a good system.

Senator CASSIDY. But they do have access to these—I have lim-
ited time. I am sorry. They do have access to these drugs?

Dr. BRANDICOURT. Well, that is a very good point. Some drugs
are not put on the market because you do not get to the right pric-
ing and therefore the right——

Senator CASSIDY. But if I am—1I will finish with this. I do not
mean to be rude. I apologize.

In the international pricing index, we may quibble about the de-
tails, but if the U.S. would be paying 1.3 times a market basket
of developed countries—a Germany, a France, a Canada, not small-
er countries—we would still be paying more than they, but it would
still have some relationship to reasonableness. And right now, it
seems as if Medicare—in the absence of the ability to judge value—
is almost a price taker when it should not be, as the largest pur-
chaser.

Dr. BRANDICOURT. You would ask countries where there is no ne-
gotiation, where prices are imposed, to set up your U.S. pricing.
And I do not think that would be good policy.

Senator CASSIDY. It is imposed now, but it is imposed from the
other side.
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The CHAIRMAN. Of the people who are still here, Bennet would
be next, and then Whitehouse, and then Cortez Masto.

Go ahead, Senator Bennet.

Senator BENNET. Thank you, Mr. Chairman. Thank you so much
for holding this hearing.

There is not a town hall in Colorado where I do not hear how
expensive drugs are forcing people to choose between life-saving
treatments or food and utilities. In our last hearing here, we heard
from a mother whose son ate once a day in order to ration his insu-
lin, because the full cost of the monthly treatment was $1,700. I
do not think anybody here understands how that could be the case,
but it is the case.

And there has been a lot said here today about the important re-
search and development that is going on in this country. And I, for
one—and I know others share this view—want to keep that in the
United States. Having said that, I am trying to understand how
Federal spending goes into prescription drug development, distribu-
tion, treatment, and pricing and yet Americans cannot afford their
medications.

The estimates of annual spending on prescription drugs range
from $320 to $480 billion a year. The fact that we cannot even get
a more precise number than that tells you something right off the
bat, but those numbers include almost $100 billion in Medicare
Part D spending never paid for. Of that, $25 billion is in Medicare
Part B. Medicaid spends almost $60 billion on prescription drugs.
This is what the taxpayer spends every year on prescription drugs.

DoD and VA spending is about $11 billion. That number alone
dwarfs the R&D budgets of some of your companies. Over 6 years—
slightly different point—but over 6 years between 2010 and 2016,
more than $100 billion was spent in NIH funding toward research
that contributed to drug patents. Between $1 and $2 billion is
claimed annually through the orphan tax credit for drugs that treat
rare diseases. Another $1 billion is annually claimed through the
research and development tax credit. About $12 billion dollars is
claimed annually through the direct-to-consumer advertising tax
credit.

I would ask you guys if I missed anything, but I think that is
a pretty complete list of what we have. Yet notwithstanding that
almost $500 billion, half a trillion dollars—by the way Medicare,
you know, to spend all that money in Medicare, we are spending
$2 for every dollar we are collecting. That delta is largely because
of drug prices in the unfunded part of Medicare Part D.

And here is what Coloradans have recently reported. In a recent
survey on high drug prices, 22 percent did not fill a prescription,
and 20 percent reported cutting pills in half or skipping doses.
Seventy-four percent believe drug companies are charging too much
money, and 91 percent believe the government should authorize
the Attorney General to take legal action to prevent price gouging
or unfair prescription drug price hikes—over 90 percent.

And that does not necessarily give you their legal judgment, but
that is how keenly they are feeling the problem. And 90 percent be-
lieve the government should require drug companies to provide ad-
vance notice of price increases and information to justify those in-
creases.
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So, I would ask all of you, or anybody who would care to answer,
this question: how do we explain to our constituents on the one
hand that we have this massive outlay of Federal funds, it is their
taxpayer funds, and the on the other hand, the drugs they are buy-
ing are not affordable?

And I realize there are all kinds of layers to this. I accept that.
You know, there are the higher co-pays that you guys mentioned
earlier from the insurance companies. That is a huge issue too.

But I think that in a world where opacity or opaqueness has
been, from the public’s point of view, a business model for every-
body in health care, whether it is the Federal Government or drug
companies or insurance companies or doctors, nobody knows what
anything actually costs. Nobody knows what anything will pay.

My question, I guess, is, how do we better align the incentives
here so that that huge outlay of money every year comes with af-
fordable drugs at the end of the process?

Mr. Gonzalez, thank you.

Mr. GONZALEZ. Senator, I can just tell you there is probably not
anybody at this table who does not agree not a single American
should go without drugs that they need. And I can tell you, that
is the case at AbbVie.

We do a lot of things to try to provide drugs for patients who
cannot afford them. But there are certain patients whom we are
unable to do that for based on the laws and the regulations, and
in particular, most of Medicare Part D falls into that situation.

And so I believe fundamentally we have to do two things. There
are substantial discounts or rebates that are going into this system.
Take Humira as an example. In the United States, there are re-
bates or discounts on that product that range from 87 percent down
to 26 percent. Okay, and it is the Federal Government that gets
the highest form of discount or rebate on Humira, even though it
represents a relatively small percentage of the volume, less than 20
percent of the overall volume.

Now that does not mean that we could not do more. But what
we are asking is, we do believe that there is a situation now where
the co-pays for patients are such that it is extremely difficult for
them to afford it. And what we are asking for is—“we,” meaning
AbbVie and I am sure others here, would like to do more. There
is more we can do to help patients afford their medicines, but we
have to eliminate some barriers that are blocking that.

Today we give away to 81,000 patients free drugs; half of those
are Humira. Of those Humira patients, half of them are Medicare
Part D. They are patients who make less than 500 percent of pov-
erty, so they make less than $128,000 per year for a family of four.

Those patients we can provide free drug for. Anybody above that,
we cannot. It is considered an inducement.

And when you look at the copay for a drug like Humira, commer-
cial patients, Medicaid patients, the low-income subsidy patients in
Medicare, pay less than $100 per year of copay for Humira. A
standard Part D patient pays $5,500. They make $26,000, so they
cannot afford it.

Senator BENNET. I apologize. I know I am out of time. Thank
you.

The CHAIRMAN. Senator Whitehouse?
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Senator BENNET. Could I, Sheldon, just make one point, which
is, I think what we ought to be doing is figuring out how people
do not have to cut their prescription drugs in half, and that would
be a worthy goal for this committee and the people on this panel.

The CHAIRMAN. Senator Whitehouse?

Senator WHITEHOUSE. I would like to ask about a particular seg-
ment of the pharmaceutical market. Chairman Grassley opened his
remarks by talking about patients taking a drug that has no com-
petition as being a cause for concern.

Mr. Frazier, your testimony included the statement that price
gouging by those who jack up the prices of off-patent drugs that
have no competition is a problem. Let me ask if there is anyone on
this panel who disagrees, who disagrees that there are de facto off-
patent monopolies now in the pharmaceutical market? Does any-
body disagree with that as a fact?

Mr. FRAZIER. I do not disagree.

Senator WHITEHOUSE. In fact it is true.

Mr. FRAZIER. There are.

Senator WHITEHOUSE. There are.

Mr. FrRAZIER. That is what I was saying.

Senator WHITEHOUSE. And indeed, is it also not true that some-
times these off-patent monopolies are used to impose monopoly
pricing?

Mr. FRAZIER. It is true, and I think the most egregious examples
that we have seen recently have been exactly in that situation.

Senator WHITEHOUSE. Does anybody disagree with that? Every-
body agrees.

Now are there, among those entities that are in that category
with off-patent monopolies that are extracting monopoly pricing by
virtue of that, entrants who are not even really in the pharma-
ceutical industry?

Mr. FRAZIER. Absolutely there are.

Senator WHITEHOUSE. They invest nothing in R&D.

Mr. FRAZIER. Exactly.

Senator WHITEHOUSE. They do not even come from the pharma-
ceutical industry.

Mr. FRAZIER. Yes.

Senator WHITEHOUSE. They are more or less corporate raiders
who have bought something in order to jack up prices and take ad-
vantage of monopoly rents. Correct?

Mr. FRAZIER. There are many people like that.

Senator WHITEHOUSE. There are many people like that. Does
anybody disagree that that is a feature right now within the phar-
maceutical market? Everybody agrees?

Dr. BOURLA. And I would add also, Senator, that they are not al-
lowed to be part of the Pharma Association.

Senator WHITEHOUSE. So here is the problem: it is not difficult,
in my view as a lawyer of many years and a prosecutor of many
years, to prove the existence of a monopoly. We have been proving
the existence of de facto monopolies in courtrooms and in regu-
latory proceedings for decades.

So we can identify where these monopolies exist, even if you let
all the ties go to the runner so that, wherever there is a real ques-
tion, you throw that one out. There still would remain a significant
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population of entities where it is beyond dispute that they are pric-
ing based on monopoly power. And as I look around, there is no
place to address that. There is no organization in the Federal Gov-
ernment that is taking an interest in that, and it is the scandal,
I view, of the pharmaceutical industry. And you guys take a hit for
it.

Here is the problem: when we try to do anything about that, the
people you pay to lobby us here in Congress come out and say,
“Nope, we cannot do anything like that. That might look like price
control.” We are not interested in taking any look at this monopoly
problem in your industry. I should not even say it is in your indus-
try, because I think a lot of these people are raiders into your in-
dustry who are not really part of your industry. They do not really
develop drugs.

I see a lot of head-nodding here. So help us solve at least that
problem. You know, there are lots of other problems that we are
going to have to look through with your pricing. Help us solve at
least that problem. Turn off your lawyers and your lobbyists as an-
tagonists when we try to solve that problem.

Mr. FRAZIER. We will. Senator

Senator WHITEHOUSE. In fact, switch them on and say, let us
figure out how we deal with these modern monopolists who are not
even really in the pharmaceutical industry.

Mr. FRAZIER. I could not agree more. These people are at best
tone-deaf, at worse abusive.

I would also point out that there are companies here—I know,
for example, my company. There is a very important cancer drug
called TICE BCG. It was an invention of Merck. It has been off-
patent for many many years. It is an incredibly essential drug for
bladder cancer patients.

A number of companies that were making it went out of the busi-
ness. And so now we have had to double supply. Over the last near-
ly 12 years the cost of that drug has increased by $16. That is not
how we make money at Merck. We make money at Merck by in-
venting new drugs that did not exist before.

It is those people, I think, that contributed to the villainizing of
an industry. The public cannot distinguish those people from the
research-based companies.

Senator WHITEHOUSE. You all say that here. There is a lot of
head-nodding here. There is a lot of agreement here.

When your lobbyists come, everybody is in and they are not going
to le‘f anybody lose in all of this. We have to at least cut off these
people.

Mr. FrAzIER. Thank you for telling me that, because I never
knew that our lobbyists were opposed to that.

Senator WHITEHOUSE. We have no support for working against
these monopoly raiders.

Dr. BRANDICOURT. Well, Senators, the message is very clear. And
we are going to take that very seriously as a task.

The CHAIRMAN. Senator Brown came back. So you will go ahead
of the Senator from Nevada.

Go ahead.

Senator BROWN. Thank you, Mr. Chairman. Thank you for doing
this hearing.
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Thank you all for joining us. I want to thank Senator Hassan for
her questions on opioids. Eleven people a day die in my State from
opioid addiction, and there is a responsibility shared more widely
than we sometimes say.

I so appreciated Chairman Grassley’s “yes” or “no” questions,
and I appreciated the seven of you going along with his “yes” or
“no.” And I would like to ask a series of “yes” or “no” questions,
and please keep it to “yes” or “no.” They really are “yes” or “no”
questions.

Mr. Gonzales, let’s start with you. Is it true that the pharma-
ceutical industry benefits from U.S. taxpayer-funded research?
“Yes” or “no”?

Mr. GONZALEZ. It is, yes.

Senator BROWN. Across, each of you.

Mr. SORIOT. Yes.

Dr. CAFORIO. Yes.

Ms. TAUBERT. Yes.

Mr. FRAZIER. Yes.

Dr. BOURLA. Yes.

Dr. BRANDICOURT. Yes.

Senator BROWN. Okay. Thank you.

Is it true that no other nation invests more taxpayer dollars in
basic research that directly and indirectly benefits the industry?

Mr. GONZALEZ. Yes.

Mr. SORIOT. Yes.

Dr. CAFORIO. Yes.

Ms. TAUBERT. Yes.

Mr. FRAZIER. Yes.

Dr. BOURLA. I am not sure I understood the question.

Senator BROWN. Is it true that no other nation on earth invests
more taxpayer dollars in basic research?

Dr. BOURLA. Yes.

Dr. BRANDICOURT. Is it proportional to GDP, Senator?

Senator BROWN. I am not asking that, but that is close enough.
Thank you.

Is it true that the U.S. Government allows drug companies the
longest period of exclusivity on biologics?

Mr. Gonzalez?

Mr. GONZALEZ. I believe that is true.

Mr. SORIOT. I believe that is true.

Dr. CAFORIO. I believe that is true.

Ms. TAUBERT. Yes.

Mr. FRAZIER. Yes.

Dr. BOURLA. Yes.

Dr. BRANDICOURT. Yes.

Senator BROWN. We know Medicare limits prices with doctors
and hospitals. Is it true that Medicare cannot negotiate to lower
prices with drug companies?

Mr. GONZALEZ. That is true directly.

Mr. SORIOT. Yes.

Dr. CAFORIO. Yes.

Ms. TAUBERT. Yes; other agents work on their behalf to nego-
tiate, but they do not negotiate directly.

Mr. FRAZIER. Yes, they cannot negotiate directly.
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Dr. BOURLA. Yes.

Dr. BRANDICOURT. Yes.

Senator BROWN. Thank you.

Is it true U.S. taxpayers subsidize pharmaceutical advertising
and marketing activities through the tax code’s business expense
deduction?

Mr. Gonzalez?

Mr. GONZALEZ. Yes.

Mr. SORIOT. Yes.

Dr. CAFORIO. Yes.

Ms. TAUBERT. Yes.

Mr. FRAZIER. Yes, no different from any other advertising, but
yes.

Dr. BOURLA. Yes.

Dr. BRANDICOURT. Yes.

Senator BROWN. Thank you.

We note the United States is the world’s largest market for phar-
maceuticals. Is it true that we pay the highest—in the over-
whelming number of cases, is it true that we pay the highest drug
prices in the world?

Mr. Gonzalez?

Mr. GONzALEZ. The average government price would—that would
not be the case.

Senator BROWN. No, that we as Americans individually pay the
highest drug prices in the world?

Mr. GONZALEZ. As an average, that would be true.

Mr. SORIOT. I am not sure that it would be true, Senator, be-
cause the generic prices are some of the lowest in the world, and
government prices, for many of our drugs even before patent
expiry, are sometimes as low as Europe or lower.

So on average, probably it is true, but there are many many dif-
ferent kinds of——

Senator BROWN. I know there are exceptions. I am looking for an
average.

Dr. Caforio?

Dr. CAFORIO. Yes, on average I would say.

Senator BROWN. Ms. Taubert?

Ms. TAUBERT. I would say that the list prices are higher, but the
net price in the United States is more comparable to much of the
pricing outside the U.S.

Senator BROWN. Mr. Frazier?

Mr. FRAZIER. Yes, outside Medicaid and other things, yes.

Senator BROWN. Okay.

Dr. BOURLA. Nine out of 10 products in the U.S. are generics. So
the pricing of the generic products is much lower in the U.S. than
other countries.

Senator BROWN. Yes, but generics

Dr. BOURLA. But you are right about branded

Senator BROWN. Do not confuse generic numbers of drugs sold
with cost in the aggregate? Your answer?

Dr. BoURLA. But nine out of 10, I am telling you—you are right
that in the innovation, the prices outside the U.S. in many cases
are much higher.
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Dr. BRANDICOURT. So I would agree with that: patented drugs,
yes, generics, no.

Senator BROWN. Okay. Thank you. Last question.

Is it true that drug manufacturers set the—what Ms. Taubert
talked about—list prices? Is it true that you, the drug manufactur-
ers, set those list prices?

Mr. GONZALEZ. That is correct.

Mr. SorioT. That is correct, but of course, there is a negotiation
that takes place with PBMs and insurers about the price and the
rebate level.

Senator BROWN. Dr. Caforio?

Dr. CAFoRrIO. It is true for list price, but the delta between list
and net price is the highest in the U.S.

Senator BROWN. Ms. Taubert?

Ms. TAUBERT. Correct. Yes, we set the list price.

Senator BROWN. Mr. Frazier?

Mr. FRAZIER. Yes, we set list price.

Senator BROWN. Dr. Bourla?

Dr. BouURrLA. Actually, I would not agree that we set the list
price. It is the result of a major negotiation. And I have to say that
the problem in the U.S. health-care system it is that everything is
geared around list price, a lot of incentives, which creates a hy-
draulic effect for the list prices to go down.

I would be very happy to have much less list prices and the same
net.

Senator BROWN. Dr. Brandicourt?

Dr. BRANDICOURT. Ultimately, we set the listing price.

Senator BROWN. Okay. Thank you.

So taxpayers subsidize your research, subsidize your marketing,
and you continue to raise drug list prices on them. The median in-
come of a person on Medicare is $26,000 a year, while the average
annual cost for a single specialty medication was more than
$52,000 in 2015. Americans cannot afford to pay for prescription
drugs that cost more money than they make in a year. We cannot
continue to give big pharma the blank check that you have had to
pay for high-priced prescription drugs.

But I guess it is not surprising that big drug companies take all
the taxpayer money they can. What is so troubling is that this Con-
gress continues, because of the lobbyists that Senator Whitehouse
talked about and other pressures, that this Congress continues to
allow you to do so.

Thank you for answers.

The CHAIRMAN. The Senator from Nevada.

Senator CORTEZ MASTO. Thank you for being here. Thank you,
Mr. Chairman and Ranking Member, for this important hearing,
one of four.

Let me follow up on Senator Brown’s line of questioning. Do any
of you invest more in R&D than you spend on marketing and ad-
ministration? If we could start “yes” or “no” to the right here.

Dr. BRANDICOURT. No.

Dr. BoURLA. No.

Mr. FRAZIER. Spend more on R&D versus marketing?
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Senator CORTEZ MASTO. More in R&D than you spend on mar-
keting and administration. Do you invest more in R&D than you
do on marketing?

Mr. FRAZIER. On marketing, but not if you include general ad-
ministration, facilities, and all of that stuff. But yes, more than
marketing.

Senator CORTEZ MASTO. Okay.

Dr. BoURLA. I would correct my answer also if it is only mar-
keting. Yes, we spend more on R&D.

Senator CORTEZ MASTO. Let us just do marketing.

Dr. BRANDICOURT [indicating agreement with Dr. Bourlal].

Ms. TAUBERT. Yes, we spend 86 percent more on R&D than we
do on sales and marketing.

Senator CORTEZ MASTO. Okay.

Dr. CAFORIO. Yes, we do more on R&D.

Mr. SORIOT. Same, more than marketing, but excluding adminis-
trative costs.

y Mr. GONZALEZ. Significantly more in R&D than sales and mar-
eting.

Senator CORTEZ MASTO. But if you included administration with
the marketing, that would be the reverse. Is that correct?

Mr. GONZALEZ. That is correct.

Senator CORTEZ MASTO. Yes from the rest of you?

Mr. FRAZIER. It is about tied at Merck.

Senator CORTEZ MASTO. Okay.

So let me just ask this question. Apart from New Zealand, no-
where else in the world will you see drug ads on television—and
I have asked this question for some of you. My understanding is—
the answer that I have been given is that you maintain that tele-
vision ads are a critical public health tool that helps patients iden-
tify their symptoms and seek treatment.

Would you all agree with that? Is that a “yes™? “No”? Why do we
have television ads when it

Dr. BRANDICOURT. Yes, you are right.

Senator CORTEZ MASTO. Is that why? Is that a “yes™?

Dr. BRANDICOURT. Yes.

Dr. BOURLA. Yes.

Mr. FRAZIER. Yes.

Ms. TAUBERT. Yes.

Dr. CAFORIO. Yes.

Mr. SORIOT. Yes.

Mr. GONZALEZ. Yes.

Senator CORTEZ MASTO. Okay. So if you maintain that television
ads are a critical public health tool, then how can that be if our
health outcomes are not significantly better than in those countries
where it is outlawed?

Dr. BOURLA. Thank you, and you are raising a very good point.

I think that the health-care outcomes and life expectancy—there
are a lot of factors that influence them. For example, exercise, diet,
lifestyle, and I feel that our Nation needs to improve a lot in many
of these cases. But I can assure you, Senator, that if you get cancer
or another serious disease, you want to be treated in this country.

Senator CORTEZ MASTO. Okay.

Dr. BOURLA. There is no comparison.
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Senator CORTEZ MASTO. All right. So let me jump back then to
this discussion on authorized generics. And I am trying to under-
stand this, I think, along with all of my colleagues, to address how
we reduce the cost and get the drugs in the hands of the people
who need them—where the R&D came in, where they were cre-
ated—for individuals who actually need the drugs.

I want to ask about the concept of authorized generics. Those, as
you know, are the drugs that are identical to the brand, manufac-
tured by the brand, but marketed without the brand on its label.

Yet the companies, my understanding is, keep selling the higher-
cost brand drug to consumers who, according to press reports, do
not realize that the same product from the same company is avail-
able at a better price.

All of you manufacture authorized generics to maintain your
market share once your patent expires. Is that true?

Dr. BRANDICOURT. No.

Senator CORTEZ MASTO. That is not true?

Dr. BOURLA. We do have authorized generics.

Dr. BRANDICOURT. We do have authorized generics, but do not do
it with the goal that you just highlighted.

Senator CORTEZ MASTO. So you do have authorized generics? Do
all of you have authorized generics?

Mr. FRAZIER. For some brands.

Senator CORTEZ MASTO. Okay.

Ms. TAUBERT. Very selectively.

Dr. CAFORIO. Very selectively.

Mr. SorioT. We do not.

Senator CORTEZ MASTO. You do not?

Mr. GONZALEZ. I do not believe we do.

Senator CORTEZ MASTO. You do not have authorized generics? So
for those of you who have authorized generics, explain to me, if you
do have those, why do you continue selling the brand?

Mr. FRAZIER. Okay, so in our case when we have had authorized
generics, we have allowed a third-party to bring a generic product
to market. The issue that you are really getting to, again, is the
issue that Senator Cassidy talked about, which is transparency.

At the end of the day, if patients really understood what their
options were, they would not make these choices. But we have an
opaque system, which is something that I think we have to change.
We have to empower patients to be able to choose the cheapest
medication. And Merck strongly supports generics.

What I said in my introduction is, we will never use coupons
when there is a generic.

Senator CORTEZ MASTO. What are you doing to empower the pa-
tients? What are you doing to empower the patients to understand
that the generics are out there?

Mr. FRAZIER. It is very hard. We do not connect with the patients
in all those situations. That is why there is legislation saying, for
example, that pharmacists must tell patients at the counter what
the cheapest alternative is for them at the counter. We do not——

Senator CORTEZ MASTO. So you rely on others to tell

Mr. FRAZIER. Yes. We do not meet them at the counter, Senator.

Senator CORTEZ MASTO. Okay. Let me ask one final question, be-
cause I am running out of time here. I want to get a sense from
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all of you what types of policies you could support. I have heard
some of those, but let me ask you this. Democrats have proposed
to require manufacturers to submit advanced justification for price
hikes that outpace inflation and make that information public.

Given that many of you have already committed to tapering price
hikes, is this something you could support, “yes” or “no”?

Dr. BRANDICOURT. We can support such legislation, yes.

Dr. BOURLA. Yes.

Senator CORTEZ MASTO. Thank you.

Dr. CAFORIO. Yes.

Ms. TAUBERT. We are very supportive of increased pricing trans-
parency. Advance notification can cause problems in the supply
chain and could cause outages for certain States. So we are very
supportive of the notion of transparency. Advance notification can
be problematic.

Senator CORTEZ MASTO. Okay.

Dr. CAFoORIO. We disclose our price increases.

Senator CORTEZ MASTO. Okay.

Mr. SorioT. We support it.

Mr. GONzALEZ. We support it, but we would like to see consist-
ency. As you probably know, California has that right now, but if
we had a consistent standard that we operated with, that would
certainly be helpful.

Senator CORTEZ MASTO. Thank you. Thank you very much.

The CHAIRMAN. Senator Daines?

Senator DAINES. It is very clear from what is going on today that
there are ultimately not any silver bullets to cure the high cost of
prescription drugs. I am pleased that we can have this discussion.
My hope is that we can truly find some ways to incentivize the sys-
tem here to deliver a lower price, ultimately, for the consumer as
well as incentivizing innovation.

As manufacturers, you are responsible for setting this list price,
this ethereal list price. But the more I hear what is going on here
today, I am convinced we probably should call this the asking price.
I am sure “list price” is a bit of a misnomer, because after hearing
all about coupons, rebates, discounts, the pricing volatility—yes, I
spent 13 years at Procter and Gamble, and once upon a time we
drove a business with a lot of coupons, with rebates, pricing incen-
tives. It was a very elastic pricing model. Oftentimes, we had a
high-margin business. There is elasticity in the pricing, and you
are an example of that.

I spent 12 years in the cloud computing business after that. The
margins were even higher. We saw great volatility in pricing and
elasticity in pricing. We eventually, years ago of course, went to the
everyday low price, EDLP, model. It, again, may or may not apply
to Pharma. But it was just trying to take out all of that in between
the manufacturer and the consumer nonsense that was going on,
that was lacking transparency.

And ultimately, I think the consumer was not winning in that
equation, because the prices—they were not seeing really the true
everyday low price. There are a lot of perverse incentives in the
system today, as best I can tell. So my question is, who pays list
price?
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Dr. BRANDICOURT. Unfortunately, the patient at the end, at the
pharmacy counter, is probably one of the few paying the list price.

Mr. FRAZIER. There is a small percentage of people who have no
insurance who could actually be charged the list price.

Senator DAINES. So the people who can afford it the least, argu-
ably, are paying list price.

Mr. FRAZIER. Senator, that to me is what I meant by saying, in
some ways the reimbursement system here is regressive. The peo-
ple who can least afford it are paying the most.

Senator DAINES. Do you think that that is a good system?

Mr. FRAZIER. I do not. I can tell you that is, to me, the biggest
problem that we have as a country, that we now have a system
where the poorest and the sickest are subsidizing others.

Senator DAINES. Okay. So with insurance companies that now
own the PBMs and the supply chain from the time you list the
price until the consumer eventually gets it, is it fair to say the list
price is really a starting point for, then, a negotiation?

Mr. FRAZIER. Yes.

Senator DAINES. Does anybody disagree with that premise?

Ms. TAUBERT. No.

Senator DAINES. So what are some of the incentives? And maybe
we will start with Mr. Frazier. What are the incentives that con-
tribute to high list prices that are being paid by those who can af-
ford them least?

Mr. FRAZIER. The real answer, Senator, is, if you went back a few
years ago when we negotiated to get our drugs on formulary, our
goal was to have the lowest copay for patients.

Today the goal is to pay into the supply chain the biggest rebate.
And so that actually puts the patient at a disadvantage, since they
are the only ones who are paying a portion of the list price. The
list price is actually working against the patient.

Senator DAINES. So why do we have a system today where you
all are setting—I will just say very very high list prices, which is
our starting point for negotiation? Why?

Dr. BRANDICOURT. Senator, we are trying to get formulary posi-
tion with those high list prices, high rebates. It is a preferred posi-
tion. Unfortunately, the preferred position does not automatically
ensure affordability at the end of the day.

Mr. FRAZIER. And, Senator, if you bring a product to the market
with a low list price in this system, you get punished financially
and you get no uptake, because everyone in the supply chain
makes money as a result of a higher list price.

Senator DAINES. Chairman Grassley, if I could just ask a follow-
up question here. And that is, the GAO report said that generics
might fall 20 percent for each new generic entrant into the market.

I appreciate the chairman’s efforts here with the CREATES Act.
It is going to crack down on some of these bad actors who block
or delay competing generic drugs from entering the market. I have
co-sponsored the bill, and I think that will help us provide better
access to low-cost generics.

Here is my question: has your company ever withheld samples
from generic manufacturers?

Dr. BRANDICOURT. No.

Dr. BoURLA. No.
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Mr. FRAZIER. No.

Ms. TAUBERT. No.

Dr. CAFORIO. No.

Mr. SORIOT. No.

Mr. GONZALEZ. No.

Senator DAINES. Right. Do you believe the CREATES Act would
be a positive step forward, ensuring generics enter the market in
a timely fashion? I would love to poll the team here.

Mr. FRAZIER. I said in my testimony, legislation like the CRE-
ATES Act would be positive in that regard.

Dr. BOURLA. Yes.

Dr. BRANDICOURT. Yes.

Dr. CAFORIO. Yes.

Mr. SORIOT. Yes.

Mr. GONZALEZ. We are supportive.

Ms. TAUBERT. We are supportive of efforts to make sure that
there are no abuses of that sample system.

Senator DAINES. All right; I am out a time now. Thank you.

The CHAIRMAN. Senator Young?

Senator YOUNG. Thank you, Mr. Chairman.

I want to move to the issue of Medicaid best price. In the Trump
administration’s blueprint, they suggest that because drug manu-
facturers have to give Medicaid the best price drugs, there is no in-
centive to offer deeper discounts to other payers, both government
and commercial, than what is already offered under the Medicaid
drug rebate program.

So first of all, I would ask each of you, is the Trump administra-
tion’s assessment accurate?

Mr. GONZALEZ. In concept, I would say I understand the concept.
In other words, if you have best price, you obviously have to be con-
scious of where that price is going, because it is going to be com-
pared against that.

I would tell you in practice, because of the negotiation that oc-
curs in the formula around Medicaid, I do not believe that that is
actually, today, resulting in higher prices in the Medicare program.

Senator YOUNG. You have anticipated my follow-up question. So
I appreciate that.

So the best price requirement does not encourage manufacturers
to increase initial prices? You have thoughts on that?

Mr. GoNzALEZ. I would say it does not necessarily encourage you
to set a higher list price. I think what happens with list price is
this negotiation you have heard of, going forward, where you are
looking for a certain amount of impact to fall through, but the re-
bates and the other aspects of the value chain in between absorb
a large chunk of that, which drives list prices, increases up higher.

Senator YOUNG. Okay. Others?

Mr. FRAZIER. I think where best price really is an issue is, again,
it is a barrier to the kind of value-based pricing that we want to
have within the marketplace, where if, for example, a drug did not
work, you might reimburse that payer for that unit, where that be-
comes a problem for value-based pricing.

Dr. BRANDICOURT. Another example, Senator, is when you want
to put on the market a second NDC, like we did recently where it
had a much lower list price, then the best price potentially becomes



57

a problem because it is calculated with the other version, the high-
er list price version, which has stayed on the market. So that is
something to pay attention to.

Senator YOUNG. What changes, if any—if I could pivot a bit—
would you suggest making to the program?

Dr. CAFORIO. Senator, I believe that flexibility with value-based
arrangements is really important, because I think we have all ex-
pressed a strong support for a system where we are paid based on
the clinical results that our medicines produce in patients and hav-
ing greater flexibility to do that.

It would be very, very important. It would be very valuable for
patients. It would reduce health-care costs overall.

Senator YOUNG. General agreement?

Ms. TAUBERT. Yes, we agree.

Mr. FRAZIER. Yes.

Senator YOUNG. Okay.

So would you be willing to work with the administration on a dif-
ferent model, one you regard as more optimal?

Ms. TAUBERT. Absolutely.

Senator YOUNG. Very good. Thank you.

With respect to reducing drug prices and the subsidies that U.S.
payers provide with respect to research and development to much
of the rest of the wealthy world, the President and the administra-
tion have gone so far as to issue proposals, like the international
pricing index, which we all are familiar with, to bring down pre-
scription drug prices.

So with the increased scrutiny of the industry and of the drug
supply chain as a whole in the U.S., have any of your companies
re-evaluated your business strategy in foreign countries?

Mr. FRAZIER. That is a common question that we get asked. And
the answer to that question is, we do everything in our power to
ensure that there is less freeloading by governments outside the
United States. But the reality of the world is, the greatest oppor-
tunity we have is to walk away.

And that is really challenging when you have the kinds of essen-
tial medicines that make a big difference to people’s lives. And
frankly, they know that. They know that they can establish a price,
and that ultimately what we have is an option to walk away, leav-
ing patients behind.

I would also make the point that has been made several times
here, that in the course of negotiating for reimbursement, often
those countries take a very deliberate approach, such that these
medicines are available many years later than they are here.

So they not only negotiate on a low price, but they actually pro-
vide very few of these medicines early on to their populations. If
you look at, for example, lung cancer, where in this country now,
there is data showing that certain medicines can reduce the risk
of death by 50 percent in newly diagnosed lung cancer patients,
compare that to the UK, where people die regularly of lung cancer
because they do not have these medicines.

Mr. SORIOT. Senator, I think it is important to keep in mind that
all these investments, number one, create a lot of very good jobs
in the U.S. and economic value that really benefits the country.
And second, they allow patients to get access to important new
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medicines much, much, much earlier than in Europe, for instance,
sometimes 3, 4 years before.

And I share Mr. Frazier’'s comment here. I have many examples
that I could share where medicines that save lives are available
here. We are still waiting in Europe.

The CHAIRMAN. Just three more questions. One from—if some of
you want to answer yet, I did not mean to interrupt you. Go ahead.

Mr. GONZALEZ. The only thing I would add is, if we could develop
a model where, as in the early days of HIV when countries ulti-
mately shared the burden, knowing that you would have to provide
HIV treatments at a very low cost in certain countries, there was
a tiered pricing system that came through where, yes, the U.S.
paid the highest price, but the Europeans paid a fairly significant
price for very important specialty medicines. If we could negotiate
through trade or other mechanisms, we would be able to get a more
balanced sharing of the investment that is made, not keeping all
of that burden on the U.S., because the U.S. does bear the bulk of
the burden of innovation in our business. That is absolutely true.

Senator YOUNG. So that is a really interesting idea. If you or
your team are aware of any academic paper you might bring to my
attention——

The CHAIRMAN. Okay. That is the end.

Senator YOUNG. Thank you, Mr. Chairman.

The CHAIRMAN. Yes.

Now we have three questions, one from Senator Wyden, then
Senator Cassidy, then me. And then that will be it.

Senator WYDEN. Thank you very much, Mr. Chairman.

This is going to be one question and then a very brief closer. And
the question is for you, Mr. Gonzalez.

I have the company’s proxy statement here. And financial disclo-
sures show that you were paid $22.6 million in 2017, and that in-
cluded a $4.3-million bonus. That is what I want to look at.

On page 37 in this proxy statement, it says your bonus was tied
to the financial performance of Humira. And it seems that was the
case in 2015 and 2016. That strikes me as problematic, since Abb-
Vie reported that the higher prices in the U.S. were responsible for
increasing sales of Humira.

Would you make a smaller bonus if you dropped the price of
Humira?

Mr. GONZALEZ. Humira was one element of a set of financial fac-
tors that were evaluated as part of my compensation. It is obvi-
ously a very significant product for us. So it is clear that it would
be a part of that evaluation.

Senator WYDEN. I would like that in writing. It looks to me like
you would be making a smaller bonus if you dropped the price of
Humira. I would like that in writing within 10 days.

My last point—Mr. Chairman, I appreciate being able to do this
for a closer—is that I have heard a lot of happy talk this morning,
things like, well, if you get rid of rebates, drug prices are going to
go down. But what people are taking away from this hearing is—
I have seen it said and reported—well, no firm commitments have
been made to lower list prices.

So I am just going to tell you what I would like in writing is,
I would like an answer in writing to the question, if rebates go
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away, will you support a black letter law that requires that you re-
duce list prices by the amount of the rebate?

I am going to get that to you right away. I would like an answer
within 10 days, because that is right at the heart of this issue, and
after the “happy talk” is over, that is what is really going to help
people at pharmacy counters from sea to shining sea.

Thank you, Mr. Chairman.

The CHAIRMAN. Senator Cassidy?

Senator CAssIDY. Thank you, Mr. Chairman.

Thank you, again. This has been incredibly provocative. And if
there is a tension here, the tension is, how do we support innova-
tion, but at the same time make it that the patient can afford that
innovation?

Mr. Frazier, you may have guessed that—it seems like we have
a mirror image, in my mind. Either the plans impose a price or the
government imposes a price. But either way, the side having it im-
posed upon them is not very wild about that.

And you just mentioned to Todd Young that you can walk away.
If France offers you too low a price, you just walk away from
France. The UK does not have a deal right now. But in some areas,
Medicare cannot walk away. So it is back to that mirror image.
And you started to say something and I was out of time. But my
question is, in the six protected classes—and if there is a new drug,
like Sovaldi was at the beginning, right now the commercials can
walk away, the commercials can delay, but Medicare cannot.

So help me resolve this. How do we give the patient, the tax-
payer, the same sort of tools that—and by the way, CBO says un-
less you can walk away, negotiations will not lower prices.

Mr. FRAZIER. So my point was, for all practical purposes, we can-
not walk away from our European colleagues, even though they
give us low prices, because we think it would be immoral to leave
those patients

Senator CAsSIDY. Now some of your colleagues have, because
there are drugs not yet available in the UK.

Mr. FrazZIER. Well, the problem with the UK is that they delay.
Just like they can set the price, they delay when they put the drug
on the market. It is the UK’s delay, it is not our delay. So I want
to clarify that point.

But coming back to your six protected classes, those protected
classes are there because many, many sick vulnerable people need
medicines in those classes. And we believe that there are ways of
lowering the prices, stimulating innovation, without violating the
compact that was around those six protected classes, because pa-
tients are particularly needing those medicines.

Senator CASSIDY. Well, we will have to leave it there, but I am
not sure that is—you know, that seems almost status quo. And sta-
tus quo is kind of not working.

But again, thank you all very much, and I thank you again for
your innovation.

Dr. BOURLA. I would add, Senator, I believe the administration
should try, through trade agreements, to protect the American in-
novation, because by and large the pharmaceutical innovation is
happening in this country. And right now, I think rightly, these
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price control mechanisms are for multiple well-developed countries.
It is in reality free-riding on American innovation.

Senator CAssIDY. Okay.

Well, thank you.

The CHAIRMAN. My last question is very general, but I would like
to know if there are any policies affecting Medicaid or Medicare
that are in your control to change? In other words, from the com-
pany level, is there anything in your control that you could change
on Medicare or Medicaid?

I will start with you on my right here.

Dr. BRANDICOURT. I do not think we can change directly any pol-
icy, Senator, on Medicare or Medicaid. We can talk about different
solutions, but I do not think we can change. We have no power to
change.

The CHAIRMAN. But if you lowered your list price, it would help.
That is one thing you could do.

Dr. BRANDICOURT. If we were able to lower our list price, that
would certainly help, again, the patient at the end, at the phar-
macy, to have a copay which they could afford.

However, we could not do that independently of a major reform
because we would lose formulary placement if we were doing that
in isolation, and especially in very competitive areas where you do
have, you know, brands and generics. And again, I am referring to
the insulin market, which has become extremely, extremely com-
petitive. That would not work.

The CHAIRMAN. Do you have anything?

Dr. BOURLA. Mr. Chairman, I think the most impactful thing I
can do right now it is to make the pledge that, as leader of this
company, Pfizer, I would be taking very seriously the responsible
pricing of our products. This is something that we have already
started.

Pricing at Pfizer in the past was growing in the mid-single digits,
even more in some cases. This is not something that we continued
doing. Pricing at Pfizer went down last year, went down this year.

And when I spoke to our investors, not to the Senate, to our in-
vestors, I made it very clear that pricing will not be a growth driv-
er for this company now or in the years to come. Why do I think
this is the most important? Because I think the tone is set from
the top.

The CHAIRMAN. Mr. Frazier?

Mr. FRAZIER. Senator, I understand the dissatisfaction with our
industry. I understand why patients are frustrated, because they
need these medicines and they cannot afford them.

I would pledge to do everything that we could, but I would urge
you to recognize that the system itself is complex, and it is inter-
dependent. And no one company can unilaterally lower list prices
without running into financial and operating disadvantages that
make it impossible to do that. But if we bring all the parties to-
gether around the table with the goal of doing what is best for the
patient, I think we can come up with a system that works for all
Americans.

Thank you for giving us the time today.
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The CHAIRMAN. I did not mean to—for the rest of you, before you
answer, I did not mean to say list price. I just said, well, that is
kind of obvious. Yes, I did not want to concentrate just on that.

Ms. Taubert?

Ms. TAUBERT. We really want to be a part of the solution, and
we want patients to be able to access and pay for the medicines
that they so desperately need. So we do strongly advocate for re-
bate reforms that would allow us to lower our list prices that would
then end up helping patients get access.

The CHAIRMAN. Dr. Caforio?

Dr. CArForio. Mr. Chairman, I would echo. Our perspective is
that it starts with a very responsible and thoughtful approach to
gricing and price increases. That is what Bristol-Myers Squibb

oes.

The second point that I would like to make is that, today we
have discussed a number of very concrete policies, from addressing
the issue of rebates to value-based pricing to supporting the devel-
opment of a generic and biosimilar market. And you have my com-
mitment that our company is looking forward to working with this
committee and the administration to make sure that many of those
policies can be enacted, because they would make a very big dif-
ference for our patients.

The CHAIRMAN. Mr. Soriot?

Mr. SoRIOT. Senator, we actually cannot influence policy. What
we can do is, indeed, apply reasonable pricing and also continue
pushing for value-based pricing. But I would like to make a general
comment, which is that hopefully—you know, hopefully my col-
leagues will share this. This view is that I really do not think we
are blaming anybody in the system. In his introduction, Senator
Wyden thought that we were placing the blame on PBMs and oth-
ers. I really do not think we are doing this.

I think what it is is that we are in a system that used to be fit
for purpose and really drove enormous savings over the last few
years but is no longer fit for purpose. And it is one of those situa-
tions where nobody in the system can do anything, can fix it by
themselves. The government has to step up and change the rules,
and those rebates have to go.

The CHAIRMAN. Mr. Gonzalez?

Mr. GONZALEZ. I think I would agree with many of the points
that were already raised. We as an industry have to continue to do
everything we can to be responsible about pricing in both how we
set pricing and price increases over time. I think we have seen a
positive trend in that area. But ultimately, the final fixes here to
realign the system appropriately would require legislative-type
changes.

The only other thing I would say is, as I mentioned a moment
ago, we are absolutely committed that no patient goes without
medicine of ours that they need. And we have an extensive patient
assistance program, but we are talking about how we more broadly
ensure all patients understand they can get that support from us
if they cannot afford their medicines.

The CHAIRMAN. I want to inform all members of the committee
that I will set a deadline of March 12th if you have questions you
want to submit to the panel for answers in writing. And then for
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you folks, after you get those questions, I hope you can get back
to us very quickly.

And so, all of the people besides the witnesses who have attended
either here or off-site for this hearing, I thank you for your interest
in this issue. And I want to once again thank our witnesses for
being here today and sharing your knowledge and expertise. And
I indicated that this is the start of a dialogue I hope to have with
you so that we can correct some of these things that have been
pointded out at this committee meeting that we think need to be cor-
rected.

Thank you all very much.

Meeting adjourned.

[Whereupon, at 1:25 p.m., the hearing was concluded.]
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ADDITIONAL MATERIAL SUBMITTED FOR THE RECORD

PREPARED STATEMENT OF ALBERT BOURLA, DVM, PH.D.,
CHIEF EXECUTIVE OFFICER, PFIZER

Chairman Grassley, Ranking Member Wyden, and members of the committee,
thank you for the opportunity to speak with you today. My name is Albert Bourla.
I have been with Pfizer for 26 years, and just last month had the honor of becoming
its chief executive officer.

Today, I am pleased to take part in such an important policy discussion within
the United States Senate. Pfizer shares an important goal with this committee: to
ensure that America remains the leader when it comes to innovative medicines, and
that our citizens have affordable access to these modern miracles when they need
them.

In that frightening moment when you hear that you or a loved one has been diag-
nosed with a serious disease, one question comes to mind: “Is there a cure or treat-
ment available?” The answer can change your life. And happily, the answer to that
question increasingly is “yes.”

Breakthrough medicines are coming quickly across a wide range of conditions.
Most of them are discovered here, by the American Biopharmaceutical Industry,
which is the crown jewel of innovation. Let me share a few examples. In 2015,
Pfizer launched a life-changing new treatment for metastatic breast cancer that can
delay the progression of the disease two times longer than previous treatments.
Thanks to our meningitis B vaccine, parents can send their teens to college con-
fident in the knowledge that being vaccinated helps protect them in the event of
an outbreak on campus. In 2018, we brought 4 new cancer treatments to the market
to treat varying forms of breast cancer, lung cancer and leukemia. And we are cur-
rently working on a non-opioid alternative with the potential to address the serious
unmet needs of the more than 27 million Americans living with osteoarthritis and
the more than 33 million suffering chronic low back pain.

But all of these breakthroughs won’t do anyone any good if patients can’t afford
them.

That’s why at Pfizer we are so committed to our purpose: breakthroughs that
change patients’ lives. Pfizer’s more than 90,000 colleagues around the world come
to work every day focused not only on creating breakthrough medicines, but also on
making sure those medicines get into the hands of the patients who need them.

To create solutions that make medicines affordable for patients and our entire
health-care system, I believe that all players in the industry must come together
and play a part. Whether it’s hospitals or providers, pharmacy benefit managers or
insurance companies, or biopharmaceutical companies, we all have a role to play.
The series of hearings being held by Congress can be a catalyst for this much-
needed collaboration.

There are two indisputable truths that make this the exact right moment for
change:

1. Medicines alleviate human suffering and reduce overall system costs.

2. The horribly misaligned incentives within our health-care system often pre-
vent medicines from getting into the hands of patients.

(63)
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Our health-care system is broken, and we need to fix it. The system needs to be
simpler and more transparent. It needs to incentivize innovation while simulta-
neously ensuring access. Simply put, it needs to put patients—and their health—
first.

How will we know when the health-care system is fixed? When patients feel real
relief at the pharmacy counter—the kind of relief that means cost will no longer be
a determining factor in whether someone picks up, and adheres to, their prescrip-
tion. Too often, Americans are forced to choose between buying a medication that
will improve, extend or save their lives or paying their bills. Too often, they fill their
prescriptions, but take less than the prescribed dose in an effort to save money. Too
often, lower-cost, FDA-approved generic and biosimilar alternatives are not made
available to patients who desperately need them.

We must take bold actions to ensure these scenarios do not play out time and
time again across America.

Pfizer intends to be a productive participant in this policy making and has come
to the table with solutions. As such, we would like to propose four ideas to drive
meaningful reductions in costs for patients.

PASSING ALL REBATES TO PATIENTS

Today’s current drug rebate system is good for two things: driving up both drug
list prices and consumer out-of-pocket costs. In fact, in 2018, the average net price
of Pfizer’s medicines in the United States declined 1 percent. However, I am certain
that patients using our medicines had a very different experience at the pharmacy
counter since their costs in the current system are more closely related to the list
price than the net price. This is impactful when patients pay a coinsurance or are
in the deductible phase of their benefits coverage. In these instances, patients are
being asked to pay an average of 10 percent to 20 percent or more out of their own
pockets for many Pfizer products.

There are two reasons for this disconnect: changes in benefit designs are pushing
more and more of the medicines’ cost to the pockets of the patients, and none of
the close to $12 billion of rebates that Pfizer paid in 2018 found their way to Amer-
ican patients. As long as rebates serve as profit drivers, we will continue to see a
major disconnect between list prices and prices people pay at the counter.

Pfizer supports reforms that would create a system in which transparent, up-front
discounts benefit patients at the pharmacy counter, rather than a system driven by
rebates that are swallowed up by companies in the supply chain.

The way to alleviate sticker shock at the pharmacy counter is by changing the
incentives in the supply chain so that more of the $150 billion in negotiated rebates
and discounts actually reach patients. This can be accomplished by applying the dis-
counts paid by the pharmaceutical manufacturer to the price actually paid by pa-
tients at the pharmacy. In 2019, Pfizer expects to pay billions in rebates to ensure
patients with pharmacy benefits coverage in Medicare Part D and patients in com-
mercial plans have access to our medicines. If the proposed rule to share rebates
with consumers at the point of sale is finalized, we estimate that seniors taking
Pfizer medicines could save $270 on average per year, and up to $574 per year for
certain Pfizer medicines, through lower cost sharing—and that would outweigh any
premium increases.

Research also shows that sharing discounts at the pharmacy counter could reduce
total health-care spending, and that reductions in overall out-of-pocket costs would
outweigh any premium increases.

We realize that the transition away from rebates toward a point-of-sale discount
model will result in a lowering of our net prices. Despite this potential negative
financial impact, we support efforts to eliminate rebates because we believe the new
model will be good for patients.

Importantly, we believe any reform should apply to all market segments as this
will also lead to further reduction in list prices. A bifurcated market in which we
eliminate rebates in government programs but maintain rebates for commercial
plans will make it difficult for manufacturers to reduce list prices because it applies
to all markets.

We will work with other leaders in the healthcare sector to advance these re-
forms, and we’re committed to lowering list prices if the rebate rule applies to the
commercial market.
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LESS VALUE, LESS PAY

Pfizer supports the move to value-based health care and is prepared to stand be-
hind the benefits that our medicines deliver to patients and to the United States
health-care system.

Medical science is advancing so rapidly that payment models simply haven’t been
able to keep up. That’s why Pfizer is focusing not only on scientific innovation, but
also on commercial innovations that will allow us to get breakthrough medicines
into the hands of patients, while simultaneously holding all participants in the sys-
tem—including Pfizer—accountable for the health outcomes they help produce.

This will require a fundamental shift in the way we think about the value that
medicines deliver and how all participants in the system are reimbursed with re-
gard to that value. It will also require the evolution of insurance designs to advance
value-based insurance plans that removebarriers to high-value treatments.

Imagine a system in which hospitals are rewarded for keeping patients from being
readmitted; where physicians get paid more to prevent disease than they do to sim-
ply treat it; and where companies like Pfizer get paid based on the number of
strokes we prevent or the number of cancer patients who go into full remission,
rather than the number of pills we sell.

In such a system, if our medicines do not produce results, we would be paid less.
And if they do produce results, we would be paid more. If done correctly, these ar-
rangements—focused on the appropriate therapeutic areas—can align the interests
of patients, health plans and biopharmaceutical companies around one shared goal:
ensuring positive health outcomes for the patient.

To make this a reality, we need Congress’s help to remove the roadblocks in the
current system for the good of patients. I understand several members of this com-
mittee are drafting a legislative effort to pave the way for broader adoption of out-
comes-based arrangements, and we applaud these efforts.

CAPPING SENIORS’ OUT-OF-POCKET MEDICINE COSTS

Patients are increasingly being required to take on a bigger share of their medi-
cines’ costs, and that is particularly true when it comes to innovative and expensive
treatments. Today, patients are made to pay on average 14 percent of the cost of
their medicines, but only 3 percent of the costs associated with hospital stays.

This is forcing patients to forgo taking needed medications, to cut their pills in
half, or to limit their doses in ways that are not medically prescribed. In fact, there
is evidence that at least a quarter of new Medicare Part D prescriptions are aban-
doned at the pharmacy counter if beneficiaries are asked to pay $50 or more, which
unfortunately is often the case. This number can exceed 50 percent for new prescrip-
tions.

This is bad not only for patients, but also for overall health-care system cost. Pa-
tients who do not take their medications often end up in the hospital, costing the
health-care system much more. This needs to be fixed.

Excessive cost-sharing is one of the greatest barriers to patient adherence and
leads to more frequent discontinuation of therapy. While spending on medicines has
been growing at a slower rate than in prior years, the number of patients with high
deductible plans and high co-insurance are growing rapidly. Since 2009, enrollment
in high deductible plans has grown 250 percent, and since 2010 the number of pa-
tients exposed to high specialty tiers has grown 60 percent. In fact, I've heard from
several members of this committee that their constituents—or they themselves—
have recently gone to the pharmacy counter only to be shocked by an excessively
high co-pay. That’s why the time is now to review cost-sharing burdens in the Medi-
care prescription drug program and to take steps to ensure seniors don’t have to
make the difficult decision of forgoing their needed prescription.

We commit to working with the committee on meaningful policy solutions that re-
move the burdens seniors face in paying for their medicines, and we believe an im-
portant first step is capping the out-of-pocket costs seniors experience in the Medi-
care drug program.

KNOCKING DOWN BARRIERS TO LOWER-COST BIOSIMILARS

Medicines are the only segment of the health-care system with a built-in cost con-
tainment mechanism. When a medicine’s patent expires, lower-cost generics are
made available, often at just 5 percent of the cost of the original branded product.
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This system is working well for generic drugs. In fact, nine out of 10 drugs sold
in the U.S. today are lower-cost generics. However, the system is not yet working
in the biologics space where the adoption of biosimilars is facing resistance.

Establishing a robust biosimilars market can help to lower the overall health-care
costs in the United States, and Pfizer is committed to bringing these more afford-
able treatment options to patients. That’'s why we must incentivize the use of
biosimilars, which can be as much as 40 percent less expensive than the branded
biologic for Medicare patients.

Unfortunately, adverse incentives that favor higher-cost originator biologics are
keeping biosimilars from reaching patients. In many cases, payers decline to include
lower-cost biosimilars or generics in their formularies because they would risk losing
the rebates they can get by covering higher-cost medicines. I can’t think of a more
concerning example of a broken U.S. healthcare system that is directly impacting
the pocketbooks of Americans.

We have also witnessed exclusionary contracting or misleading marketing prac-
tices that mischaracterize important elements of biosimilar criteria. This creates
doubt and confusion among patients, and it must end. Interestingly, the rebate re-
form I referenced earlier would go a long way toward removing the perverse incen-
tives that lead to such exclusionary contracts.

At Pfizer, we believe there are several solutions that could help patients and pro-
viders share savings associated with biosimilars and reduce costs to the Medicare
program. Let me touch on two:

o A Shared Savings Biosimilars Model: Congress could direct the CMS Innova-
tion Center (CMMI) to test a biosimilar “shared savings” approach in which
Medicare savings associated with prescribing a biosimilar, as compared to a
reference biological, would be shared with providers.

e Reduced Patient Cost Sharing for Biosimilars: CMS could provide reduced or
zero-dollar cost sharing for biosimilars for patients for a certain period.

CLOSING

In 2018, we estimate! that Pfizer vaccines protected more than 65 million babies
and elderly patients; our medicines helped reduce the risk of heart attack or stroke
for more than 48 million cardiovascular patients; and oncologists used our therapies
to treat more than 1.2 million people battling cancer.

Overall more than 784 million people around the world used a Pfizer medicine
or vaccine to improve their health and, in many cases, save their lives.

These are staggering and humbling numbers. More important, they represent real
people; real people who rely on our innovations. They also serve as a reminder that
we—Ilike our industry peers—are among the biggest contributors of good to human-
ity.

This is why we come to work every day. It’'s why the researchers in our labs in
California, Connecticut, Massachusetts and New York work day-in and day-out to
perfect a formula. It’s why our manufacturing colleagues in Georgia, Kansas, Michi-
gan, Missouri, North Carolina, Ohio, Pennsylvania and Wisconsin—many of whom
are represented by members of this committee—work to ensure the reliable supply
and highest standards of quality of our products.

And it’s why we are here today to work with our peers, other participants in the
healthcare system, and Congress to find ways to ensure the patients who need our
medicines can access them so our industry’s breakthroughs can continue to change
patients’ lives.

QUESTIONS SUBMITTED FOR THE RECORD TO ALBERT BOURLA, DVM, PH.D.

QUESTIONS SUBMITTED BY HON. CHUCK GRASSLEY

Question. At the hearing, you testified that Pfizer does not withhold samples from
generic manufacturers in order to block generic versions of your drug from entering
the market. You also expressed your support for the “Creating and Restoring Equal
Access to Equivalent Samples Act,” also known as the CREATES Act.

1Patient counts are estimates derived from multiple data sources.



67

However, the FDA has a list on its website which identifies reference listed drug
(RLD) access inquiries where brand manufacturers may have prevented generic
companies from obtaining samples of products necessary to support FDA approval.
Pfizer is on this FDA list. This would appear to contradict your testimony at the
hearing that Pfizer has not withheld samples of their products to delay generic com-
petition.

e Could you please explain in detail why Pfizer is on the FDA list?

e Could you please explain in detail the discrepancy between your testimony
and the FDA list?

e Has Pfizer ever blocked access to samples?

Answer. As a patient-focused company and leading manufacturer of innovative,
generic, and biosimilar medicines, Pfizer supports innovation and a strong, competi-
tive marketplace. Consistent with these values, Pfizer does not block generic manu-
facturers from purchasing our products, and it has never been our policy to do so.
Generic manufacturers are treated the same as any other customer seeking to pur-
chase our products. Pfizer is not aware of any current, unfulfilled requests from a
generic manufacturer to purchase a Pfizer product.

Generic manufacturers seeking to purchase Pfizer products should request the
product from Pfizer’s authorized distributors or, if the product is not available at
a distributor, from Pfizer directly, the same as any other Pfizer customers. Pfizer’s
website includes a list of our authorized distributors, from which customers (includ-
ing generic companies) may purchase most Pfizer products (see hitps://www.
pfizer.com | products | medicine-distributors). For products that are not available via
our authorized distributors and that are not in extreme drug shortage or unavail-
able due to a recall, customers can contact Pfizer’s Customer Service center at 1—
800-TRY-FIRST (1-800-879-3477) to purchase product directly from Pfizer. The
telephone number for Pfizer’s Customer Service center is also included on our
website at https:/ /www.pfizer.com /contact. Pfizer makes its products available for
sale to appropriately licensed entities at Pfizer’s listed price and on Pfizer’s stand-
ard terms of sale. We do not have any agreements with authorized distributors that
block the sale of Pfizer’s products to generic manufacturers.

Regarding the FDA List (the List), while Pfizer supports FDA’s (the agency) goal
of providing transparency, Pfizer is concerned that the List lacks certain key infor-
mation and context and, as currently presented, may create the misleading impres-
sion that all products on the List are the result of bad faith attempts to block ge-
neric manufacturer access to samples. The appearance of a product on the FDA List
means only that a generic manufacturer informed the agency at some point in time
that it was having difficulty purchasing the listed product. FDA’s own disclaimer
states that the agency has not independently investigated or confirmed whether a
generic manufacturer actually made a request to purchase product, and to whom.!
The FDA List also lacks several important pieces of information that would enable
a New Drug Application (NDA) holder to investigate its appearance on the List. The
List does not include: (1) which generic manufacturer made the request; (2) when
and to whom the generic manufacturer made the request (e.g., to a wholesaler or
directly to the NDA holder); (3) whether the generic manufacturer that made the
inquiry was thereafter able to obtain product; and (4) any reason(s) why a generic
manufacturer may not have been able to obtain product (e.g., a recall). Finally,
Pfizer notes that FDA does not currently inform an NDA holder in real time when
a generic manufacturer notifies the agency that it is having difficulty obtaining
product. Had the agency informed Pfizer at the time it received the inquiries noted
on the FDA List, Pfizer could have then undertaken its own efforts to resolve the
issue. Pfizer communicated its concerns about the FDA List to the agency in May
2018. For your information we have included Pfizer’s letter to FDA on this topic and
the agency’s response (see Exhibits 1 and 2 in the Appendix).

There are three new drug applications owned by Pfizer on the FDA List: Embeda
(NDA 022321), Tikosyn (NDA 020931) and Hemabate (NDA 017989). Embeda offers
a good example of the List’s shortcomings. Pfizer acquired King Pharmaceuticals
(the previous NDA holder of Embeda) in March 2011, and two weeks later deter-
mined that Embeda needed to be recalled from the U.S. market due to stability
issues. After diligently addressing the issues that led to the recall, Pfizer relaunched
Embeda to the U.S. market in January 2015, and it is available for purchase via
Pfizer’s authorized distributors. However, one consequence of the recall was that

1 (hitps:/ | www.fda.gov | Drugs | DevelopmentApproval Process | HowDrugsareDevelopedandAp
proved | ApprovalApplications [ Abbreviated NewDrugApplicationANDAGenerics | ucm607738.htm).
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Embeda was not available in the U.S. market for almost 4 years which may explain
why a generic manufacturer had a problem obtaining it during those years. The
FDA List does not specify when the generic manufacturer’s inquiry regarding
Embeda was made nor does the FDA List indicate that several generic applications
for Embeda had been submitted to FDA in 2010 (which means that before the recall,
several generic manufacturers were successfully able to purchase Embeda, conduct
the necessary testing, and file Abbreviated New Drug Applications (ANDAs)). Pfizer
has not identified any recent inquiries from generic manufacturers seeking to pur-
chase Embeda that have not been fulfilled.

The circumstances around Tikosyn also illustrate the List’s shortcomings. Pfizer
was able to identify a single inquiry made by a generic manufacturer directly to
Pfizer to purchase Tikosyn in 2014. At that time, Tikosyn was subject to an FDA
imposed Risk Evaluation and Mitigation Strategies (REMS) with Elements to As-
sure Safe Use (“ETASU”) that restricted distribution, so Pfizer responded by asking
the manufacturer to obtain written confirmation from the FDA that Pfizer’s provi-
sion of the product to the generic manufacturer would not be considered a violation
of its REMS. The generic manufacturer did not contact Pfizer further, and Pfizer
never received any written correspondence from the agency. FDA subsequently re-
moved the REMS for Tikosyn in 2016, and multiple generic versions of Tikosyn are
now approved, the first generic approval occurring in June 2016. This context is not
reflected in FDA’s List.

Finally, with respect to Hemabate, this product was previously subject to certain
restrictions on distribution (i.e., it was sold only to customers with medical and sur-
gical intensive care centers) to ensure its safe and appropriate use. This distribution
approach was established by the previous NDA holder (Pharmacia) and it continued
following Pfizer’s acquisition of Pharmacia in 2003. Pfizer discontinued this ap-
proach in early 2018 after determining that it was no longer necessary, and this
product is now available through our authorized distributors. During the time when
Hemabate was under restricted distribution, it was not available at Pfizer’s author-
ized distributors, but had a generic manufacturer approached Pfizer’s Customer
Service center directly, we would have been able to address the inquiry. Pfizer’s
Customer Service was not able to identify any specific requests from a generic man-
ufacturer to purchase Hemabate that have not been fulfilled.

We hope that this information explains the apparent discrepancy between Mr.
Bourla’s testimony and the appearance of these Pfizer products on the FDA List,
and demonstrates Pfizer’s diligence on these issues and commitment to a competi-
tive marketplace.

Question. The Department of Health and Human Services’ proposed rule, “Fraud
and Abuse; Removal of Safe Harbor Protection for Rebates Involving Prescription
Pharmaceuticals and Creation of New Safe Harbor Protection for Certain Point-of-
Sale Reductions in Price on Prescription Pharmaceuticals and Certain Pharmacy
Benefit Manager Service Fees,” envisions that drug manufacturers will offer up-
front discounts rather than the back-end rebates that are now commonly provided.
Some observers argue that a 1996 court case called into question whether manufac-
turers could offer up-front discounts, resulting in today’s rebate-based system. I've
heard differing opinions as to whether the issues related to the initial court case
are still relevant. If the HHS proposed rule is finalized, can you assure the com-
mittee that your company will offer up-front discounts? If not, why?

Answer. Yes, if finalized, price concessions negotiated with intermediaries, includ-
ing Pharmacy Benefit Managers (PBMs) and plan sponsors, will be provided as dis-
counts that will be applied at the point of sale. These discounts will lower patient
out-of-pocket costs since the net price will be used to determine the cost to the pa-
tient when they are in the deductible, co-insurance, and coverage gap phases of
their benefits.

Question. Please describe how you expect your company to respond to the HHS
proposed rule to eliminate safe harbor protection for back-end rebates in Medicare
Part D that is referenced above if it is finalized. Assuming you are confident that
antitrust laws do not prevent your company from offering up-front discounts,
specifically, do you envision that your company lowers the list price of a drug to
the current after-rebate net price, offer discounts equal to the current rebate
amount, or a combination of both?

Answer. If finalized, the rule will result in lower out-of-pocket patient costs at the
pharmacy counter and help address the perverse incentives in the system that have
been contributing to higher list prices for medicines. We realize that the transition
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away from rebates toward a point-of-sale discount model will result in a lowering
of our net prices. Despite this potential negative financial impact, we support efforts
to eliminate rebates because we believe the new model will be good for patients.

As currently written, the proposed rule only applies to the Medicare and Medicaid
managed care segments of the market. It will be important to have any rebate re-
form apply to both government programs and the commercial market as that will
also lead to a lowering of list prices as well. A bifurcated market will make it more
challenging for manufacturers to reduce list price since the commercial market cov-
ers more than 50 percent of Americans with insurance and represents over half of
the business for most manufacturers.

If the proposed rule is modified to apply to all market segments, we would evalu-
ate the best options to arrive at a net price that ensures patients have access to
our medicines. Decisions would be made on a product by product basis given that
each therapeutic class has its own set of competitive and access dynamics. As such,
we expect to use both list price reductions and up-front discounts to achieve these
lower net prices. To ensure these benefits reach patients, it will be important for
Congress to ensure that plans do not create new barriers or restrictions that hinder
patient access and undermine the spirit of the rule.

Question. To what extent are the back-end rebates your company currently offers
contingent on the amount of market share realized for your drugs as a result of Part
D plan formulary placement and other techniques?

Answer. Pfizer’s contracts with Part D Health Plans and PBMs negotiating on
their behalf do not make rebates contingent on market share.

Question. Please provide a breakdown of percentage of sales that go to each payer
(including Medicare, Medicaid, private pay, other) and a similar percentage by vol-
ume of the total number of each drug compared to total volume. Please provide this
data for the most recent year available.

Answer. Pfizer’s prescription pharmaceutical products are sold principally to
wholesalers, and therefore the Company does not have sufficient visibility into
wholesaler distribution at the channel level to provide responses as requested. We
welcome the opportunity to discuss with your committee staff the confidential infor-
mation requested and what we maintain in the ordinary course of business.

Question. Do your companies hire consultants or lobbyists to promote products at
State Medicaid Pharmacy and Therapeutics Committees?

Answer. No.

Question. To whom do you disclose advocacy activities surrounding State Medicaid
programs, if at all?

Answer. Pfizer is committed to the principle of transparency—the disclosure of ac-
tivities reflecting participation in efforts of public interest. These activities include
such areas as funding for educational activities, the status of Pfizer’s U.S. pharma-
ceutical post-marketing commitments, Pfizer’s pipeline of experimental medicines,
the registration and reporting of results of clinical trials, political contributions in
the United States and payments to U.S. health care professionals. The information
we report includes grants to support independent medical education, support for fel-
lowship, scholarship and visiting professorship programs, grants to patient organiza-
tions, medical and scientific associations, and academic or other medical centers,
charitable contributions, health care-related support to civic organizations and
health care-related non-promotional sponsorships to organizations. For descriptions
of types of support, please visit https://www.pfizer.com /purpose/independent-
grants /transparency-in-grants. Any Medicaid specific advocacy funding we provide
would be captured in these reports.

Question. Please describe how the costs of programs are accounted for within your
company’s financial statements. Please also describe the types of market informa-
tion, such as prescribing and use patterns, that your company collects from different
types of patient assistance programs and patient hub services.

Answer. Pfizer's patient assistance program is a charitable free drug program
that provides commercially available Pfizer medicines free of charge to financially
eligible uninsured and underinsured patients. Separate from the Pfizer patient as-
sistance program, Pfizer also offers patient support programs, which are limited ac-
cess reimbursement support offerings to patients to assist with obtaining access to
and coverage of a prescribed Pfizer medicine.
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The product and administrative costs for the patient assistance program are
charged against Pfizer’s Selling, General and Administrative Expenses line in the
income statement.

Pfizer gathers data in the course of providing free drugs to patients via the pa-
tient assistance program. We can bucket data collection in several ways:

(1) Transactional data—Utilized to determine patient eligibility to receive free
access to a physician-prescribed therapy.

(2) Operational data—The operational data is utilized to provide free access to
medicines to the eligible patient and the following is reported at an aggre-
gated level: (i) program utilization trends; (ii) application processing trends;
(1ii) patient coverage trends; (iv) channel utilization (distribution versus
pharmacy); (v) fulfillment and order processing days; and (vi) call metrics.

Pfizer gathers the following two categories of data when providing patient support
programs:

(1) Transactional—Utilized to assist in accessing prescribed therapy and to de-
termine insurance coverage for the patient. This information contains data
such as the outcome of a benefits investigation, information to determine
the financial need and eligibility for patient support, and disposition of the
patient case (i.e., sent to a specialty pharmacy for fulfillment, sent to Pfizer
gatierét) assistance program, triaged to other financial options, or rejected/

enied).

Operational—These fields could include primary and secondary payers, out-
of-pocket costs borne by the patient, turnaround time to obtain insurance
approval, prior authorization requirements, number of cases requiring ap-
peals, and other data elements on access dynamics. In addition to these ele-
m(}nts, Pfizer will collect relevant adverse events as required by Pfizer drug
safety.

(2

~

Question. Please provide a list of all contributions since January 1, 2014, that
your company has made to any tax exempt organizations working on issues related
to drugs within your product lines, including but not limited to patient groups, dis-
ease awareness groups, medical or professional societies, universities or hospitals,
industry associations or leagues. For each contribution, please provide the name of
the organization that received the donation, the date the donation was made, the
amount of the donation, and a description of the purpose of the contribution (i.e.,
was the contribution for the general fund, a specific purpose to a specific program,
or continuing medical education). Please also note whether the contribution was un-
restricted or restricted; if it was restricted, please explain all restrictions. Finally,
if your company maintains a foundation or other separate charitable arm, please
provide the name of all such entities, and list all donations made from that entity
or entities.

Answer. Information about Pfizer’s charitable giving is listed on Pfizer.com. Please
see the annual reports dating back to 2008 available at https://www.pfizer.
com [purpose [independent-grants [ transparency-in-grants, which include the recipi-
ent name, the contribution amount and the annual quarter in which it was made,
and a description of the relevant program or project. This data is updated each
quarter. Data from Q4 2018 is currently being analyzed and will be available at the
end of March 2019. The annual reports include various funding types and recipient
types. However, in collating this data, Pfizer does not characterize the organizations
as working on issues related to drugs within product lines, or contributions as re-
stricted or unrestricted. Consequently, the requested data is not available in that
format.

Note that information regarding charitable contributions from the Pfizer Founda-
tion is not included in these reports, so Pfizer has included a Pfizer Foundation
Grant Summary as Exhibit 3. The Pfizer Foundation has been working to expand
health-care access to people around the world for nearly 65 years. The impact of this
work is significant and far-reaching, helping underserved individuals from diverse
backgrounds in remote corners of the globe. Through the Pfizer Foundation’s global
health strategy, we provide grant and investment funding to support organizations
and social entrepreneurs in an effort to improve health care delivery in low-and
middle-income countries and increase access to health care for underserved commu-
nities.

Question. Pay for delay agreements cost consumers and taxpayers billions in high-
er drug costs every year. The FTC has gone after drug companies that enter into
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these settlements where the brand pays the generic company to keep its lower cost
alternative off the market. I'm the lead Republican sponsor of S. 64, the “Preserve
Access to Affordable Generics and Biosimilars Act,” which would help put an end
to these deals.

Do you agree that these pay-off agreements keep drug costs high for patients be-
cause they delay competition?

Answer. Pfizer wants to work with you on this issue because we agree that gam-
ing the patent system is unacceptable. The company’s patent settlements do not in-
volve “pay for delay.” On the contrary, when Pfizer settles patent litigation with ge-
neric firms, it does so on terms that generally enable entry of generic competition
earlier than the expiration of its patents and that do not involve unlawful reverse
payments. Pfizer’s patent settlements thus involve lawful compromises that accel-
erate patient access to lower cost generics relative to the expiration of its patents.

Question. Has your company ever entered into these kinds of settlements with a
generic company?

Answer. No. On the contrary, when Pfizer settles patent litigation with generic
firms, it does so on terms that generally enable entry of generic competition earlier
than the expiration of its patents and that do not involve unlawful reverse pay-
ments. Pfizer’s patent settlements thus involve lawful compromises that appro-
priately resolve patent disputes and accelerate patient access to lower cost generics
relative to the expiration of its patents. While Pfizer has been the target of plaintiff
lawyer driven class action lawsuits challenging certain of its settlements with ge-
neric companies, we believe these lawsuits are without merit and are vigorously as-
serting the pro-competitive nature of these settlements in court.

Question. Do you support the pay for delay bill?

Answer. Pfizer agrees that gaming the patent system is unacceptable. We hope
to work with you on legislation that prohibits anticompetitive patent settlements
that is prospective, clearly defines violations and what is deemed to be an improper
settlement and does not presume all patent settlement agreements are per se illegal
and anticompetitive. Laws or actions to restrict certain kinds of pharmaceutical pat-
ent settlements could prevent some pro-consumer settlements that bring generics to
market prior to patent expiration—patent settlements often include an agreement
that enables generics to enter the market earlier than the date of patent expiration,
speeding patient access to more affordable generic options.

REBATE TRAPS/WALLS

Question. I'm increasingly concerned about the effect of so-called “rebate traps” or
“rebate walls” on patients’ access to quality, lower cost medicine. I understand there
is ongoing litigation challenging these practices as anti-competitive.

Does your company engage in the bundling of rebates over multiple products? If
so, why? And what benefit does the consumer gain from that?

Answer. Pfizer does currently bundle rebates over multiple products. Pfizer does
offer bundling arrangements to obtain formulary positions that allow patients to ac-
cess our medicines that otherwise might be restricted.

Question. Does your company view these practices as anticompetitive or harmful
to patients’ access to quality, lower cost medicine?

Answer. Pfizer does not believe bundling is inherently anticompetitive and in cer-
tain circumstances can be procompetitive. However, Pfizer does not tie bundled re-
bates to blocking lower cost competitive agents and believes that when a firm with
monopoly power uses such practices to block lower cost alternatives the conduct is
anticompetitive.

Question. If a policy were adopted to eliminate rebates, or to require that rebate
savings be passed on to the consumer, would that in and of itself solve the issue
of rebate “traps” and “walls”? And would consumers benefit from such a policy?

Answer. A policy that moves rebates to discounts would not in and of itself elimi-
nate the ability of a market leader to block a lower priced medicine. In both Medi-
care and commercial, the Health Plan is still responsible for the majority of the drug
cost and would therefore receive the majority of the discount. The Health Plan or
PBM would still need to transition patients from the higher priced market leader
to the lower priced product in order to realize the savings from the discount. Based
on internal analysis, Pfizer expects that moving from a rebate to a discount model
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will weaken a market leader’s ability to restrict other less expensive products, but
it would not eliminate the possibility.

DRUG PRICING

Question. When setting the list price of a drug, does your company consider regu-
latory costs or compliance? If so, how specifically do those factors affect the list price
of a drug? Please provide at least one specific example, if applicable, from your cur-
rent product portfolio.

Answer. The Food and Drug Administration is the primary regulatory body for
the pharmaceutical industry and is largely focused on the safety, quality, and
efficacy of medicines. The price of a new medicine is most directly influenced by the
value that the medicine may bring to patients and society. Inherent in the value
any product Pfizer brings to the market are the quality, safety, delivery, efficacy,
and reliability of our medicines. These regulatory and compliance factors are part
of the underlying investments to identify a product’s value and are amongst the
many factors we consider when we determine a launch price or make a decision to
change a price.

Question. When setting the list price of a drug, does your company consider the
risk of liability or litigation? If so, how specifically do those factors affect the list
price of a drug? Please provide at least one specific example, if applicable, from your
current product portfolio.

Answer. Liability and litigation are not primary considerations when setting the
list price of a medicine; the value that a product may bring to patients and society
is the most important factor considered.

QUESTIONS SUBMITTED BY HON. PAT ROBERTS

Question. What role do you see value-based agreements (VBAs) playing in the ef-
fort to reduce prescription drug costs? What potential do these arrangements have
to find the “sweet spot” between controlling costs to patients and encouraging inno-
vation of new drugs?

Answer. Value-based agreements (VBA) provide a framework for manufacturers
to be compensated based on a product’s value to patients and the overall health-
care system. Although there are different constructs for VBAs, the basic premise is
that the net price for a product will ultimately be derived based on an agreed upon
performance metric (e.g., clinical, financial, adherence, etc.). Therefore, VBAs can
play fl role in reducing prescription drug costs by ensuring that net prices are linked
to value.

As we shift to a system that rewards value, manufacturers will be incentivized
to focus research and development (R&D) investments in disease areas where there
are unmet needs, to focus on best in class or first in class medicines, and to design
trials that provide the necessary evidence to demonstrate the value of a medicine
beyond the regulatory standards of safety and efficacy to include the evidence to
support reimbursement. If manufacturers deliver medicines of value, the system will
reward the manufacturer which encourages innovation of new drugs.

Question. How can VBAs help lower what patients pay out-of-pocket?

Answer. Value-based agreements (VBA) provide a framework for manufacturers
to be compensated based on a product’s value to patients and the overall health-
care system. There are many different types of VBAs including those based on clin-
ical and/or financial performance metrics for a product. Based on the outcomes
achieved, payers use this information to inform how they cover products. Products
that perform better should be covered in a more favorable manner which often in-
cludes lower out-of-pockets costs for patients which is a benefit to patients in the
near term. In the long term, patients can also benefit from other savings either di-
rectly, (e.g., reducing spending on other medications, lowering medical costs from re-
duced hospitalizations, doctor’s visits, etc.), or indirectly through lower premiums
based on reductions in total cost of care.

Question. Can Congress do more to allow for and encourage the use of VBAs?

Answer. VBAs are in the very early stages of development in the United States.
Many payers and manufacturers have tested different concepts, but to date VBAs
have not achieved scale. There are multiple reasons why VBAs represent a small
fraction of manufacturer/payer contracts (e.g., access to data, difficult and costly to
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administer, etc.). There are certain aspects of the current U.S. regulatory landscape
that are perceived by many as not only complicating VBA implementation but in
some cases limiting their rapid uptake. Stakeholders have frequently identified two
key regulatory hurdles as limiting the expanded adoption of VBAs: (i) the Anti-Kick-
back Statute and (ii) the Medicaid Best Price calculation requirement. While these
regulations serve important roles within the current volume-based reimbursement
system they do not contemplate innovative value-based arrangements which have
resulted in a lack of clarity on how to account for these under the current regulatory
framework. Ultimately, an expansion of VBAs will require reforms to existing regu-
lations that enable more flexibility in designing VBAs.

QUESTIONS SUBMITTED BY HON. MICHAEL B. ENZI

Question. More than 10 years ago, I worked on a bipartisan basis with my good
friends Ted Kennedy and Orrin Hatch to develop a biosimilars approval pathway.
One of the difficult things was accounting for the differences between biosimilars
and generics. I have said before that if a drug was a three-bedroom, two-bath home,
a biologic would be a skyscraper. The size and complexity of the items are just that
different. I understand that it is much harder to build a skyscraper without blue-
prints than a house. Even though the science has come a long way since then, there
aren’t as many biosimilars on the market as we might have hoped. Do you think
the incentives in the law appropriately account for the differences between bio-
similars and generics?

Answer. The Biologics Price Competition and Innovation Act (BPCIA) created an
abbreviated pathway for the licensure of biosimilars, including interchangeable bio-
logic products, and created the framework biosimilar applicants and reference prod-
uct sponsors use to resolve patent disputes. There are currently seven biosimilars
on the market in the United States, and there are a number of biosimilars currently
in development. The FDA has approved a total of 18 biosimilars to date. Neverthe-
less, the success of the BPCIA lies in the increased use of these products, which will
provide savings to both the patient and the taxpayer.

To date, there have been two key policies that have helped support the biosimilars
marketplace: 340B pass-through status for biosimilars and the separate billing/J
code policy for biosimilars.

The separate billing/J code policy for biosimilars has aided in the prompt reim-
bursement of biosimilars for physicians, which is critical in supporting uptake of
biosimilars. The separate billing/J code also provides Congress and CMS with trans-
parency on the average sales price of the biosimilar versus the reference biologic.
Below 1s a table outlining the latest Medicare published average sales prices for the
reference biologic Remicade and both of the biosimilars on the market for Remicade,
Pfizer’s Inflectra and Merck’s Renflexis.2 It is important to note that the average
sales price (ASP) for both biosimilars is lower than the ASP of the reference biologic.
Yet, the market share of the Inflectra biosimilar remains at 6 percent in open sys-
tems (which excludes the VA and Kaiser, which are closed systems where the in-
surer is the payer, the prescriber and the provider).

HCPCS Q4 2018 Q1 2019 Q2 2019
Code CMS ASP CMS ASP CMS ASP
Remicade (reference biologic) J1745 $743.71 $723.10 $677.60
Inflectra (biosimilar) Q5103 $569.01 $529.37 $502.72
Renflexis (biosimilar) Q5104 $599.20 $575.64 $552.00

The 340B pass-through policy for biosimilars has been another positive policy to
support uptake of biosimilars in 340B hospitals. The 340B pass-through policy pro-
vides a temporary “level playing field” for the biosimilar and the reference biologic.
Under the reimbursement model of ASP + x%, providers are incentivized to use a
higher cost product to drive a higher “+ x%” reimbursement. As in the case of bio-
similars, when the biosimilar has a lower ASP the reimbursement is lower to the
health-care provider/340B hospital. The pass-through policy provides temporary re-

2 hitps: | www.cms.gov | Medicare | Medicare-Fee-for-Service-Part-B-Drugs | McrPartBDrugAvg
SalesPrice | 2019ASPFiles.html.
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imbursement parity for lower cost biosimilars. This policy has encouraged 340B hos-
pitals to adopt biosimilars and gain experience and confidence in using them.

Despite these current policies, other adverse incentives that favor higher-cost
originator biologics are keeping biosimilars from reaching patients. In many cases,
payers decline to include lower-cost biosimilars or generics in their formularies be-
cause they would risk losing the rebates they could receive by covering higher-cost
medicines.

Question. 1 know there are proposals to essentially pay more for biosimilars to
make them more attractive, but that is not exactly what we were intending when
we wrote the law. Can you talk about adverse incentives in the market and any bar-
riers to market penetration that we might address to help improve patient access
to these lower cost products?

Answer. Ninety percent of the medicines Americans take are generics and com-
petition from these drugs keeps prices low in most cases. The biologics market,
where some of the most expensive drugs exist, needs similar competition. The mar-
ket today has already seen demonstrated savings as high as 40 percent relative to
the branded product. In Europe, biosimilars have obtained a market share of over
60 percent on some products. However, in the United States, our biosimilar,
Inflectra, has captured only 6 percent, despite the fact that its average selling price
(ASP) is more than 25 percent lower than the originator product. With more com-
petition, Pfizer hopes even further savings can be realized. We believe some of the
adverse incentives and barriers to market penetration include:

1. The Rebate Trap: Brand-name biologic companies are using maneuvers to
block biosimilar competition such as higher rebates and exclusionary con-
tracts.

2. Misinformation: We believe that some physician and patient-directed mate-
rials created by brand companies mischaracterize biosimilars, creating doubt
and confusion about the safety and efficacy of biosimilars. As defined by stat-
ute, an approved biosimilar must be highly similar to and have no clinically
meaningful differences from the reference product and must have the same
mechanism of action (to the extent the mechanism(s) of action of the ref-
erence product are known) as the reference product. Thus, by definition,
biosimilars are safe and efficacious treatments relative to the reference prod-
uct and must work in the same way as the reference product. Any informa-
tion disseminated by reference product sponsors to suggest or imply other-
wise should be promptly addressed by the FDA.

3. Need for incentives: Legislative ideas to promote biosimilar uptake could in-
clude a shared savings biosimilar model; reduced patient cost sharing for
biosimilars.

Although the biosimilar market in the United States is still relatively
new, Pfizer’s experience has been that anticompetitive conduct by brand-
name biologic manufacturers, combined with the lack of policy measures
to support appropriate uptake of biosimilars, have contributed to a slow
uptake. Therefore, we encourage you to consider measures to help
incentivize the use of biosimilars, which can substantially lower Medicare
costs with demonstrated savings to date as high as nearly 40 percent rel-
ative to the branded biologic.

In addition to stopping anticompetitive behavior (either through govern-
ment enforcement or in the courts through private litigation), some key
policy initiatives we believe will support the uptake of biosimilars in the
United States include:

e Waiver of Part B Patient Coinsurance for Biosimilars for a cer-
tain period of time. CMS should waive Part B patient coinsurance
amounts for biosimilars. Cost-sharing changes could be applied at the
Healthcare Common Procedure Coding System (HCPCS) level. This
would not change the overall payment for a biosimilar; however, it
would change the beneficiary’s payment percentage.

¢ CMS should pursue a CMMI model designed to increase access to
biosimilars, including a “shared savings” model whereby Medicare sav-
ings associated with prescribing a biosimilar, as compared to a ref-
erence biological, would be shared with providers.
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e CMS should maintain the current biosimilar pass-through sta-
tus as this provides biosimilars with a “level playing field” with their
higher priced reference biologic competitors.

e CMS should create payment incentives for plans by contracting
with a measure developer for a biosimilar use measure for the STARS
program, which would correct other adverse incentives for biosimilar
uptake for Medicare Advantage plans.

QUESTIONS SUBMITTED BY HON. JOHN CORNYN

Question. We continue to hear that rebates negotiated off of the list price of a
drug are both good and bad.

Pharmacy benefit managers and plans have argued that rebates are used to lower
premiums across the board and that it is the best way to seek a price concession
on otherwise expensive drugs.

Your industry argues that these payers are insisting on higher rebates that can
only be achieved by raising list prices.

But patients often lose under this system, with out of pocket costs being tied to
list price. Insulin patients appear to be routinely impacted by this perversity in the
system.

Please explain to the committee how your company would reduce list prices if re-
bates were no longer a part of the equation?

Answer. If finalized, the rule would result in lower out-of-pocket patient costs at
the pharmacy counter and help address the perverse incentives in the system that
have been contributing to higher list prices for medicines.

In 2019, Pfizer expects to pay billions of dollars in rebates to ensure patients with
pharmacy benefits coverage in Medicare Part D and patients in commercial plans
have access to our medicines. If the proposed rule to share rebates with consumers
at the point of sale is finalized, we estimate that seniors taking Pfizer medicines
could save $270 on average per year, and up to $574 per year for certain Pfizer
medicines, through lower cost sharing—and that would outweigh any premium in-
creases.

As currently written, the proposed rule only applies to the Medicare and Medicaid
managed care segments of the market. It will be important to have rebate reform
changes apply to both government programs and the commercial market. A bifur-
cated market will make it more challenging for manufacturers to reduce list price
since the commercial market covers more than 50 percent of Americans with insur-
ance and represents over half of the business for most manufacturers.

If the proposed reform is modified to apply to all market segments, we would
evaluate the best options to arrive at a net price that ensures patients have access
to our medicines. Decisions would be made on a product by product basis given that
each therapeutic class has its own set of competitive and access dynamics.

Question. What assurance can you provide that you would in fact lower your
prices?

Answer. If the rule is finalized consistent with the aforementioned concerns,
Pfizer is confident patients will benefit from savings of any price concessions at the
point of sale.

Question. What actions should be taken to ensure that patients are actually see-
ing the benefits of lower out of pocket costs?

Answer. We strongly support ensuring that patients receive the benefit of rebates
at the pharmacy counter and look forward to working with Congress and HHS on
this issue. We encourage Congress to ensure that plans do not impose new barriers
or restrictions to access that undermine the spirit of the rule and prevent patients
from benefiting from the savings.

Question. If rebates are driving high list prices for drugs as drug manufacturers’
claim, why do you think that Part B drugs, which have no PBM rebates, are also
seeing significant price increases? Whose fault is that?

There are rebates involved with infusion medicines (Medicare Part B drugs), and
Pfizer is willing to engage with your staff in general terms to explain the relation-
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ship and negotiations between manufacturers and payers such as insurers and
PBMs for drugs in this space.

Pfizer also believes there are other ways to reform the Part B payment system
to move away from incentivizing the use of more costly drugs. One solution we sup-
port for reforming Part B is a Competitive Acquisition Program (CAP) to allow ven-
dors to deliver and bill Medicare for drugs, starting in a few cities. We believe this
will inject competition into the program.

Biosimilars are another solution. Pfizer is fully committed to the goals set by Con-
gress to bring new biosimilars to market, ensuring that patients have access to a
wide range of treatment options at a competitive, affordable price. The market today
has already seen demonstrated savings as high as 40 percent relative to the brand-
ed product. With more competition, we hope even further savings can be realized.

REBATE TRAPS

Question. Pfizer’s biosimilar to Janssen’s Remicade has struggled to gain market
share, despite being priced at a significant discount to the biologic.

Please explain the market challenges you are seeing with this product. How does
the practice of drug companies “bundling” the prices of product portfolios and re-
bates associated with these drugs limit competition and access to lower-cost bio-
similars?

Answer. As more fully laid out in Exhibit 4, the primary barrier to Inflectra’s up-
take is an anticompetitive contracting scheme that targets both the payer (i.e., in-
surer) channel and the health-care provider (i.e., hospitals, clinics and doctors) chan-
nel. The centerpiece of the scheme is the “rebate trap” that uses pricing penalties
(i.e., the loss of significant rebates) to coerce insurers to enter into exclusive deals
that cover Remicade while effectively blocking Inflectra from coverage. Multi-
product bundling is just one aspect of the conduct. Despite bringing a lower-cost
version of Remicade to market, this biosimilar has captured less than 10 percent
of the market.

Question. Do you attribute this to exclusionary contracts or “paying for position”
to keep your product off formularies? Please explain this practice and how it keeps
lower-cost drugs out of the hands of patients.

Answer. Pfizer attributes low uptake to an anticompetitive contracting scheme as
described above in response to Question 1.

This is particularly concerning not only because of the direct impact regarding the
health-care system’s spend, but also because it could become the playbook by which
innovator biologics thwart entry by biosimilars in the future. This could inhibit
significant competition to biologics going forward and act as a disincentive for com-
panies to invest in developing biosimilars.

QUESTIONS SUBMITTED BY HON. STEVE DAINES

Question. As an advocate for improving Montanans’ access to low-cost medica-
tions, I've been a champion of the Creating and Restoring Equal Access to Equiva-
lent Samples (CREATES) Act, which would combat anticompetitive practices used
by some brand-name pharmaceutical companies to block or delay competing generic
drugs from entering the market.

During the hearing when I asked if your company had ever withheld samples
from generic manufacturers, you answered emphatically no. Yet, according to the
Food and Drug Administration (FDA), generic drug makers have made inquiries
with the agency claiming they were unable to access samples provided by Pfizer and
AstraZeneca that are needed to conduct studies to produce low-cost generic drugs.

Do you agree that denying generic drug manufacturers access to samples keeps
drug costs high for patients due to lack of competition?

Has your company refused to sell samples or placed any barriers in the way of
generic drug makers acquiring samples?

Are you aware of any outstanding requests for samples?
How does your company work to prevent abuses in the sample system?

Answer. As a patient-focused company and leading manufacturer of innovative,
generic, and biosimilar medicines, Pfizer supports innovation and a strong, competi-
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tive marketplace. Consistent with these values, Pfizer does not block generic manu-
facturers from purchasing our products, and it has never been our policy to do so.
Generic manufacturers are treated the same as any other customer seeking to pur-
chase our products. Pfizer is not aware of any current, unfulfilled requests from a
generic manufacturer to purchase a Pfizer product.

Generic manufacturers seeking to purchase Pfizer products should request the
product from Pfizer’s authorized distributors or, if the product is not available at
a distributor, from Pfizer directly, the same as any other Pfizer customers. Pfizer’s
website includes a list of our authorized distributors, from which customers (includ-
ing generic companies) may purchase most Pfizer products (see hittps://www.
pfizer.com /products | medicine-distributors). For products that are not available via
our authorized distributors and that are not in extreme drug shortage or unavail-
able due to a recall, customers can contact Pfizer’s Customer Service center at 1—
800-TRY-FIRST (1-800-879-3477) to purchase product directly from Pfizer. The
telephone number for Pfizer’s Customer Service center is also included on our
website at https:/ /www.pfizer.com /contact. Pfizer makes its products available for
sale to appropriately licensed entities at Pfizer’s listed price and on Pfizer’s stand-
ard terms of sale. We do not have any agreements with authorized distributors that
block the sale of Pfizer’s products to generic manufacturers.

Regarding the FDA List (the List), while Pfizer supports FDA’s (the agency) goal
of providing transparency, Pfizer is concerned that the List lacks certain key infor-
mation and context and, as currently presented, may create the misleading impres-
sion that all products on the List are the result of bad faith attempts to block ge-
neric manufacturer access to samples. The appearance of a product on the FDA List
means only that a generic manufacturer informed the agency at some point in time
that it was having difficulty purchasing the listed product. FDA’s own disclaimer
states that the agency has not independently investigated or confirmed whether a
generic manufacturer actually made a request to purchase product, and to whom.3
The FDA List also lacks several important pieces of information that would enable
a New Drug Application (NDA) holder to investigate its appearance on the List. The
List does not include: (1) which generic manufacturer made the request; (2) when
and to whom the generic manufacturer made the request (e.g., to a wholesaler, di-
rectly to the NDA holder); (3) whether the generic manufacturer that made the in-
quiry was thereafter able to obtain product; and (4) any reason(s) why a generic
manufacturer may not have been able to obtain product (e.g., a recall). Finally,
Pfizer notes that FDA does not currently inform an NDA holder in real time when
a generic manufacturer notifies the agency that it is having difficulty obtaining
product. Had the agency informed Pfizer at the time it received the inquiries noted
on the FDA List, Pfizer could have then undertaken its own efforts to resolve the
issue. Pfizer communicated its concerns about the FDA List to the agency in May
2018. For your information we have included Pfizer’s letter to FDA on this topic and
the agency’s response (see Exhibits 1 and 2 in the Appendix).

There are three new drug applications owned by Pfizer on the FDA List: Embeda
(NDA 022321), Tikosyn (NDA 020931) and Hemabate (NDA 017989). Embeda offers
a good example of the List’s shortcomings. Pfizer acquired King Pharmaceuticals
(the previous NDA holder of Embeda) in March 2011, and two weeks later deter-
mined that Embeda needed to be recalled from the U.S. market due to stability
issues. After diligently addressing the issues that led to the recall, Pfizer relaunched
Embeda to the U.S. market in January 2015, and it is available for purchase via
Pfizer’s authorized distributors. However, one consequence of the recall, was that
Embeda was not available in the U.S. market for almost 4 years which may explain
why a generic manufacturer had a problem obtaining it during those years. The
FDA List does not specify when the generic manufacturer’s inquiry regarding
Embeda was made nor does the FDA List indicate that several generic applications
for Embeda had been submitted to FDA in 2010 (which means that before the recall,
several generic manufacturers were successfully able to purchase Embeda, conduct
the necessary testing, and file Abbreviated New Drug Applications (ANDAs)). Pfizer
has not identified any recent inquiries from generic manufacturers seeking to pur-
chase Embeda that have not been fulfilled.

The circumstances around Tikosyn also illustrate the List’s shortcomings. Pfizer
was able to identify a single inquiry made by a generic manufacturer directly to
Pfizer to purchase Tikosyn in 2014. At that time, Tikosyn was subject to an FDA
imposed Risk Evaluation and Mitigation Strategies (REMS) with Elements to As-

3 (https:/ /www.fda.gov | Drugs | DevelopmentApprovalProcess | HowDrugsareDevelopedandAp
proved | ApprovalApplications [ Abbreviated NewDrugApplicationANDAGenerics | ucm607738.htm).
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sure Safe Use (“ETASU”) that restricted distribution, so Pfizer responded by asking
the manufacturer to obtain written confirmation from the FDA that Pfizer’s provi-
sion of the product to the generic manufacturer would not be considered a violation
of its REMS. The generic manufacturer did not contact Pfizer further, and Pfizer
never received any written correspondence from the agency. FDA subsequently re-
moved the REMS for Tikosyn in 2016, and multiple generic versions of Tikosyn are
now approved, the first generic approval occurring in June 2016. This context is not
reflected in FDA’s List.

Finally, with respect to Hemabate, this product was previously subject to certain
restrictions on distribution (i.e., it was sold only to customers with medical and sur-
gical intensive care centers) to ensure its safe and appropriate use. This distribution
approach was established by the previous NDA holder (Pharmacia) and it continued
following Pfizer’s acquisition of Pharmacia in 2003. Pfizer discontinued this ap-
proach in early 2018 after determining that it was no longer necessary, and this
product is now available through our authorized distributors. During the time when
Hemabate was under restricted distribution, it was not available at Pfizer’s author-
ized distributors, but had a generic manufacturer approached Pfizer’s Customer
Service center directly, we would have been able to address the inquiry. Pfizer’s
Customer Service was not able to identify any specific requests from a generic man-
ufacturer to purchase Hemabate that have not been fulfilled.

We hope that this information explains the apparent discrepancy between Mr.
Bourla’s testimony and the appearance of these Pfizer products on the FDA List,
and demonstrates Pfizer’s diligence on these issues and commitment to a competi-
tive marketplace.

QUESTIONS SUBMITTED BY HON. ToDD YOUNG
RE-EVALUATING BUSINESS STRATEGIES IN FOREIGN COUNTRIES

Question. Since taking office, President Trump has made reducing drug prices one
of his highest priorities—and has repeatedly spoken about his frustration with the
U.S. subsidizing the costs of pharmaceuticals for the rest of the world. He has gone
so far as to issue proposals, like the International Pricing Index (IPI) Model, in an
attempt to bring down prescription drug prices.

With the increased scrutiny of the industry and of the drug supply chain as a
whole in the United States, have any of your companies re-evaluated your business
strategy in foreign countries?

Answer. Pfizer’s purpose is breakthroughs that change patients’ lives; all aspects
of Pfizer’s business model are infused with this purpose. It is Pfizer’s priority to
make our medicines and vaccines available and accessible to all patients who need
them, regardless of where they live.

Proposals to implement international reference pricing for the U.S. market would
have far-reaching consequences to patient access, innovation and our business strat-
egies both in the United States and in foreign countries.

If the United States were to implement the proposed International Price Indexing
(IPI) model, we believe that a change of this scale could be very disruptive, chal-
lenging our ability to reach patients both inside and outside of the United States
in a timely manner while fulfilling commitments to our shareholders and further
investing in R&D.

Question. If not, then why?

Answer. Pfizer agrees that more must be done to address foreign pricing differen-
tials. We want to continue to work with policymakers on solutions to ensure other
countries appropriately recognize the value of innovation. Pfizer supports the con-
cept of “shared value for innovation” because it promotes global fairness. This
means that all nations recognize the importance and benefits of medicines to pa-
tients and society and the significant investments required to develop them, and
that all patients should benefit, no matter where they live.

If foreign countries were to increase their support for shared value for innovation,
American patients would benefit based on increased innovation, drug launches, com-
petition and more access to new medicines.

Question. If a proposal, like IPI, were implemented, would it force your companies
to potentially “walk away from the negotiating table when other countries demand
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low prices subsidized by America’s seniors,” as HHS Senior Advisor for Drug Pricing
Reform John O’Brien has said?

Answer. While the IPI could lead to potential situations in which a company
would “walk away” as noted by John O’Brien, pricing is not the only determinant
of reimbursement negotiations in foreign countries, many of which employ access
controls, restricting patients’ ability to receive new innovative medicines.

We have concerns with the IPI model. The use of reference pricing is strongly as-
sociated with market and patient access delays in countries that have adopted ref-
erence pricing, among other cost-containment mechanisms. Pfizer works with gov-
ernments and health systems around the world to support patients’ access to the
medicines they need. We strongly believe that flexibility in our ability to set global
prices improves access to medicines.

Question. What are some of your ideas on how we can ensure Americans aren’t
shouldering the full cost of pharmaceuticals?

Answer. Pfizer believes that developed countries have an important role to play
in supporting global innovation ecosystems. As such, we would encourage the
United States Government to continue to elevate the innovation agenda in multilat-
eral discussions, with an emphasis on rewarding innovation in health-care delivery,
science policy and pharmaceutical breakthroughs (e.g., through the G7). U.S. trade
negotiations, such as those with Japan, also provide important opportunities for the
United States to secure robust commitments that ensure countries protect intellec-
tual property, provide fair market access for U.S. companies, and appropriately rec-
ognize the value of innovation.

Pfizer also believes that there are other ways to reform the Part B payment sys-
tem to move away from incentivizing the use of more costly drugs. One solution we
support for reforming Part B is a Competitive Acquisition Program (CAP) to allow
vendors to deliver and bill Medicare for drugs, starting in a few cities. We believe
this will inject competition into the program.

Biosimilars are another solution. Pfizer is fully committed to the goals set by Con-
gress to bring new biosimilars to market, ensuring that patients have access to a
wide range of treatment options at a competitive, affordable price. The market today
has already seen demonstrated savings as high as 40 percent relative to the brand-
ed product. With more competition, Pfizer hopes even further savings can be real-
ized.

FOREIGN COUNTRIES’ PRICING AND REIMBURSEMENT

Question. President Trump and Secretary Azar have both repeatedly described
their frustrations with “foreign freeloading” of U.S. drugs in the last year.

“When foreign governments extort unreasonably low prices from U.S. drug mak-
ers, Americans have to pay more to subsidize the enormous cost of research and de-
velopment. . . . It’'s unfair and it’s ridiculous, and it’s not going to happen any
longer.”

Do you agree that because of foreign countries’ pricing and reimbursement sys-
tems, U.S. patients and innovators are shouldering the burden for financing medical
advances?

Answer. Pfizer agrees that more must be done to address foreign pricing differen-
tials. Wealthy countries should reimburse innovative medicines based on fair value.
As stated above, “foreign free-loading” has a significant impact on the U.S. bio-
pharmaceutical industry’s investments in continued innovation. If the United States
secures agreements that ensure countries protect intellectual property, provide fair
market access for U.S. companies, and appropriately recognize the value of innova-
tion, this will help ensure U.S. patients continue to have access to innovative medi-
cines.

Question. How do foreign countries’ pricing and reimbursement systems affect our
prescription drug costs?

Answer. The U.S. health-care system offers patients more choice and faster avail-
ability of innovative medicines. While government-run health systems aim to pro-
vide care to their people, they are often challenged to provide fast and easy access
to the latest innovations. These governments often have to make choices between
paying for health care and other government priorities.
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The United States allows companies and providers to set prices that reflect the
benefits to patients and societies. This includes ensuring that health-care profes-
sionals and patients have choices for individualized care, that there is competition
among companies, and that their expectations for access to the latest medical ad-
vances are met.

Some developed countries rely on price controls and other government regulations
to set the prices of health care, including medicines. This may result in some lower
prices but can also result in restrictions on who is eligible to receive a covered medi-
cine. A recent op-ed in The Wall Street Journal pointed out that of the 45 new drugs
that FDA approved in 2015, all were covered by Medicare in the United States in
2017, but only 19 in France, 13 in Canada and 11 in Australia.4

However, prices are not always higher in the United States. Nine out of ten drugs
that patients pick up at the pharmacy are generics, and these drugs are less expen-
sive than they are in Europe, Japan, China or many countries around the world.
The U.S. system is the most efficient system for delivering lower-cost generics to
patients.

Pfizer supports the concept of “shared value for innovation” because it promotes
global fairness. This means that all nations recognize the importance and benefits
of medicines to patients and society and the significant investments required to de-
velop them, and that all patients should benefit, no matter where they live.

If foreign countries were to increase their support for shared value for innovation,
American patients would benefit based on increased innovation, drug launches, com-
petition and more access to new medicines.

Question. Are foreign governments taking note of the concerns being raised by the
Trump administration and have they responded in any way?

Answer. Pfizer believes that other governments are indeed taking note of the ad-
ministration’s focus on health-care spending.

Question. Has there been any noticeable change in any of our trade agreements
since these concerns have been raised by the Trump administration?

Answer. The Trump administration recently signed the U.S.-Mexico-Canada
Agreement (USMCA), which includes important commitments that will help compa-
nies like Pfizer continue to innovate to bring new therapies to patients. For exam-
ple, the agreement includes a commitment to provide 10 years of regulatory data
protection for biologics. This commitment had not been included in any trade agree-
ment negotiated prior to USMCA and is an important achievement. The Trump ad-
ministration is also pursuing new bilateral trade negotiations with Japan, the EU,
and the UK; because the negotiations have not yet concluded, however, it is pre-
énatlure to comment on how those agreements may compare to other U.S. trade

eals.

MEDICAID CLOSED FORMULARY PROPOSALS

Question. In an attempt to bring down drug costs, various States have been ex-
ploring whether to exclude certain drugs from its Medicaid program. For example,
the State of Massachusetts’ recently asked CMS for permission to create a closed
formulary where the State Medicaid program would pick at least one drug per
therapeutic class. CMS denied their waiver request citing violation of Federal law,
but this proposal does bring up important questions on how to contain drug prices
in State Medicaid programs.

If the principles of the Medicare Part D program—including the necessary patient
protections—were applied to State Medicaid programs, do you think it lower drugs
costs while ensuring access to patients?

Answer. Pfizer supports efforts to ensure patients have access to medicines. Stud-
ies suggest that allowing more choice of medications has positive results for pa-
tients: lowering the chances of drug interactions and adverse events and increasing
the efficacy of treatment.> Years of research have also shown that limiting

4 https: | |www.wsj.com [ articles | how-to-reduce-prescription-drug-prices-first-do-no-harm-1155
0100537.

58See, e.g., DiMasi, “Competitiveness in follow-on drug R&D: a race or imitation?”, 10 Nat.
Rev. Discov. 23-27 (Jan. 2011); Turner et. al, “Parsing Interindividual Drug Variability: An
Emerging Role for Systems Pharmacology,” Wiley Interdiscip. Rev. Syst. Biol. Med. 221-41
(2015); Mullins et. al, “Persistence, Switching, and Discontinuation Rates Among Patients Re-
ceiving Sertraline, Paroxetine, and Citalopram,” 25 Pharmacotherapy 660—-67 (2005).
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formularies correlates to poor medication adherence outcomes.® Studies featuring
Medicaid recipients with severe health conditions indicate that in many instances,
these restrictions can result in negative health outcomes and other outcomes (such
as increased incarceration rates) without generating program savings or other in-
tended benefits (and sometimes increasing overall State costs).”

MEDICAID “BEST PRICE”

Question. In the Trump administration’s Blueprint, they suggested that because
drug manufactures have to give Medicaid the “best price” on drugs, there is no in-
centive to offer deeper discounts to other payers—both government and commer-
cial—than what is already offered under the Medicaid Drug Rebate Program.

Does the Medicaid “best price” requirement encourage manufacturers to increase
initial prices?

Answer. Medicaid Best Price is not a factor in setting our launch prices.

Question. What, if any, changes would you suggest we make to the program?

Answer. Pfizer encourages HHS to consider how to address the challenges that
Medicaid Best Price poses for value-based agreement (VBAs). Specifically, we rec-
ommend that:

e To allow for innovative approaches and risk sharing, a poor outcome should
not set a new price for Medicaid. This would allow manufacturers to share
more risk with commercial health plans.

Approaches to reporting VBAs should be as simple as possible. This would
help avoid creating operational challenges for companies that may prevent de-
velopment of innovative approaches.

e Manufacturers should continue to have flexibility to make reasonable as-
sumptions in their price reporting, so that reporting approaches can evolve
to reflect changes in the dynamic market and contracting environment.

OUTCOMES-BASED CONTRACTS

Question. In almost all of your testimonies, you highlight your support of out-
comes-based contracts and how we need to be shifting our system toward that ap-
proach.

How will these contracts lower drug costs for patients in both the near term and
long-term?

Answer. Value-based agreements (VBA) provide a framework for paying for medi-
cines based on their value to patients and the overall health-care system. There are
many different types of VBAs including those based on clinical and/or financial per-
formance metrics for a product. Based on the outcomes achieved, payers use this
information to inform how they cover products. Products that perform better should
be covered in a more favorable manner which often includes lower out-of-pockets
costs for patients which is a benefit to patients in the near term. In the long term,
patients can also benefit from other savings either directly, (e.g., reducing spending
on other medications, lowering medical costs from reduced hospitalizations, doctor’s
V%sits, etc.), or indirectly through lower premiums based on reductions in total cost
of care.

Question. How will they lower overall health-care costs for our Federal programs?

6 See, e.g., Happe et. al, “A Systematic Literature Review Assessing the Directional Impact of
Managed Care Formulary Restrictions on Medication Adherence, Clinical Outcomes, Economic
Outcomes, and Health Care Resource Utilization,” 20 Manag. Care Spec. Pharm. 677-84 (2014).

7See, e.g., U.S.C. Schaffer, “Medicaid Access Restrictions on Psychiatric Drugs: Penny-Wise
or Pound Foolish?”, (Feb. 2015), http:/ [ healthpolicy.usc.edu /documents/USC%20Issue%20Brief
%20No.%202%20Final.pdf (indicating increased incarceration rates associated with certain ac-
cess restrictions); Lu, et. al, “Unintended Impacts of a Medicaid Prior Authorization Policy on
Access to Medications for Bipolar Illness,” 48 Medical Care 4 (Jan. 2010) (finding that while
a prior authorization policy in Maine Medicaid was associated with a marked decrease in rates
of initiation of bipolar treatments associated with reduction in initiation of nonpreferred agents,
the policy had no discernable impact on rates of switching therapy among patients currently
on treatment); Farley, et al., “Retrospective Assessment of Medicaid Step-Therapy Prior Author-
ization Policy for Atypical Antipsychotic Medications,” 30 Clinical Therapeutics 1524 (April
2008) (showing, for a group of Medicaid patients with schizophrenia who were subject to a prior
authorization policy for atypical antipsychotic medications, significant increases in per member
per month outpatient expenditures far exceeded the associated savings in atypical antipsychotic
expenditures).
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Answer. VBAs can be implemented in Federal programs so that the benefits de-
scribed above can accrue to the Federal programs.

Question. What have the preliminary results looked like so far?

Answer. VBAs are in the very early stages of development in the United States.
Many payers and manufacturers have tested different concepts but to date, VBAs
have not achieved scale. There are multiple reasons why VBAs represent a small
fraction of manufacturer/payer contracts (e.g., access to data, difficult and costly to
administer, etc.). There are certain aspects of the current U.S. regulatory landscape
that are perceived by many as not only complicating VBA implementation but in
some cases limiting their rapid uptake. Stakeholders have frequently identified two
key regulatory hurdles as limiting the expanded adoption of VBAs: (i) the Anti-Kick-
back Statute and (ii) the Medicaid Best Price calculation requirement. While these
regulations serve important roles within the current volume-based reimbursement
system they do not contemplate innovative value-based arrangements which has re-
sulted in a lack of clarity on how to account for these under the current regulatory
framework. Ultimately, an expansion of VBAs will require reforms to existing regu-
lations that enable more flexibility in designing VBAs.

TRANSPARENCY/POINT OF SALE

Question. In almost all of your testimonies, you express your support for the
Trump administration’s proposal to allow manufacturers to provide PBMs up-front
discounts that are passed onto patients at the point of sale.

Do you feel like this proposal will make the transactions within the drug supply
chain more transparent?

Answer. Pfizer acknowledges that providing discounts pursuant to the safe harbor
for point-of-sale price discounts will enhance transparency of net pricing strategies
and potentially drive downward pressure on net prices. Nonetheless, Pfizer believes
that the proposed safe harbors are good for patients and lay the groundwork for the
systemic change needed to create a simpler, more cost effective, and more trans-
parent U.S. health-care system, and we are fully committed to operating in this new
system. We are concerned, however, that plans and PBMs could impose new for-
mulary restrictions and utilization barriers to make up for lost rebates that under-
mine the spirit of the rule and create new access challenges to patients. For patients
to receive the benefits of the rule, we urge policymakers to ensure that no new ac-
cess barriers are created as a way to compensate for lost rebate.

Question. If so, would this transparency bring down drug costs—overall and for
specialty drugs?

Answer. Only through such transparency can Pfizer and other industry players
ensure that discounts and other price reductions directly benefit the patient, which
is a critical factor driving Pfizer’s support for the Proposed Rule.

THE RELATIONSHIP BETWEEN WHOLESALERS AND MANUFACTURERS

Question. When talking about the pharmaceutical supply chain, a lot of focus has
been placed on the Pharmacy Benefit Manager. But there’s another side of the
equation that I'd like to ask about: how do wholesalers negotiate pricing with manu-
facturers?

Answer. Wholesalers pay list price for our products. They may receive prompt pay
discounts, which would reduce their net price. Wholesalers also can earn bona fide
service fees based on performing services that are important to pharmaceutical
manufacturers.

Question. What impact does this have on drug costs?

Answer. These discounts and fees are relatively consistent across products and do
not significantly impact drug costs.

Question. What incentives or disincentives do they have to contain price in-
creases?

Answer. As a result of the competitive nature of their business, wholesalers do
have an incentive to contain price increases.
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QUESTIONS SUBMITTED BY HON. RON WYDEN
PROPOSED REBATE RULE

Question. As has been done in many other settings, drug manufacturers said dur-
ing the hearing that one reason list prices for drugs are high is that pharmaceutical
benefit managers (PBMs) demand larger and larger rebates in order for the drug
to receive favorable placement on a formulary. You and your colleagues who testi-
fied during the hearing stated if the administration’s proposal on changes to the
anti-kickback safe harbor for pharmaceutical rebates took effect, your company
would likely lower list price.

Like many Oregonians, I am skeptical drug manufacturers would voluntarily
lower their prices. Therefore, would you support legislation that would (1) make
similar changes the administration has put forward related to Part D and Medicaid
managed care, (2) change the rebate system in a similar way to the proposal for
the commercial market, and (3) require drug makers to lower the list price of their
drugs equal to the amount of rebates provided today?

Answer. Pfizer would support legislation that reforms the current system of rebat-
ing to one in which payers are required to use manufacturer provided discounts to
ensure that the patient gets the benefit of the discount at the point of sale. We sup-
port this reform across all segments of the market where private sector negotiations
result in lower net prices including Medicare Part D, Medicaid managed care and
the commercial markets.

We realize that the transition away from rebates toward a point-of-sale discount
model will result in a lowering of our net prices. Despite this potential negative
financial impact, we support efforts to eliminate rebates because we believe the new
model will be good for patients.

As currently written, the proposed rule only applies to the Medicare and Medicaid
managed care segments of the market. It will be important to have any rebate re-
form apply to both government programs and the commercial market as that will
also lead to a lowering of list prices as well. A bifurcated market will make it more
challenging for manufacturers to reduce list price since the commercial market cov-
ers more than 50 percent of Americans with insurance and represents over half of
the business for most manufacturers.

If the proposed rule is modified to apply to all market segments, we would evalu-
ate the best options to arrive at a net price that ensures patients have access to
our medicines. Decisions would be made on a product by product basis given that
each therapeutic class has its own set of competitive and access dynamics. To en-
sure these benefits reach patients, it will be important for policymakers to ensure
that plans do not create new barriers or restrictions that hinder patient access and
undermine the spirit of the rule.

MEDICAID DRUG REBATE PROGRAM

Question. The Medicaid Drug Rebate Program (MDRP) requires manufacturers to
provide a basic rebate and an additional inflationary rebate for both brand and ge-
neric drugs. The inflationary rebate is an increasingly substantial part of total re-
bates due in large part to large increases in drug prices that exceed inflation. Under
current law, this inflationary rebate is capped at 100 percent of Average Manufac-
turer Price (AMP). This is the case even when manufacturers continue to raise their
prices well above inflation.

Please provide a list of all of your pharmaceutical products that have reached the
Medicaid AMP rebate cap in any of the 20 quarters from January 1, 2014 through
December 31, 2018.

For each drug listed in response to question 1, please also provide a list of which
quarters and years each drug hit the cap.

Answer. Given the highly confidential nature of the information requested, we
would need to discuss the scope of this request with your staff.

MEDICAID DRUG REBATE PROGRAM COMPLIANCE

Question. I am concerned about recent reports and legal settlements surrounding
drug manufacturers’ failure to comply fully with the requirements of the MDRP. For
example, an analysis by the U.S. Department of Health and Human Services Office
of Inspector General found that between 2012 and 2016 taxpayers may have over-
paid by as much as $1.3 billion for 10 potentially misclassified drugs. That is why
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I introduced the Right Rebate Act with Chairman Grassley to prevent drug manu-
facturers from manipulating Medicaid to increase their profits. However, I contin-
ued to be concerned about oversight and manufacturer compliance with the require-
ments of the Medicaid Drug Rebate Program. Accordingly, please describe the fol-
lowing: your company’s current compliance plan and procedures used to ensure com-
pliance with the requirements of the Medicaid Drug Rebate Program including in-
ternal audits or other checks you use to identify compliance vulnerabilities; any past
or ongoing issues of non-compliance; any corrective actions taken to address iden-
tified problems or issues of non-compliance with the MDRP and how such steps
were communicated to the Centers for Medicare and Medicaid Services; and any
steps taken to improve compliance and ensure that all Medicaid drug rebates owed
to the Federal Government and the States are paid in full.

Answer. It is Pfizer’s policy to comply with all legislation, regulations, provisions,
requirements, terms and conditions of the MDRP.

In order for its outpatient drugs to be covered by the Medicaid program, a manu-
facturer must enter into a national rebate agreement with the Secretary of HHS.
This agreement generally requires manufacturers to offer Medicaid agencies the
mandated discounts for covered prescription drugs. Pfizer is responsible for calcu-
lating and reporting to the Federal Government on a monthly and quarterly basis
various metrics for each of Pfizer’s products and, ultimately, for paying cor-
responding rebates based on Medicaid recipients’ purchases of the company’s cov-
ered drugs. In return for these rebates, State Medicaid agencies must pay for all
of the drug company’s covered drugs (with certain limited exceptions). If the price
of the manufacturer’s drug rises faster than the inflation rate, States may require
an additional rebate. Pfizer and/or its predecessor entities have signed a Rebate
Agreement with HHS for all Pfizer labeler codes and Pfizer remains vigilant of its
obligations under the Medicaid Drug Rebate Program.

The Company has robust policies and procedures to ensure compliance with gov-
ernment price calculations, certification and reporting under MDRP including
Pfizer’s certification, reporting, payment obligations, records retention and audit ob-
ligations. The Company’s policies and procedures are also meant to impart to Pfizer
employees an understanding of the government pricing metrics calculated under the
MDRP. Consistent with Pfizer’s policies and procedures and available CMS guid-
ance, if Pfizer becomes aware of any instances of non-compliance with the MDRP,
Pfizer reports and/or communicates with CMS. Based on our current information
and belief, Pfizer complies with CMS regulations and interacts with CMS to take
corrective action as instructed.

BONUS PAYMENTS TIED TO SPECIFIC DRUGS

Question. I am concerned by the potential for employee financial incentives to en-
courage high launch prices and price increases for prescription drugs.

Is your salary, bonus, or other compensation tied to sales or revenue targets of
a single product your company sells? Has it ever been? If yes, please state the prod-
uct or products to which your salary, bonus or other compensation was tied.

Answer. No. Dr. Bourla’s salary, bonus, or other compensation is not nor has ever
been tied to the sales or revenue targets of a single product.

Question. Is your salary, bonus, or other compensation tied to either revenue or
net income of the company as a whole? Has it ever been? If yes, please explain what
assumptions about price increases are used when the compensation committee sets
revenue or net income goals. Does the compensation committee provide any guid-
ance to executives in regards to the amount of revenue that the company will gen-
erate from price increases versus volume growth?

Answer. Dr. Bourla, along with over approximately 48,000 other colleagues, par-
ticipates in Pfizer’s annual bonus plan, Pfizer’s Global Performance Plan (GPP),
which is funded annually based on Pfizer’s performance measured against three
financial metrics: revenue, adjusted earnings per share and cash flow from oper-
ations and has been since 2008.

Therefore, any annual bonuses through Pfizer’'s GPP, determined by the Com-
pensation Committee of the Board of Directors and ratified by the independent
members of the Board, is in part based on company revenue and net income as ad-
justed earnings per share is derived from net income. In determining Dr. Bourla’s
bonus, the Compensation Committee also takes into account other factors such as
his individual performance against his annual performance objectives and overall
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company performance (e.g., pipeline). Neither Dr. Bourla’s salary nor other com-
pensation is tied to revenue or net income of the company as a whole.

In setting the corporate financial goals for compensation purposes, the Compensa-
tion Committee uses the company’s annual budget as the starting point and it is
adjusted accordingly based on the final business plan discussion which accounts for
various factors, including access, rebates, losses of exclusivity and expected price ad-
justments.

The Compensation Committee does not provide any guidance with regard to the
amount of revenue that the company will generate from price increases versus vol-
ume growth.

NET PRICES

Question. In your testimony, you stated, “In 2018, the average net price of Pfizer’s
medicines in the United States declined 1 percent.” Please describe how the com-
pany’s year-over-year aggregate net price is calculated.

Answer. The Net Sales Price impact versus the Prior Year reflects the year-over-
year change in average net selling price (calculated as net sales / units) multiplied
by the current year’s units. This calculation is performed at a product NDC level,
and then aggregated up to the product and then the total business level.

The company’s aggregate year-over-year impact of price on growth is the summa-
tion of the sales price impact versus prior year from all products in dollars, divided
by the prior year’s total net revenues. In 2018, the year-over-year impact on price
on growth for the U.S. pharmaceutical business was negative 1 percent.

Question. How many products are included in the calculation of the average net
price change? What was the median net price change?

Answer. For 2018, there are a total of 399 products included in the U.S. portfolio;
median net price impact on growth is negative 4 percent.

Question. Is net price weighted? If so, how? For example, in determining the ag-
gregate net price does the company assign different weights to different products
based on volume or other factors? Are “on patent” and “off patent” drugs weighted
identically? Are other statistical weights used or are all products treated equally?

Answer. Aggregate change in net price is weighted based on product volume
(units) and mix. All products—both “on patent” and “off patent”—are treated identi-
cally.

Question. Does the figure that you provided during your testimony account for
U.S. prices, international prices, or both? Generally speaking, when your company
reports net price changes, does it differentiate between U.S. and international
prices?

Answer. The figure of negative 1 percent price impact on growth provided during
the testimony is for the United States. Generally speaking, when we respond to in-
quiries on the impact of price on growth, we have responded on a global basis, a
U.S. only basis, or both, dictated by how the inquiry is posed.

Question. Please list the five drugs your company sold in the U.S. that had the
greatest year-over-year net price increase in 2018, noting the increase for each drug
by dollar figure and percentage.

Answer. The following products had the greatest positive impact of sales price on
growth in the United States in 2018: Prevnar, Lyrica, Chantix, Pristiq, Relpax.

Question. Please list the five drugs your company sold in the U.S. that had the
lowest year-over-year net price increase (and/or the greatest decrease) in 2018, not-
ing the increase (or decrease) for each drug by dollar figure and percentage.

Answer. The following products had the greatest negative impact of sales price on
growth in the United States in 2018: Xeljanz, Viagra, Inflectra, Ibrance, Celebrex.

Question. For 2018, what was the average net price change in the U.S. market
for (1) drugs with no competition, (2) drugs with only branded competition, and (3)
drugs with generic competition?

Answer. The 2018 impact of price on growth from branded products in the United
States was 2 percent. 2018 impact of price on growth from remainder of portfolio
(excluding Branded Products) in the United States was negative 5 percent.
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Question.Pfizer has lost exclusivity for several products in recent years, including
Viagra, Zyvox, Relpax, Tygacil, and Pristiq. For each of these products, please pro-
vide the percentage and dollar change in the average net price from (1) the last full
year in which Pfizer maintained product exclusivity to the (2) first full year in
which generic competition was present in the market.

Answer. Pfizer has lost exclusivity on several products in recent years, including:
2014: Detrol, Rapamune, Celebrex; 2015: Zyvox; 2016: Relpax, Tygacil; and 2017:
Viagra, Pristiq.

In all but one case, the net price impact of the branded products listed above was
negative the year after exclusivity was lost, reflecting market dynamics and the
competitive environment.

QUESTIONS SUBMITTED BY HON. ROBERT MENENDEZ

Question. During the hearing, when I asked whether your company engaged in
tactics to delay generic production of your products, you answered “no”. However,
Pfizer appears on the FDA’s list of companies who have access complaints against
them. Can you explain the discrepancy between your answer and the FDA list? The
FDA list can be found here: https://www.fda.gov/Drugs/DevelopmentApproval
Process | HowDrugsareDevelopedandApproved | ApprovalApplications | Abbreviated
NewDrugApplicationANDAGenerics [ucm607738.htm.

Answer. As a patient-focused company and leading manufacturer of innovative,
generic, and biosimilar medicines, Pfizer supports innovation and a strong, competi-
tive marketplace. Consistent with these values, Pfizer does not block generic manu-
facturers from purchasing our products, and it has never been our policy to do so.
Generic manufacturers are treated the same as any other customer seeking to pur-
chase our products. Pfizer is not aware of any current, unfulfilled requests from a
generic manufacturer to purchase a Pfizer product.

Generic manufacturers seeking to purchase Pfizer products should request the
product from Pfizer’s authorized distributors or, if the product is not available at
a distributor, from Pfizer directly, the same as any other Pfizer customers. Pfizer’s
website includes a list of our authorized distributors, from which customers (includ-
ing generic companies) may purchase most Pfizer products (see https://www.
pfizer.com [ products / medicine-distributors). For products that are not available via
our authorized distributors and that are not in extreme drug shortage or unavail-
able due to a recall, customers can contact Pfizer’s Customer Service center at 1—
800-TRY-FIRST (1-800-879-3477) to purchase product directly from Pfizer. The
telephone number for Pfizer’s Customer Service center is also included on our
website at https:/ /www.pfizer.com /contact. Pfizer makes its products available for
sale to appropriately licensed entities at Pfizer’s listed price and on Pfizer’s stand-
ard terms of sale. We do not have any agreements with authorized distributors that
block the sale of Pfizer’s products to generic manufacturers.

Regarding the FDA List (the List), while Pfizer supports FDA’s (the agency) goal
of providing transparency, Pfizer is concerned that the List lacks certain key infor-
mation and context and, as currently presented, may create the misleading impres-
sion that all products on the List are the result of bad faith attempts to block ge-
neric manufacturer access to samples. The appearance of a product on the FDA List
means only that a generic manufacturer informed the agency at some point in time
that it was having difficulty purchasing the listed product. FDA’s own disclaimer
states that the agency has not independently investigated or confirmed whether a
generic manufacturer actually made a request to purchase product, and to whom.8
The FDA List also lacks several important pieces of information that would enable
a New Drug Application (NDA) holder to investigate its appearance on the List. The
List does not include: (1) which generic manufacturer made the request; (2) when
and to whom the generic manufacturer made the request (e.g., to a wholesaler, di-
rectly to the NDA holder); (3) whether the generic manufacturer that made the in-
quiry was thereafter able to obtain product; and (4) any reason(s) why a generic
manufacturer may not have been able to obtain product (e.g., a recall). Finally,
Pfizer notes that FDA does not currently inform an NDA holder in real time when
a generic manufacturer notifies the agency that it is having difficulty obtaining
product. Had the agency informed Pfizer at the time it received the inquiries noted

8 (hitps: | |www.fda.gov | Drugs | DevelopmentApprovalProcess | HowDrugsareDevelopedandAp
proved | ApprovalApplications [ Abbreviated NewDrugApplicationANDAGenerics | ucm607738.htm).
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on the FDA List, Pfizer could have then undertaken its own efforts to resolve the
issue. Pfizer communicated its concerns about the FDA List to the agency in May
2018. For your information we have included Pfizer’s letter to FDA on this topic and
the agency’s response (see Exhibits 1 and 2 in the Appendix).

There are three new drug applications owned by Pfizer on the FDA List: Embeda
(NDA 022321), Tikosyn (NDA 020931) and Hemabate (NDA 017989). Embeda offers
a good example of the List’s shortcomings. Pfizer acquired King Pharmaceuticals
(the previous NDA holder of Embeda) in March 2011, and two weeks later deter-
mined that Embeda needed to be recalled from the U.S. market due to stability
issues. After diligently addressing the issues that led to the recall, Pfizer relaunched
Embeda to the U.S. market in January 2015, and it is available for purchase via
Pfizer’s authorized distributors. However, as a consequence of the recall, Embeda
was not available in the U.S. market for almost 4 years which may explain why a
generic manufacturer had a problem obtaining it during those years. The FDA List
does not specify when the generic manufacturer’s inquiry regarding Embeda was
made nor does the FDA List indicate that several generic applications for Embeda
had been submitted to FDA in 2010 (which means that before the recall, several
generic manufacturers were successfully able to purchase Embeda, conduct the nec-
essary testing, and file Abbreviated New Drug Applications (ANDAs)). Pfizer has
not identified any recent inquiries from generic manufacturers seeking to purchase
Embeda that have not been fulfilled.

The circumstances around Tikosyn also illustrate the List’s shortcomings. Pfizer
was able to identify a single inquiry made by a generic manufacturer directly to
Pfizer to purchase Tikosyn in 2014. At that time, Tikosyn was subject to an FDA
imposed Risk Evaluation and Mitigation Strategies (REMS) with Elements to As-
sure Safe Use (“ETASU”) that restricted distribution, so Pfizer responded by asking
the manufacturer to obtain written confirmation from the FDA that Pfizer’s provi-
sion of the product to the generic manufacturer would not be considered a violation
of its REMS. The generic manufacturer did not contact Pfizer further, and Pfizer
never received any written correspondence from the agency. FDA subsequently re-
moved the REMS for Tikosyn in 2016, and multiple generic versions of Tikosyn are
now approved, the first generic approval occurring in June 2016. This context is not
reflected in FDA’s List.

Finally, with respect to Hemabate, this product was previously subject to certain
restrictions on distribution (i.e., it was sold only to customers with medical and sur-
gical intensive care centers) to ensure its safe and appropriate use. This distribution
approach was established by the previous NDA holder (Pharmacia) and it continued
following Pfizer’s acquisition of Pharmacia in 2003. Pfizer discontinued this ap-
proach in early 2018 after determining that it was no longer necessary, and this
product is now available through our authorized distributors. During the time when
Hemabate was under restricted distribution, it was not available at Pfizer’s author-
ized distributors, but had a generic manufacturer approached Pfizer’s Customer
Service center directly, we would have been able to address the inquiry. Pfizer’s
Customer Service was not able to identify any specific requests from a generic man-
ufacturer to purchase Hemabate that have not been fulfilled.

We hope that this information explains the apparent discrepancy between Mr.
Bourla’s testimony and the appearance of these Pfizer products on the FDA List,
and demonstrates Pfizer’s diligence on these issues and commitment to a competi-
tive marketplace.

Question. When new products enter the market, do drug companies set high ini-
tial rebates and then provide deep rebates in order to gain access to insurance
plan’s formularies?

Answer. Launch pricing is driven by a multitude of factors, the most important
being the medicine’s impact on patients and their health. We also may consider
other factors like the medicine’s potential to reduce other health-care costs, such as
hospital stays; the availability of other treatments and generic options; affordability
for patients, insurers and governments; and investments to maintain the quality,
safety, delivery, and reliability of our medicines.

Given the consolidation that has taken place in the U.S. market, the vast majority
of retail prescriptions are managed by a few large PBMs. Pharmaceutical manufac-
turers must successfully negotiate with these PBMs to gain access to their for-
mularies or risk having their products disadvantaged or even excluded from cov-
erage.
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The system has evolved in a manner where rebates play a significant role in how
the PBM business is transacted and in the decisions regarding product placement
on formularies. PBMs often win or lose business on the basis of rebate guarantees
and are therefore incentivized to favor products with high list prices and deep re-
bates assuming comparable safety and efficacy. Because the PBMs have enormous
leverage and depend on rebates to attract and retain clients, many manufacturers
will enter the market with higher list prices and deeper rebates in order to ensure
patients have access to their medicines.

Question. If CMS finalizes the rebate rule, do you anticipate future products en-
tering the market with significantly lower initial list prices?

Answer. Launch pricing will be driven by product value and competitive intensity
of the specific therapeutic category. Importantly, if finalized, the rule could result
in lower out-of-pocket patient costs at the pharmacy counter and help address the
perverse incentives in the system that have been contributing to higher list prices
for medicines.

QUESTIONS SUBMITTED BY HON. THOMAS R. CARPER

Question. What are your recommendations for lowering prices for the 40 percent
of drugs that do not offer rebates in Medicare Part D? In the health insurance plans
that you offer your employees, do you ask your insurers to pass through the full
manufacturer rebates to the beneficiaries?

Answer. It is unclear if the 40 percent of drugs that do not offer rebates in Medi-
care Part D are brand medicines or generics. However, Pfizer pledges to bring more
affordable treatment options to the market. Our mid-to late-stage pipeline contains
five biosimilar candidates expected to launch in the next 2 to 3 years. Ninety per-
cent of medicines Americans take are generics, and competition from these drugs
keeps prices low in most cases. We need to bring similar competition to the biologics
market, where some of the most expensive drugs exist. The market today has al-
ready seen demonstrated savings as high as 40 percent relative to the branded prod-
uct. With more competition, we hope even further savings can be realized.

Pfizer’s plan design is generous and corresponding employee cost sharing for pre-
scription drugs is already very limited—in fact, for many products, Pfizer employees
experience no cost sharing at all. Given this, the terms of contract with our PBM
for our employee benefits does not include a requirement to pass on rebates to
Pfizer employees at the point of sale.

Question. The systems for pricing and distributing drugs are opaque and difficult
to understand. What are your recommendations for increasing transparency in how
your companies set the list prices for drugs, and for improving transparency in the
supply chain for prescription drugs? Would you support Federal standards for trans-
parency in setting the list prices for drugs?

Answer. Pfizer supports system-wide price transparency that is thoughtful, pur-
pose-driven, and that can result in improved patient care, an enhanced under-
standing of the comparative value of all medical services, and a more patient-cen-
tered use of health-care resources.

We would be interested in exploring with the committee ways to ensure trans-
parency across the health care system, including hospitals, plans, PBMs, etc., so
that we can make informed judgments about the root of cost inflators in the system.
We are also committed to ensuring that patients, health-care professionals and pay-
ers understand our commitment to pricing our medicines responsibly.

Regarding a Federal transparency standard, we believe that an appropriately
crafted, balanced piece of Federal legislation that applies to all stakeholders in the
health care system and preempts future State laws could be beneficial for patients.
However, Pfizer believes that mandating disclosure of research and development,
manufacturing, or marketing costs to assess the value of medicines is inconsistent
with purpose-driven transparency.

Question. In nearly every sector of the health-care industry, Medicare, Medicaid,
employers, and insurers are moving away from fee-for-service payments to reim-
bursements based on value and performance. Prescription drugs and medical de-
vices were the glaring exceptions to this trend until recently. How many of your
drugs are included in value-based contracts and how many patients are benefiting
from them?
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Answer. Patient outcomes should determine our reimbursement and Pfizer
pledges that we will aggressively pursue value-based arrangements. We should not
be rewarded for treatments that do not work.

Currently, Pfizer has value-based contracts for twelve drugs in our portfolio.

The agreements are in place with commercial and Medicare payers with millions
of covered lives. In addition, Pfizer has a multi-product innovative agreement that
has been offered to the majority of States for the Medicaid program, but currently
only a small number of States compromising less than five million lives have taken
or are actively considering the offer.

Question. How do these value-based contracts work to lower drug prices for both
patients and taxpayers?

Answer. Value-based agreements (VBA) provide a framework for manufacturers
to be compensated based on a product’s value to patients and the overall health-
care system. There are many different types of VBAs but the optimal structure of
a VBA includes clinical and/or financial performance metrics for a product. Based
on the outcomes achieved, payers use this information to inform how they cover
products. Products that perform better should be covered in a more favorable man-
ner which often includes lower out-of-pockets costs for patients which is a benefit
to patients in the near term. In the long term, patients can also benefit from other
savings either directly, (e.g., reducing spending on other medications, lowering med-
ical costs from reduced hospitalizations, doctor’s visits, etc.), or indirectly through
lower premiums based on reductions in total cost of care.

VBASs can be implemented in Federal and State programs so that the benefits de-
scribed above can accrue to the Federal programs thereby benefitting taxpayers.

Question. Last year, Senator Portman and I did an investigation on the pricing
of an opioid overdose reversal drug called EVZIO, manufactured by Kaléo. Kaléo in-
creased the price of EVZIO from $575 in 2014 to $4,100 in 2017. We found that the
best price Medicare was able to get for EVZIO, about $4,000, was much higher than
the price other Federal programs and private insurers were able to get. It seemed
that Kaléo was able to get this higher price of $4,000 from Medicare by helping doc-
tors fill out paperwork showing that the drug was medically necessary, even though
there are cheaper alternatives on the market. As a result of the investigation, Kaleo
announced it will bring a generic version of the drug to market at only $168 per
pack. Are any of your companies providing medical necessity paperwork to doctors
in order to get your drugs covered by Medicare?

Answer. Consistent with industry practice, Pfizer provides a sample statement of
medical necessity and appeals letters through our patient support programs for pa-
tients, their caregivers and prescribing physicians to help guide these individuals
in gaining access to certain Pfizer medicines after a physician has determined that
a Pfizer product is right for a patient and a prescription has been written. These
sample letters are generally PDF documents that describe the type of information
payers require to approve access/coverage of a particular medication based upon the
payers’ formulary requirements, such as step therapy (therapeutic agents that must
be tried first), proof of diagnosis or other common utilization management tech-
niques that payers determine. Pfizer does not customize these letters, and patients,
caregivers and physicians are advised that they are responsible for the accuracy of
the information that they submit to the payer to obtain coverage and/or reimburse-
ment. Sample letters are available from Pfizer’s third-party call centers which spe-
cialize in product access triage with payers, field based reimbursement specialists
and Pfizer product websites. Pfizer sales representatives do not provide this infor-
mation to physicians.

Question. In 2017, the Rand Corporation estimated that biosimilar drugs, which
are competitors to complex, biologic drugs, could save the United States more than
$50 billion over the next decade. Some of you have also argued that increasing the
use of biosimilar drugs would help lower drugs costs for consumers and taxpayers.
What is delaying the uptake of biosimilar drugs in the United States? What policies
do you recommend to increase the development of biosimilar drugs?

Answer. Pfizer believes that some of the adverse incentives and barriers to mar-
ket penetration include:

1. The Rebate Trap: Brand-name biologic companies are using maneuvers to
block biosimilar competition such as higher rebates and exclusionary con-
tracts.
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2. Misinformation: Some physician and patient-directed materials created by
brand companies mischaracterize biosimilars, creating doubt and confusion
about the safety and efficacy of biosimilars. As defined by statute, an ap-
proved biosimilar must be highly similar to and have no clinically meaning-
ful differences from the reference product and must have the same mecha-
nism of action (to the extent the mechanism(s) of action of the reference
product are known) as the reference product; thus, by definition, biosimilars
are safe and efficacious treatments relative to the reference product and
must work in the same way as the reference product. Any information dis-
seminated by reference product sponsors to suggest or imply otherwise
should be promptly addressed by FDA.

3. Need for incentives: Legislative ideas to promote biosimilar uptake could in-
clude a shared savings biosimilar model; reduced patient cost sharing for
biosimilars. More detail is provided below.

Although the biosimilars market in the United States is still relatively new, our
experience has been that anticompetitive conduct by brand-name biologic manufac-
turers, combined with the lack of policy measures to support appropriate uptake of
biosimilars, have contributed to a slow uptake. Therefore, we encourage you to con-
sider measures to help incentivize the use of biosimilars, which can substantially
lower Medicare costs with demonstrated savings to date as high as nearly 40 per-
cent relative to the branded biologic.

Some key policy initiatives we believe will support the uptake of biosimilars in
the United States are the following:

e Waiver of Part B Patient Coinsurance for Biosimilars for a certain pe-
riod of time:

© CMS should waive Part B patient coinsurance amounts for biosimilars.
Cost-sharing changes could be applied at the HCPCS level. This would
not change the overall payment for a biosimilar; however, it would
change the beneficiary’s payment percentage.

e CMS should pursue a CMMI model designed to increase access to bio-
similars, including a “shared savings” model whereby Medicare savings asso-
ciated with prescribing a biosimilar, as compared to a reference biological,
would be shared with providers.

e CMS should maintain the current biosimilar pass-through status as
this provides biosimilars with a “level playing field” with their higher priced
reference biologic competitors.

e CMS should create payment incentives for plans by contracting with a
measure developer for a biosimilar use measure for the STARS program,
which would correct other adverse incentives for biosimilar uptake for Medi-
care Advantage plans.

QUESTIONS SUBMITTED BY HON. BENJAMIN L. CARDIN

Question. The United States is one of the only countries in the world to allow pre-
scription drug manufacturers to advertise directly to consumers through magazines,
billboards, radio, and television commercials. While I will not argue that it is bene-
ficial to educate consumers about an unfamiliar disease and encourage them to seek
medical help, most commercials from all of your companies recommend asking about
a specific brand name drug, not a medical condition. Furthermore, even if your ad-
vertisements follow all FDA rules and list medication side effects, they also almost
always list these while a smiling, apparently healthy person is walking on a beach.

Researchers say that this type of imagery, combined with viewing hours of drug
commercials each month, leads consumers to underestimate the risks associated
with medications. For the past decade, studies have shown that aggressive direct-
to-consumer advertising is associated with rising drug prices and an increase in in-
appropriate drug prescriptions.

Since researchers have concluded that consumers are misunderstanding the
benefits and risks described in your ads, what further policies could help you and
your colleagues ensure that you are educating patients in a clear manner?

Answer. Pfizer wants patients to have access to our drugs and part of this is mak-
ing sure patients have the information they need. Pfizer believes that direct-to-
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consumer (DTC) advertising should be, first and foremost, a tool through which we
can provide patients with useful information to inform them about their medical
conditions, and the potential benefits and risks of available treatment options so
they can have a discussion with their doctors and take an active role in managing
their health.

The Office of Prescription Drug Promotion at the FDA, which has responsibility
for reviewing prescription drug advertising and promotional labeling to ensure that
the information contained in them is not false or misleading, studies advertising so
that regulations are grounded in evidence on how best to ensure ads are accurate,
balanced and not misleading. The FDA’s website describes in detail the many ways
that its Office of Prescription Drug Promotion ensures that DTC advertising is not
misleading.?

DTC advertising is of significant educational importance to patients, especially as
the provision of health care becomes more patient-centric. Over the last 2 decades,
consumer research sponsored by the industry and the FDA has underscored that
clear, relevant communication allows DTC advertising, when executed thoughtfully,
to have a positive impact on public health. For example, in 2004, a study by FDA
found that “DTC ads help patients have better discussions with their physicians and
provide greater awareness of treatments. The study demonstrated that when a pa-
tient asked about a specific drug, 88 percent of the time they had the condition that
the drug treated. And 80 percent of physicians believed their patients understood
what condition the advertised drug treats.”

More recently, according to a 2017 survey, conducted by Princeton Survey Re-
search Associates International on behalf of PhRMA, Americans overwhelmingly re-
ported that DTC advertisements help inform people about new treatments (88 per-
cent), alert people to symptoms that are related to a medical condition they may
already have (81 percent), and allow people to be more involved in their health care
(79 percent).10 Similarly, a research survey published in 2017 with 4,481 U.S. adults
and sponsored by a working group of pharmaceutical companies has shown DTC ad-
vertising conveys useful information.1! DTC ads raise awareness about medications
and effectively communicate potential risks and benefits, but they also increase con-
cern about potential side effects.

Pfizer believes that PhRMA, individual companies, academics and FDA should
continue to study DTC advertising to ensure that pharmaceutical consumer commu-
nications are achieving their intended goals to educate, inform information-seeking
consumers and facilitate better discussions with health-care professionals.

PHARMACEUTICAL COMPANIES CONTINUE TO RAISE PRICES

Question. As you are well aware, high prescription drug prices are the number
one concern for Americans and their families. According to the Organization for Eco-
nomic Cooperation and Development, the average American spends around $1,208
annually on prescription drugs. There have been several instances where brand
name or even generic drugs that have been on the market for years continue to in-
crease in price.

One of the most well-known examples is Mylan’s increase of the price of EpiPen
from less than $100 in 2007 to more than $600 in 2016. Another example, is the
ever-increasing price of insulin. Sanofi increased the price of a vial of Lantus from
$88.20 in 2007 to $307.20 in 2017. And those are just a small sample of price in-
creases.

Why don’t we see price decreases for drugs that have been on the market for
years without new formulations or added benefit?

Answer. There are a number of reasons that the price of medicines can change
over time. While these reasons often include more obvious changes such as discovery
of new indications and new formulations, they can also include less obvious changes

9 hitps:/ |www.fda.gov | aboutfda [ centersoffices | officeofmedicalproductsandtobacco | cder | ucm
090142.htm.

102017 Direct to Consumer Advertising Survey Results, presented by Princeton Survey Re-
search Associates International, prepared for PhRMA, https:/ /www.phrma.org/report/2017-di-
rect-to-consumer-advertising-survey-results.

11DIA, Therapeutic and Regulatory Science, https:/ /journals.sagepub.com /doi/abs/10.1177/
2168479017708226iii, hitps: | |www.fda.gov | AboutFDA | CentersOffices | OfficeofMedical Products
andTobacco/ CDER [ ucm090276.htm#Completed.
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such as improvements in the manufacturing and supply chain and market-based
factors.

Pfizer has reduced the price of many of our older off-patent medicines in the
United States, and we are committed to bringing more affordable treatment options
to the market to induce competition, including generic and biosimilar medicines.
Competition is the best way to promote affordable access to quality, safe and effec-
tive medicines; competition means more and better medicines, more options for pa-
tients, and more affordable drugs.

PAY FOR DELAY

Question. Pay for delay is a tactic that more and more branded drug manufactur-
ers have been using to stifle competition from lower-cost generic manufacturers.
This allows you to sidestep competition by offering patent settlements that pay ge-
neric companies not to bring lower-cost alternatives to market.

These “pay-for-delay” patent settlements benefit both brand-name pharmaceutical
companies by helping them avoid costly patent litigation and general manufacturers
by rewarding them a hefty sum to delay entering the market with a cheaper drug
alternative. However, these deals do not benefit consumers. According to an FTC
study, these anticompetitive deals cost consumers and taxpayers $3.5 billion in
higher drug costs every year.

Does your company partake in pay-for-delay settlements?

Answer. No. On the contrary, when Pfizer settles patent litigation with generic
firms, we do so on terms that generally enable entry of generic competition earlier
than the expiration of its patents and that do not involve unlawful reverse pay-
ments. Pfizer’s patent settlements thus involve lawful compromises that appro-
priately resolve patent disputes and accelerate patient access to lower cost generics
relative to the expiration of its patents. While Pfizer has been the target of plaintiff
lawyer driven class action lawsuits challenging certain of its settlements with ge-
neric companies, we believe these lawsuits are without merit and are vigorously as-
serting the pro-competitive nature of these settlements in court.

Question. Why would a pharmaceutical company enter into a pay-for-delay agree-
ment?

Answer. Pfizer does not enter into these types of settlements and cannot speculate
on why others might.

Question. Do you think these agreements stifle competition and prevent generic
alternatives to your branded medications?

Answer. Pfizer’s patent settlements do not “stifle competition” or “prevent generic
alternatives.” On the contrary, when Pfizer settles patent litigation with generic
firms, it does so on terms that generally enable entry of generic competition earlier
than the expiration of its patents and that do not involve unlawful reverse pay-
ments. Pfizer’s patent settlements thus involve lawful compromises that accelerate
patient access to lower cost generics relative to the expiration of its patents.

DRUG REBATE RULE

Question. In January, the Department of Health and Human Services’ (HHS)
Office of Inspector General (OIG) promulgated a new regulation to remove regu-
latory safe harbor protections under the Anti-Kickback Statute (AKS) for rebates on
prescription drugs rebates paid by manufactures to PBMs under Medicare Part D
and for Medicaid managed care organizations (MCOs). The OIG proposal attempts
to ban most rebates by eliminating their regulatory protections.

The rule is predicted to increase net drug costs in its early years. The CMS actu-
aries estimate it would cost $196 billion over 10 years. Despite this high price tag,
the beneficiary benefits are limited. The proposed rule notes that under the CMS
Actuary’s analysis, the majority of beneficiaries would see an increase in their total
out-of-pocket payments and premium costs; reductions in total cost sharing will ex-
ceed total premium increases.

I wanted to ask a question about the administration’s rebate rule, which I under-
stand that many of the drug manufacturers, and your main trade association,
strongly support. According to an analysis of the rule by the Office of Actuaries at
CMS, drug manufacturers are likely to initially retain 15 percent of the current re-
bates as higher net drug prices.
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Given that estimate, can you provide the committee with any assurances that
prices will not increase under this proposed rule?

Answer. If finalized, the rule could result in lower out-of-pocket patient costs at
the pharmacy counter and help address the perverse incentives in the system that
have been contributing to higher list prices for medicines. In 2019, Pfizer expects
to pay billions of dollars in rebates to ensure patients with pharmacy benefits cov-
erage in Medicare Part D and patients in commercial plans have access to our medi-
cines. If the proposed rule to share rebates with consumers at the point of sale is
finalized, we estimate that seniors taking Pfizer medicines could save $270 on aver-
age per year, and up to $574 per year for certain Pfizer medicines, through lower
cost sharing.

Importantly, we believe any reform should apply to all market segments as this
could also lead to further reduction in list prices. A bifurcated market in which we
eliminate rebates in government programs but maintain rebates for commercial
plans will make it difficult for manufacturers to reduce list prices because a single
list price applies to all markets.

QUESTIONS SUBMITTED BY HON. SHERROD BROWN

Question. According to an article recently published in the Journal of the Amer-
ican Medical Association, medical marketers spent nearly $30 billion dollars in
2016, up from $17 billion in 1997. Direct-to-Consumer (DTC) advertising had the
biggest percentage increase: from $2.1 billion, or 11.9 percent of all medical mar-
keting, in 1997 to $9.6 billion, or 32 percent of total spending, in 2016.

Can each of you please provide what your ratio of spending on sales and mar-
keting to research and development is today?

Answer. In order to fulfill Pfizer’s mission to create breakthrough medicines that
change patients’ lives, we invest in several areas to ensure an innovative pipeline,
top-quality manufacturing, and education of patients and physicians to ensure they
have the information they need to make knowledgeable decisions about patient care.

In 2018, Pfizer spent approximately $6.9 billion on direct sales and marketing and
approximately $8 billion on research and development globally.

BIOSIMILARS/REBATE TRAPS

Question. In many of your testimonies, you mention that encouraging the develop-
ment of generics and biosimilars will help bring down the cost of drugs. However,
while 17 biosimilars are now approved in the US, only 7 are actually on the market
and available to patients. There are growing concerns about rebate traps, which are
ways of gaming the system to ensure a biosimilar is not able to enter the market.

Dr. Bourla, in your testimony, you said: “Adverse incentives that favor higher cost
originator biologics are keeping biosimilars from reaching patients. In many cases,
payers decline to include lower cost biosimilars or generics in their formularies be-
cause they would risk losing the rebates they can get by covering higher cost medi-
cines.” Your company has filed lawsuits challenging rebate traps as antitrust viola-
tions. What do you think should be done about these rebate practices?

Answer. Anticompetitive conduct should be stopped through government enforce-
ment of the antitrust laws and in the courts. Brand-name biologic companies should
not be permitted to abuse the rebate system to effectively block lower-cost bio-
similars from coverage

For more details, see Pfizer’'s Exhibit 4 attached.
PRICE-GOUGING

Question. Sanofi, as I understand it, has made a pledge to the public to limit its
price increases to the national health expenditures growth projection.

Would your company commit to a cap on annual price increases as part of your
PhRMA membership criteria?

Answer. We are unable to answer this question as it requires analysis under the
antitrust laws.

Question. What policies would you propose to help ensure lower launch prices for
new drugs?
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Answer. At Pfizer, we are committed to our purpose: breakthroughs that change
patients’ lives. Pfizer’s more than 90,000 colleagues around the world come to work
every day focused not only on creating breakthrough medicines, but also on making
sure those medicines get into the hands of the patients who need them.

The launch prices for our medicines reflect the value that they bring to patients
and society. The relationship between the price of a medicine and a patient’s out-
of-pocket cost is not always clear. Out-of-pocket costs continue to rise due to insur-
ance designs that place a disproportionate burden on consumers who use medicines
than other interventions. Consumers on average pay 15 percent of medicine costs
but only 2 percent of hospitalization and other health-care costs. We encourage Con-
gress to continue its efforts to understand the complexity of the pricing and reim-
bursement system in the United States, and to identify ways in which patient out-
of-pocket expenditures can be reduced.

TRANSPARENCY

Question. In many of your testimonies, you mentioned that the current system of
pharmacy benefit manager (PBM) back-end rebates do not rarely results in a sce-
nario where the PBM passes on savings to consumers at the point of sale (POS).
The administration recently proposed a rule to eliminate the anti-kickback statute
safe harbor protections for these drug rebates.

Do you agree that greater transparency should be required to understand how
manufacturers and PBMs are negotiating prices and rebates to ensure that savings
are passed down to beneficiaries?

Answer. Pfizer is committed to working toward greater transparency along the
supply chain, so patients can better understand what they are paying for and why.
We believe pricing transparency policies should seek to inform consumers about the
costs of health-care items and services across the industry and should promote a
definition of value that considers impact to health and costs over time and across
all industry stakeholders.

Pfizer believes that the proposed safe harbors lay the groundwork for the systemic
change needed to create a simpler, more cost effective, and more transparent U.S.
health-care system, and we are committed to operating in this new system.

Question. Senator Thune asked if this administration rule would lead you to low-
ering list prices. Both of you answered that you would be likely to lower your prices.
However, if this rule were finalized tomorrow as proposed, would any of your com-
panies be required to lower the list price of any of your drugs?

Answer. As long as rebate reform extends to both the commercial market and gov-
ernment programs, there could be a reduction in list prices. The commercial market
covers more than 50 percent of Americans with insurance, and the safe harbor will
not affect it at all. However, in Medicare, the rebate rule will make list prices less
relevant because the entire rebate will be converted to a point of sale discount so
that patient out-of-pocket costs, when they are in the deductible, coinsurance, and
coverage gap phases of the benefit, will be based off the lower net price. If we en-
sure that rebates paid out to commercial plans find their way to patients, the pa-
tients will see savings of hundreds of dollars.

PBMS

Question. An Axios article from March 7, 2019 highlights the fact that, while
“pharmaceutical companies put a lot of the blame for high drug prices on pharmacy
benefit managers,” many large pharmaceutical companies “rely on PBMs to manage
their own health-care benefits.”

In your role as an employer, does your company contract with a pharmaceutical
benefit manager (PBM) to administer the prescription drug benefits for your em-
ployees and negotiate lower drug costs on your behalf?

Answer. Yes, we contract with a PBM to administer our prescription drug benefits
and we work with them to establish criteria for negotiating lower drug costs on our
employees’ behalf.

Question. For those of you who do use a PBM to help manage the prescription
drug benefit for your employees, how do you utilize the rebates your PBM nego-
tiates to lower health-care costs or drug costs for your employee plans, and what
does your company do with that savings? Specifically, do the savings go toward low-
ering premiums?
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Answer. Pfizer’s medical and prescription drug coverage is generous in terms of
what we subsidize as an employer; therefore we work to ensure that our employees
benefit from our investment in our workforce and any savings in the form of afford-
able plan premiums and substantially lower cost sharing responsibilities for pre-
scription drugs.

Question. For those of you who do use a PBM to help manage the prescription
drug benefit for your employees, does your PBM offer point-of-sale rebates to your
employees?

Answer. Pfizer’s plan design is generous and corresponding employee cost sharing
responsibility for prescription drugs is already very limited—in fact, for many prod-
ucts, Pfizer employees experience no cost sharing at all. Given this, the terms of
contract with our PBM for our employee benefits does not include a requirement
to pass on rebates to Pfizer employees at the point of sale.

QUESTIONS SUBMITTED BY HON. SHELDON WHITEHOUSE

Question. Please describe any policy changes you support that would result in
your company lowering the list prices of its drugs.

Answer. Pfizer would support legislation that reforms the current system of rebat-
ing to one in which payers are required to use manufacturer provided discounts to
ensure that the patient gets the benefit of the discount at the point of sale. We sup-
port this reform across all segments of the market where private sector negotiations
result in lower net prices including Medicare Part D, Medicaid managed care and
the commercial markets. It is important to understand that even if rebates are pro-
hibited, manufacturers will still negotiate discounts with plans consistent with safe
harbors in exchange for formulary access, though those discounts will be reflected
in lowered drug prices at the pharmacy counter rather than retrospective payments
benefitting plans or their PBM instead of the beneficiaries who are underwriting
premiums for others.

To ensure these benefits reach patients, it will be important for Congress and the
administration to ensure that plans do not create new barriers or restrictions that
hinder patient access and undermine the spirit of the rule.

Question. How much does your company’s research and development portfolio rely
on taxpayer-funded research conducted by the National Institutes of Health (NIH)?

Answer. The biopharmaceutical industry is one of the most research-intensive in-
dustries in the United States. In 2017, NIH had a budget of $39.2 billion, only a
fraction of which, $3.2 billion, was dedicated to drug discovery. The industry in-
vested over $90 billion in R&D—almost 30 times more. For Pfizer alone, we in-
vested approximately $8 billion in R&D last year.

NIH’s strength is its focus on important basic scientific research and the industry
does derive important insights from basic scientific research conducted by NIH-
funded researchers and scientists worldwide. There is, however, a large gap between
understanding basic scientific principles and the discovery, development, and deliv-
ery of medicines to patients. For example, the initial NIH-funded basic science dis-
covery of cell division and cell signaling proteins in yeast led researchers to identify
similar proteins in humans. This early research later informed the thinking of
Pfizer scientists and helped pave the way for the discovery and development of tar-
geted cancer drugs like palbociclib, a new treatment for breast cancer.

The discovery of cell division in yeast is a long way from discovering and devel-
oping a drug that prevents cancer tumors from growing. As stated above, the gov-
ernment plays a role in advancing basic science such as identifying cellular path-
ways underlying disease. However, the ability to translate knowledge about biologi-
cal processes into a medicine or vaccine, with appropriate drug-like properties and
a clinically meaningful benefit, remains the primary function of the biopharma-
ceutical industry. The drug discovery and development process involves harnessing
existing knowledge of underlying disease biology to chart and execute a research
agenda that often encompasses ten to 15 years of discovery research, preclinical
testing, clinical development (for dosing, safety, and efficacy) and pharmaceutical
science to ensure the quality of the compound to be delivered. Disciplines like medic-
inal chemistry, process and formulation chemistry and formulation, drug metabo-
lism, pharmacokinetics and safety sciences are practiced at a scale and expertise in
the biopharmaceutical industry that extends well beyond government and academic
research endeavors to deliver life-savings therapies for patients.
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Question. How many of your company’s products are based, at least in part, on
NIH research, and how many are the result of research funded solely by your com-
pany?

Answer. We have not identified readily available information in response to this
request that is maintained in the ordinary course of business. We would need to dis-
cuss the scope and terms of this question with your staff to respond appropriately.

Question. In each of the last 5 years, how much has your company spent on re-
search and development versus the advertising and marketing of your products?

Answer. In order to fulfill Pfizer’s mission to create breakthrough medicines that
change patients’ lives, we invest in several areas to ensure an innovative pipeline,
top-quality manufacturing, and education of patients and physicians to ensure they
have the information they need to make knowledgeable decisions about patient care.

Over the last 5 years, Pfizer spent approximately $34 billion on advertising and
marketing and approximately $40 billion on R&D globally. Advertising and mar-
keting expenses include advertising, promotion and field selling.

Question. During the hearing, you mentioned that your company would be likely
to lower the list prices of its drugs if the recent proposal by the Trump administra-
tion to change the current system of rebates was extended to the private market.

If the policy was extended to the private market, how large would the list price
reductions be relative to the size of the rebates your company is currently pro-
viding?

Answer. The size of any list price reductions relative to the size of rebates Pfizer
is currently providing would depend on all components of the final rule and how
the point of sale discount model that replaces rebates will function.

Question. How will this proposal affect how your company sets the list prices for
new drug products?

Answer. At Pfizer, we are committed to our purpose: breakthroughs that change
patients’ lives. Pfizer’s more than 90,000 colleagues around the world come to work
every day focused not only on creating breakthrough medicines, but also on making
sure those medicines get into the hands of the patients who need them.

Launch pricing is driven by a multitude of factors, the most important being the
medicine’s impact on patients and their health. We also may consider other factors
like the medicine’s potential to reduce other health-care costs, such as hospital
stays; the availability of other treatments and generic options; affordability for pa-
tients, insurers and governments; and investments to maintain the quality, safety,
delivery and reliability of our medicines.

Question. If the proposal is finalized and not extended to the private market, will
your company make any list price reductions? If so, how large would the reductions
be relative to the size of the rebates your company is currently providing?

Answer. Because there is no specific requirement for plans and PBMs to shift
away from negotiating contracted rebates in the commercial market, it is possible
that a bifurcated market, with the same perverse incentives and the same mecha-
nism to drive list prices higher, will result. If reform does extend to the commercial
marketplace, it could result in lowering of list prices. However, we cannot speculate
on the amounts until we see the specifics of the rule and the changes that are made
to the supply chain.

QUESTION SUBMITTED BY HON. MAGGIE HASSAN

Question. In June of 2018, the Medicaid and CHIP Payment and Access Commis-
sion (MACPAC) unanimously recommended under Recommendation 1.1 in their an-
nual report to Congress that Congress remove the statutory requirement that manu-
facturers blend the average manufacturer price (AMP) of a brand drug and its au-
thorized generic.12

This requirement created an unintended loophole. Rather than use the price of
the authorized generic, drug companies can sell its authorized generic to a corporate

12MACPAC: “Improving Operations of the Medicaid Drug Rebate Program,” htips://
www.macpac.gov | wp-content | uploads /2018 /06 | Improving-Operations-of-the-Medicaid-Drug-Re-
bate-Program.pdf.
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subsidiary at an artificially lower price, and use that lower price to bring down the
AMP, which in turn lowers the rebate obligation.

Does your company engage in this practice? Has your company ever engaged in
this practice in the past?

Answer. Pfizer has a number of Authorized Generics (AGs) arrangements, both
with affiliates and non-affiliates. CMS’s Medicaid Covered Outpatient Drugs Final
Rule, 81 Fed. Reg. 5170 (Feb. 1, 2016) (the “Final Rule”) included an extensive dis-
cussion of when a primary manufacturer should include or exclude sales of AGs to
secondary manufacturers in its average manufacturer price (AMP). Pfizer has devel-
oped reasonable assumptions that it believes are consistent with the guidance CMS
set forth in the Final Rule for purposes of determining when to include or exclude
sales of AGs in its AMP calculation. Pfizer disclosed its assumptions with respect
to its approach both in written correspondence and in an onsite meeting with CMS
representatives. In addition, Pfizer disclosed its assumptions to the OIG in response
to a January 2018 survey.

QUESTIONS SUBMITTED BY HON. CATHERINE CORTEZ MASTO

Question. According to public filings, in 2015 Pfizer collected U.S. revenues that
were more than double the amount you invested in R&D. Is this still true—do you
collect more in revenue in the U.S. alone than you invest in R&D?

Answer. The biopharmaceutical industry is one of the most research-intensive in-
dustries in the United States In 2017, NIH had a budget of $39.2 billion, only a
fraction of which, $3.2 billion, was dedicated to drug discovery. The industry in-
vested over $90 billion in R&D—almost 30 times more. For Pfizer alone, we in-
vested approximately $8 billion in R&D last year.

Pfizer’s number one priority is always the care of our patients, and we are proud
of the investments Pfizer makes to insure we continue to bring new, innovative
cures to patients. These responsibilities require investments in R&D, manufacturing
and other areas to accomplish our mission of creating breakthrough medicines that
change people’s lives.

In 2018, Pfizer spent approximately $20 billion on global R&D and manufac-
turing. This includes investing in state-of-the-art labs so we can attract the finest
scientists in the world and continuing to invest in innovative, high-tech manufac-
turing to ensure the high quality of our products. Pfizer’s revenues in the United
States in 2018 totaled approximately $25 billion.

Question. As a portion of your revenue, for what percentage of the drugs in your
portfolio do you offer no rebates? Based on the drugs in your pipeline, do you foresee
that portion growing? For those drugs is your list price equal to your net price?

Answer. Approximately one third of Pfizer’s revenue comes from products that are
not Medicare Part D eligible. This product group includes generics, vaccines, and
physician administered products. Of the remaining two thirds of our revenue, 92
percent comes from products that offer Medicare Part D or commercial rebates. The
remaining 8 percent is from products that have lost patent exclusivity, have generic
alternatives, and offer no rebates. It is not possible to determine at this time wheth-
er that portion will increase because rebating on future products will be based on
numerous factors, including product value and the competitive intensity of the
therapeutic area. For products that do not rebate, there are additional deductions
from sales such as prompt payment fees and distribution service fees resulting in
the net price being lower than list price.

Question. Do you invest more in R&D than you generate in U.S. sales revenue?
Please include specific figures.

Answer. The biopharmaceutical industry is one of the most research-intensive in-
dustries in the United States In 2017, NIH had a budget of $39.2 billion, only a
fraction of which, $3.2 billion, was dedicated to drug discovery. The industry in-
vested over $90 billion in R&D—almost 30 times more. For Pfizer alone, we in-
vested approximately $8 billion in R&D last year.

Pfizer’'s number one priority is always the care of our patients, and we are proud
of the investments Pfizer makes to insure we continue to bring new, innovative
cures to patients. These responsibilities require investments in R&D, manufacturing
and other areas to accomplish our mission of creating breakthrough medicines that
change people’s lives.
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In 2018, Pfizer’s revenues in the United States totaled approximately $25 billion
and Pfizer spent approximately $20 billion on global R&D and manufacturing. This
includes investing in state-of-the-art labs so we can attract the finest scientists in
the world and continuing to invest in innovative, high-tech manufacturing to ensure
the high quality of our products.

Question. Do you invest more in R&D than you spend on marketing and adminis-
tration? What company functions do you consider to be included in administration?
Please include specific figures.

Answer. In order to fulfill Pfizer’s mission to create breakthrough medicines that
change patients’ lives, we invest in several areas to ensure an innovative pipeline,
top-quality manufacturing, and education of patients and physicians to ensure they
have the information they need to make knowledgeable decisions about patient care.

In 2018, Pfizer spent approximately $14 billion on selling, informational and ad-
ministrative expenses and approximately $8 billion on R&D. Selling, informational
and administrative costs are expensed as incurred. Among other things, these ex-
penses include the internal and external costs of marketing, advertising, shipping
and handling, information technology and legal defense.

Question. Do you invest more in R&D than you spend on marketing and sales?
What company functions do you consider to be included in sales? Please include
specific figures.

Answer. In order to fulfill Pfizer’s mission to create breakthrough medicines that
change patients’ lives, we invest in several areas to ensure an innovative pipeline,
top-quality manufacturing, and education of patients and physicians to ensure they
have the information they need to make knowledgeable decisions about patient care.

In 2018, Pfizer spent approximately $6.9 billion on direct sales & marketing and
approximately $8 billion on R&D globally. Direct sales and marketing expenses in-
clude, among other things: direct promotion or sale of the company’s products.

Question. Why do you advertise for the drugs you manufacture? What factors do
you consider in choosing which drugs you advertise?

Answer. Pfizer believes that direct-to-consumer (DTC) advertising should be, first
and foremost, a tool through which we can provide patients with useful information
about their medical conditions, the availability of treatments and the potential
benefits and risks of available treatment options so they can have a discussion with
their doctors and take an active role in managing their health. Research has
confirmed that this communication channel delivers on this goal.13

We may consider several factors when making decisions about our consumer com-
munications. Some of these may include the information needs of patients who
might benefit from one of our medicines and/or the extent to which a health condi-
tion is un- and under-diagnosed and treated.

PrizERr INC.
500 Arcola Rd.
Collegeville, PA 19426
Tel: 484-865-8937 Fax: 484-865-0090
www.pfizer.com

Peter Honig, M.D., M.P.H.
Senior Vice President
Worldwide Safety and Regulatory

May 30, 2018

Scott Gottlieb, M.D.
Commissioner

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
CommissionerFDA@fda.hhs.gov

13 See 2017 Direct to Consumer Advertising Survey Results, presented by Princeton Survey
Research Associates International, prepared for PhnRMA, https:/ /www.phrma.org/report/2017-
direct-to-consumer-advertising-survey-results; DIA, Therapeutic and Regulatory Science, https://
Journals.sagepub.com /doi/abs/10.1177/2168479017708226;  htips:/ /www.fda.gov | AboutFDA /
CentersOffices | OfficeofMedicalProductsandTobacco | CDER [ ucm090276.htm#Completed.
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Re: Reference Listed Drug (RLD) Access Inquiries Website and NDA 022321
for Embeda (morphine sulfate; naltrexone hydrochloride) Extended-
Release Capsules; NDA 017989 for Hemabate (carboprost trometh-
amine) Injection; and NDA 020931 for Tikosyn (dofetilide) Capsules

Dear Dr. Gottlieb:

We write in reference to the newly posted page on the FDA website entitled “Ref-
erence Listed Drug (RLD) Access Inquiries.”! We note that several new drug appli-
cations (NDAs) owned by Pfizer Inc. or wholly-owned subsidiaries of Pfizer (collec-
tively, “Pfizer”) are included in the list published on this site (“List”):

1. Embeda (morphine sulfate; naltrexone hydrochloride), NDA 022321;
2. Hemabate (carboprost tromethamine), NDA 01 7989; and
3. Tikosyn (dofetilide), NDA 020931.

We write to the Agency for several reasons. First, we wish to inform the Agency
about Pfizer’s internal practice for handling drug purchasing inquiries from prospec-
tive generic applicants, as well as provide some context for why the Agency may
have received inquiries about these particular products, and Pfizer’s diligence in ad-
dressing these issues. We believe that this information demonstrates Pfizer’s com-
mitment to supporting innovation and a competitive marketplace. Second, we wish
to provide our suggestions on additional, non-confidential information to add to the
List in order to provide context critical to understanding the List and its value. Ad-
ditionally, we wish to express our concerns that the Agency’s announcement sur-
rounding the new webpage and how the information is currently presented implies
that the companies listed have engaged in “gaming” or anti-competitive behavior,
which is untrue with respect to Pfizer, and not supported by the facts currently in-
cluded in the List.

Pfizer was surprised and disappointed to discover that FDA had been informed by
prospective generic applicants that they had difficulty obtaining some of our prod-
ucts to conduct the testing necessary to support submission of an abbreviated new
drug application (ANDA). However, we note that the Agency included a disclaimer
on the webpage stating that “[wle note that FDA has not independently investigated
or confirmed the access limitations described in the inquiries received.”2 As dis-
cussed in more detail below, without having any additional information about these
inquiries, Pfizer is unable to confirm whether those inquiries were made to Pfizer,
and if so, whether they were handled in accordance with Pfizer’s practice to make
its drug products available to applicants for purchase.

Following publication of the List, Pfizer conducted internal due diligence to identify
whether Pfizer was contacted by prospective generic applicants for the listed prod-
ucts, and whether Pfizer was able to provide those customers with the requested
drug product. By way of background, our standard approach is to ensure that drug
product is available to licensed generic manufacturers at the listed price and on
Pfizer’s standard terms of sale.? The vast majority of Pfizer’s products are available
through traditional wholesale channels (i.e., available through one or more of
Pfizer’s authorized distributors). If Pfizer receives an inquiry about a product that
is available at wholesale, Pfizer will refer a prospective buyer to a publicly available
list of its authorized distributors, and indicate that the prospective buyer should ob-
tain product from an authorized distributor on that list. For the limited number of
products that are not available at wholesale, requests made to Pfizer by a generic
manufacturer wishing to purchase drug samples should be fulfilled in accordance
with Pfizer’s standard practice. If such requests involve a product with a REMS
that restricts distribution, Pfizer’s position is that a Safety Determination Letter
(SDL) needs to be provided prior to sale. Pfizer developed an internal process to
handle such requests in early 2015, upon realizing that such requests come into
Pfizer via multiple departments and colleagues.

Tikosyn
The List indicated that the Agency had received four inquiries regarding Tikosyn.

To the best of its knowledge, Pfizer is aware of only one request for Tikosyn from
a prospective generic applicant. At the time of that request, Tikosyn was approved

1 https:/ www.fda.gov | Drugs | DevelopmentApprovalProcess | HowDrugsareDevelopedandAp
proved | ApprovalApplications | AbbreviatedNewDrugApplicationANDAGenerics | ucm607738.htm.

2 hitps: | www.fda.gov | Drugs | DevelopmentApproval Process | HowDrugsareDevelopedandAp
proved | ApprovalApplications | AbbreviatedNewDrugApplication ANDAGenerics | ucm607738.htm.

3If a drug product is in critical short supply, Pfizer will ship products to fulfill orders for dis-
pensing to patients before fulfilling orders for product for testing.
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with a REMS with elements to assure safe use (ETASU) that restricted distribution.
When contacted by the applicant, Pfizer requested that the applicant provide us
with written confirmation from the Agency that Pfizer’s sale of the product to the
applicant would not be considered a violation of our REMS. The applicant did not
contact Pfizer further and Pfizer never received any written correspondence from
the Agency. The Agency removed the REMS in 2016, and Pfizer notes that the Ac-
cess Inquiries Webpage indicates that FDA never issued any SDLs for this drug
product.

We note despite the inquiries submitted to the Agency identified in the List, ANDAs
have been submitted and approved for the drug product. There are three approved
ANDASs for the drug product, with the first approved on June 6, 2016,% and two ad-
ditional ANDAs approved in 2018.5 Additionally, the Agency’s paragraph IV cer-
tification list indicates that the first ANDA containing a paragraph IV certification
was submitted on May 1, 2014, when the REMS was still in place.® This additional
information indicates that applicants were able to obtain product, submit ANDAs,
and obtain approval from the approval even while the REMS was in place.

As the REMS has been removed by the Agency, Pfizer now makes Tikosyn available
at wholesale through its authorized distributors.

Embeda

The List indicated that the Agency received one inquiry regarding Embeda. We note
that despite the inquiry submitted to the Agency, ANDAs containing a paragraph
IV certification were submitted to the Agency for Embeda from May 3, 2010,
through May 28, 2010, covering five of the six approved strengths of Embeda.”
Pfizer acquired King Pharmaceuticals (and with it, Ernbeda) on March 1, 2011. Two
weeks later, Pfizer recalled Embeda from the market due to stability issues with
the product. Pfizer spent the next several years diligently addressing the issues that
led to the recall, and Pfizer was able to re-launch the product in January 2015.
However, as a result of these issues, from March 2011 through January 2015, there
was no Embeda product available for sale in the U.S. market.

Pfizer was not able to identify any request from a generic applicant to purchase
Embeda. Embeda is now available at wholesale through Pfizer’s authorized distribu-
tors.

Hemabate

Finally, the List indicated that FDA had received one inquiry for Hemabate, an
older drug owned by Pharmacia and Upjohn Co., which was acquired by Pfizer in
2003. Pharmacia, and later Pfizer, limited Hemabate distribution to customers with
medical and surgical intensive care facilities to help ensure the drug product was
used in accordance with the product’s labeling. While this limited distribution may
have prevented a prospective generic applicant from acquiring the drug product
from a wholesaler, it would not have prevented an applicant from contacting Pfizer
directly to buy the drug product. Pfizer ceased the limited distribution of Hemabate
to ensure patients and healthcare professionals had appropriate access to the drug
product. The product is now available at wholesale through Pfizer’s authorized dis-
tributors since January 2018. Pfizer was not able to identify any request from a ge-
neric applicant to purchase Hemabate.

Proposed Revisions to the List

We encourage the Agency, in accordance with its goal “[t]o help address this issue
and to provide transparency regarding these inquiries,”8 to add further information
to the List. The information Pfizer suggests the Agency include will provide critical
context to help clarify to the stakeholders involved, i.e., the American public, the

4 ANDA 207058, see hitps:/ /www.accessdata.fda.gov/scripts/cder/ob/results product.cfm?Ap
pl Type=A&Appl No=207058, accessed May 23, 2018.

5ANDA 208625, see htips:/ /www.accessdata.fda.gov /scripts/cder/ob/results_product.cfm?Ap
pl_Type=A&Appl No=208625, accessed May 23, 2018; ANDA 207746, see hitps://www.
accessdata.fda.gov [ scripts [ cder [ ob [ results product.cfm?Appl_Type=A&Appl No=207746, ac-
cessed May 23, 2018.

6See htips:/ /www.fda.gov | downloads | Drugs | DevelopmentApprovalProcess | HowDrugsareDe
velopedandApproved | ApprovalApplications | Abbreviated NewDrugApplicationANDAGenerics | UC
M293268.pdf.

7See  hitps:/ /www.fda.gov | downloads | Drugs | DevelopmentApprovalProcess | HowDrugsareDe
velopedandApproved | ApprovalApplications | Abbreviated NewDrugApplication ANDAGenerics | UC
M293268.pdf.

8 hitps:/ www.fda.gov | Drugs | DevelopmentApproval Process | HowDrugsareDevelopedandAp
proved | ApprovalApplications | AbbreviatedNewDrugApplicationANDAGenerics | ucm607738.htm.
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United States Government, and industry, whether an NDA bolder may be pre-
venting generic applicants from obtaining the drug products necessary to support
submission of an ANDA Without this information, stakeholders may come away
with the false impression that every company on the List has impeded access, as
demonstrated by the news coverage of the List and FDA’s statements.?

We recommend that the List include:

e The date the inquiry was made to FDA, and if furnished by the prospective ge-
neric applicant, the date(s) the applicant attempted to acquire the drug product
and failed,;

o If available, whether the prospective generic applicant directly approached the
NDA holder or manufacturer , and was unable to obtain product that way;

o The identity of the NDA holder at the time the inquiry was made;

e Whether there are approved generic products for the drug product, and when
those were approved,

e Whether and when an applicant submitted an ANDA with paragraph IV
certification; and

e Whether a particular inquiry for a product with a REMS with ETASU restrict-
ing distribution included a protocol, and whether the Agency issued an SDL re-
lating to that inquiry.

While the Agency includes a disclaimer on the Access Inquiries Webpage that it has
not investigated or confirmed the access limitations described in the inquiries it re-
ceived,10 the Agency’s statements, both on its website and in public statements,
strongly suggest that the Agency endorses the claim that access to biosamples was
blocked for all products on the list. In reality, however, the only certain fact about
the inquiries on the List is that a prospective applicant complained to FDA that it
was unable to obtain the drug product. Neither Pfizer nor the FDA knows whether
that is in fact the case, or, if it is, whether there are reasons the applicant did not
obtain product that are not the result of “gaming” or anti-competitive tactics by
NDA holders. For example, the drug may not be available due to a drug shortage,
recall (as in the case of Embeda), or because the generic applicant did not actually
try all avenues to obtain the drug product, such as contacting the NOA holder or
manufacturer directly.

Including this additional information in the List will shed light on the reasons the
generic applicant may have been wlable to obtain the drug product, as well as indi-
cate whether generic applicants were able to obtain the drug product, despite the
inquiries received by FDA. For example, knowing the dates the inquiries were made
could indicate whether the requests came during a time when the drug product was
not being marketed, as in a recall situation, or when a REMS with ETASU that
restricted distribution was in place that may have triggered the need for a review
of the prospective generic applicant’s protocol. And, knowing those dates will help
industry perform its own due diligence to identify whether a request for drug prod-
uct was inappropriately denied. Likewise, noting whether the prospective generic
applicant stated whether it contacted the NDA holder or manufacturer will indicate
whether the applicant reached out to a party that could provide the drug product,
and will assist a company in determining whether its policy on providing drug prod-
uct, such as Pfizer’s, was appropriately followed.

Additionally, providing the identity of the NDA holder at the time of the inquiry
will help clarify whether the company that currently owns the NDA could poten-
tially be responsible for the failure to provide drug product, or whether that failure,
if any, could be attributable to the prior holder of the NDA. For example, without
knowing when the inquiry was made or who the NDA holder was at the time of
the inquiry, Pfizer cannot tell for two of its products on the List (Embeda and
Hemabate) whether those inquiries came before or after Pfizer’s acquisition of the
companies that originally owned those products.Accordingly, Pfizer cannot ade-

9See, e.g., Sara Koblitz, FDA’s Version of the Scarlet Letter, FDA Law Blog (May 23, 2018),
http: | Jwww.fdalawblog.net /2018 / 05/ fdas-version-of-the-scarlett-letter /; Sheila Kaplan, “F.D.A.
Names and Shames Drug Makers to Encourage Generic Competition,” The New York Times
(May 17, 2018), https:/ |www.nytimes.com /2018 /05 /17 | health | drug-prices-generics-fda.html; Sy
Mukherjee, “The FDA Is Naming and Shaming Companies Accused of Blocking Cheap Generic
dDrlugs,;’ Fortune (May 17, 2018), http://fortune.com/2018/05/17/fda-database-generic-drug-

elays/.

10 hitps: | | www.fda.gov | Drugs | DevelopmentApprovalProcess | HowDrugsareDevelopedandAp
proved | ApprovalApplications | AbbreviatedNewDrugApplicationANDAGenerics | ucm607738.
htm.
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quately respond to allegations that it may have inappropriately restricted access to
its drug products.

Including the dates of generic entry would also demonstrate to stakeholders whether
generic competition was impeded, or if in fact, one or more generic applicants were
able to obtain the product needed in order to obtain approval from the Agency.
While we recognize that the Agency may be unable to identify who made the inquiry
to FDA, even if that applicant has an ANDA approved later, to the extent that infor-
mation can be provided, it would demonstrate whether a particular generic appli-
cant was blocked from obtaining product.

Additionally, providing more information related to products with REMS that re-
strict distribution, e.g., whether an applicant has submitted a protocol to the Agen-
cy, and whether a particular inquiry on the List correlates to the issuance of an
SOL, will also indicate whether the generic applicant who made the inquiry pro-
vided its protocol to the Agency, and whether the Agency determined that the pro-
tocol contained safety protections comparable to the REMS. Currently, there is no
indication as to whether an applicant who complained about not having access to
such drug product took appropriate steps to facilitate its access to the product when
there was such a REMS in place for the drug product.

Finally, we also note that the Agency does not inform an NOA holder in real time
when an applicant has had difficulty obtaining product. Given Pfizer’s policy to pro-
vide drug product when requested, if the Agency had informed Pfizer that it had
received such an inquiry on a specific date, Pfizer could have then undertaken its
own efforts to resolve the issue.

We appreciate the Agency’s consideration of the issues raised in this letter, and reit-
erate our commitment to competition and innovation in the biopharmaceutical in-
dustry.

Sincerely,

Peter Honig, M.D., M.P.H.
Senior Vice President, Worldwide Safety and Regulatory

cc: Janel Woodcock, M.D., Janet Woodcock@fda.hhs.gov
Theresa Toigo, Theresa.Toigo@fda.hhs.gov
Kathleen Uhl, M.D., Kathleen.Uhl@fda.hhs.gov
Maryll Toufanian, Maryll.Toufanian@fda.hhs.gov

U.S. FooD AND DRUG ADMINISTRATION (FDA)
July 19, 2018

Peter Honig , M.D., M.P.H.

Senior Vice President, Worldwide Safety and Regulatory
Pfizer Inc.

Email: Peter.Honig@pfizer.com

Dear Dr. Honig:

Thank you for your letter of May 30, 2018, regarding FDA’s Reference Listed Drug
(RLD) Access Inquiries webpage. Your letter informs FDA about Pfizer’s internal
practice for handling inquiries about samples from prospective generic applicants,
provides suggestions about additional information to add to the RLD Access Inquir-
ies webpage, and expresses concern about the Agency’s announcement surrounding
the webpage (Letter at 1-2). The Commissioner referred your letter to the Center
for Drug Evaluation and Research (CDER) for response.

1. Pfizer’s internal practice for handling drug purchasing inquiries from prospec-
tive generic applicants

Your letter provides a synopsis of Pfizer’s internal practices for handling the inquir-
ies that it receives related to RLD access to its products and the circumstances sur-
rounding the Pfizer products that appear on the RLD Access Inquiries webpage
(Letter at 2-3). We appreciate the insight provided by Pfizer on its internal proc-
esses. As you are aware, inclusion on the list of products on the RLD Access Inquir-
ies webpage signifies that FDA has received an RLD access inquiry related to lim-
ited distribution of the product. As we state on the webpage, FDA has not independ-
ently ir&vestigated or confirmed the access limitations as described in the inquiries
received.
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You also state that FDA “does not inform an NDA holder in real time when an ap-
plicant has had difficulty obtaining product” and that “if [FDA] had informed Pfizer
that it had received such an inquiry on a specific date, Pfizer could have then un-
dertaken its own efforts to resolve the issue.” As the webpage explains (and as also
described in the draft guidance for industry How to Obtain a Letter from FDA Stat-
ing that Bioequivalence Study Protocols Contain Safety Protections Comparable to
Applicable REMS for RLD (How to Obtain a Letter Guidance)), FDA does notify cer-
tain RLD sponsors, after the prospective generic applicant has provided appropriate
disclosure authorization to the Agency. However, to the extent that Pfizer has a
process for prospective generic applicants to obtain samples, we encourage Pfizer to
consider making that process public to help ensure both that interested developers
know what process to use, and that Pfizer has access to as much information as
possible about any access issues.

2. Suggestions for additional information Pfizer believes FDA should add to the
RLD Access Inquiries webpage

Your letter also contains a list of six points of information Pfizer recommends be
added to the RLD Access web page (Letter at 4):

1. The date the inquiry was made to FDA, and (if furnished by the prospec-
tive generic applicant), the date(s) the applicant attempted to acquire the
product and failed;

2. If available, whether the prospective generic applicant directly approached
the NDA bolder or manufacturer, and was unable to obtain product that

way;

. The identity of the NDA holder at the time the inquiry was made;

. Whether there are approved generic products for the drug product, and
when those were approved;

. Whether and when an applicant submitted an ANDA with a paragraph IV
certification; and

. Whether a particular inquiry for a product with a REMS with ETASU im-
pacting distribution included a protocol, and whether the Agency issued a
Safety Determination Letter (SDL) relating to that inquiry.

We note that two of these items (“[t]he identity of the NDA holder at the time the
inquiry was made,” and “whether the Agency issued a [Safety Determination Letter]
relating to [an] inquiry”) are already included on the RLD Access Inquiries webpage.
The webpage identifies the RLD sponsor associated with each inquiry, and clarifies
that this is the RLD sponsor that was listed in the Approved Drug Products with
Therapeutic Equivalence Evaluations (the Orange Book) at the time FDA received
the inquiry (see footnote on the chart of inquiries). The web page also identifies
whether FDA issued a Safety Determination Letter in connection with a particular
RLD access inquiry (and explains that receipt of such a letter is preceded by FDA’
s review of bioequivalence study protocols to assess whether they contain safety pro-
tections comparable to those in the applicable REMS for the RLD).

Two of the other points of information (“[w]hether there are approved generic prod-
ucts for the drug product, and when those were approved” and “[w]hether an appli-
cant submitted an ANDA with a paragraph IV certification”) are already publicly
available on FDA’s website (via the Orange Book or Drugs@FDA and the Paragraph
IV Certifications List, respectively).! For the remaining points of information, to the
extent FDA has access to the information you describe, we will take your feedback
(along with feedback from other stakeholders) into account as we consider whether
any changes to the RLD Access Inquiries webpage should be made in order to best
address and improve transparency about this topic.

[o2 ) B VL)

3. Concerns relating to the Agency’s announcement surrounding the RLD Access
Inquiries webpage

Your letter also indicates that FDA’s presentation of information about this topic
“strongly suggest that the Agency endorses the claim that access to biosamples was
blocked for all products on the list” (Letter at 4). As you note, however, the RLD
Access webpage makes clear that FDA has not independently investigated or
confirmed the access limitations described in the inquiries the Agency received. The
webpage is one effort under the FDA’s Drug Competition Action Plan to provide

1 See hitp:/ /www.accessdata.fda.gov /scripts/cder/ob/index.cfm, hitp:/ /www.accessdata.fda.
gov /scripts [ cder | daf]index.cfm and https:/ |www.fda.gov /| downloads/Drugs/
DevelopmentApprovalProcess | HowDrugsareDevelopedandApproved /ApprovalApplications | Abbre
viatedNewDrugApplicationANDAGenerics | UCM293268.pdf, respectively.
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transparency about the potential impact of this important issue. If generic compa-
nies are unable to purchase the samples they need to support their applications,
this slows down, or entirely impedes, the generic drug development process—leading
to delays in bringing affordable generic alternatives to patients in need. FDA is com-
mitted to advancing policies to help bring more competition to the prescription drug
market, and we will continue to consider how we can best advance this goal, includ-
ing whether any changes to the RLD Access Inquiries webpage should be made. We
appreciate your feedback on this issue.

Thank you again for contacting us.
Sincerely,

Janet Woodcock, M.D.
Director
Center for Drug Evaluation and Research

PFIZER FOUNDATION GRANT SUMMARY
2015-2018

TOTAL: $45,877,000

GLOBAL HEALTH PROGRAMMING

NOTE: This report includes information for recipient both U.S. and ex-U.S.
recipient organizations. Certain Pfizer Foundation grants to non-U.S. grant-
ees are facilitated through U.S.-based donor-advised funds that specialize in
vetting and processing grants to non-U.S. grant recipients.

IMPROVING HEALTHCARE DELIVERY AND LOCAL INNOVATION

DATE BOARD

APPROVED PARTNER DESCRIPTION AMOUNT
November 2015 | Swasth Foundation, Afya | Global Health Innovation Grants support organizations that are | $1,500,000
Research, Jacaranda advancing innovative health models in low and middle in-
Heath, Northstar Alli- come countries. The goal of this portfolio is to improve
ance, Penda Health, healthcare delivery for underserved populations and support
World Health Partners, local innovation in key countries: India, Kenya, Mozambique,
Clinicas del Azucar, Mexico, Tanzania, India, Liberia, Uganda, Rwanda, and
Saluno, APOPO, Ayzh, South Africa. The grants support projects that align to the
Last Mile Health, Foundation’s 4 strategic elements: primary healthcare deliv-
LifeNet International, ery, women and children’s health, health technologies for
One Family Health, low resource settings and innovative financing mechanisms.
Operation ASHA and The Foundation supported $100,000 grants to fifteen orga-
Sevamob nizations in 10 countries.
December 2016 | Swasth Foundation, Afya | SECOND CYCLE: The Foundation supported $100,000 grants to | 2,000,000

Research, Jacaranda
Heath, Northstar Alli-
ance, Penda Health,
World Health Partners,
Clinicas del Azucar,
Saluno, Ayzh, Last
Mile Health, LifeNet
International, One
Family Health, Oper-
ation ASHA and
Sevamob, Purple
Source, Unjani,
AccuHealth, Bive,
Salud Cercana,
2020MicroClinic

twenty organizations in 10 countries.
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IMPROVING HEALTHCARE DELIVERY AND LOCAL INNOVATION—Continued

DATE BOARD

APPROVED PARTNER DESCRIPTION AMOUNT
March 2018 Swasth Foundation, Afya | THIRD CYCLE: The Foundation supported $100,000 grants to | 2,000,000
Research, Jacaranda twenty organizations in 12 countries.
Heath, Northstar Alli-
ance, World Health
Partners, Clinicas del
Azucar, Saluno, Ayzh,
Last Mile Health,
LifeNet International,
One Family Health,
Operation ASHA and
Sevamob, Purple
Source, Unjani, Bive,
2020MicroClinic,
MUSO, Possible, UE
Life Sciences
March 2018 Acumen The Foundation provided catalytic funding to Acumen America, 500,000
an early-stage philanthropic venture fund that invests in
companies that are improving the lives of low-income Amer-
icans and advancing innovative solutions to issues of pov-
erty in America. Through this grant, Acumen will grow its
portfolio of health investments that transform services for
the poor in the US, including programs that will increase
access to care, including lowering the financial and time
burden of health and wellness on low-income individuals,
improve quality of care to make care more effective, and
improve patient experience of care to drive patient engage-
ment & adherence. Portfolio companies include approaches
to use technology to address and reduce health disparities
for underserved and multicultural populations.
IMPACT INVESTING CATALYTIC GRANTS
DATE BOARD
APPROVED PARTNER DESCRIPTION AMOUNT
July 2015 PharmAccess The Foundation provided a grant to support the development and | $1,500,000
roll out of PharmAccess’ innovative healthcare financing, fund-
ing which will help scale PharmAccess’s mobile health
(mHealth) wallet, a mobile health payment platform linked to
M-Pesa in Kenya. The goal of the Foundation’s grant is to sup-
port user roll-out of the platform and increase the number of
people who use the platform, demonstrating its usability and
collecting data. The Foundation’s grant will target 100,000 low
income, urban mothers who will be enrolled and receive a
financial subsidy through the mHealth wallet to pay for
healthcare services and products for their children under 5
years old.
July 2015 PATH The Foundation provided a grant to support the expansion of 350,000
PATH’s Global Health Innovation Hub in South Africa, in partner-
ship with the South Africa Medical Research Council. The Hub’s
mission is to accelerate access to the most promising tech-
nology innovations by building the capacity of local innovators
to develop, manufacture, and deploy global health technologies
for vulnerable groups, leveraging PATH's expertise and network
in global health and product development. The grant will sup-
port activities to build and accelerate local innovations and
identify and prioritize local technologies that can deliver global
health impact.
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IMPACT INVESTING CATALYTIC GRANTS—Continued

DATE BOARD

APPROVED PARTNER DESCRIPTION AMOUNT
July 2015 UNITUS The Foundation provided a grant to support the expansion of 650,000
‘StartHealth,” a health technology jump-starter designed to ac-
celerate the pace of development of bottom of the pyramid fo-
cused health-tech startups in India.
July 2015 Global Partnerships | The Foundation provided a grant to this impact investment fund, 500,000

which focuses on providing products and services using market
based approaches in Latin America. This includes efforts to
pilot and validate high potential health modes for last mile and
underserved populations, with a focus on woman and children.

SUPPORT INNOVATIVE APPROACHES TO ENHANCING NON-COMUNICABLE DISEASE CARE

DATE BOARD
APPROVED

PARTNER

DESCRIPTION

AMOUNT

November
2015

FHI360

The Foundation provided a grant to support the “Suc Khoe Doi
Dao” project that will establish a community-based, integrated
NCD prevention and control program in Vietnam.

$1,000,000

November
2015

George Institute of
Global Health

This partnership will pilot implementation of a novel primary care
platform to support communities and healthcare providers in
the prevention and management of NCDs in Indonesia and
India.

1,000,000

April 2016

PATH

As part of Pfizer Foundation’s work to advance oncology care, the
Foundation provided support to PATH in Peru to reduce the
growing burden of illness and death from breast cancer for un-
derserved populations through early detection linked to service
and treatment.

500,000

April 2016

Susan G Komen
Breast Cancer
Foundation

As part of Pfizer Foundation’s work to advance oncology care, the
Foundation provided support to Susan G Komen Breast Cancer
Foundation in Northeast Brazil to integrate breast cancer pa-
tient support, early detection and timely/quality diagnosis into
existing primary care services with the goal of improving health
access and delivery for underserved women.

500,000

April 2016

Partners in Health

As part of Pfizer Foundation’s work to advance oncology care, the
Foundation provided support to Partners in Health to increase
accessibility of treatment for breast cancer for underserved pa-
tients and document and disseminate lessons learned to inform
cancer care in Rwanda.

500,000

April 2016

Indiana University
Center for Global
Health

As part of Pfizer Foundation’s work to advance oncology care, the
Foundation partnered with AMPATH, through the Indiana Univer-
sity Center for Global Health, to improve breast cancer services
for underserved women in Kenya including screening, early di-
agnosis, treatment and palliative and survivorship care.

500,000

April 2017

FHI360

The Foundation provided additional funding of the “Abundant
Health” project to support routine prevention, screening and
management of hypertension and diabetes care in five com-
mune health stations in Tan Phu district in Ho Chi Minh City,
Vietnam.

300,000

April 2017

PATH

The Foundation provided additional funding of the “Community
Based Program for Breast Health” project in Peru.

350,000
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SUPPORT INNOVATIVE APPROACHES TO ENHANCING NON-COMUNICABLE DISEASE CARE—

Continued
DATE BOARD
APPROVED PARTNER DESCRIPTION AMOUNT
August 2018 FHI360 The Foundation provided additional funding/phase two of the 437,000
“Abundant Health” project to support routine prevention,
screening and management of hypertension (HTN) and diabetes
(DM) care at the community level.
August 2018 PATH The Foundation provided additional funding of the “Community 230,000
Based Program for Breast Health” project in Peru.
August 2018 Indiana University The Foundation provided additional funding to AMPATH, through 250,000
Center for Global the Indiana University Center for Global Health, to improve
Health breast cancer services for underserved women in Kenya includ-
ing screening, early diagnosis, treatment and palliative and
survivorship care.
August 2018 George Washington The Foundation additional funding to help improve health out- 150,000
American Cancer comes and reduce health disparities for African-American,
Institute Latina and LGBT women.
PROVIDING CRITICAL SUPPORT FOR PRESSING U.S. PUBLIC HEALTH NEEDS
DATE BOARD
APPROVED PARTNER DESCRIPTION AMOUNT
April 2016 American Cancer So- | As part of Pfizer Foundation’s work to advance oncology care, the | $1,000,000
ciety Foundation partnered with the American Cancer Society in Los
Angeles, California and Hamptons Roads, Virginia to develop a
patient navigation model that links community health advisors
with federally-qualified health center (FQHC) screening and in-
hospital navigation.
April 2016 George Washington As part of Pfizer Foundation’s work to advance oncology care, the 1,000,000
American Cancer Foundation provided support to George Washington University
Institute Cancer Institute to help improve health outcomes and reduce
health disparities for African-America, Latina and LGBT women.
December West Virginia Depart- | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 ment of Health and vention and education programming in West Virginia.
Human Resources
December New Hampshire De- The Foundation provided a grant to support opioid addiction pre- 500,000
2017 partment of Edu- vention and education programming in New Hampshire.
cation
December Office of Drug Control | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 Policy vention and education programming in Kentucky.
December New Mexico Depart- The Foundation provided a grant to support opioid addiction pre- 500,000
2017 ment of Health vention and education programming in New Mexico.
December Utah Department of The Foundation provided a grant to support opioid addiction pre- 500,000
2017 Health vention and education programming in Utah.
December Commonwealth of The Foundation provided a grant to support opioid addiction pre- 500,000
2017 Massachusetts De- vention and education programming in Massachusetts.
partment of Public
Health
December Rhode Island Depart- | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 ment of Health vention and education programming in Rhode Island.
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PROVIDING CRITICAL SUPPORT FOR PRESSING U.S. PUBLIC HEALTH NEEDS—Continued

DATE BOARD

APPROVED PARTNER DESCRIPTION AMOUNT
December Foundation for Appa- | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 lachian Ohio vention and education programming in Ohio.
December Department of Public | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 Health vention and education programming in CT.
December Delaware Health and | The Foundation provided a grant to support opioid addiction pre- 500,000
2017 Social Services vention and education programming in Delaware.
ADDRESSING KEY BARRIERS FOR WOMEN AND CHILDREN
DATE BOARD
APPROVED PARTNER DESCRIPTION AMOUNT
July 2015 Save the Children The Foundation provided a grant to support a pilot program offer- $500,000
ing an integrated approach to delivering immunization and
family planning services. The grant supported development of
materials and tools for healthcare workers to engage women on
family planning services, including formal evaluation.
November CARE The Foundation provided a grant to support increased access to 1,000,000
2015 family planning and immunization in Benin by integrating both
services into comprehensive delivery and strengthening of clin-
ical skills and outreach.
November FHI360 The Foundation provided a grant to support to develop a global 1,000,000
2015 monitoring and evaluation framework to assess task shifting in
the delivery of family planning products and demonstrate the
effectiveness and safety of using Community Health Workers to
administer products.
November IRC The Foundation provided a grant to support increased access to 1,200,000
2015 family planning and immunization in Ethiopia and Uganda by
integrating both services into comprehensive delivery and male
engagement. The project focused on last mile and hard to
reach communities.
November PSI The Foundation provided a grant to support increased access to 1,000,000
2015 and demand for contraception and reproductive health services
in Uganda for women and adolescent girls
November U.S. Fund for UNICEF | The Foundation provided a grant to support expanding national 1,000,000
2015 mobile health platforms that improve immunization coverage
and delivery in Indonesia, Laos and Uganda in partnership with
MOH.
November World Vision The Foundation provided a grant to support increased access to 1,000,000
2015 family planning and immunization in Kenya by integrating both

services into comprehensive delivery, community mobilization
and male engagement.
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ADDRESSING KEY BARRIERS FOR WOMEN AND CHILDREN—Continued

DATE BOARD
APPROVED

PARTNER

DESCRIPTION

AMOUNT

August 2016

World Vision

The Foundation partnered with World Vision in Zimbabwe to iden-
tify gaps in immunization coverage for children, adolescents
and adults and support efforts to develop a life course ap-
proach to immunization with the Ministry of Health. The focus
of the project was to increase access to and use of basic
childhood immunizations for children from birth to age 5, and
HPV immunization for girls as well as maternal immunizations
for pregnant women. In addition World Vision worked with the
Ministry of Health to address adult immunization needs, bar-
riers and gaps in community service. Activities included train-
ing village health workers, health facility staff and community
and faith leaders to educate and mobilize their communities
around immunization and promote vaccination. This project
also supported the development of a national life course ap-
proach.

1,000,000

August 2016

U.S. Fund for UNICEF

The Foundation provided a grant to help UNICEF improve immuni-
zation coverage in urban underserved communities in Asia
(Cambodia, Myanmar, Mongolia and the Philippines), and to
support UNICEF in conducting operational research to assess
the feasibility of using current newborn immunization delivery
programs to support life course immunization strategies and
reach female populations with additional immunizations and
reproductive health services. A centerpiece of this work is sup-
porting the roll out of technology platforms that track immuni-
zation coverage and population registries.

1,000,000

August 2016

UN FOUNDATION

The Foundation partnered with the UN Foundation’s Shot@Life
program to pilot a life course immunization approach with a
focus on rubella. Activities include the development of cul-
turally specific local communication materials on the impor-
tance of vaccination and answering concerns parents may have
about immunization and life-long impacts, as well as an inte-
grated marketing program featuring social media, digital as-
sets and a U.S.-based media campaign.

1,000,000

April 2017

IRC

The Foundation provided additional funding to existing programs
in Uganda and Ethiopia to advance integrated immunization
and family planning program.

800,000

April 2017

Save the Children

The Foundation provided additional funding to existing programs
in Malawi to advance integrated immunization and family plan-
ning program.

250,000

July 2017

CARE

The Foundation provided additional funding to an existing program
in Benin to advance integrated immunization and family plan-
ning program.

250,000

July 2017

World Vision

The Foundation provided additional funding to an existing program
in Kenya focused on integrated immunization and family plan-
ning.

300,000

March 2018

CARE

The Foundation provided additional funding to support work in
Benin, where mortality of mothers and children is high. The
project works in 20 public health clinics to increase the uptake
of two live saving interventions, childhood vaccinations and
family planning, through integration of the two services. The
project addresses two main challenges at the same time: a
weak healthcare system and sociocultural barriers in the com-
munity, which both need to be overcome for women and chil-
dren to have access to quality health services.

1,000,000
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ADDRESSING KEY BARRIERS FOR WOMEN AND CHILDREN—Continued

DATE SR PARTNER DESCRIPTION AMOUNT

March 2018 IRC The Foundation provided additional funding to permit the IRC to 1,500,000

expand their work with health partners in Ethiopia and Uganda

to increase the use of immunization and family planning by

reaching women with information and services at a critical

time—the 12 months following birth.
March 2018 Save the Children The Foundation provided additional funding to an existing program 1,000,000

in Malawi to advance integrated immunization and family plan-

ning program with Save the Children.
March 2018 World Vision The Foundation provided funding for the second phase of this 1,000,000

project, Increasing Use of Family Planning (FP) and Immuniza-

tion Services in Kenya.

DISASTER RELIEF RESPONSE
D AR PARTNER DESCRIPTION AMOUNT

April 2015 American Red Cross Cyclone Pam $10,000
June 2016 American Red Cross West Virginia relief efforts 25,000
June 2016 American Red Cross Ecuador Earthquake 75,000
June 2016 International Medical Corp. Ecuador Earthquake 75,000
Sept—0ct 2016 American Red Cross West Virginia relief efforts 25,000
Sept-0Oct 2016 American Red Cross Ecuador Earthquake 75,000
Sept—0ct 2016 International Medical Corp. Ecuador Earthquake 75,000
Sept—Oct 2016 American Red Cross Louisiana flooding 25,000
Sept—0ct 2016 Direct Relief International Louisiana flooding 25,000
Sept—0Oct 2016 One SC Fund Hurricane Matthew in SC 50,000
Sept-0Oct 2016 Direct Relief International Hurricane Matthew in the US 50,000
Sept—0ct 2016 Project Hope Hurricane Matthew in Haiti 50,000
Sept—0Oct 2016 World Vision Hurricane Matthew in Haiti 50,000
Sept—0ct 2016 PSI Zika virus relief efforts 100,000
Sept—0Oct 2016 The CDC Foundation Zika virus relief efforts 500,000
Sept-0Oct 2016 The CDC Foundation Zika virus relief efforts 500,000
Sept—0ct 2016 PAHO Foundation Zika virus relief efforts 1,000,000
Sept—0Oct 2016 Florida State Dept of Health Zika virus relief efforts 1,000,000
Sept—0ct 2016 Texas Dept of Health Zika virus relief efforts 1,000,000
December 2016 American Red Cross Louisiana flooding 25,000
December 2016 Pinebelt Foundation Mississippi flooding 25,000
December 2016 American Red Cross Peru and Colombia mudslide 100,000
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DISASTER RELIEF RESPONSE—Continued

D AR PARTNER DESCRIPTION AMOUNT
December 2016 UNICEF Peru and Colombia mudslide 100,000
Sept—0Oct 2017 Americares Hurricane Harvey—TX and LA 125,000
Sept—0Oct 2017 World Vision Hurricane Harvey—TX and LA 125,000
Sept—0Oct 2017 American Red Cross Hurricane Harvey—TX and LA 250,000
Sept-0Oct 2017 One America Appeal Hurricane Irma—TX and FL 500,000
Sept—0ct 2017 American Red Cross Hurricane Irma—-Puerto Rico/U.S. Virgin 400,000

Islands
Sept—0Oct 2017 IFRC Hurricane Irma—Caribbean 100,000
Sept—0Oct 2017 American Red Cross Hurricane Maria—Puerto Rico 250,000
Sept-0Oct 2017 American Red Cross Mexico Earthquake 250,000
Sept—0ct 2017 UNICEF Mexico Earthquake 250,000
Sept—0ct 2018 American Red Cross California Wildfires 50,000
Sept—0Oct 2018 United Way of North Carolina Hurricane Florence 100,000
Sept—Oct 2018 Central Carolina Community Foundation Hurricane Florence 100,000
Sept—Oct 2018 International Medical Corp. Hurricane Florence 200,000
Sept-Oct 2018 American Red Cross Hurricane Florence 100,000
Sept—0ct 2018 International Medical Corp. Hurricane Michael 100,000
Sept—0ct 2018 Florida Disaster Fund Hurricane Michael 100,000
Sept—0Oct 2018 Save the Children Indonesia Tsunami 100,000
Sept—Oct 2018 Direct Relief International Indonesia Tsunami 100,000
Sept—Oct 2018 World Vision Indonesia Tsunami 100,000
Sept-0Oct 2018 Physicians for a Healthy California California Wildfires 100,000

Defendants.

UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF PENNSYLVANIA

PFIZER INC., Plaintiff,

V.
JOHNSON & JOHNSON and
JANSSEN BIOTECH, INC.,

Case No.
JURY TRIAL DEMANDED

COMPLAINT

For its Complaint, plaintiff Pfizer Inc. (“Pfizer”) alleges against defendants John-
son & Johnson and Janssen Biotech, Inc. (collectively, “J&J”), as follows:

PRELIMINARY STATEMENT

1. It is accepted national policy to promote price competition among pharma-
ceutical manufacturers after an originator firm’s patent protection has expired. This
policy extends to biologics, a unique category of medications that are derived from
living organisms. As one lawmaker put it when adopting applicable legislation, such
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competition “is good for patient safety, consumer choice . . . and the healthcare sys-
tem at large.” This case is about J&J’s efforts to suppress that competition and de-
prive society of those benefits by, among other things, imposing a web of exclu-
sionary contracts on both health insurers and healthcare providers (e.g., hospitals
and clinics) to maintain its stranglehold in respect of an important biologic, brand
named Remicade, also known by its generic name, infliximab.

2. For many patients suffering from chronic diseases such as rheumatoid arthri-
tis, plaque psoriasis, and Crohn’s disease, the best—and sometimes the only—option
for treatment is infusion therapy with infliximab. As these conditions are chronic
in nature, patients often require long-term treatment and multiple infusions per
year.

3. J&J owned patents protecting infliximab and has been amply rewarded for its
invention: Between 1998 and 2016, Remicade was the only infliximab product on
the market. This position allowed Remicade to become J&J’s best-selling drug by
far, generating about $4.8 billion in U.S. sales in 2016 alone. In fact, Remicade is
among the best selling drugs in the world. For most uses, at list price Remicade
sells for about $4,000 per infused dose and about $26,000 for a full year of treat-
ment. When Pfizer introduced its competing biologic Inflectra (infliximab-dyyb) in
2016, J&J deployed improper exclusionary tactics to maintain the dominance of its
flagship product.

4. Inflectra received marketing approval under the Biologics Price Competition
and Innovation Act (“BPCIA”). Congress recognized the growing importance of bio-
logics, as well as the growing costs associated with them, and passed the BPCIA
in 2010. The purpose of the BPCIA, as its name suggests, is to foster meaningful
price competition for long-entrenched branded biologic products—with the ultimate
goal of lowering healthcare costs. To facilitate price competition, the BPCIA provides
an abbreviated FDA approval pathway for “biosimilar” versions of branded biologic
drugs. Biosimilars are products that the FDA has determined to have “no clinically
meaningful differences” from the already approved biologic (sometimes referred to
as the “reference listed drug” or “RLD”) in terms of safety, purity, and potency. Al-
though the BPCIA was enacted in 2010, FDA procedures for implementing the Act
did not become effective until a few years later, and biosimilars are only recently
beginning to come onto the market, with the first biosimilar approval in 2015.

5. On April 5, 2016, Inflectra received FDA approval as the first biosimilar to
Remicade. Pfizer began shipping Inflectra in November 2016 and set its initial list
price, often referred to as the wholesale acquisition cost (or “WAC”), at 15 percent
below the then-current WAC of Remicade.!

6. The threat from Inflectra did not go unnoticed by J&J. Within weeks of
Inflectra’s launch, J&J began to deploy what it publicly has termed its “Biosimilar
Readiness Plan.” The core features of the plan are exclusionary contracts that fore-
close Pfizer’s access to an overwhelming share of consumers, coupled with anti-
competitive bundling and coercive rebate policies designed to block both insurers
from reimbursing, and hospitals and clinics from purchasing, Inflectra or other
biosimilars of Remicade despite their lower pricing.

7. J&J’s actions with respect to Remicade exclude competition at multiple levels:

8. Exclusive contracts with insurance company payers. Insurer decisions re-
garding reimbursement policies have a dramatic impact on which infliximab product
will be stocked by healthcare providers such as hospitals and clinics. Because pro-
viders administer infliximab on site (it is an infusion product), they must use their
own funds to stock the product, purchasing it for later use and relying upon subse-
quent reimbursement from insurers to recoup their expenses. Given the cost of bio-
logic drugs generally, and Remicade in particular, there is almost no chance that
providers will pay for a product that is not widely covered by insurers for fear of
stocking a product that will not be reimbursed after the provider administers it to
g4p6:1g(i)ent, as even a single unreimbursed dose may cost the provider in excess of

e Recognizing this, J&J has induced insurers to enter into contracts that require
an explicit commitment not to cover Inflectra at all or to do so only in the rarest
of circumstances—in effect, to make Remicade the only covered infliximab. As a di-
rect result of these exclusive dealing contractual commitments, Inflectra is either
not listed on the insurance company’s medical policy—a published listing of the

1WAC is the manufacturer’s published list price to wholesalers or direct purchasers, not in-
cluding prompt pay or other discounts, rebates, or reductions in price.
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drugs approved for reimbursement under the insurer’s medical benefit—or is des-
ignated reimbursable only in so-called “fail first” cases. The “fail first” exception,
which requires that Remicade has been tried by and failed with respect to a given
patient before a biosimilar infliximab can be reimbursed, is medically inappropriate
and illusory in practice. If Remicade, which is an infliximab product, does not work
for a patient, a physician would turn to a non-infliximab drug, not to Inflectra,
which also is an infliximab product and has no clinically meaningful differences
from Remicade. The spurious nature of J&dJ’s “fail first” restriction is illustrated by
the fact that in early 2017, before J&J’s contracts took hold, the major insurers list-
ed Inflectra at parity with Remicade—indicating that they saw no medical reason
to favor one over the other.

o J&J’s “fail first” contractual restrictions therefore have the same practical effect
as pure exclusive contracts: both operate to exclude Inflectra from qualifying for re-
imbursement under the insurers’ plans; both prevent the insurer from freely reim-
bursing for Inflectra or another biosimilar without breaching the contracts; and both
foreclose Inflectra from competing for patients covered by those plans. J&J has en-
tered into such contracts with all or nearly all national health insurance companies.
These “biosimilar-exclusion” contracts, on their own, have foreclosed Inflectra’s abil-
ity to vie for at least 70 percent of commercially insured patients in the United
States, including a significant number of commercially insured patients who reside
in the Philadelphia area. But the foreclosure effects of those insurer contracts go
well beyond the immediate impact on patients covered by the affected plans, as dis-
cussed below.

9. Exclusionary rebates and bundling arrangements with insurance com-
pany payers. A key to J&J’s ability to coerce insurers into accepting its exclu-
sionary commitments is its denial of rebates to insurers that decline J&J’s exclu-
sivity commitments, thereby imposing a substantial financial penalty. In effect, J&J
says to insurers, “If you want to receive attractive rebates on Remicade for all your
existing Remicade patients”—rebates which, for some insurers, run into the tens of
millions of dollars annually—“you must agree to not reimburse for Inflectra, or to
do so in the most limited of circumstances.” In short, insurers that decline J&J’s
offer face a substantial financial penalty, and those that accept receive a payoff
{)multinllillion dollar rebate payments) in return for their commitment to exclude

iosimilars.

o J&J’s threatened financial penalty is effective because there is a substantial
base of patients across the country who are already controlling their diseases with
Remicade and thus are unlikely to switch to a lower-priced biosimilar once avail-
able. Although biosimilars have no clinically meaningful differences in safety, pu-
rity, and potency from the biologic originator, they are not substitutable without the
prescriber’s approval (unlike generics for non-biologic drugs approved under the
Hatch-Waxman structure, which are substitutable without a new prescription). And,
although the FDA’s approval permits physicians to switch from the originator to the
biosimilar, and Pfizer believes they should consider doing so in appropriate cir-
cumstances, as a practical matter, existing-patient Remicade demand is economi-
cally incontestable, that is, not a realistic candidate for biosimilar firms to compete
for. As the head of J&J’s pharmaceuticals business told investors, “the 70 percent
of patients who are [already] stable on Remicade are highly unlikely to switch.”2
J&J bundles this economically “incontestable” demand for Remicade with the por-
tion of demand that is “contestable” for biosimilar firms— new patients starting
therapy with infliximab—by threatening to deny rebates on all Remicade prescrip-
tions if any infliximab biosimilar prescriptions are reimbursed, effectively meaning
insurers would have to forfeit their rebates and pay J&J’s ever increasing price for
the incontestable patients.

e J&J also bundles rebates on multiple different products, such that insurers that
refuse to grant exclusivity to Remicade would be forced to pay higher prices and/
or forego enhanced portfolio rebates. The net effect of these anticompetitive bun-
dling practices is that the insurers subject to them have no real choice but to agree
to J&J’s exclusivity conditions. Insurers have made it clear to Pfizerthat its net cost
for Inflectrawould need to be low enough to offset the loss of J&J rebates. Pfizer
and other biosimilar firms cannot feasibly make up the difference for the J&J re-
bates (on the existing Remicade patient base) that insurers would lose if they de-
clined J&J’s conditions. Insurers have stated a desire to support biosimilars—and
the lower per-unit prices they bring—but realistically cannot do so without incur-

2 Johnson & Johnson, Q3 2016 Results Earnings Call Transcript (Oct. 14, 2016), available at
https:/ | seekingalpha.com [ search [ transcripts?term=johnson+%26+Johnson+biosimilar.
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ring a substantial financial penalty imposed by J&J and thus potentially placing
themselves at a disadvantage relative to insurers accepting J&J’s rebates.

10. J&J-engineered coverage restrictions impact provider purchasing be-
havior and thus magnify foreclosure. The foreclosure created by J&J’s exclu-
sionary insurer-level contracts goes well beyond the patients covered by these health
insurers: Inflectra’s coverage status has a spillover effect on the purchasing deci-
sions of healthcare providers (as noted, the clinics, hospitals, and other institutions
that purchase and administer infliximab) as well as the prescribing decisions of
physicians affiliatedtherewith. Given the widespread gaps in Inflectra’s insurance
coverage—engineered by J&J—providers have overwhelmingly chosen to stock only
Remicade (which is essentially universally covered given its long tenure and domi-
nant position) rather than deal with the risk of possible denials of coverage for
Inflectra. Thus, providers have declined to purchase Inflectra across the board, even
for patients covered by insurance plans that do cover the product. To take one ex-
ample, even though Inflectra is covered by Medicare and other government pro-
grams, providers have been unwilling to stock Inflectra even for potential use with
such government-insured patients. As a result, not only is the federal government
forced to continue reimbursing for Remicade, the more expensive product, but the
effective foreclosure of biosimilars is expanded well beyond the 70 percent of com-
mercially insured patients directly foreclosed by J&J’s insurer contracts. Indeed, as
of September 1, 2017, about 90 percent of healthcare provider accounts using
infliximab had purchased no Inflectra at all. J&J has stoked providers’ reluctance
to purchase Inflectra by touting with providers the very lack of coverage for
Inflectra created by J&dJ’s own exclusionary contracts.

11. Exclusionary rebates and bundling arrangements with healthcare
providers. Beyond the spillover impact described above, J&J has also extended its
practices of multi-product bundling and bundling of contestable and incontestable
demand in contracts with healthcare providers.

12. J&J’s exclusionary plan has been remarkably effective at stifling competition:
Today, almost no national commercial health insurer provides coverage for Inflectra
(except under the spurious “fail first” scenario), and the vast bulk of healthcare pro-
vider accounts using infliximab (approximately 90 percent) have not purchased
Inflectra at all. Despite some coverage by regional and government plans, Inflectra
has secured less than 4 percent of total infliximab unit sales in the U.S. as of Sep-
tember 1, 2017.

13. The harm to Pfizer and to competition as a whole—and, ultimately, to con-
sumers, businesses, and the U.S. government, who bear the brunt of rising
healthcare costs nationwide—is manifest. In response to a new entrant offering
lower prices for a product deemed to have “no clinically meaningful differences”
from the incumbent’s brand, basic economics would predict that market-wide prices
would fall. Instead, the opposite has occurred. Since the time the FDA approved
Inflectra and J&J implemented its publicly-stated plan to block biosimilars like
Inflectra, J&J has raised the list price of Remicade by close to 9 percent and in-
creased the amount the U.S. government reimburses for Remicade by more than
$190 per infused dose. J&J’s list price increases are not overcome by increased re-
bates and discounts: Remicade’s “average selling price” (“ASP”)—which by federal
law is an average of a drug’s pricing after taking into account discounts, rebates,
and other price concessions—actually has increased since Inflectra’s entry. As of
September 2017, Remicade’s ASP was more than 10 percent higher than Inflectra’s
ASP. Pfizer has offered to guarantee clients that Inflectra would be less expensive
unit-for-unit than Remicade during a contract term. Despite Inflectra’s lower per-
unit prices, and J&J’s escalating prices, Remicade has not lost any substantial vol-
ume or share of sales to Inflectra, even though FDA determined there to be no clini-
cally meaningful differences between the two products.

14. In July, J&J extolled the success of its scheme, noting that it had not “seen
much of an impact” from Inflectra’s entrance, and that J&dJ is “especially well-
prepared to manage through the Remicade biosimilars.”3 J&J also said it was
confident that it could fend off even subsequent biosimilar entrants this year be-
cause of its exclusionary contracts: “/Wle have our contracting in place with all the
managed care organizations [e.g., health insurers].”4 The net result is that patients

3Johnson & Johnson, Q2 2017 Results Earnings Call Transcript (July 18, 2017), available at
https: /| | seekingalpha.com [ search [ transcripts?term=johnson+$26+Johnson+biosimilar.
41d.



115

(along with healthcare providers and the U.S. Government) have fewer choices and
pay more than they should.

15. Major stakeholders at every level of the healthcare marketplace are suffering
as a result of J&J’s competition-reducing actions:

e Most importantly, consumers suffer in the form of artificially inflated prices (in-
cluding higher coinsurance payments, insurance premiums, and taxes), as well
as reduced choice.

e Government programs, including Medicare—and ultimately taxpayers—suffer
by having to pay artificially higher prices for the vast majority of their in-
fliximab utilization.

e Pfizer, of course, suffers loss of sales, investment, and reputation as a result
of J&J’s success in securing commitments to disadvantage Inflectra.

16. Pfizer brings this action under the antitrust laws of the United States to chal-
lenge J&J’s anticompetitive conduct. If J&J’s conduct is allowed to continue, its
“Biosimilar Readiness Plan” will become the playbook for biologic originator firms
seeking to preserve their dominance in the face of biosimilar competition—thus sub-
verting the competition-enhancing objectives of the BPCIA.

17. Allegations relating to Pfizer’s conduct are based on personal knowledge;
other allegations are based on Pfizer’s research, publicly available sources, feedback
from customers, and information and belief.

THE PARTIES

18. Plaintiff Pfizer is a corporation organized and existing under the laws of Dela-
ware. Pfizer’s principal place of business in the United States is located at 235 East
42nd Street, New York, New York 10017. Pfizer is a research-based international
pharmaceutical company which researches, develops, manufactures, and sells phar-
maceutical products across the spectrum, from branded innovator products to
generics and over-the-counter medications. Pfizer is also committed to developing
biosimilar medications to bring competition, lower prices, and choice to patients.

19. Pfizer has commercialized Inflectra, a biosimilar to J&J’s Remicade, through
its partnership with Celltrion, the holder of the drug product’s Biologics License Ap-
plication. The FDA approved Inflectraas a biosimilar to Remicade on April 5, 2016.

20. Defendant Johnson & Johnson is a corporation organized and existing under
the laws of New Jersey. Johnson & Johnson’s principal place of business in the
United States is located at One J&J Plaza, New Brunswick, New Jersey 08933.
Johnson & Johnson is an international pharmaceutical company—one of the largest
in the world—and was the sole supplier of infliximab, marketed as Remicade, be-
tween 1998 and 2016, when Inflectra came to market.

21. Defendant Janssen Biotech, Inc. (“Janssen”) is a wholly owned subsidiary of
Johnson & Johnson. Janssen is a corporation organized and existing under the laws
of Pennsylvania. Janssen’s corporate headquarters are located at 800 Ridgeview
Drive, Horsham, Pennsylvania 19044. Janssen co-owns or has licenses to the
Remicade patents and performs the marketing for Remicade in the United States.

JURISDICTION, VENUE, AND INTERSTATE COMMERCE

22. This action arises under the antitrust laws of the United States, including
Section 1 of the Sherman Act, 15 U.S.C. § 1, Section 2 of the Sherman Act, 15 U.S.C.
§2, Section 3 of the Clayton Act, 15 U.S.C. § 14, and Sections 4 and 16 of the Clay-
ton Act, 15 U.S.C. §§15 and 26.

23. Subject matter jurisdiction is founded on 28 U.S.C. §§ 1331 and 1337(a).

24. Johnson & Johnson may be found, transacts business, and is subject to per-
sonal jurisdiction in this judicial district.

25. Janssen maybe found, transacts business, and is subject to personal jurisdic-
tion in this judicial district.

26. The violations of law alleged in this Complaint took place, in part, in this ju-
dicial district and have injured Pfizer in this district. Venue is therefore appropriate
in the Eastern District of Pennsylvania under Section 12 of the Clayton Act, 15
U.S.C. §22, and under 28 U.S.C. §§1391(b) and (c).
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27. The creation, marketing, sale, and distribution of Remicade and Inflectra, and
the actions complained of in this Complaint, occur in and substantially affect inter-
state commerce.

FACTUAL AND REGULATORY BACKGROUND
A. Biologics

28. Biologics are treatments derived from living systems such as microorganisms
or plant or animal cells. As the FDA explains: “Biological products include a wide
range of products such as vaccines, blood and blood components, allergenics, somatic
cells, gene therapy, tissues, and recombinant therapeutic proteins. Biologics can be
composed of sugars, proteins, or nucleic acids or complex combinations of these sub-
stances, or maybe living entities such as cells and tissues. Biologics are isolated
from a variety of natural sources—human, animal, or microorganism—and may be
produced by biotechnology methods and other cutting-edge technologies. Gene-based
and cellular biologics, for example, often are at the forefront of biomedical research,
and may be used to treat a variety of medical conditions for which no other treat-
ments are available.”5 In contrast to most drugs, which are chemically synthesized
and whose structure is known, most biologics are complex mixtures that are not eas-
ily identified or characterized.®

B. Congress Enacts the Biologics Price Competition and Innova-
tion Act to Spur Price Competition for Biologic Medications

29. Congress has made clear that competition in pharmaceuticals is to be encour-
aged, and, to that end, in 1984 enacted the Hatch-Waxman Act (“Hatch-Waxman”),
which established an abbreviated pathway for approval of generic counterparts to
non-biologic branded drug products. Before Hatch-Waxman, a generic applicant had
to conduct the same kinds of safety and efficacy studies (including large clinical
trials and the like) as the originating drug manufacturer. Such a process, which can
cost hundreds of millions of dollars and take years to complete, was prohibitive for
would-be generic entrants and led to the near absence of generic competition to
branded drug products. Hatch-Waxman eliminated this hurdle; it allowed generic
firms to rely upon the originator’s safety and efficacy studies. Generic applicants
need only show that their products use the same active pharmaceutical ingredient
as the originator, and that their products are bioequivalent (e.g., that the generic
product’s uptake into the body is equivalent to the branded drug). A principal goal
of Hatch-Waxman was to trigger price competition with originator products, many
of which had enjoyed longstanding exclusivity. That goal has been achieved: Accord-
ing to the FDA, the competition spurred by Hatch-Waxman has saved more than
$1.6 trillion for patients and the healthcare system.”

30. However, for a number of reasons, biologic products generally are not covered
by the Hatch-Waxman procedures. Nevertheless, given the success of Hatch-
Waxman in spurring competition for non-biologic medicines, Congress and nearly all
stakeholders in the healthcare system have recognized the great desirability of hav-
ing an analogous system for biologics.8

31. In 2009, Congress addressed the need for competition in the biologics market-
place by introducing the BPCIA, which was signed into law in 2010. The Act fur-
thers the “FDA’s longstanding policy of permitting appropriate reliance on what is

5See U.S. Food & Drug Administration, What Are “Biologics” Questions and Answers, https:/ |
www.fda.gov [ aboutfda [ centersoffices | officeofmedicalproductsandtobacco / cber | ucm133077.htm
(last visited Sept. 18, 2017).

61d.

7See Kathleen “Cook” Uhl, 2016: A Record-Setting Year for Generic Drugs, U.S. Food & Drug
Administration (Feb. 24, 2017), available at https:/ /blogs.fda.gov | fdavoice /index.php /2017 /02 /
2016-a-record-setting-year-for-generic-drugs/ (noting that “2016 was a record-setting year for
FDA'’s generic drug program,” and that “[o]ver the last 10 years, generic drugs have saved the
U.S. healthcare system about $1.68 trillion”).

8See U.S. Food & Drug Administration, Implementation of the Biologics Price Competition and
Innovation Act of 2009 (Feb. 12, 2016), available at hitps://www.fda.gov/drugs/
guidancecomplianceregulatoryinformation /ucm215089.htm (“The goal of the BPCI Act is similar,
in concept, to that of the Drug Price Competition and Patent Term Restoration Act of 1984
(a.k.a. the ‘Hatch-Waxman Act’) which created abbreviated pathways for the approval of drug
products under Federal Food, Drug, and Cosmetic Act (FFD&C Act).”).
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already known about a drug, thereby saving time and resources and avoiding unnec-
essary duplication of . . . testing.”®

32. A principal purpose of the Act—as reflected in its very name (i.e.,, the Bio-
logics Price Competition and Innovation Act)—was to spur price competition in bio-
logic drug products:

e “We have to find a way to introduce competition into [the biosimilar] market,”
including balancing “giving incentives for development of new products but
bringing about the benefits of competition in the marketplace.” (Hon. Henry
Waxman, United States Representative from California)

“Legislation to facilitate the development of biosimilars should promote com-
petition and lower prices[.]” (Hon. Anna G. Eshoo, United States Representa-
tive from California)

e “We want to foster a robust biosimilar market.” (Hon. Joe Barton, United
States Representative from Texas)

“[Clompetition [from biosimilars] is good for patient safety, consumer choice,
and drive[s] savings for consumers and the healthcare system at large.” (Hon.
Gene Green, United States Representative from Texas)

33. The BPCIA provides an abbreviated regulatory approval pathway for the in-
troduction of biosimilars. A biosimilar applicant may rely on the clinical studies of
the reference listed drug if it can show: (a) that the proposed biosimilar is “highly
similar to the [originator product, or RLD] notwithstanding minor differences in
clinically inactive components”; and (b) that “there are no clinically meaningful dif-
ferences between the [proposed biosimilar] and the [RLD] in terms of safety, purity,
and potency” (42 U.S.C. §262(i)(2)).

34. Although biosimilars have no clinically meaningful differences in safety, pu-
rity, and potency from the RLD, they are not automatically substitutable with the
RLD (unlike Hatch-Waxman generics). Thus, if a doctor prescribes the RLD, a phar-
macist cannot substitute a biosimilar unless that product has been designated as
interchangeable by FDA and the relevant state law permits substitution of inter-
changeable biologics.10 This allows originator firms to retain the bulk of their exist-
ing patient bases, which typically is not possible for a branded firm to do when a
Hatch-Waxman generic enters (because state substitution laws permit prescriptions
for the brand to be automatically substituted with the Hatch-Waxman generic by
the pharmacist without the need for physician intervention). This difference enables
biologic originator firms to leverage their monopolies over existing patients to ex-
tract anticompetitive commitments from insurers and providers.

C. Infliximab

35. Infliximab is a tumor necrosis factor (“INF”)-inhibiting biologic drug used to
treat a range of immune-mediated diseases, including Crohn’s disease, ulcerative co-
litis, rheumatoid arthritis, psoriatic arthritis, ankylosingspondylitis, and plaque pso-
riasis.

36. As a biologic, infliximab is not synthesized in a laboratory, but rather derived
from a living organism. Infliximab is a chimeric IgGlk monoclonal antibody (com-
posed of human constant and murine variable regions) specific for human tumor ne-
crosis factor-alpha. Infliximab is produced by a recombinant cell line cultured by
continuous perfusion and is purified by a series of steps that includes measures to
inactivate and remove viruses.

37. Infliximab is an infusion therapy, meaning it is administered intravenously.
Thus, infliximab patients must (in most cases) visit clinics, hospitals, or other med-

9U.S. Food & Drug Administration, Implementation of the Biologics Competition and Innova-
tion Act of 2009, https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/
ucm215089.him (last visited Sept. 18, 2017).

10The BPCIA does provide for an “interchangeable” designation, but FDA published draft
guidelines for establishing interchangeability only this year. U.S. Food and Drug Administra-
tion, Considerations in Demonstrating Interchangeability With a Reference Product (Draft Guid-
ance) (Jan. 17, 2017). And while Pfizer believes that Inflectra can be safely and effectively sub-
stituted for Remicade (indeed, studies have shown that switching patients can be done safely
and effectively, and Pfizer has supported and/or taken part in some of these studies), it will
be years before Inflectra or any other biologic receives a formal “interchangeability” designation
from FDA in the United States. Nonetheless, neither the BPCIA nor FDA contemplates that
biosimilars should be prevented from competing in themarketplace—i.e., that consumers should
be denied access to them—until they are designated interchangeable.
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ical facilities to receive the therapy from healthcare professionals. As a result, pa-
tients rarely purchase infliximab themselves at retail pharmacies. Instead, infusion
centers, clinics, and hospitals purchase infliximab, and after administration, seek
reimbursement from the patient’s insurer or a government payer (e.g., Medicare).
Infliximab is an important medicine that has provided life-changing benefits to mil-
lions of patients.

D. J&J’s Remicade

38. J&J introduced the first infliximab product in the United States in 1998,
under the brand name Remicade.

39. Remicade is widely used: An estimated 475,000 patients in the U.S. receive
at least one dose of Remicade annually. This fact, combined with the cost (approxi-
mately $4,000 per infused dose at list price), makes administering Remicade a major
expense item for insurers and healthcare providers.

40. J&J’s list price increases for Remicade and other pricing actions have resulted
in consistent increases in Remicade’s ASP. J&J has increased the price of Remicade
without experiencing a loss of sales to other therapies. Instead, Remicade sales have
increased steadily since it was introduced. Indeed, J&J has been able to continue
raising the price of Remicade notwithstanding the arrival of Inflectra.

41. Since 1998, J&J has made billions of dollars in profit on Remicade.
E. Pfizer’s Inflectra

42. Beginning in 2008, Celltrion undertook to develop a biosimilar to Remicade
and move it through the intensive FDA review process. The Biologics License Appli-
cation for Inflectra was filed with FDA in 2014. After rigorous scientific review,
FDA approved infliximab-dyybon April 5, 2016. In the FDA news release announc-
ing its approval of Inflectra, the director of FDA’s Center for Drug Evaluation and
Research reiterated that approval as a biosimilar reflects a determination of “no
clinically meaningful differences” from the originator, and stated that “[platients
and the health care community can be confident that biosimilar products are high
quality and meet the agency’s rigorous scientific standards.” 11

43. J&J claimed patent protection over Remicade—as noted, making it the sole
provider of infliximab for nearly two decades—and thus Pfizer and Celltrion were
forced to defend against J&dJ’s patent suit in parallel with FDA’s regulatory review
of the Inflectra application. On August 17, 2016, J&J’s patent covering the
infliximab antibody was ruled invalid by the United States District Court for the
District of Massachusetts, a ruling which confirmed that J&J had no valid right to
exclude Pfizer (or other potential biosimilar entrants). The Court held that the anti-
bodies covered by J&dJ’s Remicade patent had been disclosed and claimed in an ear-
lier patent.12 Just a few months after the district court ruling, the U.S. Patent and
Trademark Office issued a final decision in a re-examination of the same patent,
holding that the patent was invalid.13

44. After overcoming these hurdles, and after a 180-day notice period required by
the BPCIA, Pfizer began selling Inflectra in November 2016.

45. Inflectra is approved for all the same indications as Remicade, except pedi-
atric ulcerative colitis, as to which J&J continues to enjoy an FDA-granted period
of exclusivity because of the indication’s status as an “orphan” indication (estab-
lished on proof that the number of people affected by the disease or condition for
which the drug is to be developed is fewer than 200,000 persons), which is scheduled
to end in 2018. On that date, Inflectra will be eligible to seek approval for pediatric
ulcerative colitis. In any event, this indication accounted for less than 5 percent of
overall infliximab utilization in 2016.

46. Pfizer introduced Inflectra with a list price 15 percent lower than Remicade’s,
and, in negotiations with insurers and providers, offered substantial additional pric-
ing concessions in the form of discounts and/or rebates that in some instances were
more than 40 percent below Inflectra’s list price. The goal and effect was to offer
Inflectra for less than J&J was offering Remicade; indeed, for many customers,

11See U.S. Food and Drug Administration, FDA Approves Inflectra, A Biosimilar to Remicade
(Apr. 5, 2016), https:/ /www.fda.gov /newsevents/newsroom [pressannouncements/ucm494227.

htm.

12 Janelle Lawrence, J&J Remicade Patent Found Invalid in U.S. Victory for Pfizer,
Bloomberg (Aug. 17, 2016), https:/ /www.bloomberg.com /news/articles/2016-08-17 /j-j-patent-
on-remicade-expiring-in-2018-invalid-judge-rules.

13]d.
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Pfizer committed to ensure that Inflectra would have a lower net per-unit price
than Remicade.

47. Given that it was charging a lower price for Inflectra than J&J was charging
for Remicade, Pfizer was optimistic that it would have an opportunity to compete,
to secure a reasonable share of the business, particularly for new patients, and to
bring the benefits of price competition to consumers, providers, insurers, and the
U.S. government. However, due to J&J’s exclusionary conduct, competition has been
foreclosed. J&J maintains its monopoly and has continued to capture over 96 per-
cent of infliximab sales even while maintaining prices far above competitive levels.

F. The Importance of Insurance Coverage for Infliximab

48. Most patients who are prescribed Remicade have some form of insurance cov-
erage or qualify for patient assistance. The sources of insurance coverage are (a) pri-
vate insurance, accounting for about 60 percent of patients nationally, and (b) gov-
ernment insurance programs (principally Medicare and Medicaid), accounting for
the remaining 40 percent. Insurance coverage and reimbursement are therefore key
to the adoption of the product by patients and healthcare providers alike. If a prod-
uct as expensive as Remicade is not widely reimbursed, it will not be significantly
utilized.

49. Because Remicade is not dispensed in a retail pharmacy but rather adminis-
tered intravenously in a clinic or other institutional setting, it generally is not in-
cluded under the “pharmacy benefit” of most health plans. In the pharmacy benefit
setting, physicians prescribe a drug and the patient procures the medication him or
herself at the pharmacy, paying for it with a combination of insurance coverage (ei-
ther private or government-sponsored) and out-of-pocket payment (usually, a co-
pay). In the pharmacy benefit context, neither the prescribing physician nor the in-
stitution with which the physician is affiliated bears financial risk with respect to
the drug selected, i.e., the drug is not purchased and stocked in advance by pro-
viders at their own cost. The pharmacy buys the drug, dispenses it, and is reim-
bursed.

50. In contrast, “medical benefit” products such as Remicade are administered at
a clinic or other healthcare provider site, and the provider itself first purchases the
drug product for use in the infusion treatment of patients, and then later seeks re-
imbursement for the drug from a third party payer (a practice commonly referred
to as “buy and bill”). When a treatment is administered, the provider must secure
payment for the service, including the cost of the product dispensed (which the pro-
vider had to pay up front with its own funds). In this context, the provider has a
strong interest in utilizing drugs that are widely covered by insurance, particularly
by the major national commercial health insurers and significant regional insurers
active in its area. If a drug product is not widely covered, such that there is a risk
that coverage might be denied, and providers thus would be burdened with a poten-
tial financial loss for what they paid for the product, providers are much less likely
to purchase that product—a response that is in line with the providers’ economic
interests (to be reimbursed).

51. Many of the facilities administering infusion services of the type at issue here
are physician-owned. Thus, the physicians themselves have both prescribing author-
ity and a strong financial incentive to avoid products that are not widely covered.

52. Commercial insurers typically publish medical policies enumerating the drug
products they will cover under the medical benefit and the terms under which they
will do so. For example, medical policies may exclude drugs from coverage, or they
may dictate restrictions on use. Drug manufacturers compete, usually with rebates
or other price concessions, to obtain coverage under insurer medical policies and to
have either fewer restrictions on reimbursement than their competitors—or, at a
minimum, to achieve “parity” whereby the competing products have the same re-
strictions on reimbursement and the patient and/or doctor can choose between
them. Securing at least parity placement is critical, especially for new products
seeking to gain traction in the marketplace, and particularly with large insurers,
which have tens of millions of covered patients.

G. The Importance of Access at the Provider Level

53. As discussed above, providers (hospitals, clinics, etc.) are the market actors
that actually purchase infliximab for use with their infusion services for patients.
J&J’s agreements and conduct have the effect of foreclosing this essential source of
distribution.
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54. Providers do not want to risk being unable to secure reimbursement for any
drug used to treat a patient after having already paid for the product. Because it
can be costly to monitor coverage status across myriad insurers and implement pro-
cedures to match product use to a patient’s coverage, gaps in reimbursement policies
give “buy and bill” provider accounts reasons to stock only products with universal
(or near-universal) coverage. Here, due to J&J’s anticompetitive contracts at the in-
surer level, J&J has succeeded in preventing biosimilar competitors from achieving
the same status.

J&J’S EXCLUSIONARY SCHEME

55. Not content with its nearly 2 full decades of exclusivity with Remicade, and
the billions of dollars of profits that such exclusivity enabled, J&J hatched a multi-
faceted scheme to ensure that biosimilars would never become viable competitors—
a scheme embodied, at least in part, in its “Biosimilar Readiness Plan.” J&J re-
vealed the existence of the plan, and at least some specifics thereof, during a recent
investor call and presentation.’* And a J&J consultant bragged at a recent health
conference that his firm helped design the plan to realize J&J’s goal of ensuring
that biosimilars never gain a foothold.

56. J&J’s conduct has not gone unnoticed in the industry. For example, an ana-
lyst at a prominent securities firm (Bernstein Research) recently summarized key
aspects of J&J’s scheme, observing that J&dJ has: (a) “negotiated with [insurers]”
and set up “exclusive contracts . . . in nearly half the market,” thereby making pro-
viders unwilling to purchase Inflectra; (b) “offered up deeper discounts to large inde-
pendent infusion centers [i.e., major providers], which are more economically sen-
sitive”; and (c) “bundled several drugs and medical devices [together] for larger hos-
pitals.” 15 The analyst also noted that a key to J&J’s strategy was the “long ‘tail’
of [patients] remaining on the brand”16—the incontestable demand—which gives
J&J leverage to extract commitments from insurers not to cover Inflectra.l?” Another
industry observer, commenting on the Bernstein survey, noted that J&dJ’s “fail first”
requirements with insurers “force hospitals and clinics to buy Remicade.” The ob-
server also noted that:

J&J has had yet another advantage—an ability and willingness to bundle
different medicines as part of a package deal. By offering discounts and re-
bates for several drugs, J&J can secure contracts and crowd out rivals. And
discollénts are also appealing to physicians who run their own infusion cen-
ters.

57. J&J’s scheme is set forth in more detail below:

A. J&J Bars Access to Insurer Reimbursement Through Improper
Exclusive Contracts and Anticompetitive Bundling Practices

1. J&J’s Exclusive Contracts with Health Insurers

58. A centerpiece of J&J’s strategy to block competition from biosimilars has been
to secure contractual commitments from commercial insurance companies to exclude
biosimilars from coverage under their plans, making Remicade the exclusive in-
fliximab available to patients covered by those plans. Such contractual commitments
have taken various forms. Some insurers have entered into contracts with J&J that
required them simply to exclude biosimilars from their medical policies and/or drug
formularies altogether. Other J&J contracts have imposed a spurious requirement

14 Johnson & Johnson, Q3 2016 Results Earnings Call Transcript (Oct. 14, 2016), available
at hitps:/ [ seekingalpha.com [ search [ transcripts?term=johnson+%26+Johnson+biosimilar.

15 Aaron Gal, Biosimilars: So, Why Has Remicade Biosimilar Not Gotten Much Traction in the
U.S, fernstein Research, at 1 (July 20, 2017).

161 .

17 While the Bernstein survey suggests that Pfizer has offered only a “‘low single digit’ dis-
count off of the ASP” of Inflectra, that is not accurate. As set forth herein, Pfizer has offered
Inflectra at a significantdiscount (to list price as well as ASP), but continues to be foreclosed
by J&J’s anticompetitive contracts. J&J, meanwhile, has raised the price of Remicade since
Inflectra’s entry. The Bernstein survey also speculates that with the entry of a third biosimilar
in mid-2019, “we would likely [sic] see one of the biosimilars crossing the Rubicon and offering
the required discounts.” Gal, supra note 15, at 1. However, as set forth herein, J&J’s exclusive
contracts and bundling practices foreclose all new biosimilar entrants, including Pfizer, from
competing with Remicade on price and, if not stopped, will allow J&dJ to continue to maintain
the monopoly power it currently exercises with Remicade.

18Ed Silverman, J&J Now Has Two Competitors for A Pricey Blockbuster. Will That Finally
Drive Down Prices?, Stat News (July 25, 2017), htips:/ /www.statnews.com /pharmalot/2017/
07 /25 | merck-samsung-biosimilar-pfizer-johnson /.
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that the biosimilar could be reimbursed only after a patient first tried and failed
on Remicade (the “fail first” requirement), which virtually ensures that the bio-
similar will never be prescribed and never be reimbursed. If a patient fails on
Remicade, it would defy sound medical judgment for a physician to switch to the
therapeutically equivalent biosimilar, which works in exactly the same way, rather
than another therapy, to which a patient may potentially respond differently.1® Re-
gardless of their specific form, these contracts all had the same effect—to exclude
biosimilars from coverage and (as one analyst recently confirmed) grant an “exclu-
sive” to Remicade.20

59. J&J has induced most major health insurers, covering at least 70 percent of
commercially insured patients in the United States, to adopt these improper con-
tractual exclusivity restrictions and to impose outright bans on Inflectra’s coverage
or so-called “fail first” requirements. These insurers include (in decreasing order of
patients covered):

National insurers:

(a) UnitedHealthcare: UnitedHealthcare adopted the “fail first” requirement.
United Healthcare has approximately 30.6 million covered commercial med-
ical patients across all 50 states.

(b) Anthem: Anthem excluded Inflectra from coverage altogether. Anthem has
approximately 30.4 million covered commercial medical patients concentrated
in 14 states.

(¢) Aetna: Aetna adopted a complex set of indication specific conditions which
operate in practice as “fail first” requirements. Aetna has approximately 17.9
million covered commercial medical patients in all or nearly all states and ter-
ritories in the United States.

(d) Cigna: Cigna adopted the “fail first” requirement. Cigna has approximately
13 million covered commercial medical patients across all 50 states.

Regional insurers:

(a) HealthNet (Centene): HealthNet adopted a complex set of indication specific
conditions which operate in practice as “fail first” requirements. HealthNet
(as part of its acquisition by Centene) has approximately 12 million covered
commercial medical patients concentrated in 28 states.

(b) CareFirst/Blue Cross Blue Shield: CareFirst adopted the “fail first” re-
quirement. Indeed, CareFirst agreed with J&dJ that Inflectra would be non-
preferred, meaning it cannot be reimbursed unless there are “clinical cir-
cumstances that would exclude the use of . . . preferred products,” including
Remicade. CareFirst has approximately 3.2 million covered commercial med-
{cal g)atients principally found in Maryland, Virginia, and the District of Co-
umbia.

(¢) Blue Cross Blue Shield of North Carolina: BCBS of North Carolina adopt-
ed the “fail first” requirement. BCBS of North Carolina has approximately 2.7
million covered commercial medical patients concentrated in North Carolina.

(d) Blue Cross Blue Shield of Tennessee: BCBS of Tennessee adopted the “fail
first” requirement. BCBS of Tennessee has approximately 1.6 million covered
commercial medical patients concentrated in Tennessee.

(e) Blue Cross Blue Shield of Louisiana: BCBS of Louisiana adopted the “fail
first” requirement. BCBS of Louisiana has approximately 1.6 million covered
commercial medical patients principally concentrated in Louisiana.

(f) Excellus Blue Cross Blue Shield: Excellus BCBS adopted the “fail first” re-
quirement. Excellus has approximately 1.2 million covered commercial med-
ical patients concentrated in New York.

19The notion that attempting treatment with a biosimilar after its reference listed drug has
first failed would defy medical judgment recently has been reinforced in the European League
Against Rheumatism rheumatoid arthritis management recommendations. In those rec-
ommendations, “[t]he Task Force reiterated its position that if a TNF-inhibitor fails, another
TNF-inhibitor—but not a biosimilar of the same molecule!—can be as effective as changing the
mode of action.” Smolen, J.S., et al., EULAR Recommendations for the Management of Rheu-
matoid Arthritis with Synthetic and Biological Disease-Modifying Antirheumatic Drugs: 2016
Update, Annals of the Rheumatic Diseases 2017:0:1-18 (Mar. 6, 2017).

20 Gal, supra note 15, at 1.



122

(g) Independence Blue Cross: Independence Blue Cross adopted the “fail first”
requirement. Independence Blue Cross is the leading health insurer in Phila-
delphia.

These contracts alone affect approximately 114 million covered commercial medical
patients of the over approximately 214 million patients covered by commercial med-
ical insurance in the United States. Pfizer has reason to believe there are more.

60. While exclusive contracts can—in certain circumstances—be perfectly appro-
priate, the exclusivity provisions described in Paragraphs 8, 9, and 58 serve no le-
gitimate or procompetitive purpose and were not earned through simple price com-
petition. After Inflectra’s FDA approval in April 2016, and before J&J implemented
its exclusionary contracts, health insurers undertook reviews to determine whether
there was a medical reason not to reimburse Inflectra or to disfavor it relative to
other therapies. Following these reviews, several major health insurance compa-
nies—including at least Aetna, Anthem, and UnitedHealthcare— classified Inflectra
at parity with Remicade. This confirmed that there was no medical reason justifying
a restrictive reimbursement policy toward Inflectra. It also meant that, for the time
being, Inflectra would be reimbursed without restriction. As a result, the stage was
set for Inflectra to begin competing head-to-head with Remicade on a level playing
field—and for patients to begin receiving the benefits of greater choice and lower
prices.

61. But this initial state of affairs was short lived. As a result of J&dJ’s anti-
COIfgllpetitive conduct, insurers began to reverse course and restrict coverage of
Inflectra.

62. For example, in October 2016, UnitedHealthcare, the nation’s largest health
insurer, with over 30 million covered commercial medical patients, published an up-
date to its medical and site of care policies classifying Inflectra at parity with
Remicade for the approved indications (with an effective date of November 1, 2016).
This meant that, for UnitedHealthcare, Inflectra would be reimbursed freely and
would not be disfavored relative to Remicade. Just weeks Ilater, however,
UnitedHealthcare reversed course. UnitedHealthcare classified Remicade as its
“preferred” product, and instructed that Inflectra would be eligible for reimburse-
ment only in circumstances so limited as to be practically non-existent. Under
UnitedHealthcare’s new policy, Inflectra could be reimbursed only where the fol-
lowing conditions are met: (a) the patient must show a minimal clinical response,
or an intolerance or adverse reaction, to Remicade; (b) the physician must attest
that Inflectra would not lead to the same adverse responses; and (c) the patient
must show no loss of favorable response in established maintenance therapy with
Remicade, and must not have developed neutralizing antibodies to any infliximab
biosimilar product that has made the therapy less effective. As a practical matter,
this meant that Inflectra would not be reimbursed for UnitedHealthcare’s more
than 30 million commercial medical members, and that Remicade would be the ex-
clusive infliximab with UnitedHealthcare—despite the lack of any medical basis for
denying those members access to a lower-priced alternative to Remicade.

63. UnitedHealthcare’s reversal, of course, did not happen by chance. J&J in-
duced UnitedHealthcare to enter into an exclusive deal by threatening to penalize
UnitedHealthcare with the loss of significant rebates unless UnitedHealthcare
agreed to deny coverage of Inflectra.

64. J&J has employed the same approach to secure exclusive deals with most or
all of the major insurers identified above. In most cases these coercive biosimilar-
exclusion contracts were the only economically viable option for insurers—as adopt-
ing any alternative would require the insurer to incur a substantial penalty (i.e.,
foregone rebates to existing Remicade patients) that could not be offset by the per-
unit cost savings available on the number of patients likely to use the biosimilar,
at least in the near term.

2. J&J’s Bundling Tactics with Health Insurers

65. J&J’s threatened penalties are effective because they leverage the large base
of existing patients already stabilized on Remicade. Given that J&J has offered the
only infliximab option in the United States for nearly two decades, its base of exist-
ing Remicade patients is substantial, amounting to hundreds of thousands of pa-
tients across the country. And, in part driven by J&J’s marketing efforts to secure
this outcome, existing Remicade patients are likely to stay on Remicade. Thus, the
demand for Remicade associated with this existing base of patients is, as a practical
and economic matter, incontestable. This is so despite the fact that switching is
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within the scope of FDA’s approval for use of biosimilars and thus appropriate when
medically directed—something Pfizer discusses with clients. The situation is dif-
ferent for new patients who may be candidates for infliximab. In light of this, Pfizer
has focused, among other things, on competing for a substantial share of new pa-
tient starts (the “contestable” demand) by pricing Inflectra competitively with both
insurers and providers on a unit-for-unit basis. The fact that Inflectra’s ASP is
lower than Remicade’s underscores the cost savings it offers.

66. By threatening to withhold attractive rebates on all Remicade prescriptions—
including those for existing patients as well as new ones—unless an insurer agrees
to exclusivity, J&dJ is able to leverage the incontestable demand for Remicade to ex-
clude competition for the contestable demand, i.e., it bundles the contestable and in-
contestable demand. Even if Pfizer offers a significantly lower price for Inflectra
unit-for-unit, as it has done, insurers will agree to J&J’s exclusive deals to avoid
losing rebates on the substantial base of existing Remicade patients who are not
likely to switch to Inflectra despite the presence of the lower-priced biosimilar. A
recent article by two Yale Medical School professors in the Journal of the American
Medical Association illustrates how the kind of leverage J&J has over existing, sta-
ble Remicade patients allows it to extract commitments to exclude the biosimilar:

If a biosimilar manufacturer intends to upend the preferred position of the
brand by offering a substantial price discount to the [insurer], the branded
manufacturer can respond by withdrawing the rebate on the [branded] bio-
logic, creating a “rebate trap.” For any patient continuing the [branded]
biologic, a payer’s cost for that patient will double once the rebate is with-
drawn. . . . Even in [an] optimistic scenario, in which the price of the bio-
similar is 60 percent less than the price of the brand after rebates and dis-
counts, if the payer is only able to convert 50 percent of its patient users
to the biosimilar [because existing patients will tend to stay on the original
branded product], the rebate trap ensures that payer total costs actu-
ally increase relative to costs prior to biosimilar availability.

To avoid the rebate trap, any strategy to reduce spending on biologics
through adoption of biosimilars requires a near-complete switch of patient
users from the branded biologic to the biosimilar. However, for many chron-
ic diseases, the proportion of patients new to a given biological therapy is
less than 20 percent of the total patients taking that drug in a given year.
The remainder represents a stable base of patients whose disease is
well-maintained while they are using current therapy and thus are
unlikely to switch [to the biosimilar].2!

67. J&J has further insulated its contracts with insurers from competition by
bundling rebates for Remicade with rebates on other products in return for commit-
ments not to cover Inflectra. J&J made it no secret that it would leverage other
products as part of its “Biosimilar Readiness Plan.” As J&J’s Worldwide Chair for
Pharmaceuticals made clear on a recent earnings call, “We are fully prepared to exe-
cute our focused biosimilar readiness plan,” including “developing innovative con-
tracts . . . [to] utilize the full breadth of our portfolio.”22 The “full breadth of
[J&J’s] portfolio” includes several drugs for which Pfizer does not offer any directly
competing alternative. These include drugs such as Simponi (used for rheumatoid
arthritis, psoriatic arthritis, ankylosingspondylitis, and ulcerative colitis), Simponi
Aria (used for rheumatoid arthritis), and Stelara (used for plaque psoriasis, psoriatic
arthritis, and Crohn’s disease). These products are widely used, with Simponi/
Simponi Aria generating for J&J approximately $1.7 billion in 2016 and Stelara
generating for J&J approximately $3.2 billion in 2016. J&J has threatened insurers
with the loss of rebates on these other drugs, as well as Remicade, if they do not
agree to exclude Inflectra from coverage.

68. J&J’s multi-product bundling, along with its bundling of contestable demand
(i.e., new patients) and incontestable demand (i.e., existing Remicade patients), have
amplified the anticompetitive effects of J&J’s exclusive contracts, and made the ex-
clusivity provided by those contracts even more durable. Insurers have made it clear

21 Aaron Hakim and Joseph S. Ross, “Obstacles to the Adoption of Biosimilars for Chronic Dis-
eases,” Journal of the American Medical Association (May 1, 2017), available at http://
Jamanetwork.com [journals | jama [ article-abstract | 2625049 (emphasis added).

22 Johnson & Johnson, Q3 2016 Results Earnings Call Transcript (Oct. 14, 2016), available
at hitps:/ [ seekingalpha.com [ search [ transcripts?term=johnson+%26+Johnson+biosimilar.
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to Pfizer that its net cost for Inflectra would need to be low enough to offset the
loss of J&dJ rebates. But, because of the combined effect of these bundles, Pfizer can-
not offset the financial penalties that J&J threatens to impose on insurers who do
not agree to exclusivity. As a result, Pfizer is economically prohibited from com-
peting for coverage by the major insurers—even when their exclusive contracts with
J&J expire. J&J can use the same bundling strategies to ensure continuation of the
exclusionary pattern.

B. J&J’s Improper Insurer-Level Contracts Deter Hospitals and
Clinics from Purchasing Inflectra, Thus Amplifying Fore-
closure

69. Providers are unwilling to stock a drug product where there is significant un-
certainty about whether it will be reimbursed by health insurers; because they ad-
minister infliximab onsite, providers must expend funds for the product in the first
instance, then seek reimbursement after providing treatment. The provider has the-
oretical recourse against the patient where coverage is denied, but the prospect of
securing payment in full from the patient is bleak, especially for drugs as costly as
Remicade. As a result, where a significant portion of a provider’s patients are in-
sured by plans that have agreed to exclude Inflectra—pursuant to the types of con-
tracts described above—the provider is unlikely to offer Inflectra for any of its pa-
tients, to avoid being caught with no reimbursement.

70. As a recent article in Bloomberg stated:

Ascension Health, a nearly 23,000-bed nonprofit hospital system based in
St. Louis, spends $55 million a year on Remicade, more than any other
drug. Using Inflectra, part of a new class of medicines called biosimilars,
would save it at least $10 million annually, according to Ascension’s chief
pharmacist, Roy Guharoy. He met with Pfizer and planned to integrate
Inflectra into care more often until learning that insurers preferred to stay
with Remicade. “This we did not expect,” Guharoy said. “If the insurance
companies force us to use the branded product, of course our hands are
tied.” 23

In short, provider purchases are driven by the coverage stated by commercial insur-
ers.

71. Having created reimbursement concerns through its exclusionary contracts
with health insurers, J&J touts the excluded status of Inflectra in its marketing
communications, knowing that doing so will discourage providers from stocking the
new biosimilar. As this brochure shows, J&J markets the “fail first” requirement
as a selling point despite the fact that such a provision is medically inappropriate
and despite FDA’s determination that there are no clinically meaningful differences
between the two products. Thus the brochure touts that Remicade is “Preferred
Over Inflectra . . . Inflectra requires trial and failure on Remicade prior to
[Inflectra] utilization.”

23 Jared S. Hopkins, What’s Harder Than Making Copycat Biotech Drugs? Selling Them,
Bloomberg (Aug. 15, 2017).
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72. Given the widespread gaps in Inflectra’s insurance coverage—caused by
J&J—providers using infliximab have overwhelmingly chosen to stock only
Remicade (which is essentially universally covered given its long tenure and domi-
nant position) rather than deal with the risk of possible denials of coverage for
Inflectra. Thus, providers have declined to purchase Inflectra across the board, even
for patients covered by commercial or government insurance plans that do cover the
product. The effective foreclosure of biosimilars thereby is expanded well beyond the
70 percent of commercially insured patients directly foreclosed by J&dJ’s insurer con-
tracts. Indeed, as of September 1, 2017, about 90 percent of healthcare provider ac-
counts using infliximab had purchased no Inflectra at all.

C. J&J Has Further Barred Access Through Exclusionary Con-
tracts with Providers

73. To further amplify Inflectra’s foreclosure—even beyond the population of pa-
tients covered by insurance plans that have agreed to J&J’s exclusivity terms, and
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the spillover effect on providers discussed above—J&dJ has imposed exclusionary
contracts on providers themselves (e.g., clinics, hospitals, etc.).

74. After Inflectra’s introduction, J&J began offering certain large providers addi-
tional rebates and/or discounts on Remicade, but only if the provider committed to
buy Remicade for nearly all of its infliximab needs. To be eligible for rebates, J&J
required providers to maintain purchase levels for Remicade at very close to the lev-
els of the year before Inflectra’s launch—when Remicade was the only infliximab
option. With about 30 percent of prescriptions in any year representing new patients
(and a certain percentage of existing patients exiting therapy each year), this condi-
tion also requires providers to use Remicade for new patients if they wish to secure
payment from J&J, thus bundling contestable and incontestable demand for
Remicade. Like its insurer-level contracts, these contracts as a practical matter
make Remicade the exclusive infliximab with the participating providers.

75. J&J has also used multi-product bundling in its provider-level contracts. As
one analyst reported, “J&J bundled several drugs and medical devices for larger
hospitals, making Inflectra less economical.” 24 Conditioning rebates linked to other
J&J products upon a promise not to do business with Inflectra only exacerbates the
exclusionary nature of J&J’s contracts.

76. Pfizer was and is prepared to negotiate with providers to make Inflectra the
lower-priced infliximab option on a per-unit basis, and has even offered to guar-
antee that Inflectra would be less expensive unit-for-unit than Remicade. But as
with insurer contracts, to secure the right to deal freely as to Inflectra (i.e., prin-
cipally as to new patients), the providers would lose significant J&J rebates on their
existing Remicade patient bases.

77. For Pfizer to make up the J&J rebates/discounts that insurers and providers
would lose on their existing Remicade patients, Pfizer would have to price Inflectra
below its own average variable cost. This is because the lost J&dJ rebates/discounts
are based on the much larger base of existing Remicade patients, whereas Pfizer
would be serving a much smaller group of new patients, at least in the near term.

78. When the total amount of discounts and rebates that J&J offers to insurers
and providers under the contracts described herein, including multi-product bundle
contracts, is attributed to the portion of Remicade sales that is contestable by a bio-
similar like Inflectra, J&dJ is pricing Remicade below its own average variable cost.
As a result, biosimilar competition to Remicade is foreclosed.

79. The combined effect of J&J’s multifaceted exclusionary scheme has been to
foreclose Inflectra from approximately 90 percent of the provider account distribu-
tion channel essential to connecting Inflectra with patients of any kind.

J&J HAS MONOPOLY POWER IN THE RELEVANT MARKETS

80. Monopoly power is the ability of a single seller to raise prices above the com-
petitive price level without losing significant business.

81. For years before Inflectra’s entry, J&J’s ASP for Remicade increased, yet
Remicade did not lose business. Between 2007 and 2017, Remicade’s ASP increased
more than 62 percent. Despite Remicade’s price hikes, unit sales of Remicade have
actually grown 15 percent during the period from 2012 to 2016.

82. Inflectra’s introduction has done nothing to erode Remicade’s monopoly
power: Since Inflectra was launched, Remicade’s ASP has continued to increase
without impacting Remicade’s market position. Ten months after Inflectra was in-
troduced, Remicade still accounts for over 96 percent of all infliximab sales. Indeed,
J&J has confirmed that “biosimilar competition” has had “very little impact” on
Remicade.25

83. As noted, infliximab is an infusion-administered TNF-inhibiting immu-
nosuppressant with FDA approved indications for rheumatoid arthritis, psoriatic ar-
thritis, ankylosing spondylitis, ulcerative colitis, Crohn’s disease, and plaque psori-
asis (together, the “Relevant Indications”).

84. The broadest appropriate relevant product market is infusion-administered
drugs whose approved labeling from the FDA (a) encompasses one or more of the
Relevant Indications, and (b) is without restriction for the applicable Relevant Indi-

24 Gal, supra note 15, at 1.
25 Johnson & Johnson, Q1 2017 Results Earnings Call Transcript (Apr. 18, 2017), available
at hitps:/ [ seekingalpha.com [ search [ transcripts?term=johnson+%26+Johnson+biosimilar.
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cation, that is to say, the labeling does not specify that the drug may be used for
the applicable Relevant Indication only after the patient has not responded to an-
other therapy (the “Relevant Product Market”).26 Remicade enjoys a share of over
60 percent in the Relevant Product Market, nearly the same share it had before
Inflectra entered.

85. The following infusion-administered therapies have been approved as unre-
stricted therapies for the Relevant Indications:

o Rheumatoid Arthritis:
© Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)
© Simponi Aria (golimumab) (J&J) (TNF-inhibiting immuno-suppressant)
o Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)
© Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)

© Orencia IV (abatacept) (Bristol-Myers Squibb) (synthetic recombinant
DNA technology immune-suppressant)

© Actemra IV (tocilizumab) (Roche) (interleukin-6 blocker) (IL-6 blocker)
o Psoriatic Arthritis:
© Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)

o Stelara IV (ustekinumab) (J&J) (human interleukin-12 and -23 antago-
nist)

o Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)
© Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)

© Orencia IV (abatacept) (Bristol-Myers Squibb) (synthetic recombinant
DNA technology immuno-suppressant)

e Ankylosing Spondylitis:
o Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)
© Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)
© Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)
e Plaque Psoriasis:
© Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)

o Stelara IV (ustekinumab)(J&dJ) (human interleukin-12 and -23 antago-
nist)

o Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)

o Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)
e Crohn’s Disease:

© Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)

o Stelara IV (ustekinumab) (J&J) (human interleukin-12 and -23 antago-
nist)

© Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)
© Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)

© Entyvio (vedolizumab) (Takeda) (integrin receptor antagonist monoclonal
antibody)

e Ulcerative Colitis:
© Remicade (infliximab) (J&J) (TNF-inhibitingimmuno-suppressant)
o Inflectra (infliximab) (Pfizer) (TNF-inhibitingimmuno-suppressant)
© Renflexis (infliximab) (Merck) (TNF-inhibitingimmuno-suppressant)

© Entyvio (vedolizumab) (Takeda) (integrin receptor antagonist monoclonal
antibody)

26 For example, the FDA approved Rituxan for the treatment of moderate to severe active
rheumatoid arthritis in adults only after treatment with at least one other TNF antagonist has
been used and did not work well enough.
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These infusion therapies are referred to collectively as the “Relevant Products.”

86. Certain non-infusion drugs are also indicated to treat the Relevant Indica-
tions. None of those drugs, however, is a reasonable substitute for the infusion-
administered products. None significantly constrains the prices J&J is able to
charge for Remicade.

87. The non-infusion products approved for the Relevant Indications include oral
medications (e.g., Xeljanz) and self-injectables (e.g., Humira, Enbrel). These products
are patient-administered. Infusion drugs, by contrast, must be delivered by
healthcare professionals in a clinical setting (e.g., hospitals or infusion centers) dur-
ing infusion sessions that take upwards of two hours.

88. Physicians are not likely to switch from prescribing their patients infliximab
to prescribing those non-infusion products in response to a small but significant
non-transitory change in the price of infliximab.

89. Not only are the infusion and non-infusion treatments different kinds of
therapies, but they are most often sold to different buyers, on different contracts,
and are distributed by different means:

o Infliximab is, as described above, sold primarily to hospitals and clinics and
is almost never stocked by retail pharmacies (only rarely being stocked by
certain specialty pharmacies). After administering the infusion treatments to
their patients, the hospitals and clinics seek reimbursement from the pa-
tients’ insurers or government payers.

e By contrast, non-infusion drugs such as Xeljanz, Humira, and Enbrel are pri-
marily sold to and distributed in the pharmacy channels. Physicians who pre-
scribe these non-infusion drugs generally do not administer the treatments
and do not bear financial risk with respect to the drug selected.

e Non-infusion drugs are also typically covered by insurance through a phar-
macy benefit plan. These are products that insured patients obtain using
their “pharmacy” cards. Such drugs are put out for bid periodically by insur-
ers and/or pharmacybenefit managers. The bidding process generally does not
even include infusion and other therapies not stocked in a retail pharmacy.

o By contrast, infusion therapies generally are treated as part of the basic med-
ical coverage provided by health insurers. Infusion therapies are thus gen-
erally put out for bid separately from self-administered therapies.

90. Beyond the medical reasons physicians may have for prescribing an infusion
therapy as opposed to a non-infusion therapy, patients exhibit strong preferences for
one form of therapy over another. Patients with active lifestyles often prefer self-
administered treatments. Infusion therapy, on the other hand, is often preferred by
patients with needle aversions, or by patients who prefer to have their treatments
administered by medical professionals.

91. In addition, infusion and non-infusion therapies are offered at very different
price points: On an annual basis, Enbrel and Humira (which are self-administered
therapies) at list price are at least twice as expensive as Remicade (which is an infu-
sion therapy) for patients stabilized on them.

92. Because of these various factors, a small but significant non-transitory in-
crease in price of infusion therapies would not have a meaningful impact on the de-
mand for non-infusion therapies, and vice-versa.

93. As noted, the Relevant Product Market includes certain segments that qualify
themselves as Relevant Markets, in which J&J also possesses monopolypower. For
example:

94. Specific-use product markets. Specific-use product markets are predicated
on infusion-administered therapies for the Relevant Indications. A small but sig-
nificant nontransitory increase in price for an infusion product in each of these
specific-use product markets would not cause substitution to non-infusion medicines
approved for the same indication. In each category, Remicade has been the domi-
nant infusion-administered therapy. The categories are as follows:

o Infusion-administered therapies for Crohn’s disease. Remicade accounts
for over 70 percent of prescriptions to patients of infusion-based drugs indi-
cated for Crohn’s disease.

o Infusion-administered therapies for rheumatoid arthritis. Remicade ac-
counts for nearly 55 percent of prescriptions to patients of infusion-based
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drugs indicated for rheumatoid arthritis. When combined with the share of
its product Simponi Aria, J&J commands an aggregate of nearly 65 percent
of prescriptions to patients in this category.

o Infusion-administered therapies for ulcerative colitis. Remicade ac-
counts for nearly 70 percent of prescriptions to patients of infusion-based
drugs indicated for ulcerative colitis.

Infusion-administered therapies for psoriatic arthritis. Remicade ac-
counts for over 95 percent of prescriptions to patients of infusion-based drugs
indicated for psoriatic arthritis.

Infusion-administered therapies for ankylosing spondylitis. Remicade
accounts for over 95 percent of prescriptions to patients of infusion-based
drugs indicated for ankylosing spondylitis.

Infusion-administered therapies for plaque psoriasis. Remicade ac-
counts for over 95 percent of prescriptions to patients of infusion-based drugs
for plaque psoriasis.

95. Clinic-based product market. The Relevant Product Market encompasses
a submarket consisting of sales of the Relevant Products to non-hospital clinics (in-
cluding freestanding clinics and physician offices with infusion chairs) that admin-
ister infusion therapies to patients. Such a submarket is properly treated as a rel-
evant submarket among other reasons because J&J is able to price discriminate be-
tween hospitals and non-hospital clinics. The U.S. antitrust enforcement agencies
and economists recognize that relevant antitrust product markets can be based on
categories of customers against whom sellers can exercise price discrimination, i.e.,
differential pricing.2” Non-hospital clinics are subject to successful price discrimina-
tion by J&J. J&J can and does identify and target clinics for differential pricing.
There are significant differences in the rebates and discounts J&J makes available
to non-hospital clinics as compared to hospital customers. Moreover, a small but
significant non-transitory increase in the price of Remicade or other Relevant Prod-
ucts will not induce infusion clinics to switch to self-administered therapies. A very
substantial percentage of provider accounts that purchase infliximab are non-hos-
pital clinics.

96. Product markets for new and existing patients. As described above, J&J
has a substantial base of existing Remicade patients, the substantial majority of
whom are not likely to switch to another therapy, even a biosimilar, if they have
achieved relief with Remicade—even in response to a small but significant non-
transitory increase in price for Remicade. By contrast, for new patients who are can-
didates for infusion-administered therapies for the Relevant Indications, Inflectra is
a reasonable substitute for Remicade. Thus, there is a distinct product market for
sales of Relevant Products to new patients in need of infusion-administered thera-
pies for the Relevant Indications. There is also a distinct product market for pa-
tients already stabilized on Remicade—a market dominated by Remicade. As de-
scribed above, J&J’s scheme has bundled its control over the latter market (for pa-
tients stabilized on Remicade) to thwart competition in the former market (for new
patients in need of infusion therapy).

97. Infliximab product market. After discovery, the data may also support an
infliximab-only product market. Among other things, J&J has been able to raise
prices for Remicade consistently without losing significant sales to other branded
drug products. Both J&J and Pfizer consider Remicade and Inflectra to be particu-
larly close substitutes. For example, J&J’s marketing materials focus on compari-
sons of price and clinical effectiveness between Remicade and infliximab biosimilars,
and do not reference any other therapies, and its “Biosimilar Readiness Plan” simi-
larly ignores other therapies, focusing instead on the unique competitive threat
posed by biosimilars. Inflectra’s marketing materials likewise focus on Remicade,
not on other therapies.

98. Barriers to entry. Substantial barriers to entry exist to developing other in-
fusion-administered drug therapies for the Relevant Indications generally, and infu-
sion-administered TNF inhibitors specifically. The development of a new therapy re-
quires tens if not hundreds of millions of dollars and substantial risk, as any new
product must survive years of research and development, clinical trials, and FDA
approval. If left unchecked, J&J’s conduct will serve as an additional barrier to
entry, as potential new entrants will recognize that they will be unable to break

27 See, e.g., U.S. Department of Justice and Federal Trade Commission Horizontal Merger
Guidelines (2010), § 3.
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J&J’s “rebate trap” and thus to profitably enter the Relevant Markets—and con-
sequently will not invest the resources necessary to develop biosimilars.

99. While a second biosimilar to Remicade has been approved—called Renflexis,
sponsored by Merck and Samsung—the sponsoring firms had to overcome just the
kind of substantial burdens noted above, and began the effort long before J&J com-
menced its scheme to exclude biosimilar competition. J&J itself has expressed
confidence in maintaining its Remicade dominance despite the potential entry of
Renflexisbased on its exclusionary contracting strategy. Pfizer has received market-
place feedback that Renflexis will face the same access challenges from J&dJ’s
scheme as Inflectra.

100. J&J’s scheme—including coercive contracts bundling the incontestable de-
mand (existing patients) with contestable demand (new patients), and promoting the
results of its exclusionary insurer-level contracts to create uncertainty about In-
flectra among providers—has led directly, with J&dJ’s active encouragement, to near-
ly all provider accounts that use infliximab declining to purchase Inflectra at all.
Even if some portion of a provider’s patient base may be covered, providers are un-
willing to risk using Inflectra only to ultimately be denied coverage. A single denied
claim can cost a provider in excess of $4,000, whereas the typical provider savings
in product acquisition cost for a covered Inflectra claim is $200-300. Because
Remicade is nearly universally covered, providers have taken the “safe” option and
stocked Remicade over Inflectra, thus increasing the already-substantial foreclosure
caused by J&J’s exclusionary contracts. Thus, as a practical matter, J&J’s scheme
has foreclosed Inflectra from approximately 90 percent of provider accounts using
infliximab, the essential channel of distribution for infliximab. And, as noted, in
telims of sales, Remicade continues to control over 96 percent of infliximab unit
sales.

101. Geographic market. The relevant geographic market for the Relevant Mar-
kets alleged herein is the United States of America and its possessions and terri-
tories, as these products are marketed and sold on a national basis.

J&J’s CONDUCT HAS STIFLED COMPETITION IN THE RELEVANT MAR-
KETS, THEREBY MAINTAINING AND ENHANCING ITS MONOPOLY
POWER AND INJURING PFIZER

102. J&J’s scheme has led to the near total foreclosure of Inflectra with patients
across the country. First, its exclusionary contracts with health insurers alone—in-
cluding with most of the largest health insurers in the country—have foreclosed
Pfizer’s ability to compete for at least 70 percent of patients covered by commercial
health insurance plans in the United States. Second, J&dJ’s exclusionary contracts
with certain providers have foreclosed Pfizer’s ability to compete even for patients
covered by plans that do provide reimbursement for Inflectra. And, as discussed, the
reimbursement challenges (created by J&J) have led most provider accounts to de-
cline to purchase Inflectra at all, with approximately 90 percent of provider ac-
counts that use infliximab across the country not stocking Inflectra at all. As of
Sﬁ:pt{jnslber 2017, J&J maintained over 96 percent share of infliximab unit sales in
the U.S.

103. Despite vigorous efforts to compete—including offering guarantees that
Inflectra would be less expensive unit-for-unit than Remicade—Pfizer has been fore-
closed from gaining a competitive foothold as a direct result of J&J’s scheme. In the
absence of Remicade’s exclusionary practices, Inflectra’s growth in the Relevant
Markets would be substantially greater than it has been, and would be substantially
larger in the future. J&J’s conduct has deprived Pfizer of (a) past profits; (b) future
profits; and (c) the value of invested capital from unrealized efforts to enter and ex-
pand in the Relevant Markets. Further, Pfizer’s current and prospective customer
relationships and goodwill have been, and will continue to be, impaired. J&dJ’s con-
duct, if allowed to continue, will also dampen the incentives of Pfizer and other bio-
similar developers to invest the substantial resources needed to bring biosimilars to
the market. Thus, the aims of the BPCIA will have been thwarted.

104. J&J’s activities have not only harmed Pfizer, they have caused substantial
harm to the competitive process as well as to government payers and to consumers,
who have been deprived of the principal benefits of competition—more choices and
lower prices. The anticompetitive effects of J&J’s conduct are evident in its pricing
of Remicade since Inflectra’s entry. Despite the fact that Pfizer has offered substan-
tial discounts and a lower ASP to compete for business with insurers and healthcare
providers, J&J has been able to increase the price of Remicade without losing any
significant share or volume of sales to Pfizer (or any other competitor). J&J’s prices
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for Remicade have been increasing by every measure. J&J has increased Remicade
list prices twice since FDA approval of Inflectra. These increases alone raised
Remicade’s list price nearly 9 percent. Remicade’s actual ASP (which, as noted
above, is net of discounts, rebates, and other price concessions) has also increased
since Inflectra’s entry— negating any claim that J&J’s rebates qualify as meaning-
ful price competition.

105. There is no efficiency or cost-reducing justification for J&J’s coercive and ex-
clusionary insurer- or provider-level contract terms. J&J has not achieved improved
production costs, or economies of scale or scope through its contracting strategies.
J&J also has achieved no improvements in the Remicade treatment through its con-
tracting strategies.

106. If J&J’s conduct is not prohibited, it will be adopted by other originator bio-
logics firms aiming to preserve their dominant positions. As the first major bio-
similar approval, this case will be a bellwether for the success of Congress’s
biosimilars initiative, as embodied in the BPCIA.

CLAIMS FOR RELIEF

FIRST CLAIM FOR RELIEF
Violation of 15 U.S.C. §2
Monopolization of All Relevant Markets

107. Pfizer repeats and realleges Paragraphs 1 through 106 as set forth herein.

108. J&J has monopolized the Relevant Markets in violation of Section 2 of the
Sherman Act.

109. J&J has monopoly power in the Relevant Markets.

110. Through the scheme described above, and other conduct likely to be revealed
in discovery, J&dJ has willfully and unlawfully maintained and enhanced its monop-
oly power in violation of Section 2 of the Sherman Act. J&J’s scheme constitutes
exclusionary conduct within the meaning of Section 2 of the Sherman Act.

111. J&J’s scheme has stifled competition in the Relevant Markets and thwarted
Congress’s purpose in enacting the BPCIA.

112. Among other things, given that (a) J&J imposed explicit conditions that in-
surers and providers eliminate (or almost completely curtail) their dealings with
infliximab biosimilars, and (b) J&J’s ASP for Remicade has actually increased since
the biosimilar entered, J&J’s pricing is not the clearly predominant means by which
competition has been foreclosed in the Relevant Markets.

113. Even if price were deemed to be the clearly predominant means by which
competition has been foreclosed, when the total amount of discounts and rebates
that J&J offers to insurers and providers under the contracts described herein, in-
cluding multi-product bundle contracts, is attributed to the portion of Remicade
sales that is contestable by a biosimilar like Inflectra, J&dJ is pricing Remicade
below its own average variable cost.

114. As a result of J&J’s conduct, and the harm to competition caused by that
conduct, Pfizer has suffered substantial and continuing injuries.
SECOND CLAIM FOR RELIEF

Violation of 15 U.S.C. §2
Attempted Monopolization of All Relevant Markets

115. Pfizer repeats and realleges Paragraphs 1 through 114 as set forth herein.

116. J&J has attempted to monopolize the Relevant Markets in violation of Sec-
tion 2 of the Sherman Act.

117. J&J is violating Section 2 of the Sherman Act by attempting to implement
the anticompetitive scheme set forth above with the specific intent to monopolize
the Relevant Markets. J&dJ’s scheme constitutes exclusionary conduct within the
meaning of Section 2 of the Sherman Act.

118. There is a dangerous probability that J&J will succeed in monopolizing the
Relevant Markets through its anticompetitive scheme.
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119. J&J’s scheme has stifled competition in the Relevant Markets and thwarted
Congress’s purpose in enacting the BPCIA.

120. Among other things, given that (a) J&J imposed explicit conditions that in-
surers and providers eliminate (or almost completely curtail) their dealings with
infliximab biosimilars, and (b) J&J’s ASP for Remicade has actually increased since
the biosimilar entered, J&J’s pricing is not the clearly predominant means by which
competition is dangerously likely to be foreclosed in the Relevant Markets.

121. Even if price were deemed to be the clearly predominant means by which
competition is dangerously likely to be foreclosed, when the total amount of dis-
counts and rebates that J&dJ offers to insurers and providers under the contracts
described herein, including multi-product bundle contracts, is attributed to the por-
tion of Remicade sales that is contestable by a biosimilar like Inflectra, J&J is pric-
ing Remicade below its own average variable cost.

122. As a result of J&J’s conduct, and the harm to competition caused by that
conduct, Pfizer has suffered substantial and continuing injuries.

THIRD CLAIM FOR RELIEF

Violation of 15 U.S.C. §14

Sale on Condition to Exclude Inflectra and Other Infliximab Biosimilars or
Impose a Fail First Requirement and to Force Use of Remicade in All Rel-
evant Markets

123. Pfizer repeats and realleges Paragraphs 1 through 122 as set forth herein.

124. J&J has entered into agreements with insurers (which reimburse Remicade)
and providers (which purchase Remicade), whereby it has conditioned the avail-
ability of discounts, rebates, and/or other price concessions on insurers and/or pro-
viders eliminating or drastically curtailing their dealings with Inflectra (or any
other infliximab biosimilar).

125. J&J’s agreements function as exclusive agreements, what are for all prac-
tical purposes sole-source agreements, the effect of which is to foreclose substan-
tially competition from rivals, such as Pfizer, in the sale of the infliximab to medical
providers, in violation of Section 3 of the Clayton Act.

126. The essence of the J&J-insurer contracts is to pay the insurers to exclude
biosimilar alternatives from their prescription drug or medical benefits coverage,
whereby the insurers either deny coverage altogether or restrict coverage to only the
rarest of circumstances. The insurers, as the payers for the treatment, have the
ability to exclude selected drugs from coverage and as a result, patients and pro-
viders do not have a practical ability to choose Inflectra or other infliximab
biosimilars over Remicade where coverage is not available. Moreover, because insur-
ers wield power over providers with the ability to grant or withhold coverage for
treatment, and because providers are risk-averse when it comes to buying and
stocking medications such as infliximab, the providers are effectively compelled to
stock Remicade exclusively.

127. The intent and effect of the insurers’ performance of these contracts is to
cause providers to forgo alternatives and to drive all treatment sales to J&dJ. The
result of the J&J insurer contracts thus is the amplification of foreclosure, such that
Inflectra and other biosimilars are denied access to approximately 90 percent of pro-
vider accounts and foreclosed from competition in the Relevant Markets.

128. Because providers and insurers are the gateway for the distribution and sale
of the Relevant Products, there are no viable alternative means of distribution or
sale and substantial foreclosure exists. Biosimilar competitors to J&J have no prac-
tical alternative means of selling infliximab to patients.

129. These de facto exclusive arrangements are in effect durable long-term agree-
ments because the incentives J&J has exploited are not likely to change. So long
as J&J’s contracts remain in place, biosimilars will not be able to dent J&J’s base
of existing patients, and the incentives underlying J&J’s contracts will remain. No
insurer can practically walk away from and not continue to perform under the J&J
agreement due to the above-discussed penalties.

130. The effect of each such agreement is and has been to substantially lessen
competition in the Relevant Markets. The aggregate impact of such agreements is
and has been to substantially lessen competition or tend to create a monopoly in
the Relevant Markets.
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131. By imposing such conditional contracts, J&J is directly and proximately fore-
closing Pfizer and other competitors from a substantial portion of the Relevant Mar-
kets.

132. J&J’s conduct has had anticompetitive effects in the Relevant Markets, in-
cluding, without limitation, the effects described above in Paragraphs 102 through
106.

133. As a result of J&J’s conduct, and the harm to competition caused by that
conduct, Pfizer has suffered substantial and continuing injuries.

FOURTH CLAIM FOR RELIEF

Violation of 15 U.S.C. §1
Agreements in Restraint of Trade in All Relevant Markets

134. Pfizer repeats and realleges Paragraphs 1 through 133 as set forth herein.

135. J&J has entered into agreements with insurers and providers of Remicade
with the purpose and effect of unreasonably restraining trade and commerce in the
Relevant Markets.

136. J&J’s solicitation and enforcement of the exclusionary contracts described
above constitute unlawful agreements, contracts, and concerted activity that unrea-
sonably restrain trade in the Relevant Markets in violation of Section 1 of the Sher-
man Act.

137. J&J’s conduct has had anticompetitive effects in the Relevant Markets, in-
cluding, without limitation, the effects described above in Paragraphs 102 through
106.

138. Among other things, given that (a) J&J imposed explicit conditions that in-
surers and providers eliminate (or almost completely curtail) their dealings with
infliximab biosimilars, and (b) J&J’s ASP for Remicade has actually increased since
the biosimilar entered, J&J’s pricing is not the clearly predominant means by which
competition has been foreclosed in the Relevant Markets.

139. Even if price were deemed to be the clearly predominant means by which
competition has been foreclosed, when the total amount of discounts and rebates
that J&J offers to insurers and providers under the contracts described herein, in-
cluding multi-product bundle contracts, is attributed to the portion of Remicade
sales that is contestable by a biosimilar like Inflectra, J&dJ is pricing Remicade
below its own average variable cost.

140. As a result of J&J’s conduct, and the harm to competition caused by that
conduct, Pfizer has suffered substantial and continuing injuries.
PRAYER FOR RELIEF

141. WHEREFORE, Pfizer respectfully prays that the Court enter judgment
against J&J and in favor of Pfizer, as follows:

a. Awarding Pfizer money damages, trebled pursuant to law, in an
amount in excess of $150,000.00 (exclusive of interest and costs);

b. Awarding Pfizer the costs of the lawsuit, including its reasonable at-
torneys’ fees and court costs;

c. Declaring J&J’s conduct unlawful and in violation of the above-
referenced statutes;

d. Entering appropriate preliminary and permanent injunctive relief bar-
ring J&J from continuing to undertake its anticompetitive scheme, in-
cluding its exclusionary contracts; and

e. Ordering such other and further relief as the Court may deem just,
proper, and equitable.

JURY TRIAL DEMANDED
142. Pfizer demands a trial by jury for all issues triable by jury.

Dated: September 20, 2017 . Respectfully submitted,
Philadelphia, PA Robert Fiebach, Esq. (PA 02812)
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PREPARED STATEMENT OF OLIVIER BRANDICOURT, M.D.,
CHIEF EXECUTIVE OFFICER, SANOFI

Chairman Grassley, Ranking Member Wyden, and members of the committee,
thank you for the opportunity to appear before the Senate Committee on Finance
to discuss pharmaceutical pricing, affordability, and patient access in the United
States. I am Dr. Olivier Brandicourt, the chief executive officer of Sanofi.

At Sanofi, we work passionately every day to understand and address the health
care needs of patients around the world. We are dedicated to solving patients’ most
serious health challenges in numerous therapeutic areas, including diabetes, cardio-
vascular disease, immunology, oncology, multiple sclerosis (MS), rare diseases, and
rare blood disorders. We are also devoted to preventing diseases through the re-
search, development, and delivery of vaccines. And we contribute to improving the
hea(lith of people around the world through our broad portfolio of consumer health
products.

Sanofi’s U.S. subsidiaries have a rich history in the United States dating back
over 100 years. We currently employ more than 13,000 professionals across the
United States in a broad range of critical roles, including business operations, re-
search and development, and manufacturing, with our most significant presence in
Massachusetts, where we are the largest employer in the life sciences industry, and
major centers of operation in New Jersey, Pennsylvania, and Tennessee.

Last year, Sanofi spent almost $7 billion on research and development, an in-
crease of approximately 7 percent from 2017, which reflects our commitment to
bringing better therapies to patients. Sanofi plans to maintain this level of R&D in-
vestment through 2021, and our R&D pipeline now contains 81 projects, including
33 new molecular entities in clinical development, and 35 projects that are in Phase
IIT or have been submitted to regulatory authorities. This investment means that
Sanofi potentially will seek approval for nine new medications in the next three
years, primarily in therapeutic areas where Sanofi sees the greatest nexus between
our expertise and patient need: diabetes, vaccines, oncology, immunology, rare dis-
eases, and rare blood disorders.
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Our work in R&D includes more than a dozen compounds for the treatment of
various kinds of cancers, and we are employing cutting-edge approaches in an effort
to make significant advances for patients. Our research includes potential treat-
ments to help the body’s own immune system fight cancer, and antibody drug con-
jugates that we believe can deliver cytotoxic drugs to tumors while sparing normal
tissue. Earlier this month, we announced successful results with one such candidate
in a mid-stage trial in lung cancer, and we intend to initiate a pivotal study later
this year.

I. RISING COSTS FOR PATIENTS

While the research and development landscape has fundamentally changed, the
landscape in which patients access medications has also fundamentally changed,
and not for the better. Affordability of medicines is a real and growing challenge
for too many Americans. We understand the anger of patients who cannot afford the
medicines they or their loved ones need due to rising out-of-pocket drug costs.

There is no single root cause to the problem of rising patient out-of-pocket costs,
and in order to develop meaningful solutions for patients, it is critical to take a com-
prehensive look at what is driving rising costs for patients. Given the number of
factors that contribute to determining out-of-pocket costs for patients, every part of
the supply chain, including manufacturers, has a role to play in solving this prob-
lem.

We want everyone—including patients, providers, payers, pharmacy benefit man-
agers (PBMs), policy makers, and regulators—to understand why we set prices as
we do, and to reaffirm our commitment to our core principles of access, affordability
and innovation. An important component of pricing includes the intersection be-
tween the list prices of our medicines, the net prices we actually receive after ac-
counting for all rebates and other discounts, and out-of-pocket costs.

While list prices often receive the most attention, they reflect the initial price we
set for our medicines. They are not the amount Sanofi receives nor the prices typi-
cally paid by government and commercial insurers, employers, or PBMs. Under the
current system, players within the supply chain—including PBMs, plans, whole-
salers, distributors, and group purchasing organizations—receive either rebates
and/or fees based on a percentage of the list price. Their economic incentives are
therefore directly linked to the list price. And as long as the net price grows at a
predictable rate, the greater the list price, the greater the economic returns for
many players in the supply chain. Manufacturers, in turn, must account for antici-
pated rebates and other discounts when setting their list price.

Thus, list price is the starting point for negotiations with payers, and it is often
the basis for patient out-of-pocket costs. But focusing solely on the list price does
not tell the whole story. In the current system, manufacturers pay significant re-
bates as a percentage of the list price to both government and private payers, as
well as other intermediaries, in an effort to improve access for patients. In 2018,
55 percent of Sanofi’s gross sales were given back to payers as rebates, including
$4.5 billion in mandatory rebates to government payers and $7.3 billion in discre-
tionary rebates. As described later in my testimony, due to these rebates, the aver-
age aggregate net price of our products, including our insulin products, actually has
declined over the last number of years.

Sanofi provides rebates to PBMs and health plans to improve patient access to,
and affordability for, Sanofi medicines. We want these rebates, which lower net
prices, to benefit patients. Unfortunately, under the current system, savings from
rebates are not consistently passed through to patients in the form of lower
deductibles, co-payments or coinsurance amounts.

For some patients, out-of-pocket costs are calculated based on a medicine’s list
price. However, based on variability in plan design, the list price alone does not ex-
plain patients’ increasing affordability issues.
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Sanofi and Sanofi Genzyme U.S. Gross to Net 2018 Breakdown *

$21,578 ($4,487)

($7,323)

($514)

($353)
— s ($151) $8,376

Gross Sales Mandatory Rebates  Discretionary Rebates  GPO Fees & Coupons DPA Fees Cash Discounts Sales Returns Net Sales

*Below are the summarized categories (by type) for various transactions:

Mandatory Rebates: Medicaid, VA-DOD, Tricare, 340B, Medicare Coverage
Gap

Discretionary Rebates: Commercial, Medicare, Managed Medicaid, Medicaid
Supplemental, GPO, Institutional Discounts

Government Purchasing Organization (GPO) Fees & Coupons: Fees paid
for administration of Sanofi’s agreements with Group Purchasing Organizations
on behalf of their members and various copay assistance programs

DPA Fees: Performance based fees earned by wholesalers for providing complete
sales information and maintaining targeting inventory rates

Cash Discounts: Trade discounts offered to wholesalers for prompt payment of
invoices

Sales Returns: Netted with Clawback, Other Corrections/Credit Memos

For instance, in some cases, affordability issues are the result of changes in
health plan designs, such as the increase in the number of high deductible health
plans. Among those with private health insurance, enrollment in high deductible
health plans (HDHPs) has generally increased since 2010. The design of these plans
generally requires patients to pay the full list price of medicines during the deduct-
ible phase of the program, rather than the negotiated drug price available when the
insurance portion kicks in.
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Percentage of persons under age 65 enrolled in a high-deductible health plan orin a
consumer-directed health plan, among those with private health insurance coverage: United
States, 2010-June 2018*

Percent
50 p ™ CDHP (HDHP with HSA) 460
B HDHP no HSA 43.7 .
394
40 r 36.9 36.7
339
0 290 31.1
253
20 ¢
255 252
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NOTES: CDHP is consumer-directed health plan, which is a high-deductible health plan (HDHP) with a health savings account (HSA).
HDHP no HSA is a high-deductible health plan without an HSA. The individual components of HDHPs may not add up to the total due to
rounding. Data are based on household interviews of a sample of the civilian noninstitutionalized population.

SOURCE: NCHS, National Health Interview Survey, 2010-2018, Family Core component.

*Chart reproduced from ME Martinez et al., National Center for Health Statistics, Health Insurance Coverage: Early
Release of Estimates from the National Health Interview Survey, January - June 2018 (November 2018).

In other cases, affordability issues are caused by changes in insurance design
which increasingly ask patients to pay higher cost-sharing for their medicines, even
when the price of those medicines has stayed relatively flat or has declined for the
health plan. For example, as noted later in my testimony, the average net price of
Lantus, our most prescribed insulin, has declined by over 30 percent since 2012,
while the average out-of-pocket burden for patients with commercial insurance and
Medicare has increased by approximately 60 percent over that same period. In this
case, not only are discounts apparently not being passed on to patients, but patients
are in fact being asked to pay more when PBMs and health plans are paying less
for the medicine. This situation defies logic and should not happen.

Increasing out-of-pocket costs also can result from changes to prescription drug
formularies, which have a significant impact on the amount of out-of-pocket costs
a patient will be asked to pay. A recent opinion piece in The New York Times! pow-
erfully highlights how changes to prescription drug formularies not only can create
confusion and frustration for providers and patients, but also ultimately increase
costs for patients when the medicines they need are not covered on a formulary’s
preferred tier.

The impact of the role each of these factors plays in out-of-pocket costs for any
individual patient is highly variable, thus compounding the complexity of this issue.
Out-of-pocket costs for a medicine for any particular patient depend on a number
of factors in addition to list price, including: (1) what portion, if any, of a manufac-
turer’s rebates a PBM or payer passes through to the patient, (2) the benefit design
of the patient’s health plan, and (3) the level of reimbursement negotiated between
the patient’s plan and the particular pharmacy. Each of these factors varies
significantly among plans and pharmacies—even within the same health insurance
company or PBM receiving the same manufacturer rebate—creating confusion and
frustration for patients.

Given the complexity in the system and number of factors that impact out-of-
pocket costs, every part of the health-care system has an obligation to work to solve
this problem. I am grateful that this Committee—and others—are taking a holistic
approach to collecting information both on what is causing the problem for patients,
and also on solutions to address patient access and affordability without under-

1See hitps:/ |www.nytimes.com [2019/01 /18 /opinion / cost-insurance-diabetes-insulin.html.
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mining the incentives and rewards for scientific risk-taking and discovery that are
the hallmark of the United States ecosystem and economy.

I am here today to share Sanofi’s story, the actions we have taken to improve pa-
tient access and affordability, and our ideas about what more can be done.

II. SANOFI ACTIONS TO IMPROVE PATIENT ACCESS AND AFFORDABILITY

As a global health-care leader, Sanofi has a long-standing commitment to pro-
moting health-care systems and policies that make our treatments accessible and
affordable to patients in need. We believe we can play an important role in the de-
velopment of constructive solutions that will benefit both patients and the health-
care system as a whole. I will address some of our ongoing initiatives and rec-
ommendations for solutions in my testimony.

Sanofi’s ultimate goal, detailed below, is to encourage a transition to a value-
driven health-care system that provides incentives for continued improvements in
patient care while increasing access and affordability. Given the complexities of the
current system, changes must be approached thoughtfully, with a focus on estab-
lishing processes that will both enable affordable access to treatment and protect
innovation in an era of potentially transformative scientific advancements.

Sanofi is—and will continue to be—an industry leader in helping to address this
challenge. While many factors, including decisions affecting patient out-of-pocket
spending and insurance coverage, are influenced or controlled by others in the
health-care system, including other manufacturers, we recognize that there are ac-
tions we can take to help improve access and affordability for patients. For our part,
we recognize that we must price our medicines transparently and according to their
value, while at the same time contributing to broader solutions that improve patient
outcomes and the financial sustainability of the U.S. health-care system.

Policy changes are required across the entire health care system. But we are not
waiting for systemic change to arrive before taking action. Sanofi has adopted a va-
riety of approaches to work within the current system to improve access and afford-
ability for patients. Whether it has been launching new medicines in multiple scle-
rosis and rheumatoid arthritis at disruptively low prices, limiting price increases to
an external benchmark of overall medical spending, or lowering the net price of a
medicine, Sanofi has approached the challenge of access and affordability not with
words, but with actions.

III. SANOFI PRICING PRINCIPLES AND ACTIONS

Two years ago, Sanofi announced our progressive and industry-leading pricing
principles to help stakeholders understand our pricing decisions and to advance a
more informed discussion of issues related to the pricing of medicines.2

These principles include a pledge to keep annual list price increases at or below
the projected U.S. National Health Expenditure (NHE) growth rate, an estimate of
medical spending calculated by the Centers for Medicare and Medicaid Services
(CMS) and often used as a measure of healthcare inflation. These principles apply
to all of our prescription medicines if a pricing decision results in more than a $15
annual increase in the price of the medication. In addition, we committed to making
both our average aggregate list and net price changes across our portfolio trans-
parent to help illustrate how revenue accrues to Sanofi versus other parts of the
pharmaceutical supply chain.

In 2018, all of our price increases were consistent with our policy, as are all pric-
ing actions we have taken in 2019. Across our entire portfolio of medicines, the aver-
age aggregate list price increase was 4.6 percent while the average aggregate net
price—that is, the actual price paid to Sanofi—declined by 8.0 percent.

The declining average aggregate net price in 2018 represents the third consecu-
tive year the amount that health plans and PBMs pay Sanofi for our medicines has
declined.

2 See https:| |www.sanofi.us/-/ media [ Project | One-Sanofi-Web | Websites | North-America /
Sanofi-US | Home [ corporateresponsibility | Prescription Medicine Pricing 2019.pdf.
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U.S. Portfolio Annual Average Aggregate Price Changes *

Year Average Aggregate List Price Average Aggregate Net Price
2016 4.0% Increase 2.1% Decrease
2017 1.6% Increase 8.4% Decrease
2018 4.6% Increase 8.0% Decrease

* Average aggregate across Sanofi’s prescription product portfolio.

Specific to insulin, the average aggregate net price across all Sanofi insulin prod-
ucts has declined over the past four years. For our entire insulin portfolio, the
average net price is 25 percent lower today than it was in 2012.3

INSULIN COST OVER TIME

PRICE

2012 2013 2014 2015 2016 2017 2018

In addition to our pledge to limit price increases in the U.S., Sanofi’s pricing pol-
icy includes a commitment to transparency in how we price new medicines coming
to the market for the first time. When we set the price of a new medicine, we hold
ourselves to a rigorous and structured process that includes consultation with exter-
nal stakeholders and considers four factors:

(1) A holistic assessment of value, including (a) clinical value and outcomes, or

the benefit the medicine delivers to patients, and how well it works com-
pared to a standard of care; (b) economic value, or how the medicine reduces
the need—and therefore costs—of other health care interventions; and (c)
social value, or how the medicine contributes to quality of life and produc-
tivity. Our assessments rely on a range of internal and external methodolo-
gies, including health technology assessment (HTA) approaches and other
analyses that help define or quantify value and include patient perspectives
and priorities.

(2) Similar treatment options available or anticipated at the time of launch in

order to understand the competitive landscape within the disease areas in
which the medicine may be used.

(3) Affordability, including the steps we must take to promote access for pa-

(4

)

tients and contribute to a more sustainable system for payers and health-
care delivery systems.

Unique factors specific to the medicine at the time of launch. For example,
we may need to support ongoing clinical trials to provide additional critical
information on the value of the product (e.g., longer-term outcomes studies),
implement important regulatory commitments, or develop sophisticated pa-
tient support tools that improve care management and help decrease the
total cost of care.

3 Based on internal review of pricing actions and payer contracting.
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Using this approach, Sanofi has launched a number of highly innovative products
at prices well below the competition, some even before our principles were officially
adopted.

e In 2012, Sanofi launched Aubagio®, a medicine used to treat relapsing forms
of MS, at a list price more than 25 percent below the other approved oral MS
medication on the market at the time.

e In 2017, we launched Kevzara®, a second line medication used to treat cer-
tain types of rheumatoid arthritis (RA), at a list price 30 percent below other
leading treatments for RA. After completing a head to head study against the
market-leading anti-TNF, Kevzara was found superior in RA patients.

e In 2017, we launched Dupixent ®, the first drug of its kind for moderate to
severe atopic dermatitis, specifically within the cost-effectiveness range pro-
vided by the Institute for Clinical and Economic Review (ICER) of $37,000,
compelling the Chief Medical Officer for a leading PBM to say “this is how
pricing should work.” While we have concerns about ICER’s methodology in
many of their drug reviews, our willingness to work with ICER is further
demonstration to our commitment to price our medicines based on the value
they provide with consideration of input from a third-party analysis.

e In 2018, we launched Admelog ® at the lowest list price of any mealtime insu-
lin.

e In February 2019, Sanofi and Regeneron announced that Praluent® will be
made available at a new reduced U.S. list price. Beginning in early March,
new U.S. National Drug Code (NDC) option will be available at approximately
60 percent less than the original list price for the drug. This action follows
our earlier announcement in March 2018, when Sanofi and Regeneron com-
mitted to lowering the U.S. net price for payers in return for reducing burden-
some access barriers for appropriate patients.4 Sanofi and Regeneron took the
additional step of announcing a new NDC to further assist patients, particu-
larly in Part D, who still face cost-sharing linked to the list price, and who
were thus not helped by the earlier net price reduction. With the new lower-
priced Praluent, most Medicare Part D patients are expected to save as much
as $345 per month, depending on their insurance plan.

With the right incentives in the system, our approach to setting launch prices for
these new medicines would have had the effect of ensuring affordable access for pa-
tients. Unfortunately, because of the way the U.S. health care system is currently
constructed, our experience has shown that pricing medicines at lower list prices
has failed to result in adequate access or affordability for most patients. For in-
stance, since Dupixent was launched, rebates have been required in most cases to
secure access for patients. Despite the responsible list price and subsequent rebates,
8 commercial and 2 Medicaid plans nevertheless implemented a step edit requiring
patients to try immunosuppressant therapy first before using Dupixent. They imple-
mented this step edit notwithstanding the fact that immunosuppressant therapy is
not FDA approved for use in atopic dermatitis and is referenced as a worst-case sce-
nario for patients in practice guidelines due to its questionable benefit-risk profile.

IV. SANOFT'S INSULIN PRODUCTS: A CASE STUDY

We feel a special obligation to address the pressing issues around access and af-
fordability of insulin products. In my time as CEO, Sanofi has made a concerted
effort to improve both system sustainability and patient affordability in our ap-
proach to our portfolio of insulin products, which includes six different products to
meet individualized patient needs. And it is important to note the evolution and in-
novation of insulin, as we are often asked if anything has changed in the last 100
years that warrants pricing action.

Sanofi’s groundbreaking discovery of insulin glargine, and its development of a
novel pre-filled disposable injection pen to deliver insulin glargine, have profoundly
improved the lives of millions of patients living with diabetes in the United States
and worldwide. Sanofi’s insulin glargine drug products are sold under the trade
names Lantus®, Lantus SoloSTAR®, Toujeo SoloSTAR®, and Toujeo Max
SoloSTAR®, each of which represents a significant leap forward in the treatment

4See  hitp:/ /www.news.sanofi.us /2018-03-10-Sanofi-and-Regeneron-announce-plans-to-make-
Praluent-R-more-accessible-and-affordable-for-patients-with-the-greatest-health-risk-and-unmet-
need.
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of diabetes. Sanofi has been awarded patents for its innovative technologies on each
of these products.

These novel drug products began with Sanofi’s discovery of insulin glargine. De-
spite having “insulin” in its name, Sanofi’s insulin glargine is markedly different
from prior insulin products, which had a relatively short duration of action and re-
quired patients to inject themselves multiple times a day and wake up at night for
injections in order to control blood glucose levels. Each injection of prior insulin
products caused a sharp spike in the patient’s insulin levels, which could cause
symptoms of low blood sugar ranging from shakiness and confusion to, in the ex-
treme, coma or death. Injections also had to be timed before every meal, disrupting
patient’s lives, sleep times, and ability to eat with friends and family. As such, the
consistent goals of insulin therapy over the last century have included reducing the
frequency of insulin administration and flattening the post-administration peak of
insulin in the bloodstream. Prior attempts to achieve these goals included cum-
bersome mechanical pumps that had to be worn on the body for constant infusion,
and NPH insulin, which had an intermediate duration of action but still caused a
pronounced peak in insulin levels.

Glargine changed all of that. Sanofi scientists, in a remarkable feat of protein en-
gineering, succeeded in fundamentally altering the human insulin molecule at the
amino acid level, changing its pharmacological characteristics to give patients a
steady release of insulin with just a single daily administration. Unlike anything
that came before it, glargine forms tiny solid crystals upon injection that dissipate
over time to provide a flatter, stable, long-lasting effect that mimics the flat profile
of insulin release from a healthy pancreas and reduces the risks caused by low blood
sugar. The once-daily administration of glargine also proved a significant boon to
patient lifestyles.

Insulin is also an excellent example of list prices not reflecting the actual prices
paid by insurance companies, and out-of-pocket costs that continue to rise despite
lower net prices. The net price of our insulin product Lantus ®, for example, has fall-
en over 30 percent since 2012; yet, over this same period, average out-of-pocket costs
for patients with commercial insurance and Medicare—before the benefit of any
Sanofi financial assistance program—has risen 60 percent.

V. SANOFT'S FINANCIAL ASSISTANCE PROGRAMS

Our commitment to affordability for patients extends beyond responsible launch
pricing, limited price increases, and transparency. We offer a suite of traditional and
innovative patient assistance programs to enable appropriate patient access and to
help patients afford the Sanofi medicines prescribed to them. We publicize our pro-
grams in a number of ways to ensure patients and providers are aware of our offer-
ings, including through advertising online, on television, as well as in provider office
settings and at pharmacies.

As noted previously in my testimony, rising out-of-pocket costs for patients is a
complex problem with many causes. In some cases, access issues are linked to lack
of insurance. But having insurance is no longer a guarantee of affordable care, and
Sanofi believes it is also critical to address the needs of patients who may be ex-
posed to excessive cost-sharing based on insurance plan design or other deficiencies
in the system.

Because patient situations are different, we have carefully tailored our assistance
programs for insulin products to meet a variety of patient needs:

o Commercially insured patients qualify for our co-pay assistance pro-
gram, which reduces the financial burden for insulin products. Through this
program, over 90 percent of participating commercially insured patients pay
either $10 or $0 per month for their Sanofi-manufactured insulin products.
Last year, our co-pay assistance programs for commercially insured patients
provided more than 400,000 eligible patients with $342 million in patient sav-
ings.

¢ For diabetes patients who do not qualify for one of our co-pay assist-
ance programs, we created the Insulins ValYOU Savings Program in 2018.
The purpose of this program is to provide relief for those patients who cur-
rently pay high variable retail prices for insulin and do not qualify for other
assistance programs. Through this program, eligible individuals can access all
Sanofi insulins for $99 per 10 mL vial or $149 for a pack of SoloStar pens,
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approximately a one-month supply of insulin,® at a discount of up to 60 per-
cent discount below the list price, resulting in potential savings of up to
$3,000 per year. There are no income requirements and the program is avail-
able at U.S. pharmacies. Last year (its first year), the program resulted in
$6.2 million in patient savings.

For eligible low-income patients, Sanofi offers many of our medicines, in-
cluding our insulin products, at no charge through its Sanofi Patient Connec-
tion patient assistance program. We are proud that, in 2018, more than
93,000 patients participated in the Sanofi Patient Connection program, re-
ceiving free medicine valued at $508 million.

While Sanofi alone cannot eliminate the issue of patient affordability, no matter
how comprehensive or innovative our patient assistance programs, we believe that
our efforts can make a meaningful difference for many patients. We are committed
to maintaining these programs and raising awareness of these options to the pa-
tients who need them.

VI. POLICY PROPOSALS

Over the past few years, we have led by example and made decisions to help im-
prove access and affordability for patients. I am here today to tell you that I know
our actions, while well-intentioned, have not been enough. I hope we can all agree
on market-based policy solutions that will incentivize a high-value, sustainable
health-care system that improves the affordability of innovative medicines in the

U.s.

Based on our experience, targeting list price controls alone will not be sufficient
to address patient access and affordability. That is why the solution to drug pricing
must include protections for patients, tying responsible pricing to both access and
affordability for patients.

There are obviously a variety of ways to accomplish this, and Sanofi could support
any number of options that align to our core principles:

(1) The U.S. should continue to maintain a strong ecosystem for innovation. As
such, any policy proposals should strictly avoid directly and artificially con-
trolling the price of medicines, either through price controls set by the Fed-
eral Government, or worse, outsourcing that decision to foreign govern-
ments. Policy proposals that we believe would fundamentally undermine the
unique innovation ecosystem of the United States include reference pricing,
importation, or price controls set by CMS. Based on our experience, these
approaches may be effective at controlling budgets for central payers but
come at a steep cost for patients—namely limiting access to innovative
treatments. Additionally, given that the U.S. is the world’s leader in science
and innovation—and the jobs that come with it—these approaches pose ad-
ditional risks to the U.S. economy and future scientific discovery. Finally,
and most importantly, given the differences between systems, these ap-
proaches may do little to improve access and affordability for patients.

As we have experienced, within the current system, declining prices for pay-
ers or new treatments priced at responsibly lower list prices are no guar-
antee that those actions will translate to affordability or access for patients.

(2

~

Changes to the pricing system must be holistic, and the majority of benefits
should accrue to patients. As noted previously, simply enacting price con-
trols—either set by a State, Federal, or foreign government—will not solve

5Patients with type 1 diabetes require insulin replacement with both long-acting (basal) and
mealtime (bolus) insulin. An average adult with type 1 diabetes who weighs 70 kg (155 pounds)
should be taking anywhere from 0.5-1.0 wkg/day—depending upon activity levels, and meal
choices. Using the higher daily dose of 1.0 wkg/day, this patient would need a total of 70 units/
day of insulin, of which approximately half should be mealtime (bolus) insulin and half should
be long-acting (basal) insulin. For this average patient, one vial of long-acting (basal) and one
vial of mealtime (bolus) insulin could provide a monthly supple of insulin.

Many patients with type 2 diabetes require long-acting (basal) insulin only. Our internal data
shows the average daily dose is approximately 45 units per day, resulting in a monthly require-
ment of 1350 units of long-acting (basal) insulin per month. Lantus SoloSTAR® pack contains
1500 units of insulin (5 pens x 300 units per pen) and Toujeo SoloSTAR® pack contains 1350
units of insulin (3 pens x 450 units per pen). For the average patient with type 2 diabetes, the
ValYOU Savings Program would meet the monthly insulin requirement with one payment of
$149. Patients on lower doses of Lantus may opt for the 10ml vial, which would meet the month-
ly insulin requirement with one payment of $99.
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the problem of access and affordability for patients. We believe system in-
centives need to change to encourage smaller list price increases, or even
list price reductions, by requiring health plans to cover those medicines that
meet these standards at an affordable co-pay level and only allow access re-
strictions consistent with the label and accepted evidence-based best clinical
practice.

If policies are enacted that solely target the list price of medicines without
these common-sense patient protections, our shared goal of lowering drug
costs—for both government and patients while maintaining the engine of in-
novation in the United States to bring new innovative medicines to patients
will not be fully achieved. To appropriately accomplish this objective, Sanofi
is willing to trade price for access and affordability and share accountability
for offsetting the financial impact on the Medicare programs.

Sanofi supports and recommends several policy solutions to incentivize re-
sponsible pricing behavior. To ensure that these changes do not create a
windfall for manufacturers or health plans and PBMs, Sanofi recommends
applying these policies only to medicines that satisfy certain limits on price
increases. This approach will shift the current incentives in the system to
reward “good” behavior in a manner that truly helps patients. Several of the
solutions outlined below are also priorities for Chairman Grassley, Ranking
Member Wyden and other members of this committee and I look forward to
the opportunity to work with you on advancing these and other policy initia-
tives:

First, reducing out-of-pocket costs for patients is our top priority. As we have
experienced, limiting list price of medicines alone is not sufficient to fully
solve this problem. Sanofi has identified a number of ways to effectively re-
duce out-of-pocket costs for consumers and broadly supports tradeoffs be-
tween price and access to help patients, including:

e Implementation of the Anti-Kickback Safe Harbor rebate proposed rule in
a manner that directly lowers out-of-pocket costs for patients without cre-
ating loopholes that would undermine the proposed rule’s intent.

e Requiring a portion of the discounts and rebates paid by manufacturers
to reduce costs for patients at the pharmacy counter.

e Changing government price reporting rules and the Anti-Kickback statute
in a manner that would promote value-based contracting.

e Implementing an annual out-of-pocket cap for Medicare beneficiaries.

e Allowing manufacturers to offer co-pay assistance to Medicare bene-
ficiaries.

e Changing or clarifying government price reporting rules to make it easier
to reduce list prices on medicines that have been on the market for a long
time—namely by (1) making clear that the government pricing metrics for
the new, lower list price drug do not have to be averaged with the metrics
for older, higher list price drug and (2) permitting a company to treat the
new lower price drug as a new product for purposes of Medicaid rebate
calculations, which will help to link the rebate liability for the new drug
to the new drug’s lower price as opposed to the higher price for the old
drug.

Second, Sanofi supports policies that cultivate a highly competitive free mar-
ket system and rewards the type of entrepreneurial risk-taking necessary to
the discovery and development of life-saving new medicines. A key element
of that system is a strong and predictable intellectual property system. How-
ever, after a reasonable period of time—which I believe is already reflected
in U.S. law—generic and biosimilar medicines should quickly enter the mar-
ket to offer long-term access at lower costs. To help accomplish these goals,
Sanofi supports:

e Legislation that promotes competition, such as the CREATES Act, and
prohibitions on “reverse payment” agreements. While some changes may
be needed to avoid unintended consequences, we support moving forward
with policies that limit manufacturers’ ability to unfairly avoid competi-
tion. At Sanofi, we make product supply available to generic and bio-
similar manufacturers developing data necessary for FDA applications for
their products. We do this in a timely manner and on reasonable terms.
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e Increased system-wide transparency, which would improve competition
across health care by making relevant information available to patients
and policymakers. Providing more information about what is driving costs
in the system and how money is flowing through the system will allow
for increased competition and better-informed decision making. Policies
like the SPIKE Act, which appropriately include a threshold for reporting
to incentivize responsible pricing behavior and the C-THRU Act, are po-
tential approaches.

VII. CONCLUSION

I look forward to having a productive conversation about the complexities of the
current prescription drug pricing system and proposals to improve affordable patient
access to high quality, innovative medications to drive optimal health outcomes.

Thank you for the invitation to speak with you today and I look forward to work-
ing with you.

QUESTIONS SUBMITTED FOR THE RECORD TO OLIVIER BRANDICOURT, M.D.

QUESTIONS SUBMITTED BY HON. CHUCK GRASSLEY

Question. The Department of Health and Human Services’ proposed rule, “Fraud
and Abuse; Removal of Safe Harbor Protection for Rebates Involving Prescription
Pharmaceuticals and Creation of New Safe Harbor Protection for Certain Point-of-
Sale Reductions in Price on Prescription Pharmaceuticals and Certain Pharmacy
Benefit Manager Service Fees,” envisions that drug manufacturers will offer up-
front discounts rather than the back-end rebates that are now commonly provided.
Some observers argue that a 1996 court case called into question whether manufac-
turers could offer up-front discounts, resulting in today’s rebate-based system. I've
heard differing opinions as to whether the issues related to the initial court case
are still relevant. If the HHS proposed rule is finalized, can you assure the com-
mittee that your company will offer up-front discounts? If not, why?

Answer. As the question notes, one of the practical implications of the Proposed
Rule is to incentivize a shift from back-end rebate payments to up-front discounts
that are passed through at the point-of-service to the patient (at least in part). We
understand that some in the health care industry have raised concerns that the na-
tion’s antitrust laws, specifically the Robinson-Patman Act, and long-running anti-
trust litigation involving drug manufacturers, wholesalers, and pharmacies could
prevent or reduce discounting under a pricing structure without rebates. But, the
Robinson-Patman Act focuses on price discrimination—involving any dimension of
price—and it does not distinguish between up-front discounts and rebates. In addi-
tion, the referenced litigation, In re Brand Name Prescription Drugs Antitrust Liti-
gation, did not result in any change in the ability of a prescription drug manufac-
turer to offer an up-front discount. Consequently, because Sanofi’s view is that the
antitrust laws apply equally to up-front discounts and back-end rebates, we do not
believe that they present any impediment to offering up-front discounts to patients
at the point of sale. Sanofi is committed to working with other stakeholders to lower
patient out-of-pocket costs, and the company will carefully review any final rule
issued by HHS regarding the Anti-Kickback Statute and its safe harbor regula-
tions—with the goal of providing point-of-sale discounts to patients in a compliant
manner to help lower patient out-of-pocket costs.

Question. Please describe how you expect your company to respond to the HHS
proposed rule to eliminate safe harbor protection for back-end rebates in Medicare
Part D that is referenced above if it is finalized. Assuming you are confident that
antitrust laws do not prevent your company from offering up-front discounts, specifi-
cally, do you envision that your company lowers the list price of a drug to the cur-
rent after-rebate net price, offer discounts equal to the current rebate amount, or
a combination of both?

Answer. Sanofi is committed to working with other stakeholders to lower patient
out-of-pocket costs, and the company will carefully review any final rule issued by
HHS regarding the Anti-Kickback Statute and its safe harbor regulations—with the
goal of providing point-of-sale discounts to patients in a compliant manner to help
lower patient out-of-pocket costs.

With respect to list price, if (1) the proposed changes to the anti-kickback statute
safe harbors were codified, and (2) Congress implemented similar changes to the
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commercial insurance market, Sanofi would lower the list prices of its prescription
medications for products in competitive categories for which there is currently a ma-
terial difference between list price and net price on the assumption that patient ac-
cess and affordability would be improved. Sanofi also supports policy changes that
would de-link other payments in the pharmaceutical supply chain from list price.

We support extending the intent behind the anti-kickback statute safe harbor pro-
posed rule to the commercial market so that incentives are aligned across the mar-
ketplace. Together, we believe these changes would facilitate Sanofi’s ability to
lower our list prices. However, we recommend a step-wise approach, implementing
changes to the commercial market after the safe harbor rule is implemented on Jan-
uary 1, 2020. Such an approach would provide an opportunity for stakeholders and
the government to identify unintended consequences, and address them, prior to ex-
tending these policies to the commercial market.

We want to ensure that the new system achieves its goal of improving afford-
ability for patients. For instance, CMS should monitor and evaluate how the new
system affects formulary access, utilization management, and patient cost-sharing,
particularly with respect to medicines with a lower list price. We also have concerns
that changes to the rebate system may lead to new fees, which simply require man-
ufacturers to pay previous rebate values in new ways, rather than creating savings
for patients.

Without a better understanding of how these policy changes ultimately would af-
fect the competitive marketplace, patient access, and affordability, we are unable to
quantify the amount of up-front discounts or any potential list price reduction.

Question. To what extent are the back-end rebates your company currently offers
contingent on the amount of market share realized for your drugs as a result of Part
D plan formulary placement and other techniques?

Answer. Sanofi negotiates rebates with PBMs and Part D plans to secure better
formulary position for our products, which in turn provides the best possible access
and cost sharing for the majority of Medicare Part D beneficiaries. When evaluating
what level of rebates to offer, Sanofi considers the potential business impact of such
arrangements.

Question. Please provide a breakdown of percentage of sales that go to each payer
(including Medicare, Medicaid, private pay, other) and a similar percentage by vol-
ume of the total number of each drug compared to total volume. Please provide this
data for the most recent year available.

Primary Care Products

Percentage of Sales by Payer Channel!

Channel

Product Commercial | Medicare | Medicaid | Tricare | 340B | FSS Others? Institutional 3
Lantus 25% 36% 10% 0% 5% 19% 4%
Toujeo 47% 39% 7% 0% 4% 2% 0%
Soliqua

100/33 77% 15% 3% 0% 3% 1% 0%
Apidra 16% 1% 66% 0% 8% 7% 2%
Admelog 0% 0% 91% 0% 9% 0% 0%
Multaq 24% 57% 2% 0% 3% 12% 2%
Praluent 22% 32% 1% 0% 2% 5% 38%

1Based on gross sales.

2This category includes the VA, DOD, and other purchases through Sanofi US’s Federal Supply Schedule
(FSS).
3This category includes Hospital/GPO, Long-Term Care, Outpatient, and Staff Model.
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Channel
Product Commercial | Medicare | Medicaid | Tricare | 340B FSS Others Institutional
Lantus 25% 36% 10% 0% 5% 19% 4%
Toujeo 47% 39% 7% 0% 4% 2% 0%
Soliqua
100/33 77% 15% 3% 0% 3% 1% 0%
Apidra 16% 1% 67% 0% 7% 7% 2%
Admelog 0% 0% 91% 0% 9% 0% 0%
Multaq 24% 57% 2% 0% 3% 12% 2%
Praluent 22% 32% 1% 0% 2% 5% 38%
Specialty Care Products
Percentage of Sales by Payer Channel 4
Channel
Product Managed Care | Medicare | TERASTR/ | prsisaop | NomGopacted
Cerdelga 0% 12% 6% 4% 78%
Cerezyme 0% 15% 15% 22% 48%
Aldurazyme 0% 6% 29% 23% 42%
Fabrazyme 0% 13% 10% 26% 51%
Myozyme 0% 18% 15% 31% 36%
Thyrogen 0% 4% 5% 25% 66%
Caprelsa 0% 6% 10% 0% 84%
Aubagio 47% 33% 11% 2% 7%
Lemtrada 0% 35% 10% 41% 14%
Kevzara 69% 15% 4% 3% 9%
Dupixent 75% 9% 6% 3% 7%
Eloctate 0% 5% 33% 37% 25%
Alprolix 0% 5% 27% 39% 29%
Jevtana 0% 70% 1% 30% 0%
Zaltrap 0% 0% 0% 0% 100%
Elitek 0% 15% 1% 7% 77%
Mozobil 0% 25% 6% 45% 24%
Thymoglobulin 0% 0% 0% 4% 96%

4The data used to derive this information is contracted sales data. Because many of these products are pur-
chased through non-contracted sales, Sanofi has a limited view regarding through which channels these prod-
ucts are purchased. Percentage by volume by channel results in similar percentages to percentage by sales so
a separate chart is not provided.
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Question. Do your companies hire consultants or lobbyists to promote products at
State Medicaid Pharmacy and Therapeutics Committees? To whom do you disclose
advocacy activities surrounding State Medicaid programs, if at all?

Answer. Sanofi does not hire external consultants or lobbyists to advocate for cov-
erage of our products at State Medicaid Pharmacy and Therapeutics Committees.
Sanofi employees do attend State Medicaid Pharmacy and Therapeutics Committees
meetings. Relevant advocacy activities to support Medicaid access and coverage of
our medicines, if any, are disclosed to States in accordance with individual State
laws.

Question. Please describe how the costs of patient assistance programs are ac-
counted for within your company’s financial statements. Please also describe the
types of market information, such as prescribing and use patterns, that your com-
pany collects from different types of patient assistance programs and patient hub
services.

Answer. Within Sanofi’s financial statements, Sanofi includes the administrative
costs of the company’s co-pay assistance programs, other point-of-sale programs, and
free drug patient assistance program (Sanofi Patient Connection) in the “Selling and
general expenses” line item. For co-pay assistance and other point-of-sale programs,
Sanofi records the pharmacy reimbursement amount paid by the company as a re-
duction in sales. Sanofi records free product provided through Sanofi Patient Con-
nection within “Cost of Sales.” Sanofi Care North America, the 501(c)(3) operating
foundation that donates free product to Sanofi Patient Connect, records the free
goods as a “Contribution” when received from Sanofi and as a “Donation” when do-
nated to Sanofi Patient Connection.

With regard to market information associated with its patient assistance pro-
grams and hub services, Sanofi generally collects data that aids in the efficient ad-
ministration and operation of these programs. For example, the vendors operating
Sanofi Patient Connection and the hubs collect information provided by patients on
enrollment forms, including patient and provider demographic information, patient
insurance information, patient diagnosis, and prescription information necessary to
evaluate patient program eligibility and/or administer the program. (Sanofi does not
itself receive patient protected health information except in very limited circum-
stances, such as when a patient reaches out to Sanofi directly when they do not
agree with their patient assistance eligibility determination or when Sanofi mon-
itors vendor calls for compliance with company policies and procedures.) With re-
spect to Sanofi Patient Connection, Sanofi does not use this information for pur-
poses other than administering the patient assistance program. With respect to hub
services, in addition to using this information to administer hub programs, Sanofi
may use this data to develop market and business insights.

With respect to Sanofi’s point-of-sale patient assistance programs, Sanofi also re-
ceives anonymized program utilization data, including information about patient
out-of-pocket costs, the average amounts that Sanofi reimburses pharmacies
through the program, abandonment rates, dispensing pharmacies, and the pre-
scribers writing the prescriptions associated with program utilization. This informa-
tion is used to administer the program. Sanofi may also use this data to develop
market and business insights.

Question. Please provide a list of all contributions since January 1, 2014, that
your company has made to any tax exempt organizations working on issues related
to drugs within your product lines, including but not limited to patient groups, dis-
ease awareness groups, medical or professional societies, universities or hospitals,
industry associations or leagues. For each contribution, please provide the name of
the organization that received the donation, the date the donation was made, the
amount of the donation, and a description of the purpose of the contribution (i.e.,
was the contribution for the general fund, a specific purpose to a specific program,
or continuing medical education). Please also note whether the contribution was un-
restricted or restricted; if it was restricted, please explain all restrictions. Finally,
if your company maintains a foundation or other separate charitable arm, please
provide the name of all such entities, and list all donations made from that entity
or entities.

Answer. In the attached documents, we have provided information for the period
January 1, 2015 through December 31, 2018 regarding payments made by Sanofi
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US to tax-exempt organizations.? The information is provided in a number of docu-
ments consistent with how Sanofi maintains this information. In some cases, this
information may be over-inclusive and include non-tax exempt organizations (e.g.,
contributions for independent medical education into both non-profit and other enti-
ties). The information includes contributions and sponsorships to various tax-exempt
health-care-oriented organizations, including patient groups. The information also
includes contributions made for independent medical education grants, and to teach-
ing hospitals for investigator-sponsored trials and for physician fellowship pay-
ments. On March 8, 2018, Sanofi acquired Bioverativ, Inc., a biopharmaceutical
company focused on therapies for hemophilia and other rare blood disorders. The
attached documents also describe the monetary contributions to tax exempt organi-
zations made by Bioverativ since March 8, 2018.

With respect to any foundations or charitable arms of Sanofi, from January 1,
2014 through the end of 2017, Sanofi maintained an entity called Sanofi Foundation
of North America, a 501(c)(3) nonprofit operating foundation that was closed at the
end of 2017. Donations made from that entity are included in the attachments de-
scribed above. Currently, Sanofi maintains an entity called Sanofi Cares North
America, which is a 501(c)(3) nonprofit operating foundation that makes donations
of Sanofi products free of charge to eligible financially-needy uninsured and under-
insured patients through a program known as the Sanofi Patient Connection. Sanofi
Cares North America also donates product to five non-governmental organization
partners for the purpose of emergency disaster relief—Americares, DirectRelief,
Heart to Heart International, MAP International, and Project Hope, and to approxi-
mately one hundred summer camps with 501(c)(3) status for children with diabetes.

Question. Pay for delay agreements cost consumers and taxpayers billions in high-
er drug costs every year. The FTC has gone after drug companies that enter into
these settlements where the brand pays the generic company to keep its lower cost
alternative off the market. I'm the lead Republican sponsor of S. 64, the “Preserve
Access to Affordable Generics and Biosimilars Act,” which would help put an end
to these deals.

Do you agree that these pay-off agreements keep drug costs high for patients be-
cause they delay competition?

Answer. With respect to patent litigation, Sanofi believes it is inappropriate to
presume that any settlement of patent litigations related to pharmaceutical prod-
ucts is anticompetitive. Patent settlements are often the most efficient and effective
way to resolve disputes regarding patented drugs, and they often lead to the earliest
appropriate entry of generic products into the market, which benefits patients. In
fact, settlements permit entry of a generic alternative into the market earlier than
expiration of the relevant branded product’s patent. Each patent litigation and po-
tential settlement presents unique factors and must be considered individually and
in light of the relevant circumstances.

Question. Has your company ever entered into these kinds of settlements with a
generic company?

Answer. No, Sanofi does not enter into “pay for delay” or “reverse payment” agree-
ments that prohibit generic drug or biosimilar development after the expiration of
a patent. Sanofi has reached settlements in patent infringement cases, and these
agreements have allowed the generic company to commercialize its product before
the expiration of the branded product’s patent(s).

Question. Do you support the pay for delay bill?

Answer. We support the intent behind this legislation to promote competition, in-
cluding prohibitions on “reverse payment” agreements. However, we have significant
concerns with the way that this bill is drafted, and therefore we do not support this
particular legislation.

5These contributions may not relate to particular drug products. Sanofi US supports programs
and initiatives of external, independent, not-for-profit organizations that align with Sanofi US’s
corporate vision and values. These organizations are generally healthcare-oriented and focus on
one or more therapeutic areas in which Sanofi US is actively involved. The attached information
focuses on Sanofi US entities that manufacture and sell drug products and does not include enti-
ties that manufacturer and sell consumer health products or vaccines. Contribution information
prior to 2015 is archived in databases and systems that Sanofi does not currently maintain and
which are not easily accessible. The information available does not distinguish between re-
stricted and unrestricted grants.
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We believe that it is inappropriate to make settlements of patent litigations pre-
sumptively illegal or to classify such settlements as anticompetitive. Such settle-
ments can be the most efficient and effective way to resolve legitimate disputes re-
garding patented drugs, and they often lead to the earliest appropriate entry of ge-
neric products into the market, which in turn benefits patients. As stated above,
each patent litigation and potential settlement presents unique factors and must be
considered individually and in light of the relevant circumstances.

Additionally, we have concerns that this bill could apply retroactively to agree-
ments entered into after June 17, 2013. For clarity and certainty in the market-
place, any new legislation governing the settlement of patent litigation should apply
prospectively only.

REBATE TRAPS/WALLS

Question. I'm increasingly concerned about the effect of so-called “rebate traps” or
“rebate walls” on patients’ access to quality, lower cost medicine. I understand there
is ongoing litigation challenging these practices as anti-competitive.

Does your company engage in the bundling of rebates over multiple products? If
so, why? And what benefit does the consumer gain from that?

Answer. Sanofi offers discounts in bundled sales arrangements only in limited cir-
cumstances. For example, Sanofi may offer bundled discounts on its products
Toujeo® and Lantus® to ensure that both products attain a formulary position that
benefits patients. This is especially important because the products may serve pa-
tients with different medical needs.

Question. Does your company view these practices as anticompetitive or harmful
to patients’ access to quality, lower cost medicine?

Answer. Sanofi prioritizes patient access to medications at a reasonable cost.
Sanofi’s arrangements with individual PBMs or insurers promote this goal by main-
taining stability of supply at affordable prices. In competitive drug markets, Sanofi
may enter into arrangements with particular PBMs or insurers that permit Sanofi
to further reduce its prices on one or more medications in exchange for greater cer-
tainty regarding the amount of those medications it will sell over a specified term.
These arrangements promote patient access to quality, affordable medications, are
procompetitive, and comply with the antitrust laws.

Moreover, in competitive drug markets Sanofi’s ability to ensure patient access to
affordable medications is affected both by PBMs and insurers (who may have con-
siderable negotiating leverage over manufacturers) and by other manufacturers
(who may respond to competition from Sanofi in a variety of ways). While some
manufacturers may respond by building “rebate walls” or “rebate traps” around
their products, Sanofi shares the Committee’s concern about practices that are
harmful to patients’ access to quality, affordable medication.

Question. If a policy were adopted to eliminate rebates, or to require that rebate
savings be passed on to the consumer, would that in and of itself solve the issue
of rebate “traps” and “walls”? And would consumers benefit from such a policy?

Answer. The elimination of safe harbor protection for rebates would remove incen-
tives for manufacturers to attempt to influence formulary placement through such
discounts. It is also possible that competitive products would be launched at lower
list prices and more readily incorporated into formularies on the basis of their clin-
ical benefits in a world without rebates. This would benefit the system overall, in-
cluding consumers.

DRUG PRICING

Question. When setting the list price of a drug, does your company consider regu-
latory costs or compliance? If so, how specifically do those factors affect the list price
of a drug? Please provide at least one specific example, if applicable, from your cur-
rent product portfolio.

Answer. The primary factors that Sanofi considers in setting list price include the
value of the product, the competitive environment, patient affordability and access,
investment in further product development or needs to reinvest in R&D more gen-
erally. In certain limited cases, Sanofi also will consider regulatory costs when set-
ting the list price of a product. These factors may be considered, for example, where
ongoing clinical trials are needed for a particular therapy or when the FDA man-
dates a Risk Evaluation and Mitigation Strategy (“REMS”) for a product—such as
with Sanofi’s drug Lemtrada®. Sanofi does not, however, consider our routine and
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ongoing regulatory compliance efforts within the cost of our products. Rather, those
efforts are considered part of Sanofi’s operating costs.

Question. When setting the list price of a drug, does your company consider the
risk of liability or litigation? If so, how specifically do those factors affect the list
price of a drug? Please provide at least one specific example, if applicable, from your
current product portfolio.

Answer. When conducting its pricing analysis for a new drug, Sanofi does not spe-
cifically consider the risk of liability or litigation associated with such product.

QUESTIONS SUBMITTED BY HON. PAT ROBERTS

Question. What role do you see Value Based Arrangements (VBAs) playing in the
effort to reduce prescription drug costs? What potential do these arrangements have
to find the “sweet spot” between controlling costs to patients and encouraging inno-
vation of new drugs?

How can VBAs help lower what patients pay out-of-pocket?
Can Congress do more to allow for and encourage the use of VBAs?

Answer. Sanofi believes that encouraging an environment that is supportive of
value-based arrangements would help promote drug affordability, increase patient
access to medicines, and improve patient adherence and outcomes. Although there
are different types of these agreements, value-based contracts generally tie prices
and payments to the value of a particular prescription drug product—while poten-
tially reducing patient out-of-pocket costs and providing patients with better access
to the most innovative drug products. A manufacturer could, for example, condition
payment for a product on its success in meeting a predefined clinical outcome, and
this type of arrangement could make drugs more affordable and lower healthcare
costs throughout the system.

Facilitating value-based arrangements also could encourage new drug innovation,
control costs for such new products, and recognize the full value of complex and per-
sonalized treatments. Nevertheless, despite the promise of these arrangements, in-
dustry stakeholders—including manufacturers and payers—need better legal and
regulatory clarity. For example, we support the creation of a safe harbor from Anti-
Kickback Statute liability to protect value-based agreements. We also are supportive
of any legislation that would facilitate value-based arrangements and protect them
{;(KI\I] }léaial )enforcement, such as the Patient Affordability, Value, and Efficiency Act

ct).

QUESTIONS SUBMITTED BY HON. JOHN CORNYN

Question. We continue to hear that rebates negotiated off of the list price of a
drug are both good and bad.

Pharmacy benefit managers and plans have argued that rebates are used to lower
premiums across the board and that it is the best way to seek a price concession
on otherwise expensive drugs.

Your industry argues that these payers are insisting on higher rebates that can
only be achieved by raising list prices.

But patients often lose under this system, with out of pocket costs being tied to
list price. Insulin patients appear to be routinely impacted by this perversity in the
system.

Please explain to the committee how your company would reduce list prices if re-
bates were no longer a part of the equation?

What assurance can you provide that you would in fact lower your prices?

What actions should be taken to ensure that patients are actually seeing the ben-
efits of lower out of pocket costs?

Answer. If (1) the proposed changes to the anti-kickback statute safe harbors were
codified, and (2) Congress implemented similar changes to the commercial insurance
market, Sanofi would lower the list prices of its prescription medications for prod-
ucts in competitive categories for which there is currently a material difference be-
tween list price and net price on the assumption that patient access and afford-
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ability would be improved. Sanofi also supports policy changes that would de-link
other payments in the pharmaceutical supply chain from list price.

We support extending the intent behind the anti-kickback statute safe harbor pro-
posed rule to the commercial market so that incentives are aligned across the mar-
ketplace. Together, we believe these changes would facilitate Sanofi’s ability to
lower its list prices. However, we recommend a step-wise approach, implementing
changes to the commercial market after the safe harbor rule is implemented on Jan-
uary 1, 2020. Such an approach would provide an opportunity for stakeholders and
the government to identify unintended consequences, and address them, prior to ex-
tending these policies to the commercial market.

We want to ensure that the new system achieves its goal of improving afford-
ability for patients. For instance, CMS should monitor and evaluate how the new
system affects formulary access, utilization management, and patient cost-sharing,
particularly with respect to medicines with a lower list price. We also have concerns
that changes to the rebate system may lead to new fees, which simply require man-
ufacturers to pay previous rebate values in new ways, rather than creating savings
for patients.

Without a better understanding of how these policy changes ultimately would af-
fect the competitive marketplace, patient access, and affordability, we are unable to
quantify the amount of any potential list price reduction.

With respect to actions that should be taken to ensure patients are seeing the
benefit of lower out-of-costs, we support legislation that would incentivize manufac-
turers to lower list prices by connecting better patient access and affordability to
such pricing actions.

Question. If rebates are driving high list prices for drugs as drug manufacturers’
claim, why do you think that Part B drugs, which have no PBM rebates, are also
seeing significant price increases? Whose fault is that?

Answer. Sanofi considers a variety of factors when setting or raising its list prices.
These factors include the value of the product, the competitive environment, patient
affordability and access, investment in further product development or needs to re-
invest in R&D more generally. Within this framework, any list price increase is
made consistent with our pricing principles, including our commitment to limit the
total annual increase to a level at or below the NHE projected growth rate, as esti-
mated by CMS.

Although we agree that one factor in price increases across the industry may be
the increased demand for rebates at the PBM and health plan level, that is not the
only factor. In fact, Sanofi believes that reducing incentives for high prices through-
out the supply chain by delinking payments from list price would have a meaningful
impact on price and patient costs. This is true, for example, with group purchasing
organizations (GPOs) that negotiate pricing for Part B providers. As with PBMs,
these GPOs negotiate rebates and administrative fees that are linked to the list
price of the product. These structures thus create the same misalignment of inter-
ests as in the PBM setting. It is important to note, as well, that the current average
sales price (ASP)-based system for Medicare Part B works to moderate price growth
because reimbursement reflects the weighted average of discounts given to pro-
viders, payers, and other commercial purchasers. This means that the Medicare pro-
gram and its beneficiaries benefit from the discounts health plans and providers ne-
gotiate on these drugs. Due to this market-based competition, ASP reimbursement
rates often are substantially lower than list prices.

BIOSIMILAR COMPETITION/INSULIN

Question. Biosimilars have been much anticipated as a solution to the drug pric-
ing crisis. In particular, the FDA is moving to make insulin a biologic that would
be subject to biosimilar competition in the future.

But we are hearing from all of you that the biosimilar market doesn’t work and
the benefit of these cheaper but equally effective alternatives are really not avail-
able to U.S. patients.

Can a biosimilar version of insulin be part of the solution for diabetes patients?
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If so, what changes need to be made to the system so that patients and the tax-
payer can realize the benefit of biosimilars? (Merck gave up on pursuing a bio-
similar to Sanofi’s Lantus.)®

Answer. Sanofi believes that biosimilars currently—and will continue to—result
in increased competition. In fact, this type of competition has grown among insulin
manufacturers in recent years, and we expect that it will continue to lower prices
for patients with diabetes. For example, in 2016, Eli Lilly introduced a follow-on bio-
logic to Sanofi’s drug Lantus. Additionally, in 2018, Sanofi introduced Admelog, a
follow-on biologic of Humalog, at a list price that was 15% lower than the reference
product. Mylan also is developing a second follow-on insulin glargine that references
Lantus, and Sanofi is developing a biosimilar insulin aspart, a rapid-acting insulin,
which we expect to introduce in 2021. Sanofi expects that the already highly com-
petitive diabetes drug market will become increasingly robust over time—including
with the anticipated introduction of interchangeable biosimilar basal and rapid act-
ing insulins.

There are changes already in place that will help patients and taxpayers realize
the benefit of biosimilars. Specifically, in March 2020, certain biologics that are cur-
rently regulated as drugs, including long acting insulins, will be regulated as bio-
logics and therefore will be subject to the existing biosimilars pathway. We expect
the change in insulin regulation to spur the continued development of substitutable
or interchangeable insulin products, and to increase competition in this space gen-
erally.

QUESTIONS SUBMITTED BY HON. ToDD YOUNG
RE-EVALUATING BUSINESS STRATEGIES IN FOREIGN COUNTRIES

Question. Since taking office, President Trump has made reducing drug prices one
of his highest priorities—and has repeatedly spoken about his frustration with the
U.S. subsidizing the costs of pharmaceuticals for the rest of the world. He has gone
so far as to issue proposals, like the International Pricing Index (IPI) Model, in an
attempt to bring down prescription drug prices.

With the increased scrutiny of the industry and of the drug supply chain as a
whole in the United States, have any of your companies re-evaluated your business
strategy in foreign countries? If not, then why?

Answer. No, Sanofi has not reevaluated its business strategy in foreign countries.
Other countries have implemented systems, such as price controls or reference price
regimes, to directly and artificially regulate the price of medicines. In our experi-
ence, there is not an opportunity for Sanofi to negotiate prices with these foreign
government payers. Sanofi’s only choice is to accept the government-mandated price,
or to not sell the pharmaceutical in that country, which not only hurts a company
financially, but more importantly harms patients.

We note that, although these systems may be effective at controlling budgets for
central payers, they come at a steep cost for patients, including severe access re-
strictions and rationing. For instance, one analysis of the report released to justify
the International Pricing Index found that 96 percent of new cancer medicines are
avei%lable i7n the U.S. compared to 71 percent in the United Kingdom and 65 percent
in France.

As a Sanofi specific example, Dupixent is the first drug to be approved for mod-
erate to severe atopic dermatitis (eczema) in the US. FDA granted Breakthrough
Therapy designation to Dupixent as preliminary clinical evidence indicated that “the
drug may demonstrate substantial improvement over available therapy on clinically
significant endpoint(s).” Dupixent was approved by FDA in March 2017 under Pri-
ority Review, which means that FDA’s goal is to take action on this application
within 6 months (compared to 10 months under standard review). Within 24 hours
of FDA approval, Sanofi shipped orders for Dupixent to be made available to U.S.
patients. In contrast, Health Canada approved Dupixent in November 2017. How-
ever, Dupixent is still not publicly reimbursed in Canada.

6 hitps:/ |www.fiercepharma.com | pharma | merck-ditches-biosimilar-lantus-but-will-ease-path-
for-mylan-s-rival-insulin-product.

7hitp:/ | phrma-docs.phrma.org | download.cfm?objectid=0C19E240-19C7-11E9-87D20050569A4
B6C.
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Question. If a proposal, like IPI, were implemented, would it force your companies
to potentially “walk away from the negotiating table when other countries demand
low prices subsidized by America’s seniors,” as HHS Senior Advisor for Drug Pricing
Reform John O’Brien has said?

Answer. In our experience, there is not an opportunity for manufacturers to nego-
tiate with a government. Sanofi’s only choice is to accept the government-mandated
price, or to not sell the product in that country, which, as noted above, not only
hurts Sanofi financially, but more importantly harms patients.

Question. What are some of your ideas on how we can ensure Americans aren’t
shouldering the full cost of pharmaceuticals?

Answer. While we understand the concern that Americans are shouldering more
than their fair share of the cost of innovation in the pharmaceutical sector, the list
price discrepancy between the U.S. and other countries is due, in primary part, to
the different health care systems. Because Sanofi pays significant rebates to payers
and PBMs, the difference between the price in other developed countries and the
net price in the U.S. is not nearly as large.

Sanofi’s top priority is reducing out-of-pocket costs for patients. We believe that
there need to be reforms to the current system to better align incentives, including
market-based approaches to pricing that promote competition and ensure patients
have affordable and sustainable access to innovative medicines. Currently, payers
and PBMs inconsistently pass through the growing savings that they receive from
increased negotiated rebates. Accordingly, despite increasing rebates and lower net
prices, out-of-pocket costs for many patients have continued to grow. Sanofi supports
policies that pass PBM and payer rebate savings to patients at the pharmacy
counter through lower copays and coinsurance. Sanofi would also support policies
that would incentivize responsible pricing by tying smaller list price increases, or
even list price reductions, to both access and affordability for patients.

FOREIGN COUNTRIES’ PRICING AND REIMBURSEMENT

Question. President Trump and Secretary Azar have both repeatedly described
their frustrations with “foreign freeloading” of U.S. drugs in the last year.

“When foreign governments extort unreasonably low prices from U.S. drug mak-
ers, Americans have to pay more to subsidize the enormous cost of research and de-
velopment. . . . It’'s unfair and it’s ridiculous, and it’s not going to happen any
longer.”

Do you agree that because of foreign countries’ pricing and reimbursement sys-
tems, U.S. patients and innovators are shouldering the burden for financing medical
advances?

Answer. It is true that the U.S. is the main engine in pharmaceutical and bio-
technology innovation in the world. Although U.S.-based manufacturers manage
clinical trials globally, there are substantially more research and development dol-
lars invested in the U.S. than in any other country. To illustrate, in 2015, PhRMA
member companies spent over $47 billion in domestic R&D and only $12 billion in
R&D abroad. For Sanofi, in 2018, we spent nearly $7 billion on R&D globally—a
substantial portion of which in the U.S.—and we expect that our annual R&D spend
will be consistent through 2021. These investments in research, in turn, create sig-
nificant and important job opportunities in the United States.

However, it is important to note that while other countries’ pricing and reim-
bursement systems may help to contain costs in those countries, they come at a
steep cost for patients, including severe access restrictions and rationing. For in-
stance, one analysis of the report released to justify the International Pricing Index
found that 96 percent of new cancer medicines are available in the U.S. compared
to 71 percent in the United Kingdom and 65 percent in France.® Moreover, the list
price discrepancy between the U.S. and other countries is due, in part, to the dif-
ferent health-care systems. Because Sanofi pays significant rebates to payers and
PBMs, the difference between the price in other developed countries and the net
price in the U.S. is not nearly as large.

Question. How do foreign countries’ pricing and reimbursement systems affect our
prescription drug costs?

8 hitp:/ | phrma-docs.phrma.org | download.cfm?objectid=0C19E240-19C7-11E9-87D20050569A4
B6C.
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Answer. Pricing and reimbursement systems in other countries do not affect how
Sanofi prices its medicines in the United States. Consistent with our pricing prin-
ciples, when Sanofi sets the price of a new medicine in the U.S., we hold ourselves
to a rigorous and structured process that includes consultation with external stake-
holders. In our view, an objective measure of a new product’s value considers the
benefit to patients, compared to a standard of care; the reduced need—and therefore
costs—of other health-care interventions; and any increase in quality of life and pro-
ductivity. We believe our pricing reflects these factors. We also consider factors such
as the affordability for patients and any unique factors specific to the medicine, like
the need to support ongoing clinical trials, implement important regulatory commit-
ments, or develop sophisticated patient support tools that improve care management
and help decrease the total cost of care. Additionally, under our pricing principles,
we have pledged to limit price increases at or below the National Health Expendi-
ture (NHE), which is the projected annual health-care spending growth rate as esti-
mated by CMS.

Question. Are foreign governments taking note of the concerns being raised by the
Trump administration and have they responded in any way?

Answer. Sanofi is not aware of any responses by foreign governments to U.S. drug
pricing policy proposals advanced by the Trump administration.

Question. Has there been any noticeable change in any of our trade agreements
since these concerns have been raised by the Trump administration?

Answer. Sanofi is not aware of any such changes.

MEDICAID CLOSED FORMULARY PROPOSALS

Question. In an attempt to bring down drug costs, various States have been ex-
ploring whether to exclude certain drugs from their Medicaid program. For example,
the State of Massachusetts recently asked CMS for permission to create a closed for-
mulary where the State Medicaid program would pick at least one drug per thera-
peutic class. CMS denied their waiver request citing violation of Federal law, but
this proposal does bring up important questions on how to contain drug prices in
State Medicaid programs.

If the principles of the Medicare Part D program—including the necessary patient
protections—were applied to State Medicaid programs, do you think it would lower
drugs costs while ensuring access to patients?

Answer. The Part D program encourages strong competition in the marketplace,
including by providing beneficiaries with choice of different plans and encouraging
drug manufacturers to compete for formulary position to support broad access to
their medicines (in part by securing lower cost-sharing obligations for patients in
preferred formulary tiers). By contrast, State Medicaid programs are obligated, as
a condition of a manufacturer’s participation in the Medicaid Drug Rebate Program,
to cover company’s products (subject to certain narrow exceptions). Consequently, al-
though we believe that increased competition in the Medicaid program could help
to lower drug prices, including if Medicaid implemented certain of the Part D pro-
gram’s principles, it is not immediately clear how these changes would further en-
hance patient access.

MEDICAID “BEST PRICE”

Question. In the Trump administration’s Blueprint, they suggested that because
drug manufactures have to give Medicaid the “best price” on drugs, there is no in-
centive to offer deeper discounts to other payers—both government and commer-
cial—than what is already offered under the Medicaid Drug Rebate Program.

Does the Medicaid “best price” requirement encourage manufacturers to increase
initial prices?

Answer. The Medicaid Rebate Act, and CMS’s corresponding rules, require drug
manufacturers to pay rebates to the State Medicaid Programs for units of drug dis-
pensed to their beneficiaries. Medicaid “Best Price” generally is defined as the low-
est price offered to commercial purchasers in the United States, and it is one of two
key metrics used for setting the level of rebates that manufacturers must pay to
each state Medicaid program for Medicaid beneficiary utilization. Best Price does
not, therefore, reflect a price point at which manufacturers sell products to Med-
icaid, and Sanofi does not view the Medicaid Best Price requirements as encour-
aging manufacturers to set higher initial prices. However, Medicaid Best Price con-
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siderations are a factor in assessing whether to offer higher rebate amounts to our
commercial (Best Price-eligible) customers.

Question. What, if any, changes would you suggest we make to the program?

Answer. With regard to the Medicaid Drug Rebate Program and the determina-
tion of Best Price, the Trump administration’s Pricing Blueprint highlights the im-
pediments that exist under current rules with regard to value-based discounting ar-
rangements. Sanofi would like to pursue more innovative product discounting strat-
egies—including arrangements in which we would stand behind the value or out-
comes that our products provide to patients and to the healthcare system generally.
But, current Medicaid rebate calculation rules regarding bundled discount arrange-
ments, and the manner in which manufacturers must account for discounts that are
incurred over long periods of time, present significant obstacles to adopting these
arrangements. If the rules for the Medicaid Drug Rebate Program were amended
to permit manufacturers to exclude certain appropriately-structured value-based
discounts from their Best Price calculation, it is likely that Sanofi could adopt more
innovative value-based discount contracts, and that these arrangements in turn
could result in significant savings for patients and the system.

OUTCOMES-BASED CONTRACTS

Question. In almost all of your testimonies, you highlight your support of out-
comes-based contracts and how we need to be shifting our system toward that ap-
proach.

How will these contracts lower drug costs for patients in both the near term and
long-term?

How will they lower overall health-care costs for our Federal programs?
What have the preliminary results looked like so far?

Answer. Sanofi believes that encouraging an environment that is supportive of
value-based arrangements would help promote drug affordability, increase patient
access to medicines, and improve patient adherence and outcomes. Specifically,
value-based arrangements tie prices and payments to value while reducing patient
out-of-pocket costs and providing patients with better access to the most innovative
drug products. For example, value-based arrangements can be premised upon the
effectiveness of a manufacturer’s product, which may help to secure payer coverage
for new and innovative therapies. Where payment to a manufacturer is conditioned
on the value or clinical outcomes of a product, value-based arrangements also may
help to improve patient cost-sharing challenges. Additionally, value-based arrange-
ments could encourage new drug innovation while controlling costs for such new
products by aligning the price of the drug to the value the drug brings to the pa-
tient.

Recently, Sanofi has executed value-based contracts related to Soliqua 100/33,
Praluent, and Kevzara. These arrangements are in their nascent stages, and we do
not have sufficient information to assess the results.

Despite the promise of these and similar arrangements, Sanofi strongly believes
that better legal and regulatory clarity would facilitate greater proliferation of
value-based contracts. For example, we support the creation of a safe harbor from
Anti-Kickback Statute liability to expressly protect value-based agreements. We also
are supportive of legislation that would remove Best Price-barriers to value-based
contracts, such as the Patient Affordability, Value, and Efficiency Act (PAVE Act).

TRANSPARENCY/POINT OF SALE

Question. In almost all of your testimonies, you express your support for the
Trump Administration’s proposal to allow manufacturers to provide PBMs up-front
discounts that are passed onto patients at the point-of-sale.

Do you feel like this proposal will make the transactions within the drug supply
chain more transparent?

If so, would this transparency bring down drug costs—overall and for specialty
drugs?

Answer. Because the proposed rule would require manufacturer discounts to be
provided at the pharmacy counter, the proposal will facilitate increased trans-
parency with respect to the arrangements between manufacturers and PBMs, and
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with respect to the discounts manufacturers offer on their medicines. We believe
such increased transparency would result in lower patient costs.

However, Sanofi believes that HHS’s proposal does not go far enough in creating
the kind of systemic change needed to create a more transparent drug supply chain
throughout the entire U.S. health-care system. We believe that increased, system-
wide transparency, that appropriately protects competitively sensitive information,
would improve competition by making relevant information available to patients
and policymakers. Providing more information about what is driving costs in the
system, and taking steps to curtail misaligned incentives related to the flow of
money through the system, for instance through legislation like the C-THRU Act,
would allow for increased competition and better-informed decision making.

THE RELATIONSHIP BETWEEN WHOLESALERS AND MANUFACTURERS

Question. When talking about the pharmaceutical supply chain, a lot of focus has
been placed on the Pharmacy Benefit Manager. But there’s another side of the equa-
tion that I'd like to ask about.

How do wholesalers negotiate pricing with manufacturers?
What impact does this have on drug costs?
What incentives or disincentives do they have to contain price increases?

Answer. Wholesalers do not typically negotiate pricing with manufacturers.
Wholesalers are merchant-middlemen in the supply chain, and they generally facili-
tate the efficient distribution of drugs and biologicals to end customers (such as
pharmacies or clinics). While Sanofi may offer a prompt pay discount to wholesalers,
wholesalers generally purchase product at Wholesale Acquisition Cost (i.e., list
price) and they facilitate the acquisition of products by end purchases—frequently
at prices that are negotiated between Sanofi and the end purchaser. If wholesalers
sell to end purchasers at a loss based on the negotiated price, wholesalers will issue
a “chargeback” to the manufacturer for the difference. In addition, Sanofi pays serv-
ice fees to wholesalers to operationalize this distribution and chargeback process,
and those fees typically are based on a percent of WAC. As with fees paid to PBMs,
Sanofi’s view is that flat pricing for wholesaler administrative services could exert
downward pressure on drug prices by delinking list price from fee payments.

QUESTIONS SUBMITTED BY HON. RON WYDEN
PROPOSED REBATE RULE

Question. As has been done in many other settings, drug manufacturers said dur-
ing the hearing that one reason list prices for drugs are high is that pharmaceutical
benefit managers (PBMs) demand larger and larger rebates in order for the drug
to receive favorable placement on a formulary. You and your colleagues who testi-
fied during the hearing stated if the administration’s proposal on changes to the
anti-kickback safe harbor for pharmaceutical rebates took effect, your company
would likely lower list price.

Like many Oregonians, I am skeptical drug manufacturers would voluntarily
lower their prices. Therefore, would you support legislation that would (1) make
similar changes the administration has put forward related to Part D and Medicaid
managed care, (2) change the rebate system in a similar way to the proposal for
the commercial market, and (3) require drug makers to lower the list price of their
drugs equal to the amount of rebates provided today?

Answer. If (1) the proposed changes to the anti-kickback statute safe harbors were
codified, and (2) Congress implemented similar changes to the commercial insurance
market, Sanofi would lower the list prices of its prescription medications for prod-
ucts in competitive categories for which there is currently a material difference be-
tween list price and net price on the assumption that patient access and afford-
ability would be improved. Sanofi also supports policy changes that would de-link
other payments in the pharmaceutical supply chain from list price.

We support extending the intent behind the anti-kickback statute safe harbor pro-
posed rule to the commercial market so that incentives are aligned across the mar-
ketplace. Together, we believe these changes would facilitate Sanofi’s ability to
lower our list prices. However, we recommend a step-wise approach, implementing
changes to the commercial market after the safe harbor rule is implemented on Jan-
uary 1, 2020. Such an approach would provide an opportunity for stakeholders and
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the government to identify unintended consequences, and address them, prior to ex-
tending these policies to the commercial market.

We want to ensure that the new system achieves its goal of improving afford-
ability for patients. For instance, CMS should monitor and evaluate how the new
system affects formulary access, utilization management, and patient cost-sharing,
particularly with respect to medicines with a lower list price. We also have concerns
that changes to the rebate system may lead to new fees, which simply require man-
ufacturers to pay previous rebate values in new ways, rather than creating savings
for patients.

Without a better understanding of how these policy changes ultimately would af-
fect the competitive marketplace, patient access, and affordability, we are unable to
quantify the amount of any potential list price reduction.

We support legislation that would incentivize manufacturers to lower list prices
by connecting better patient access and affordability to such pricing actions. The
U.S. market-based approach to drug pricing has been successful in reducing net
prices, but in the current system, that value is not being passed on to patients. We
expect that the reforms we note above would address that issue while preserving
a market-based approach that promotes competition and ensures patients have af-
fordable and sustainable access to innovative medicines.

MEDICAID DRUG REBATE PROGRAM

Question. The Medicaid Drug Rebate Program (MDRP) requires manufacturers to
provide a basic rebate and an additional inflationary rebate for both brand and ge-
neric drugs. The inflationary rebate is an increasingly substantial part of total re-
bates due in large part to large increases in drug prices that exceed inflation. Under
current law, this inflationary rebate is capped at 100 percent of Average Manufac-
turer Price (AMP). This is the case even when manufacturers continue to raise their
prices well above inflation.

Please provide a list of all of your pharmaceutical products that have reached the
Medicaid AMP rebate cap in any of the 20 quarters from January 1, 2014 through
December 31, 2018.

For each drug listed in response to question 1, please also provide a list of which
quarters and years each drug hit the cap.

Answer. Sanofi takes steps to ensure that it complies with all applicable laws re-
lated to the Medicaid Drug Rebate Program, including that it is paying rebates to
the state Medicaid programs in accordance with law. Sanofi sells NDCs in 29 prod-
uct families for which it pays Medicaid rebates at 100 percent of AMP. Respectfully,
Sanofi’s view is that the detailed information requested by this question is confiden-
tial and proprietary. We would be happy to work with the Committee to provide this
information in a way that mitigates against competitive harms that could arise from
public disclosure of this information.

MEDICAID DRUG REBATE PROGRAM COMPLIANCE

Question. I am concerned about recent reports and legal settlements surrounding
drug manufacturers’ failure to comply fully with the requirements of the MDRP. For
example, an analysis by the U.S. Department of Health and Human Services Office
of Inspector General found that between 2012 and 2016 taxpayers may have over-
paid by as much as $1.3 billion for 10 potentially misclassified drugs. That is why
I introduced the Right Rebate Act with Chairman Grassley to prevent drug manu-
facturers from manipulating Medicaid to increase their profits. However, I continued
to be concerned about oversight and manufacturer compliance with the require-
{nents of the Medicaid Drug Rebate Program. Accordingly, please describe the fol-
owing:

Your company’s current compliance plan and procedures used to ensure compli-
ance with the requirements of the Medicaid Drug Rebate Program including inter-
nal audits or other checks you use to identify compliance vulnerabilities.

Answer. Sanofi takes steps to ensure that it complies with all applicable laws re-
lated to its participation in the Medicaid Drug Rebate Program (MDRP). These
steps include, for example, documenting Medicaid rebate calculation methodologies,
processes, and reasonable assumptions as appropriate. Sanofi’s government price re-
porting personnel also hold weekly meetings with the Sanofi legal department, in-
cluding with support from outside counsel as needed, to ensure that compliance
questions are discussed and addressed in a timely manner. Sanofi’s MDRP compli-
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ance is tested through several audits, including biannual Sarbanes-Oxley Act audits,
biannual external audits, conversations with an external consultant government
pricing advisory team, and annual calculation audits of Average Manufacturer Price
and Best Price.

Question. Any past or ongoing issues of non-compliance.

Answer. Given the complexity of the MDRP and applicable law and guidance,
Sanofi routinely reviews its calculation methodologies and reasonable assumptions.
In the normal course of business, questions may arise as to specific Sanofi compli-
ance processes for the MDRP. When such questions arise, Sanofi takes prompt steps
to engage with CMS about appropriate next steps, including a restatement of any
of the components of the Medicaid rebate calculation if needed. Such restatements
are administrative in nature and expressly contemplated by the CMS regulations.

Question. Any corrective actions taken to address identified problems or issues of
noncompliance with the MDRP and how such steps were communicated to the Cen-
ters for Medicare & Medicaid Services.

Answer. As noted above, in the event that Sanofi identifies any compliance ques-
tions that it believes warrant review by CMS, Sanofi promptly engages with CMS.
This may occur, for example, in the event of statutory or regulatory changes, or if
CMS releases new sub-regulatory guidance.

Question. Any steps taken to improve compliance and ensure that all Medicaid
drug rebates owed to the federal government and the states are paid in full.

Answer. Sanofi’s government price reporting team routinely works with in-house
and outside counsel regarding compliance with the Medicaid Drug Rebate Act and
CMS rules. As part of this continuing compliance, the company assesses its calcula-
tion processes and reasonable assumptions for purposes of calculating Average Man-
ufacturer Price, Best Price, and Unit Rebate Amount. In certain cases, moreover,
Sanofi engages directly with CMS to seek the agency’s view of Sanofi’s reasonable
assumptions or compliance processes. In any instance in which Sanofi would deter-
mine that the State Medicaid Programs were underpaid rebates, Sanofi would en-
gage with CMS to determine the appropriate way forward, including restating pric-
ing metrics and paying additional rebates to the States.

BONUS PAYMENTS TIED TO SPECIFIC DRUGS

Question. I am concerned by the potential for employee financial incentives to en-
courage high launch prices and price increases for prescription 