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MEDICAID PRESCRIPTION DRUG REIMBURSE-
MENT: WHY THE GOVERNMENT PAYS TOO
MUCH

TUESDAY, DECEMBER 7, 2004

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The subcommittee met, pursuant to notice, at 10:05 a.m., in room
2322, Rayburn House Office Building, Hon. Joe Barton (chairman)
presiding.

Members present: Representatives Bilirakis, Walden, Ferguson,
Rogers, Barton (ex officio), Waxman, Markey, and Dingell (ex offi-
cio).

Also present: Representative Stupak.

Staff present: Mark Paoletta, majority counsel; Andrew Snowdon,
majority counsel; Brad Conway, majority counsel; Mike Abraham,
legislative clerk; Edith Holleman, minority counsel, and Turney
Hall, minority clerk.

Chairman BARTON. The subcommittee will come to order.

Today we are going to hold a hearing on Medicaid Prescription
Drug Reimbursement: Why the Government Pays Too Much.

We have got a number of panels and a number of witnesses. This
is a very important hearing. Medicaid is a program for the poorest
and sickest people in our country. We in the Congress have a re-
sponsibility to make sure that every possible dollar available under
the program goes to those who need it the most. We also have an
obligation to make sure that the American taxpayer gets what he
or she is paying for.

Unfortunately, the current system by which we reimburse health
care providers for prescription drugs under Medicaid flies in the
face of both of these principles. The system is broken, and it needs
to be fixed. The Government pays far too much for many prescrip-
tion drugs under Medicaid, primarily because most States continue
to use a system that is called average wholesale price, or AWP, as
the basis for their reimbursement.

For example, during our investigation, the committee has ob-
tained documents showing that in the summer of 2002 one drug
manufacturer’s direct sales price of 2,000 20 milligram capsules of
Fluoxetine, the generic version of the popular antidepressant
Prozac, was $82.62, while the average wholesale price was more
than $5,300. Let me repeat that. The generic version, $82.62, but
the average wholesale price was $5,300.

o))
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I would like to commend the former subcommittee chairman, Mr.
Jim Greenwood, and the current vice chairman, Mr. Greg Walden,
who is sitting to my right, for their work on this issue over the last
year. What they have done is very, very important.

Chairman Greenwood, in particular, was tenacious in the pursuit
of average wholesale price reform, first in Medicare where we did
change the system, and now in Medicaid where, so far, we have
not. In fact, today’s hearing is an outgrowth of the committee’s
prior work on AWP drug-based drug reimbursement under Medi-
care.

During a hearing back in September 2001, Chairman Greenwood
noted that the term AWP could just as easily be an acronym for
“ain’t what is paid.” sadly, this remains true today. As you will
hear shortly, the Federal Government and, ultimately, the Amer-
ican taxpayer could save hundreds or millions or even billions of
dollars a year if States would bring drug reimbursements more in
line with what they actually cost the pharmacy and other health
care providers to purchase these drugs.

Today’s hearing, which is a culmination of an extensive inves-
tigation by the subcommittee staff on a bipartisan basis, will focus
on systemic problems with the structure and administration of pre-
scription drug expenditures under Medicaid, as well as abuses of
the system.

The committee’s prior AWP work ultimately led to important
changes in last year’s landmark Medicare Modernization Act,
MMA, changes that will save the Medicare program $15 billion
over the next 10 years. It is my profound hope that this hearing,
by exposing some of those same problems and abuses, will set the
stage for similar Medicaid reform on a bipartisan basis in the up-
coming Congress.

Medicaid is supposed to reimburse pharmacists the estimated ac-
quisition cost of the drugs, plus a reasonable dispensing fee. Over
the years, AWP has emerged as a proxy for estimated acquisition
costs. Currently, all but eight States rely on AWP as the basis of
Medicaid reimbursement. Unfortunately, and all too often, AWP
bears little or no resemblance to what these providers really pay,
particularly in the generic marketplace where multiple manufac-
tures compete to sell identical drugs that are, for all intents and
purposes, a commodity.

During the course of this investigation the committee has uncov-
ered evidence that several manufacturers either inflate their AWPs
or actively market their products not based on the lowest price but
on the difference between the price and the reimbursement
amount, better known in the industry as the spread.

Although the manufacturer’s practice of marketing the spread
appears to have waned in recent years due in large part to litiga-
tion and the heightened scrutiny generated by the work of this
committee and others, the existence of substantial spreads remains
a fixture of Medicaid prescription drug reimbursement.

Let me say that again. The existence of substantial spreads re-
mains a fixture of Medicaid prescription drug reimbursement.

Generic manufacturers initially set the AWP of their product at
89.9 percent of the brand name’s AWP. In the words of one manu-
facturer, we “set it and forget it.” Meanwhile, fierce competition
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drives down the actual sales price of these generics, therefore in-
creasing the spread, often dramatically.

I want to be clear here that the price competition is a good thing.
Generic drugs have a critical role in play in containing soaring
drug costs. Concern, however, is that because of AWP the Medicaid
program all too often misses out on these cost savings. Medicaid’s
use of AWP corrupts the market and turns what would otherwise
be a positive development, namely price competition, into abuse
that deprives Medicaid of the benefits.

The primary beneficiaries of the current Medicaid reimburse-
ment structure are the retail pharmacies. Data obtained by the
committee from five of the largest retail pharmacy chains reveals
that during the period of July 1, 2002, to June 30, 2003 the aver-
age acquisition cost for seven widely prescribed generic drugs was
22 cents, while the average Medicaid reimbursement just for those
drugs alone was 56 cents, more than double the cost; and you can
see that on the chart that is up on the overheads.

Indeed, evidence gathered by the committee suggests that Med-
icaid reimbursement is more generous than that of most private
payors. The pharmacies do not generally deny that they reap sub-
stantial margins on certain prescription drugs under Medicaid.
Their argument is that any overpayments for prescription drugs
are necessary to offset Medicaid dispensing fees, which they assert
do not cover the true cost of the services that they provide to the
Medicaid population.

This situation is analogous to physician-administered drugs in
Medicare. In the new Medicare law, we have attempted to make
significant changes to the way that physician-administered drugs
are reimbursed, scrapping AWP in favor of a new market-based av-
erage sales price and increasing payments for physician services.

A recent Government Accountability Office study released just
last week shows that, the appropriateness of the new payments
here as is in Medicare.

I believe that we should pay providers fairly for their services.
I have got absolutely no problem with increasing dispensing fees,
if that is what we need to do. But we should pay them accurately
so that we can achieve cost savings while ensuring that Medicaid
beneficiaries will continue to have access to critically important
drugs.

In this context, I am especially pleased to welcome David
Balland from the Texas Health and Human Services Commission
and Patrick O’Connell from the Texas Attorney General’s Office.

Texas is one of the States on the forefront of Medicaid reform;
and the approach that the State of Texas Medicaid program has
taken to address these problems, an approach that should serve as
a model to other States, in my opinion, is one of flexibility, trans-
parency and fairness.

Texas has imposed an aggressive reimbursement formula and re-
quires manufacturers to provide transaction data as a means of
verifying acquisition costs, while at the same time having one of
the highest dispensing fees of any State. These reforms have re-
sulted in substantial cost savings for both the State and to the Fed-
eral Government, yet not one pharmacy has left the program as a
result of underpayment.
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This is work that was begun under then Attorney General John
Cornyn, who is now one of our Senators from Texas. I want to com-
mend him for his work in that area.

As the Texas Attorney General in 1999, Senator Cornyn identi-
fied Medicaid fraud as a priority and created a special section de-
voted entirely to this issue. Senator Cornyn was invited to testify
here today, but, due to a scheduling conflict, he is not available.

I want to thank all of our witnesses at today’s hearings. I think
that with the amount of money that we are spending on prescrip-
tion drugs under our Medicaid program it is very important that
we identify reforms to get the biggest bang for the buck.

I want to think the committee staff on both sides of the aisle for
the strong work that they have done over the last year and a half
on this issue, and I look forward to this being one of the landmark
hearings of this subcommittee.

[The prepared statement of Hon. Joe Barton follows:]

PREPARED STATEMENT OF HON. JOE BARTON, CHAIRMAN, COMMITTEE ON ENERGY
AND COMMERCE

Medicaid is a program for the poorest and sickest people in this country, and we
in Congress have a responsibility to make sure that every possible dollar available
under this program goes to those who need it the most. We also have an obligation
to make sure that the American taxpayer gets what he or she pays for. Unfortu-
nately, the current system by which we reimburse health care providers for pre-
scription drugs under Medicaid flies in the face of both of these principles. The sys-
tem is broken, and it needs to be fixed.

The government pays far too much for many prescription drugs under Medicaid,
primarily because most states continue to use Average Wholesale Price, or AWP, as
the basis of reimbursement. For example, during this investigation, the Committee
obtained documents showing that in the summer of 2002 one drug manufacturer’s
direct sales price of 2000 20-milligram capsules of fluoxetine—the generic version
gf the popular antidepressant Prozac—was $82.62, while the AWP was more than

5,300.

I would like to commend former Subcommittee Chairman James Greenwood and
current Vice Chairman Greg Walden for the tremendous work that they have done
on this very important issue. Chairman Greenwood, in particular, has been tena-
cious in the pursuit of AWP reform, first in Medicare and now in Medicaid. In fact,
today’s hearing is largely an outgrowth of the Committee’s prior work on AWP-
based drug reimbursement under Medicare. During a hearing back in September
2001, Chairman Greenwood noted that the term AWP could just as easily be an ac-
ronym for “ain’t what’s paid.” Sadly, this remains true today. As you will hear short-
ly, the federal government—and ultimately the American taxpayer—could save hun-
dreds of millions of dollars per year if states would bring drug reimbursements more
in line with what it actually costs pharmacies and other health care providers to
purchase these drugs.

Today’s hearing, which is the culmination of an extensive investigation by Sub-
committee staff, will focus on systemic problems with the structure and administra-
tion of prescription drug expenditures under Medicaid, as well as abuses of the sys-
tem. This Committee’s prior AWP work ultimately led to important changes in last
year’s landmark Medicare Modernization Act, changes that will save the Medicare
program approximately $15 billion over the next ten years. It is my profound hope
that this hearing, by exposing some of these problems and abuses, will set the stage
for similar Medicaid reforms in the 109th Congress.

Medicaid is supposed to reimburse pharmacists the estimated acquisition cost of
the drugs, plus a reasonable dispensing fee. Over the years, AWP has emerged as
a proxy for estimated acquisition cost: currently, all but eight (8) states rely upon
AWP as the basis of Medicaid reimbursement. Unfortunately, all too often AWP
bears little or no resemblance to what these providers really pay, particularly in the
generic marketplace, where multiple manufacturers compete to sell identical drugs
that are, for all intents and purposes, a commodity. During the course of its inves-
tigation, the Committee uncovered evidence that several manufacturers either in-
flated their AWP’s or actively marketed their products not based on the lowest price,
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but on the difference between the price and the reimbursement amount—better
known as the “spread.”

Although the manufacturers’ practice of marketing the spread appears to have
waned in recent years, due in large part to litigation and the heightened scrutiny
generated by the past work of this Committee and others, the existence of substan-
tial spreads remains a fixture of Medicaid prescription drug reimbursement. Generic
manufacturers initially set the AWP of their products at 89.9% of the brand-name
drug’s AWP, and, in the words of one manufacturer: “We set it and forget it.” Mean-
while, fierce competition drives down the actual sales prices of these generics, there-
by increasing the spread, often dramatically.

I want to be clear here that price competition is a good thing, and generic drugs
have a critical role to play in containing soaring drug costs. My concern, however,
is that because of AWP, the Medicaid program all too often misses out on these cost
savings. Medicaid’s use of AWP corrupts the market and turns what would other-
wise be a positive development—namely price competition—into an abuse that de-
prives Medicaid of the benefits.

The primary beneficiaries of the current Medicaid reimbursement structure are
the retail pharmacies. Data obtained by the Committee from five of the largest re-
tail pharmacy chains reveals that during the period July 1, 2002 to June 30, 2003,
the average acquisition cost for seven widely-prescribed generic drugs was $0.22,
while the average Medicaid reimbursement, just for the drugs alone, was $0.56—
more than double the cost. Indeed, evidence gathered by the Committee suggests
that Medicaid reimbursement is more generous than that of most private payors.

The pharmacies do not generally deny that they reap substantial margins on cer-
tain prescription drugs under Medicaid. Rather, they argue that any overpayments
for prescription drugs are necessary to offset Medicaid dispensing fees, which they
assert do not cover the true cost of the services that they provide to the Medicaid
population. This situation is analogous to physician-administered drugs in Medicare.
In the new Medicare law, we made significant changes to the way that physician-
administered drugs were reimbursed, scrapping AWP in favor of a new market-
based Average Sales Price and increasing payments for physician services. A recent
Government Accountability Office study released just last week by this Committee
confirmed the appropriateness of the new payments. Here, as in Medicare, I believe
that we should pay providers fairly, but accurately, so that we can achieve cost sav-
ings while ensuring that Medicaid beneficiaries will continue to have access to criti-
cally important drugs.

In this context, I am especially pleased to welcome David Balland, from the Texas
Health and Human Services Commission and Patrick O’Connell, from the Texas At-
torney General’s Office. Texas is one of the states on the forefront of Medicaid re-
form, and the approach that the Texas Medicaid program has taken to address
these problems—an approach that should serve as a model to other states—is one
of flexibility, transparency, and fairness. Specifically, Texas has imposed an aggres-
sive reimbursement formula and requires manufacturers to provide transaction data
as a means of verifying acquisition costs, while at the same time having one of the
highest dispensing fees of any state. These reforms have resulted in substantial cost
savings for both the state and the federal government, yet not one pharmacy has
left the program as a result of underpayment.

Much of the good work done by Texas Medicaid and the Attorney General’s Office
is due, in no small part, to the foresight and dedication of Senator John Cornyn,
and I would like to pay Senator Cornyn a special tribute here this morning. As the
Texas Attorney General in 1999, Senator Cornyn identified Medicaid fraud as a pri-
ority and created a special section devoted entirely to this issue. I invited Senator
Cornyn to testify here today, but, due to a scheduling conflict, he was unfortunately
not available. Senator Cornyn did submit a written statement for the record that
I would like to attach to these remarks.

I want to thank all of the witnesses at today’s hearing for taking the time to at-
tend today’s hearing. Given the tremendous amount of money spent on prescription
drugs under the Medicaid program, I think that this is an issue worthy of the Com-
mittee’s attention, and I hope that this hearing will help to reform a system that
is plainly in a state of disrepair.

Chairman BARTON. Senator Cornyn has submitted a written
statement for the record, and we will put that into the record.
[The prepared statement of Hon. John Cornyn follows:]
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PREPARED STATEMENT OF HON. JOHN CORNYN, A UNITED STATES SENATOR FROM THE
STATE OF TEXAS

Thank you, Mr. Chairman, for inviting me to testify today before the Sub-
committee on Oversight and Investigations concerning government payments for
Medicaid prescription drug reimbursement. I was disappointed my schedule did not
permit me to appear in person, but I am deeply appreciative of the opportunity to
submit these written remarks.

I would also like to thank Patrick O’Connell, Chief of the Civil Medicaid Fraud
Section of the Texas Attorney General’s Office, for his comments. I share Mr.
O’Connell’s pride that Texas was the first state to move from AWP based reimburse-
ment to wholesaler cost and that the Texas Vendor Drug Program is one of the best
Medicaid programs in the country, if not the best. I especially applaud the dedica-
tion and enthusiasm that the current Texas Attorney General Gregg Abbott and
Chief O’Connell have shown in continuing the work we initiated during my tenure
as Texas Attorney General combating Medicaid fraud and abuse.

As you are aware, suspicions of overpayments for prescription drugs in Medicaid
programs across the nation have been alleged since the programs were first imple-
mented. In 1977, the U.S. Congress enacted the federal Medicare/Medicaid Anti-
Fraud and Abuse Act, which provided federal funding to states that established
Medicaid fraud and abuse control units. In 1997, Texas’ ability to combat Medicaid
fraud improved when the Texas Legislature enacted Senate Bill 30, which provided
for implementing fraud detection technology, additional monitoring of service pro-
viders along with administrative penalties, civil remedies, and criminal sanctions for
fraudulent and abusive actions.

I was sworn in as Texas Attorney General in 1999 and became increasingly con-
cerned about overpayments for prescription drugs in the Texas Medicaid Program
and other specific instances of fraud and abuse. In August of 1999, I created the
Civil Medicaid Fraud Section within my Elder Law Division. Prior to that time, few
investigations, and no lawsuits, regarding civil Medicaid fraud had been pursued.
With the creation of this special Section, we dedicated resources and efforts to fight-
ing fraud, waste, and abuse in the Medicaid system.

I was deeply troubled by some of our discoveries. While there are several exam-
ples upon which I could draw, there is one that continues to resonate. In September
of 2000, we filed a landmark case against three drug companies—DEY, Inc., Roxane
Laboratories, Inc., and Warrick Pharmaceuticals Corporation—for civil Medicaid
fraud as part of a complicated scheme to corner the market in respiratory disease
medications.

Typically, when a doctor prescribes medication for a Medicaid patient, a pharmacy
dispenses the medication and then bills Medicaid for reimbursement. In order for
the drug to be eligible for Medicaid reimbursement, the drug manufacturer must
certify the prices at which it sells the drug in writing with the Texas Department
of Health (TDH). TDH uses that certification to calculate the amount of reimburse-
ment pharmacies will receive. Texas at the time was the only state that required
drug manufacturers to certify their prices in order to be eligible for Medicaid reim-
bursement.

These drug companies falsely reported inflated prices for their respiratory medica-
tions to TDH. Then, they turned around and sold these drugs to pharmacies at dras-
tically reduced prices while the pharmacies were reimbursed at the inflated price.
This scheme ensured that pharmacies would dispense the defendants’ drugs over
other less profitable medications. All of this was part of a strategy by the drug com-
panies to increase their market share and “capture” the market. To be blunt, this
was tantamount to stealing from taxpayers. Medicaid funds should be spent only to
provide necessary medical care and prescription medications to those who need it.
Instead, elaborate schemes such as these steal scarce tax dollars to finance cor-
porate market strategies and to inflate illegally the bottom line. Plain and simple:
it is wrong

Two of the defendants ultimately settled for $45.5 million collectively, and the
third is set for trial. This lawsuit sent a clear signal to participants in Medicaid pro-
grams across the country that those who try to steal from the Medicaid program
may be prosecuted with a heavy price inflicted.

This is but one example. However, it effectively emphasizes the importance of re-
maining vigilant in our efforts for those of us charged with protecting the public
trust. I commend you, Mr. Chairman, and the members of this Subcommittee, for
continuing to examine these important issues. And, I appreciate the opportunity to
share with you some of my experiences.

Thank you.
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Chairman BARTON. Now I want to recognize my distinguished
friend from Massachusetts, one of the members who has been a
real watchdog on this subcommittee, Mr. Markey of Massachusetts,
for an opening statement.

Mr. MARKEY. Thank you, Mr. Chairman, very much and thank
you for having this very important hearing today.

We are going to hear from the Department of Health and Human
Services Inspector General, indicating that the Federal Govern-
ment is paying far too much for prescription drugs under the Med-
icaid program.

This is not the first time that such concerns have been raised.
We have been getting reports of these overpayments since the early
1990’s. Yet the Centers for Medicare and Medicaid Services have
continually failed to address their international mismanagement
and the systematic problems that enable drug companies and phar-
macies to commit fraud and inflate the prices of their drugs.

Prescription drugs are one of the fastest growing expenses for
Medicaid. Between 1992 and 2002, expenditures for prescribed
drugs increased by 19 percent per year, and by 2003 the Medicaid
program spent over $31 billion on prescription drugs alone. If we
do not address the rising costs of prescription drugs, it will drain
the Medicaid program of the funds needed to provide health care
to our Nation’s most vulnerable populations.

There are three problems with the current system that I hope to
hear more about in today’s hearing. The first is that CMS has been
slow to implement simple cost-saving measures within the agency.
The second problem is that the price the States pay for prescription
drugs has nothing to do with the actual cost of the drug. The third
problem is that the Federal Government is not allowed to use its
market power to negotiate lower prices for consumers.

The Inspector General has identified several simple ways that
CMS could save money if they were more diligent in their adminis-
tration of the problem. Putting qualified drugs on the Federal
upper limits list as soon as they are approved, for example, could
save over $100 million.

Unfortunately, not all of Medicaid’s problems can be solved so
easily. We also have to address the fact that the current reimburse-
ment system practically begs to be exploited.

The fact that numerous pharmacies and drug companies have
pled guilty to overcharging Medicaid, lying about their costs, taking
kickbacks and submitting false claims show the vulnerability of the
system. We currently have a system where companies are asked to
simply make up the price that the States will pay for their drugs.
This price, called the average wholesale price, has no relationship
to the actual cost of the drug, and the companies that set that price
do not have to provide the States any information about the real
costs of manufacturing the drugs.

It is like being asked to pay $50 for a T-shirt without having ac-
cess to any information about what others have paid for the same
T-shirt. If the vendor tells you that it is a fair price but doesn’t
have to give you any evidence that it is reasonable, you have no
choice but to trust that seller, that that seller is being honest.

When it comes to spending taxpayer money, we cannot base our
decisions on trust. We need to base them on evidence. In order to
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ensure that States are not overpaying for prescription drugs, they
should have access to pricing information and the actual costs of
the drugs.

We will hear today about the new program that has been suc-
cessful in actually reducing spending on prescription drugs. In
April, HHS allowed Michigan, Vermont, New Hampshire, Alaska
and Nevada to form a purchasing pool. By combining their pro-
grams, they were able to increase their market power and to nego-
tiate better drug prices. At a time when drug prices were rising at
a rate of almost 20 percent per year, Michigan’s drug prices actu-
ally declined about 1 percent in the first year of their pooling pro-
gram. In response to their success, Administrator Mark McClelland
stated that pools are a proven legal and safe way to lower drug
costs.

However, if evidence suggests that pools work, and CMS ac-
knowledges that they are an effective way to lower costs, then why
is the Federal Government forbidden from creating one large pool
and using its market power to negotiate the best price for Medicaid
and Medicare beneficiaries with the drug companies across our
country?

Today, we are going to hear from Wal-Mart about how they are
reducing costs through the purchasing power of their Sam’s Clubs.
But why can’t we establish an Uncle Sam’s Club that can link up
all of the States to pool their enormous purchasing power of the
Federal and State governments to further drive down the costs of
prescription drugs for every ordinary American in our country?
Why are they forbidden from pooling their resources in order to
help those most dependent upon prescription drugs who are in fact
being tipped upside down and having money shaken out of their
pockets to pay for prescription drugs that every American knows
iis ove(l)rpriced to those vulnerable consumers of needed prescription

rugs?

In order to preserve this critical health care program, we need
to find ways to curb the costs of prescription drugs. Instead of
wasting taxpayers’ dollars on overinflated drug prices, Medicaid
funds could be spent on providing better health care to our coun-
try’s most vulnerable populations, the children, the elderly, the
poor and the disabled.

I look forward to hearing from the recommendations of the IG,
the States and other witnesses, and I am compliment you on hav-
ing this hearing, Mr. Chairman.

Chairman BARTON. Thank you, Mr. Markey.

We now ask our distinguished vice-chairman of the sub-
committee, Mr. Walden, for an opening statement.

Mr. WALDEN. Thank you very much, Mr. Chairman.

Let me begin by saying that I, too, share the concerns that the
States and the Federal Government are paying too much for drugs
dispensed to our Nation’s poorest individuals under the Medicaid
program. I look forward to learning more about what we can do to
remedy this situation.

In September 2001, as you have mentioned, this committee held
a hearing that addressed similar problems with the prescription
drug reimbursement under Medicare. The systemic problems and
abuses brought to light during that hearing helped pave the way
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for significant reforms under the Medicare Modernization Act,
scrapping Medicare’s reliance on the flawed average whole price, or

And I note in your committee about Mr. Greenwood saying “ain’t
what is paid.” I think it is maybe always worst price, at least when
it comes to the Government.

We now turn our attention to Medicaid. Despite differences be-
tween the two programs, there is one common denominator, and
that is AWP. We have allowed a system to develop where AWP, a
number not defined by statute or regulation, has become the reim-
bursement standard for the vast majority of Medicaid prescription
drug programs.

Because AWP is not, in many cases, reflective of actual market
prices, it opens the door for the abuses that we will hear about
today. At the very least, it serves to deny the taxpayer the full ben-
efit of price competition in the generic marketplace. Let me give
you an example.

Ipratropium Bromide is a popular inhalation drug used to treat
patients with respiratory problems like bronchitis, emphysema, and
asthma. Data obtained by this committee during this investigation
reveals that between 1998 through 2003 the AWP for most generic
manufacturers in the marketplace for a particular size and
strength of the drug remained constant at $44, while the sales
price dropped from the mid teens to the low single digits. In mid
2000, however, another competitor entered the market with an
AWP of $56 for that same drug; and internal drug company docu-
ments show that the existing manufacturers immediately began to
lose business because pharmacies could make more money off of
the higher AWP.

Data obtained by the committee from five of the largest retail
pharmacy operations also show how the Medicaid program failed to
capture the cost savings. In fiscal year 2000, the average cost to
these pharmacies for a single unit of this particular Ipratropium
Bromide product was roughly 20 cents, while their average Med-
icaid reimbursement was 41 cents for the same product, not includ-
ing any dispensing fees. And by 2002 the average cost had dropped
to 13 cents, but average Medicaid reimbursement remained at 41
cents.

We will hear today from the Department of Health and Human
Services Office of Inspector General about the substantial cost sav-
ings, perhaps totaling hundreds of millions of dollars, that could be
achieved by eliminating AWP as a reimbursement standard, as
well as by placing drugs on the Federal upper limit in a more time-
ly fashion.

I am also pleased that Edward Stratemeier, former Vice Presi-
dent of Legal, Government Relations and Public Policy at Aventis
Pharmaceuticals, a manufacturer of brand name drugs, has agreed
to appear before the committee to discuss problems that he and his
former employer had identified with the use of AWP as a reim-
bursement standard and the need for AWP reform.

Medicaid prescription drug costs are enormous. We all know
that. And they continue to rise. In fiscal year 2002, total Medicaid
expenditures for prescription drugs exceeded $23 billion; and the
Office of the Actuary at CMS projects that Medicaid expenditures
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will increase at an average of 12.7 percent per year through 2011.
A recent report from the National Association of State Budget Offi-
cers predicts that in 2004 States will, for the first time, spend more
on Medicaid than any other program, including education.

In light of these soaring drug costs under Medicaid, it is impera-
tive that the Federal and State governments do everything possible
to ensure that drug reimbursement is adequate and fair not only
to the taxpayers but also to the pharmacies dispensing the drugs.
To date, the solution adopted by many State Medicaid programs to
the problem of bloated AWPs has been to modify their reimburse-
ment formulas with larger discounts off of AWP. This is a band-
aid, not a long-term solution.

A discount off of a bad number is still a bad number, and at
what point does it simply become nonsensical? AWP minus 15 per-
cent? AWP minus 50 percent? AWP minus 80 percent? As in the
case of Medicare, I recognize that, as we consider how to reform
prescription drug reimbursement under Medicaid, we must also
consider the impact on the service providers.

So let me say up front that no one expects pharmacies, or any
other health care providers, for that matter, to serve the Medicaid
population at a loss. If the pharmacies are, in fact, underpaid for
their services, then let’s examine that issue more fully, analyze the
relevant data and take steps to ensure they are reimbursed fairly
for their services and expenses.

The answer is not to proceed with the status quo, however, mak-
ing up shorts in one area through overpayments in another and
hoping at the end of the day everything comes out in the wash.

I would point out, however, that, according to figures obtained by
the committee, Medicaid dispensing fees are far more generous
than the pharmacies receive from their largest private payors.

I would also like to thank all of the witnesses for appearing here
today, and I hope this hearing will serve as a springboard for
meaningful Medicaid reform in the near future. AWP is a conven-
tion that has long outlived its usefulness, and it is time for us to
adopt a reimbursement standard for Medicaid that is more reflec-
tive of actual market cost.

AWP, we are told, has been described as the devil we know. But
I guess I would prefer not to dance with this devil at all.

Thank you, Mr. Chairman.

[The prepared statement of Hon. Greg Walden follows:]

PREPARED STATEMENT OF HON. GREG WALDEN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF OREGON

Let me begin by saying that I too share the concern that the States and the fed-
eral government are paying too much for drugs dispensed to our nation’s poorest
individuals under the Medicaid program. I look forward to learning about what we
can do to help remedy this situation while still maintaining the quality of care that
Medicaid beneficiaries deserve.

In September 2001, this Committee held a hearing that addressed similar prob-
lems with prescription drug reimbursement under Medicare. The systemic problems
and abuses brought to light during that hearing helped pave the way for significant
reforms under the Medicare Modernization Act, scrapping Medicare’s reliance on the
flawed Average Wholesale Price, or AWP.

We now turn our attention to Medicaid. Despite differences between the two pro-
grams, there is one common denominator: AWP. We have allowed a system to de-
velop where AWP—a number not defined by statute or regulation—has become the
reimbursement standard for the vast majority of Medicaid prescription drug pro-



11

grams. Because AWP is not, in many cases, reflective of actual market prices, it

opens the door for the abuses that we will hear about today. At the very least, it

ls{ervtlas to deny the taxpayer the full benefit of price competition in the generic mar-
etplace.

Ipratroprium bromide—a popular inhalation drug used to treat patients with res-
piratory problems (bronchitis, emphysema, and asthma)—serves as an excellent ex-
ample. Data obtained by the Committee during this investigation reveals that from
1998 through 2003, the AWP of most generic manufacturers in the marketplace for
a particular size and strength of the drug remained constant at $44, while the sales
price dropped from the mid-teens to low single digits. In mid-2000, however, another
competitor entered the market with an AWP of $56 for the same drug, and internal
drug company documents show that the existing manufacturers immediately began
to lose business because pharmacies could make more money off of the higher AWP.

Data obtained by the Committee from five of the largest retail pharmacy oper-
ations also shows how the Medicaid program failed to capture these cost savings.
In Fiscal Year 2000 (7/1/00-6/30/01), the average cost to these pharmacies for a sin-
gle unit of this particular ipratroprium bromide product was roughly $0.20, while
their average Medicaid reimbursement was $0.41 for the same product, not includ-
ing any dispensing fees. By FY 2002, the average cost had dropped to $0.13, but
the average Medicaid reimbursement remained at $0.41.

We will hear today from the Department of Health and Human Services Office
of Inspector General about the substantial cost savings—perhaps totaling hundreds
of millions of dollars per year—that could be achieved by eliminating AWP as a re-
imbursement standard, as well as by placing drugs on the Federal Upper Limit in
a more timely fashion. I am also pleased that Edward Stratemeier, former Vice
President of Legal, Government Relations and Public Policy at Aventis Pharma-
ceuticals, a manufacturer of brand-name drugs, has agreed to appear before the
Committee to discuss problems that he and his former employer had identified with
the use of AWP as a reimbursement standard and the need for AWP reform.

Medicaid prescription drug costs are enormous, and they continue to rise. In Fis-
cal Year 2002, total Medicaid expenditures for prescription drugs exceeded $23 bil-
lion, and the Office of the Actuary at CMS projects that Medicaid prescription drug
expenditures will increase at an average of 12.7% per year through 2011. A recent
report from the National Association of State Budget Officers predicts that in 2004,
states will, for the first time, spend more on Medicaid than any other program, in-
cluding education.

In light of these soaring drug costs under Medicaid, it is imperative that the fed-
eral and state governments do everything possible to ensure that drug reimburse-
ment is adequate and fair, not only to the taxpayers but to the pharmacies dis-
pensing the drugs. To date, the solution adopted by many state Medicaid programs
to the problem of bloated AWPs has simply been to modify their reimbursement for-
mulas with larger discounts off of AWP. This is a band-aid, not a long-term solution.
A discount off of a bad number is still a bad number, and at what point does it sim-
ply become nonsensical: AWP minus 15 percent? 50 percent? 80 percent?

As in the case of Medicare, I recognize that as we consider how to reform prescrip-
tion drug reimbursement under Medicaid, we must also consider the impact on the
service providers. Let me say up front that no one expects pharmacies, or any other
health-care providers for that matter, to serve the Medicaid population at a loss. If
the pharmacies are, in fact, underpaid for their services, then let’s examine that
issue more fully, analyze the relevant data, and take steps to ensure that they are
reimbursed fairly for their services and expenses. The answer is not to proceed with
the status quo, making up for shortfalls in one area through overpayments in an-
other and hoping that, at the end of the day, everything comes out in the wash.
I would point out, however, that according to figures obtained by the Committee,
Medicaid dispensing fees are far more generous than those that the pharmacies re-
ceive from their largest private payors.

I too would like to thank all of the witnesses for appearing here today, and I hope
that this hearing will serve as a springboard for meaningful Medicaid reform in the
near future. AWP is a convention that has long outlived its usefulness, and it is
time for us to adopt a reimbursement standard for Medicaid that is more reflective
of actual market cost. AWP has been described by some as “the devil we know,” but
I guess I would prefer not to dance with the devil at all.

Chairman BARTON. Thank you, Mr. Walden.

The Chair would note that we have, in order of appearances, the
distinguished Member from California, Mr. Waxman, and the
equally——
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Mr. WAXMAN. The more distinguished gentleman.

Chairman BARTON. They are both equally distinguished. One is
the ranking member of the full committee, however. We will recog-
nize Mr. Dingell for an opening statement.

Mr. DINGELL. Thank you, Mr. Chairman; and I thank my col-
league. I think he is overly kind to me. And I want to express my
respect and appreciation to him and also to you, Mr. Chairman.

This morning, we are having a very interesting hearing in which
we are trying now to figure out what is going to happen in the fu-
ture with regard to drug prices under the legislation enacted dur-
ing the past Congress with regard to Medicare and Medicaid and
prescription pharmaceuticals. The situation is not one in which we
can look forward with any particular comfort.

This committee has been addressing the use of AWP, or the aver-
age wholesale price, as the basis of reimbursement for Federal and
State prescription drug programs for several years. As we will
learn today, the drug reimbursement system for Medicaid is built
on layers of artificial price structures, most of which in no way re-
flect actual costs.

It has also created an environment that puts providers in situa-
tions where they can charge higher drug prices to Federal and
State governments and also to private insurers. There have been
piecemeal efforts to address this flawed system and to reduce
prices. There is a rebate program which covers $7 billion a year of
the $30 billion spent for Medicaid prescriptions.

Since 2001, aggressive U.S. Attorneys and State Attorneys Gen-
eral, with the assistance of whistle-blowers such as the ones we
will hear from today, have uncovered efforts to game the system
and have recovered over $1 billion in Medicare and Medicaid over-
charges and fines. These lawsuits will continue, with New York
City and the State of Pennsylvania filing the most recent ones.

The States are taking their own steps to reduce drug prices. My
own State of Michigan has been a leader in pooling its bargaining
power with other States to get lower prices. I welcome Paul Rine-
hart, head of Michigan’s Medicaid program, to this hearing; and I
look forward to his testimony.

The Texas Vendor Drug program, which obtains actual drug ac-
quisition prices from vendors, was recently recommended by an ex-
pert panel as one that the Centers for Medicare and Medicaid Serv-
ices should consider implementing nationwide. I would ask, Mr.
Chairman, at this time that the report be placed in the record.

Chairman BARTON. Without objection, so ordered.

Mr. DINGELL. Thank you, Mr. Chairman.

[The information referred to follows:]
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1.0 Introduction and Background

In both the Medicaid and the Medicare Part B prescription drug programs, there is a need for a
payment methodology that accurately reflects the costs of products and services from efficient
providers. One essential component of any drug payment methodology is payment for the costs of
acquiring the drug product. Many state Medicaid programs and the Medicare Part B program
currently base their prescription drug payment on the term known as average wholesale price (AWP),
a list price from manufacturers. Other state Medicaid programs pay based on an amount labeled as
wholesale acquisition costs (WAC), also a list price. However, both AWP and WAC are list prices,
not transaction prices, and are widely viewed as inflated relative to actual acquisition costs.

This report provides background on current Medicaid and Medicare policy and the structure of the
pharmaceutical marketplace and of pharmaceutical prices and payments, highlighting implications for
the estimation of acquisition costs and for payment policy. Alternative approaches for estimating
pharmacies’ and physicians’ acquisition costs for prescription drugs are then described and evaluated.
After review and evaluation of the options, the authors reconmmend that actual acquisition costs be
estimated by using manufacturer-supplied data on average selling prices by class of trade, The
proposed approach would be similar to that used by the Texas Medicaid Vendor Drug program, but
might incorporate more precise definition of terms, more classes of trade, and other differences.
Given that additional primary data collection may not be efficient or feasible at this time, the authors
propose to further analyze the Texas program and the data it collects in order to refine our
recommended approach and to understand its potential value to public payers, either as a point of
comparison for existing payment policies or as the basis of a new policy.

This report is based on the authors” experience, research, and analysis. In addition, it is based on the
experience and insights of an expert panel. These 15 experts and one observer were selected in
consultation with CMS to provide a range of perspectives. Experts came from a variety of sectors
including CMS, vendors of drug utilization and pricing information, the pharmacy sector, oncologists
and other physicians, researchers, the State Medicaid sector, drug wholesalers, and individuals with
expertise in drug pricing gained via participation in, and observation of the current drug pricing
environment, Appendix A lists the panel members. Each member of the panel was interviewed
individually in November 2003 and attended a one and a half day pane] meeting in January 2004.
After the meeting, panel members were invited to further comment on key topics either in writing or
by phone. Of the 15 panel members, 12 chose to provide additional comments. Themes from the
panel meeting and the individual interviews are incorporated into the discussion below. Appendix B
offers a summary of key points made during the January meeting.

2.0 Overview of Recent Drug Pricing Issues and
Current Medicaid and Medicare Policy

2.1 Overview of Recent Drug Pricing Issues

Several essential contextual issues have implications for estimating acquisition costs in the Medicaid
and Medicare context.

e Why are there concerns about drug prices and expenditures in these programs?

s  What are the sources of growth in drug prices and expenditures?

Abt Associates Inc. Medicaid and Medicare Drug Pricing:
Strategy to Determine Market Prices 1
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» How does drug product payment fit into the total compensation to pharmacies, physicians
and other providers?

o What is the structure of the pharmaceutical market both in terms of the flow of product
(channels of distribution) and in terms of the flow of funds (sources of payment)?

®  What are the meanings of various drag product pricing terms and how are these prices set
in the market?

e Do pricing patterns differ by class of trade or type of provider (e.g., community
pharmacies versus physicians versus others)?

¢ Do pricing patterns differ by type of drug (e.g., brand versus generic)?

Each of these issues is addressed in later portions of this report, and each bears on the appropriate
method for estimating actual acquisition costs.

2.2 Signals of a Need for Change

A number of signals in the market have raised concern about prescription drug prices and
expenditures to the top of the public policy agenda. First, outpatient drug expenditures in both public
and private programs have been growing at an annual rate of 15 to 20 percent since the mid-1990s—a
rate that is more than double the rate of growth in total health spending (i.e., Medicaid total
expenditures grew 7.7 percent per year from 1997 to 2000).”” Second, prescription drugs are the
fastest growing sector of Medicaid programs, which, in turn, are one of the largest segments of state
spending at a time when states are facing record deficits.’ Third, the prices paid for prescription
drugs by the Medicaid and Medicare programs have come under question compared to the prices paid
by other sectors of the market.® For example, most other government programs (i.e., the Veterans
Administration, and the 340B program for federally qualified facilities) pay less for prescription
drugs than do the Medicaid or Medicare Part B programs, even after accounting for rebates.” Fourth,
there is evidence that drug manufacturers have ‘gamed’ the pricing policies of both Medicare Part B
and the Medicaid drug rebate program in a manner that creates economic incentives that lead to
increased rather than deercased drug expenditures.®”® Fifth, legislation to cover outpatient
prescription drugs under Medicare has recently been passed by the U.S. Congress and is set for an
ambitious implementation schedule over the next year and one-half.’

2.3 Medicaid Drug Program and Expenditures

The Medicaid drug program grew from $7.1 billion in 1992 to $29.3 billion in 2002-—more than a
four-fold increase in ten years; (see Exhibit 1). Even after accounting for the rebates received by the
Medicaid program (federal and state levels), the drug expenditures grew from $6.2 billion to $23.4
billion—still nearly a four-fold increase over ten years. Both legislative changes and specific trends
within the drug program have contributed to the growth in drug program expenditures.

Abt Associates inc. Medicaid and Medicare Drug Pricing:
Strategy to Determine Market Prices 2



17

Exhibit 1: U.S. Medicaid Drug Expenditures Before and After Rebates:
1990 to 2002 (Current $)
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SOURCE: Compiled by Stephen W. Schondelmeyer. PRIME Institute. University of Minnesota from data found in CMS/HCFA-2082 Reporis (adjudicated & paid claims).
CMSIHCF A-64 Reports {budgeted and expended funds), CMSIHCF A Medicaid Drug Utiizabion public use files, and the annual volumes of Pharmaceutical Benefits
Under State Medical Assistance Programs (Reston, VA: National Pharmaceutics! Counci, 1990 to 2002)

Legislative and Regulatory History

Historically, the Medicaid drug program has been guided by legislation and regulation that
encouraged states to base their payments for the drug product cost on the concept of ‘estimated
acquisition cost’ (EAC). A HCFA memo from 1977 described that “The intent of the final Medicaid
regulations on drug payment is to have each state's estimated acquisition cost as close as feasible to
the price generally and currently paid by the provider. The states are, therefore, expected to see that
their ingredient cost levels are as close as possible to actual acquisition cost.”'® More recent reports
on the Medicaid drug program describe ‘Actual Acquisition Cost” (AAC) as “the pharmacist’s net
payrent made to purchase a drug product, after taking into account such items as purchasing
allowances, discounts, rebates, and the like.”™" Since the early 1980s state Medicaid programs have
based their EAC upon Average Wholesale Price (AWP) or AWP minus a specific percentage to
reflect the prices pharmacists actually pay for the drug products.]2

At the same time that the Medicaid drug program intended to pay the actual, or estimated acquisition
cost, incurred by the pharmacy for a specific drug product, Medicaid regulations also specified that
pharmacies were to be paid a ‘reasonable dispensing fee.” Medicaid program materials further
describe a ‘reasonable dispensing fee” as “an established dispensing fee to cover the pharmacy's
overhead and profit.”?

The Medicaid Drug Rebate Program was established by Congress with the passage of the Omnibus
Reconciliation Act of 1990 and began operation January 1, 1991. After several legislative revisions

Abt Associates inc. Medicaid and Medicare Drug Pricing:
Strategy to Determine Market Prices
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to the program in the early 1990s, the rebate program has remained unchanged for nearly a decade.
Drug firms must voluntarily agree to participate in this program in order to have their drug products
covered by the Medicaid program. The rebate agreement obligates the drug firm to report to CMS its
average manufacturer price (AMP) and its best price for each drug product (by NDC number) on a
quarterly basis. State Medicaid programs, then, have to report to CMS and each participating drug
firm the quantity of each drug product (by NDC) paid for by the state’s Medicaid program in a given
quarter. This unit volurme is used to calculate the amount of rebate due based on the rebate formulae
specified in the statute. Simplistically, drug firms selling single source or innovator multiple source
drug products (off-patent brands) must pay a rebate which is the greater of: (1) 15.1 percent of the
AMP; (2) or the AMP less the best price offered to certain classes of trade. In addition, an inflation
adjustment rebate factor is also due. Non-innovator multiple source drugs (off-patent generics or
non-originator brands) pay a fixed percentage rebate of 11% of AMP. These generic drug products
are not subject to either the best price calculation or the inflation adjustment rebate.

States” Medicaid programs may, at their discretion, develop state rebates in addition to the federally
mandated rebates. Only a handful of states took advantage of the additional state rebate option prior
to 2000 (most notably California), but many states have initiated or are exploring how to develop a
state rebate above and beyond the federally mandated rebates. The Drug Rebate Program in 1992
provided payments of about $1 billion dollars versus overall drug program costs of $7.1 billion. By
2002 the Drug Rebate Program produced nearly $6 billion in revenue that is shared by the states and
the federal Medicaid program to offset the almost $30 billion spent on total Medicaid drug
expenditures. The rebate revenue is shared in proportion to the state and federal contributions to each
state’s Medicaid program costs. The rebate program produces revenue representing more than 20-
percent of total Medicaid drug program expenditures. States would not easily make up the revenue
produced by the Medicaid Drug Rebate program if the rebate program were to be reduced
substantially or removed.

Sources of Growth in Medicaid Drug Expenditures

Between 1992 and 2002, Medicaid drug program expenditures (adjusted for constant dolars)
increased 221 percent.” This rapid growth is one driver of the interest in revisiting Medicaid
payment policy and ensuring that it is optimally designed. In this same period, the number of drug
recipients decreased about 6 percent, while the drug utilization rate (prescriptions per person per year)
increased nearly 46.8 percent. The average payment per prescription grew more than 107 percent
with the manufacturer’s drug product cost accounting for a 137 percent increase while pharmacy
dispensing fees actually decreased 20 percent, in constant dollars, over the last decade (see Exhibits 2
and 3).

Abt Associates Inc, Medicaid and Medicare Drug Pricing:
Strategy to Determine Market Prices 4
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Exhibit 2: U.S. Medicaid Drug Expenditures Percent Change in Major Components: 1992
to 2002 in Inflation Adjusted $
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SOURCE: Compiled by Stephen W. Schondeimeyer, PRIME tnstifute. University of Minnesota from data found in CMS!HGFA-2082 Reports (adjuticated & paid claims),
CMSHCF A-84 Reponts {budgeted and expended tunds). CMSHCFA Medicard Drug Utiization publc use files. and the annual volumes of Phammaceuticat Benefite Under
State Medical Assistance Programs (Resion, VA. Nationat Pharmaceuticat Council, 1990 10 2002).

There are two lessons here. First, drug product prices at the manufacturer Jevel are the major source
of increase in Medicaid drug program expenditures. Thus, it is important to focus on this component
of the payment policy. Second, these data suggest that pharmacy dispensing fees have not been a
source of growth in drug program expenditures and that reductions to pharmacy dispensing fees have
not been an effective way to reduce prices at the manufacturer Jevel. Medicaid programs do not
purchase drug products directly from manufacturers, but rather prescriptions are purchased through
local pharmacies. If management of growth in drug product costs is the desired outcome, the efforts
to manage this cost must be focused primarily at the manufacturer level.

Abt Associates Inc. Medicaid and Medicare Drug Pricing:
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Exhibit 3: U.S. Medicaid Average Prescription Payment, Drug Product Payment, and
Dispensing Fee: 1990 to 2002 (Constant 2002 $)
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SOURCE: Cornpited by Stephen W. Schondelmeyes, PRIME Institute, University of Minnesota from data found in CMS/HCFA-2082 Reports {adjudicated & paid
clims}, CMS/MCFA-84 Reports (butgeted and expended funds), CMSIHCFA Medicaid Drug Utiization pubhic use files, and the annual volumes of Phammaceutical
Benefits Under State Medical Assistance Programs {Reston, VA. National Pharmaceutical Council, 1990 to 2002).

Drug Prices and Pharmacy Payment

The payment amount for drug products to pharmacies and other providers under Medicaid and
Medicare cannot be viewed in isolation from the other payments to such providers for storage,
handling, counseling, dispensing, billing, record-keeping, and administration. In both the Medicaid
and the Medicare program, drug payment policy incorporates two components: a component directly
representing the cost of professional services and a component representing drug product costs. Note
that, deliberately or not, the drug cost component of the payment has typically offered a margin
relative to acquisition costs. This may be appropriate since certain other costs (such as drug inventory
and storage, accounts receivable, uncollectible claims and copays, and the cost of capital) vary in
proportion to the cost of the drug. In the Medicaid case, many other components of dispensing costs,
such as pharmacist time, may be more appropriately viewed as varying according to the number of
prescriptions dispensed rather than the cost of the drug product. For these components, a per-unit
dispensing fee is appropriate. In addition, as pharmacists provide collaborative services with
physicians and other health care providers that assure appropriate medication therapy management a
service fee component may also be appropriate.

The drug cost component of the Medijcaid and Medicare Part B drug payment systems has historically
been based on the publicly available price known as the “Average Wholesale Price” (AWP). This
price, however, has become controversial because it is only a suggested {or list) price, but not an
actual transaction price. Medicaid programs typically reduce the payment to pharmacies for a drug
product by an amount ranging from 5 to 15 percent (varies by state) off of AWP.'® Certain other drug
products under Medicaid, i.e., non-innovator multiple source (NMS) drugs (i.e., generics) are paid
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based on a Federal upper limit (FUL), also known as a maximum allowable cost (MAC) limit and
some states have state MACs on many more drug products than included on the federal FUL ljst.
This FUL or MAC is not directly based on AWP, but is almost always substantially less than AWP
for most generic drug products.

Most experts agree that AWP, or even the typical discounts to AWP, exceed actual acquisition costs
for both pharmacies and physicians.'® This is particularly true for generic drugs. At the same time,
these experts agree that Medicaid dispensing fees are Jow relative to actual dispensing costs. One
panel member commented, “If it weren’t for the AWP spread, the pharmacies would be out of
business.” Payments based on the cost structure experienced by pharmacies may warrant payment of
a reasonable and managed spread (an amount paid above the actual acquisition cost), in addition to a
fixed dispensing fee and an appropriate service fee for medication therapy management. Therefore,
reform of the drug product cost component of the payment system must be considered in association
with reform of other components of the payment system.

2,4 Medicare Part B Drug Program and Expenditures

Currently, Medicare Part B generally covers drugs that are “incident to” a physician’s service, durable
medical equipment (DME) drugs, and drugs specifically covered by statute (for example, oral
immunosuppressive drugs). Drugs that fall under the category of “incident to a physician’s service”
include drugs that cannot be self-administered such as injectible and intravenous agents for oncology,
rheumatoid arthritis, and nausea. Part B drug expenditures grew from $3.3 billion in 1998 t0 $8.4
billion in 2002—nearly a three-fold increase in four years. Both payment method and trends for
specific drugs within the Medicare Part B drug program have contributed to the growth in drug
program expenditures.

Legislative and Regulatory History

From 1991 1o 1998, the method of payment for drugs under Medicare Part B was based on the lower
of: (1) estimated acquisition cost (EAC) or (2) average wholesale price (AWP) for a drug. Ifa drug
was available from multiple sources, the payment was based on the median of the national average
wholesale prices for generic equivalents. The estimated acquisition costs were defined as the “actual
invoice prices paid by the providers furnishing the drug” and were to be determined based on
provider surveys.!” In addition to the drug cost, the survey was to include indirect costs such as
inventory, waste, and spoilage. Practically, the fiscal intermediaries set the payment Jimit as AWP
according to the Red Book or First Databank’s Blue Book. In contrast, in the early 1990s the
Medicaid program was using EAC defined by most states as AWP —X percent, with the reduction to
AWP ranging from 5 to 15 percent. The statutory basis for Medicare drug payments changed to
AWP — 5 percent beginning on January 1, 1998. Another change known as ‘least costly alternative’
(1.CA) developed through certain fiscal intermediaries as early as mid-1997. The LCA approach
reasoned that when there were two or more similar or equivalent therapeutic alternatives, the
Medicare Part B payment could be limited to the cost of the least costly alternative. This LCA
approach started in just a few states, but by 2002 had spread to more than 40 states.

Beginning January 1, 2004, the payment amount for drugs administered by physicians was revised
based on statutory language contained in the Medicare Prescription Drug, Improvement, and
Modernization Act (MMA; Pub.L. 108-173). The new payment method was to be 85 percent of the
AWP as of April 1, 2004 for most physician-administered drugs with certain exceptions. The MMA
further described payment rules to be implemented January 1, 2005 based on manufacturer
submission of data on a drug’s average sale price (ASP). The ASP is defined in the MMA as the
amount of the manufacturer’s sales revenue to all purchasers divided by the total number of units sold
in a given quarter. The manufacturer should include the effect of “volume discounts, prompt pay
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discounts, cash discounts, free goods that are contingent on any purchase requirement, chargebacks,
and rebates (other than rebates under the Medicaid program).”'®

At the same time that the MMA altered its payment policy for the drugs covered by Part B, it also
specified new procedures for calculating the practice expense relative value units (RVUs) associated
with drug administration services for certain physician specialties and for clinical oncology nurses.””

Sources of Growth in Medicare Part B Expenditures

As in the Medicaid case, there has also been rapid growth in Medicare Part B drug expenditures.
Analysis of the sources of this growth reveals that only a few of the approximately 450 covered drugs
account for most of the spending. As noted earlier, drug expenditures in 1998 were about $3.3 billion
and this amount grew to more than $8.4 billion by 2002.° During the same period (1998 to 2002), the
Medicare enrollment grew only 1.4 percent per year while the drug spending grew an average of 27
percent per year. The vast majority (77 percent) of the Medicare Part B drug expense is paid to
oncologists and urologists. Oncologist-based drug expenditures grew from $1.2 billion in 1998 to
$3.8 billion in 2002 with the spending growth from 2001 to 2002 at 41 percent. The spending on
drugs under Medicare Part B is highly concentrated with 7 of the approximately 450 drugs accounting
for 49 percent of the spending (34.0 billion out of $8.4 billion). Nineteen drugs accounted for 75
percent of the total drug spend and 33 drugs accounted for 86 percent of the total. Both drug product
price increases at the manufacturer level and increases in utihization appear to have been the major
contributors to growth in drug expenditures for the Medicare Part B program.

Drug Payment and Provider Expenses

Panel members agreed that, under the 1998-2003 payment methodology, the administration of
prescription drugs covered by Part B generated high profit margins for oncologists, urologists, and
other physicians. In addition, they commented that the financial incentives created by this
profitability played a large and problematic role in prescribing decisions, i.e., prescribers responded to
these high margins by tending towards administering more (and more expensive drugs) than might be
medically necessary or optimal for the health of the patient.

If physicians’ profits are a function of quantities administered and the spread between the AWP and
the transaction price, manufacturers’ profits are a function of quantities administered and transaction
prices. Thus, manufacturers’ rational response in this setting is to set transaction prices high (to
increase their profits directly) and AWPs even higher (to increase physician profits and thereby the
demand for their drug). Particularly in the Medicare setting, where the payment accrues to the
prescriber, the ideal is for the third party payment system to create neutral incentives regarding the
amount and nature of drugs administered.”’ A payment system based on actual acquisition costs
accomplishes this goal. Note that the ASP-based payment policy, which Medicare Part B will use
beginning in 2005, is such a system.

Now that drug payments are being revised downwards, the affected physicians are raising concemns
about the level of payments to physicians and nurses for drug administration”” The oncologists’
position is an acknowledgement that drug cost payments should be reduced, but at the same time the
fee for drug administration needs to be evaluated and increased.
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3.0 Structure of the Pharmaceutical Market

3.1 Channels of Distribution

Channels of distribution for prescription drug products are the pathways that drug products follow
from the pharmaceutical manufacturer to the patient who ultimately uses the medication. There are
three primary levels in the distribution channel: (1) manufacturers, (2) wholesalers, and (3) providers.
Manufacturers and marketers reported $215.7 billion in revenue from prescription drugs in 2002, The
flows of these drug products through various channels of distribution are depicted in Exhibit 4.

Exhibit 4: Channels of Distribution for Prescription Drugs: 2002

Channels of Distribution for Prescription Drugs: 2002
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Manufacturers and Marketers

The manufacturer level is the starting point for prescription drugs as they begin their movement
through the various channels of distribution. Any firm that manufactures or sells a prescription drug
in the United States must hold a new drug application (NDA}) or an abbreviated new drug application
(ANDA) issued by the U.S. Food & Drug Administration (FDA). However, other firms may market
a prescription drug without holding either an NDA or an ANDA, if such a firm has entered into a
licensing agreement with an NDA or ANDA holder.

Every firm that markets a prescription drug in the United States must register with the FDA to obtain
a unique national drug code (NDC) number (11-digits) for each drug product marketed. The first part
of the NDC, the labeler code (5-digits), uniquely identifies the firm marketing the drug product. The
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second segment, the product code (4-digits), identifies a specific strength, dosage form, and
formulation for a given drg product. The third segment, the package code (2-digits), identifies
package sizes and package types (e.g., bulk, unit dose, or unit of use). Both the product and package
codes are assigned by the firm and not by the FDA.

Manufacturers or marketers, who want to be assured that the Medicaid program will cover their drug
products, must sign a national drug rebate agreement with the Secretary of the Department of Health
and Human Services in order for states to receive federal funding for outpatient drugs dispensed to
Medicaid patients. Not all NDC holders participate in the Medicaid Drug Rebate program.
Approximately 544 pharmaceutical companies (or labelers) currently participate in the Medicaid
Drug Rebate Program.

Wholesalers and Distributors

Manufacturers or marketers of prescription drugs most often sell their drug products to a middleman,
or intermediate level, before the drug product reaches the pharmacy or physician that will provide the
drug to the patient. National whelesalers are the primary intermediate level in the channel of
distribution process accounting for 45.7 percent of prescription drugs (398.5 billion) in 2002, (see
Exhibit 4). Other intermediate channels of distribution include chain warehouses with 32.3 percent
($69.8 billion} of the market, regional and specialty wholesalers with 9.3 percent ($20.2 billion) of the
market, and group purchasing organizations that usually contract with a wholesaler to perform the
distribution function on their behalf. About 12.6 percent of prescription sales by drug manufacturers
are made directly to providers (e.g., physicians or hospitals) or pharmacies.

The principal trade organization representing wholesalers in the United States is the Healthcare
Distribution Management Association (HDMA). In 2002, the HDMA reported that there were more
than 72 distributor companies operating approximately 242 distribution centers.”> On average, these
distribution centers handle more than 21,000 different healthcare items. More than one-half of the
items distributed (about 11,000) are prescription pharmaceuticals and biologics, and the additional
items include “over-the-counter and herbal products, health and beauty aids, medical and hospital
supplies, durable medical equipment and home healthcare items.™* The three largest wholesalers
(Cardinal Health, AmeriSource Bergen, and McKesson) each have about 32 percent of the national
market and collectively account for 97 percent of the drug sales that flow through national
wholesalers and 83 percent of all wholesalers (national, regional, and specialty). Wholesalers add a
markup and fees to the manufacturer’s drug product cost to cover the cost of distribution and other
services they provide. The total wholesaler gross margin averaged about 4.3 percent in 2002 with a
range from 3.7 to 5.5 percent for the 25" and 75" percentile. These costs are added to the
manufacturer’s drug product cost and passed on to the pharmacy or provider purchasing through a
wholesaler.

In addition to full-line national wholesalers, there are also regional and specialty wholesalers that
handle just under 10 percent of manufacturer drug sales. Regional wholesalers are usually similar to
the national full-line wholesalers, but they typically have only one or a few distribution centers
limited to a relatively small geographic region. Specialty wholesalers, in contrast, may have a
national market presence, but instead limit the types of drug products stocked to a very narrow set.
Specialty wholesalers may focus on generic drugs, biological agents, or drugs for a specific
therapeutic purpose such as oncology, dialysis, or HIV therapy. Specialty wholesalers may also focus
on serving certain facility types such as long term care pharmacies, home health agencies, or hospice
facilities.

Group purchasing organizations (GPOs) may act on behalf of a group of providers to negotiate price
with drug manufacturers. Most group purchasing organizations, however, do not ever take possession
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of, or handle, the drug product. Instead, GPOs often will contract with a traditional wholesaler to
perform the wholesaling and distribution function on behalf of the GPO and its members.

A number of large chain pharmacies have developed and operate their own distribution centers rather
than purchasing drug products through traditional wholesalers. Chain warehouses accounted for 32.3
percent ($69.8 billion) of all prescription drug sales by drug manufacturers in 2002. Chains that
operate their own warehouses incur expenses similar to those seen by traditional wholesalers (range
from 3.7 to 5.5 percent). When a chain pharmacy performs the warehousing function in addition to
the retail distribution and counseling functions, the chain does have additional costs similar to those
that a wholesaler would have added to the manufacturer’s drug product cost.

Pharmacies and Providers

The final step in the channel of distribution for pharmaceuticals comes when the pharmacist or
physician provides the drug to the patient. In most cases, except for mail order pharmacies, this
provision of the drug to the patient results from a face-to-face encounter with the patient. In addition
to providing the drug product, the pharmacist is also responsible for taking steps to assure safe and
effective drug use such as: development of a patient profile to screen for drug interactions,
contraindications, and duplicate therapy; counseling the patient on appropriate use; and other similar
activities. The physician has similar responsibilities and, in most Part B cases, administers the drug
in conjunction with other services.

There are a number of types of pharmacies and providers as shown in Exhibit 4. Community-based
pharmacies accounted for the largest share (52.6 percent or $113.3 billion) of manufacturer
prescription drug sales in 2002. Community pharmacy includes traditional chain pharmacies (e.g.,
Walgreen's or CV8), mass merchant pharmacies (e.g., Wal-Mart or K-Mart), food and drug
pharmacies (e.g., Kroger or Safeway), and independent pharmacies (i.e., locally-owned corer drug
stores). Mail order pharmacies accounted for 13.3 percent ($28.7 billion) of manufacturer
prescription drug sales in 2002.

Health plan pharmacies purchased only 1.0 percent ($2.3 billion) of all prescription drugs sold by
manufacturers. These purchases were made by managed care plans (HMOs and PPOs) with their
own in-house pharmacies where the health plan takes possession of drug product inventory and
dispenses prescriptions directly to patients. The vast majority of managed care plans contract with a
network of community pharmacies for provision of prescription drugs or with a pharmacy benefit
manager (PBM) to administer the benefit for the managed care plan.

Other endpoints to the channels of distribution include: clinics and physicians’ offices (1.0 percent;
$2.3 billion); long term care pharmacies (4.4 percent; $9.5 billion); hospital pharmacies (15.9 percent;
$34.3 billion); and government facilities and other government programs (4.4 percent; $9.6 billion).

3.2 Sources of Payment for Pharmaceuticals

Payments for prescription drug products may come from one, or more, sources including: the patient
as an individual (termed “self-pay” or “cash-pay™); private insurance; public insurance (Medicaid and
Medicare); or government delivered and financed health care. Various prescription drug programs
are managed by Pharmacy Benefit Managers (PBMs) and engage networks of pharmacies and
providers to deliver prescription drugs. (See Exhibit 5.)
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Exhibit 5: Sources of Payment for Prescription Drugs: 2002

Sources of Payment for Prescription Drugs: 2002
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Self-pay, or cash, prescriptions represent a shrinking part of the outpatient prescription market. In
1992, more than one-half (55.6 percent) of all outpatient prescriptions were self-pay. By 1997, self-
pay prescriptions had shrunk to 29.1 percent and in 2002 and 2003 they represent less than 15 percent
of outpatient prescriptions. The dramatic reduction in cash pay prescriptions has also greatly reduced
the pharmacy’s pricing flexibility. The pharmacy has some control over setting the price for cash pay
prescriptions, but it has Iittle control over the prices paid by public and private third party programs.
Although mail order programs, private PBMs and drug discount cards all claim to compare their
prices against usual and customary retail prices, the disappearance of the cash pay retail prescription
market renders the concept of “usual and customary retail price” almost meaningless.

Private Third Party {Insurance and Managed Care)

The share of outpatient preseriptions covered in part, or in whole, by private third party programs has
grown substantially over the past decade from 30.1 percent in 1992 to 73.0 percent in 2002 and 2003.
Most of these third party prescriptions are managed through PBMs and networks of pharmacies that
have contracted to participate in these networks. Most pharmacists report that PBMs have most of the
negotiating power in these networks, especially given their growing market share and the dominance
of a few large PBMs.

Public Third Party (Medicare and Medicaid)
The Medicaid program is the single Jargest third party program (public or private) for prescription

drug coverage. In 1992, Medicaid paid for 14.3 percent of all outpatient prescriptions and by 1997
the Medicaid share had dropped to 11.7 percent. The Medicaid share of outpatient prescription has
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grown again over the last five years to 13.0 percent of outpatient prescriptions. Medicaid recipients
in some states may pay modest co-payments. However, under certain circumstances if the patient
cannot pay the copay the pharmacy may still be required to dispense the prescription and the
pharmacy may not be able to recover the lost copay from either the patient or the Medicaid program.

Part B of Medicare paid for approximately 4 percent of total prescription drug expenditures in 2002,
Once the MMA prescription drug benefit is implemented (January 1, 2006), Medicare (Parts B and D)
will become the single largest third party program easily surpassing the Medicaid program. Medicare
Part B beneficiaries are currently responsible for 20 percent of the cost of their covered medication, a
sum that may be a substantial burden in cases in which beneficiaries do not have other insurance.

Pharmacy Benefit Managers

Pharmacy benefit managers are a key part of most third party drug benefit plans. In 2001, the top
three PBMs processed more than one billion of the three billion outpatient prescriptions filled
nationally, and all PBMs together processed 1.5 billion of these prescriptions. The PBMs serve many
functions including: benefit design and contracting, pharmacy network formation and management,
prescription claims processing, formulary management and rebate negotiation, drug utilization
screening and review, operation of mail order pharmacies, and other functions. PBMs are a central
part of the third party drug benefit system, but, in general, PBMs do not directly purchase prescription
drug products from the drug manufacturer, take possession of the drug product, or provide the drug
product to the patient. If, however, the PBM owns a mail order pharmacy, then the PBM’s mail order
pharmacy may perform in-house each of the functions in the distribution of a drug product. Although
certain PBMs and third party programs may receive rebates, such rebates provide a modest decrease
in drug price—about 2 10 § percent of total drug spending by a drug benefit plan”> Examination of
the sources of revenue for PBMs reveals that PBMs make more money from manufacturer revenue
than they make from employer/client fees.”® Other major sources of revenue include revenue from
pharmacy discounts not passed on to the end payer. Some analysts have raised concerns about the
potential conflict of interest faced by PBMs with more revenue from drug manufacturers than from
the employer or client. Another potential conflict of interest resuits from a PBM promoting their own
pharmacy (a mail order pharmacy) while at the same time reviewing prices and processing
prescription claims of community pharmacies. This issue has been described in other pub]ications.27

4.0 Structure of Pharmaceutical Prices and Payments

The terms for describing drug prices have changed over the past four decades. New terms have
emerged and old terms have developed new meanings. Careful definition of drug pricing terms is
important to assure consistency and confidence in the prices reported and to assure propriety and
accuracy when establishing payment and public policy.

4.1 Pricing Terms and Definitions

Important and essential elements in the definition of a drug product price term are:

= [list or transaction: list prices are published by manufacturers; transaction prices stem from
actual transactions and hence represent both the supply and the demand side of the market;

= level of the market involved: drug product transactions occur at different levels in the
market such as the manufacturer, wholesaler, or provider (e.g., pharmacy, physician,
hospital, etc.) levels;
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= classes of trade eligible for the price: providers are grouped by each manufacturer into
various classes of trade based on the structure of the pharmaceutical market (e.g.,
independent pharmacies, chain pharmacies, mail order pharmacies, long term care
pharmacies, hospitals, physicians, etc) and the manufacturer’s average selling price usually
varies across classes of trade;

»  fype of drug product: drug products may be grouped by their patent and exclusivity status
into three broad groups that have different pricing patterns such as single source (patent and
exclusivity protected brands), innovator multiple source (off-patent brands), and non-
innovator multiple source (generics or branded generics) drug products;

= adjustments to price that have or have not been taken into account: the invoice price for
drug products may net reflect all adjustments to prices such as discounts, rebates, purchasing
allowances or other forms of economic consideration;

v source of the price information: price information can be collected from different sources
such as the manufacturer, wholesaler, provider, or a third party program;

*  effective time when price is available: manufacturers determine when and how much the
price of a drug product will change and the providers’ costs are affected by price changes
immediately upon implementation of a price change. The timing of when third party
programs update their price reimbursement files (e.g., immediately or based on retrospective
data) can have a substantial impact on providers; and

= relationship to other prices: AWP and WAC are primarily used as benchmark prices rather
than as actual transaction prices, but most other types of prices, discounts, rebates, and
methods of third party reimbursement are expressed in relationship to one of these benchmark
prices (AWP or WAC);

Wholesale Acquisition Cost (WAC). The Wholesale Acquisition Cost (WAC) is a lis¢ price used for
invoices berween drug manufacturers and wholesalers and is typically used as a benchmark for all
classes of trade without adjustment for discounts, rebates, purchasing allowances, or other forms of
economic consideration. The WAC is set and published by drug manufacturers with an effective date
and remains in effect until a change in price is published. Some drug manufacturers have other
names for this price such as list price, catalog price, or book price. In the past decade, WAC was a
term that typically included adjustments for discounts, rebates, purchasing allowances, or other forms
of economic consideration.”® More recently, WAC has come to mean a list price before any form of
price adjustment. WAC is closer to wholesaler’s actual acquisition cost than is AWP. However, due
to different levels of discounts across drug products and specific classes of trade, the WAC does not
generally have a reliable refationship to the actual acquisition cost. Within a specific class of trade,
WAC may have a consistent relationship with the actual acquisition cost for single source brand name
(patented and exclusivity protected brands) drug products, but not for innovator multiple source (off-
patent brands) or non-innovator multiple source (generic) drug products. If WAC is to be used to
estimate a price from wholesaler to provider (i.e., pharmacy, physician, or others), an adjustment
must be made to account for the wholesaler {or chain warehouse) operating cost and a reasonable
profit.

Average Wholesale Price (AWP). The Average Wholesale Price (AWP) is a list price used for
invoices between drug wholesalers and pharmacies or other appropriate drug purchasers and is
typically used as a benchmark for all classes of trade without adjustment for discounts, rebates,
purchasing allowances, or other forms of economic consideration. The AWP is set directly, and
published, by most drug manufacturers with an effective date and remains in effect until a change in
price is published. Some drug manufacturers argue that they do not set the AWP, but instead either
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the wholesaler or the drug price databases set the AWP. Even when the AWP Is actually calculated
by a whelesaler or a drug price database, these sources typically calculate the AWP as a fixed
percentage above the WAC (i.e., typically 20 or 25 percent above WAC for brand name drugs) so
that, in effect, by setting the WAC the drug manufacturer also sets the AWP for a drug product.
AWP has been a term that typically does not include adjustments for discounts, rebates, purchasing
allowances, or other forms of economic consideration. The AWP is typically 20 to 25 percent above
the WAC? for brand name drugs, but may be considerably higher (20 to 70 percent) than WAC for
generic drugs. Because of different levels of discounts across drug products and specific classes of
trade, the AWP does not generally have a reliable relationship to the actual acquisition cost. Within
the retail class of trade, AWP may have a consistent relationship with the actual acquisition cost for
single source brand name (patented and exclusivity protected brands) drug products, but not for
innovator multiple source (off-patent brands) or non-innovator multiple source (generic) drug
products,

Direct Price (DP). The Direct Price (DP) is a list price used for invoices between drug
manufacturers and pharmacies or providers and is typically used as a benchmark for all classes of
trade without adjustment for discounts, rebates, purchasing allowances, or other forms of economic
consideration. The DP is set and published by drug manufacturers with an effective date and remains
in effect until a change in price s published. Many drug manufacturers have a wholesale only policy
and do not sell directly to pharmacies or providers, while other drug firms establish a direct price and
do sell drug product directly. Direct purchases are often subject to minimum order quantities and,
therefore, direct purchases may not be practical or economically efficient for many purchasers.™

Certain direct purchasers {i.e., physicians, but typically not pharmacies) may benefit from delayed
invoice dating (e.g., payment is not due for 60 or 90 days) from the manufacturer. The DP for some
manufacturers is the same as the WAC, while for others the DP may be slightly higher (by 3to 5
percent) than WAC. Because of different levels of discounts across drug products and specific
classes of trade, the DP does not generally have a reliable relationship to the actual acquisition cost.
Within the retail class of trade, DP may have a consistent relationship with the actual acquisition cost
for single source brand name (patented and exclusivity protected brands) drug products, but not for
innovator multiple source (off-patent brands) or non-innovator multiple source (generic) drug
products. However, use of direct price to estimate pharmacy or provider acquisition cost must take
into account the added cost of acquisition.

A larger share of generic drugs, than of brand-name drugs, is sold direct from the manufacturer.
Because of different levels of discounts, the DP does not have a reliable relationship to the actual
acquisition cost, in general, or for specific classes of trade.

Earned Discounts. Earned discounts are transactional discounts based on efficient business practices
of the pharmacy or physician purchasing drug products from either a wholesaler or a drug
manufacturer. The earned discount is usually expressed in terms such as 2-10 Net 30°, meaning 2
percent discount off of the total invoice amount if paid within 10 days and the full invoice amount is
due if paid between 11 and 30 days. Earned discount terms are set by the wholesaler or the
manufacturer and are usually stated on the invoice. In some cases, manufacturers offer substantially
greater delayed invoice payment to certain classes of trade {e.g., direct physician purchasers) that
allow the purchaser to sell and collect for the drug product before the payment to the manufacturer is
due (e.g., payment is not due for 60 or 90 days). These greatly delayed invoice terms would not
typically be called ‘earned discounts’. Different levels of ‘earned discounts’ and ‘other delayed term
discounts’ are available to different classes of trade. The earned discounts will usually have a reliable
relationship to actual acquisition cost, but not necessarily to AWP or WAC. The treatment of earned
discounts in estimating actual acquisition costs of a pharmacy or provider should be consistent with
the actual payment terms of a given third party when reimbursing pharmacies or providers.
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Actual Acquisition Cost (4.4C). The Actual Acquisition Cost (AAC) is a rransaction price used to
describe the price paid by a pharmacy or provider when purchasing a drug product from either a drug
manufacturer or wholesaler. The invoice price and all on-invoice, as well as off-invoice, adjustments
for discounts, rebates, purchasing allowances, or other forms of economic consideration are taken into
account. This price is the appropriate conceptual basis for the payment policy.

The AAC is set by the drug manufacturer, but, historically, has not been published or made public.
Some drug manufacturers may have a variety of terms for specific discounts that are based on class of
trade, volume of purchase, market share movement, preferred formulary status, terms of payment,
bundling of products, and other criteria. AAC is meant to be the net price after all forms of discount,
rebate, purchasing allowances or any other forms of economic consideration have been taken into
account. Arguably, drug numufacturers consider the discounts that contribute to AAC proprietary and
confidential. Consequently, the relationship of AAC to either AWP or WAC is not predictable from
public data sources in general, or for specific classes of trade. For single source brand name drugs
that do not typically have discounts beyond on-invoice ‘earned discounts’, the AAC may have a
reasonably predictable relationship to AWP or WAC.

4.2 Price Variation in the Market

In order to consider options for payment policy, it is necessary to understand some of the key
dimensions of price variation in the pharmaceutical marketplace.

Class of Trade Variations

Nearly all drug manufacturers divide the channels of distribution into groups known as ‘classes of
trade’. The ‘classes of trade’ at the broadest level are the groups identified on the pharmacy-provider
level of the channels of distribution chart (Exhibit 4) including: chain pharmacies, mass merchant
pharmacies, food and drug pharmacies, independent pharmacies, mail order pharmacies, health plan
and HMO (in-house) pharmacies, long term care pharmacies, hospital pharmacies, physicians and
clinics, government facilities, and other settings. The structural differences in actual prices charged to
each of these ‘classes of trade’ can differ considerably and appear to be arbitrary and are usually
unrelated to volume of drug product purchased.

In most markets, when one buyer can purchase a product at a lower price than other purchasers, there
is the potential for arbitrage. That is, the buyer with access to the Jower price is able to purchase the
product at the low price and resell it, at a profit, to the party without access to the lower price. This
drives down the price differentials both directly (because the high-price buyers get lower prices) and
indirectly (because manufacturers no longer gain from the differential pricing and hence desist from
the practice). This practice of arbitrage across classes of trade is explicitly prohibited by re-sale
limitations established in the pharmaceutical marketplace by the Prescription Drug Marketing Act of
1988.

Both the monopoly position of patent (or exclusivity) protected drug products and the prohibition on
arbitrage enable drug firms to use ‘discriminatory pricing’, which seeks to maximize the price to each
individual buyer or group of similarly situated buyers. There are sometimes volume discounts within
a class of trade, but volume does not usually explain the difference in price across classes of trade. A
physician purchasing drug product direct from the manufacturer will usually get one of the Jowest
prices in the market, especially for drug products administered in the physician’s office, while
independent and chain community pharmacies often pay the highest prices in the market. This
pattern occurs even when the chain pharmacy purchases far more volume (millions of dollars)
nationally than an individual physician purchases in a year (i.e., hundreds or thousands of dollars).
Volume may get one physician a better price than another physician. Volume, however, does not
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explain why a chain pharmacy pays a higher price, even though it purchases a substantially larger
volume of a drug product than an individual physician typically purchases. The structural barriers of
monopoly position and statutory prohibitions on price arbitrage mean that the purchasers who get the
lowest price in the market are not necessarily the most efficient purchasers in the market. Because
class-of-trade differentials exist and are outside of the control of the purchaser, an accurate approach
to estimating actual acquisition costs must take into account the class of trade pricing practices of
drug firms. The practice of class of trade pricing is not usually disclosed directly by drug
manufacturers and could experience change as the dynamics of the pharmaceutical marketplace
evolve during the implementation and operation of the new Medicare outpatient drug benefit.

Drug Product Type Variations

The pricing patterns of brand name drug products and generic drug products can be quite different.
For most brand name drug products that are still covered by patent or exclusivity terms, the price
relationship between list prices (AWP and WAC) and actual transaction prices (actual acquisition cost
or average selling price) for a given class of trade is reasonably predictable. That is, the WAC is
equal to, or very close to (+ or — 5%} the actual acquisition cost for the community pharmacy class of
trade and the AWP is typically 20 to 25 percent above the WAC or, alternatively, WAC is 16.67 or 20
percent below AWP. In such cases, a payment policy based on AWP (i.e; ushally AWP minus a
certain percent) may be relatively accurate. This pricing pattern holds for community pharmacy
classes of trade {independents, chains, and food & drug stores), but not necessarily for other classes of
trade (i.e., mail order pharmacies, HMOs and health plan pharmacies, long term care, physicians or
clinics, hospitals, or state and federal facilities or programs). Some of these other classes of trade
control the demand (i.e., prescribe or influence the drug prescribed) and are reimbursed by a third
party based on a percent off of AWP or a percent above WAC. When these other providers can
actually purchase the drug product from the manufacturer, and when the manufacturer deliberately
creates a large and hidden spread between actual acquisition cost and the reimbursement amount, then
the physician or other provider has a very strong financial incentive to prescribe their drug. This non-
transparent spread leads to a financial incentive to prescribe more often and to prescribe higher-priced
drugs over Jower-priced drugs even when they are not necessarily the most cost-effective alternative.
These financials incentives from the hidden spreads may be one factor contributing to the rapid
growth of Medicare Part B drug program expenditures over the past four years.

Once a brand name drug product loses its patent and market exclusivity, the brand name drug may
face price competition from generic versions of the drug product. Usually the brand manufacturer
does not compete on price with generics for the community pharmacy class of trade. This means that
the AWP and WAC relationship to actual acquisition cost discussed earlier for brand name drugs still
holds. However, brand manufacturers sometimes offer substantial discounts relative to WAC to
certain classes of trade (i.e., hospitals, Jong term care, health plans, and physicians). This may keep
the actual acquisition cost of the brand drug somewhat price competitive in non-community pharmacy
settings, and particularly when the provider receives payments keyed to list prices may result in
excessive financial incentives to prescribe or use the brand name rather than a generic equivalent.

Price competition begins when the market is entered by the first generic drug product that is a
therapeutically equivalent version of a brand name drug product made by the drug firm that holds the
original NDA for a given chemical entity. When two or more generic drug products enter the
marketplace they typically compete on price with each other even though the brand name product
usually does not compete on price. The first generic will typically enter the market at a list price
(both AWP and WAC, if a WAC is reported) that is 10 to 30 percent below the originator brand price.
Often the price competition among generic versions of a drug product will be reflected by one or two
decreases in list prices (AWP and WAC) in the first six to twelve months after generic entry, but after
that time it is rare to see generic list prices change and at some point in time the generic list prices for
some drugs may even begin to rise again.
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The relationship between list prices (AWP and WAC) is much less predictable for generic drugs than
it is for brand name drugs. Some generic drug products will have AWPs that are the typical 20 to 25
percent above the WAC, but it is not unusual to see generic drug products with an AWP that is 50 to
100 percent, or more, above the WAC. Even more volatile is the relationship between the list prices
(AWP or WAC) and actual acquisition cost for generics. Generic firms often discount their actual net
price to the pharmacy to compete with other generics, but they do not always reflect these discounts
in lower AWP or WAC list prices. Generic prices are also relatively volatile, because the market for
generic drugs is effectively a commodity market. Thus, AWP-based payment policy is much less
accurate for these drugs than it is for the branded drugs. Medicaid drug payment policy reflects the
Jower market prices for generic drugs by placing a FUL (a federal MAC or a state MAC) on many
generic products.

Geographic Variations

Geographical variations in the actual drug cost at the manufacturer level are not common. Once one
has accounted for class of trade differentials, most drugs have the same list prices (AWP and WAC)
regardless of where they are purchased or used. In the few cases where a specific drug may have
prices that vary by region, the variation is often in response to certain third party payment methods
(i.e., the Least Costly Alternative (LCA) method) of paying for therapeutic alternates under Medicare
Part B by certain fiscal intermediaries.

In contrast; to the general uniformity of prescription drug prices, the cost of professional services (i.e.,
physician fees or pharmacy fees) usually varies by geographic region. Both physician and pharmacy
costs of providing the required services that accompany prescription drugs vary by geographic region
due to differences in rent, salaries, general cost of living, insurance, and other factors. To the extent
that the drug cost component of the payment policy is intended to also cover part, or all, of other costs
associated with drug provision (e.g., storage and handling, or counseling and medication therapy
management), there may be a need for this component to vary by region. Also, for the reasons above,
changes in drug product payment policy may have different impacts upon providers and pharmacies
across regions. These same factors may also vary across geographic locations (rural versus urban)
within the same region.

5.0 Options for Estimating Acquisition Costs

5.1 Evaluation Criteria

The previous sections described essential background issues for the estimation of actual acquisition
costs. This section lays out criteria for evaluating potential estimation methods and discusses the data
that are available and potentially available for this purpose. Several options are then described and
evaluated for their strengths and weaknesses with respect to these criteria. The criteria presented
below emerged from the authors’ analysis and from the Expert Panel’s discussion. Because the
estimation method would ultimately be used in the context of drug payment, some of the criteria bear
on payment policy as well as on estimation approaches per se. Similar criteria have previously been
applied to evaluation of alternative payment methods for multi-source prescription drugs.”!

Accurate and Reliable

The Medicaid and Medicare programs should have access to accurate and reliable information
regarding the actual acquisition costs for prescription drugs for each channel of distribution. Based
on such accurate and reliable cost data, these programs may decide that the payment rate to
pharmacies or physicians should include a percent markup on brand name drug product costs, and an
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even greater markup for generic drugs, but this practice should be an explicit decision of the policy
maker and not an implicit and hidden factor left in the control of the pharmaceutical manufacturer.
In this context, ‘accuracy’ concerns the degree to which the price used in payment policy is close to,
or the same as, the amount actually paid by a pharmacy or physician for a given drug product.
‘Reliability” is the degree to which the price used in payment is consistent for similar prescription
claims.

Based on Markets.: Estimated acquisition costs are more likely to be accurate if they are based on
actual transaction prices in the market (i.e., the average selling price). Market or actual prices can be
contrasted both to list prices, set by manufacturers, and to administered prices, set by the government.
This approach, however, requires transparency of transaction prices.

Generally and Widely Available

Any price list used by the Medicaid or Medicare program should reflect ‘generally and widely
available prices,’ that is, any provider paid according to the payment policy should be able to procure
drugs at the published payment amount.

Estimated Separately by Class of Trade: Because actual acquisition costs vary by class of trade, the
estimation methodology must take into account these differentials in order to generate drug product
payments that are both accurate and reflect generally and widely available prices. For example, when
a drug manufacturer sets lower prices for one class of trade (e.g., physicians) versus another class of
trade (e.g., community pharmacies), the result is that the average of the prices across these two
classes of trade will overpay the class with the Jower price (physicians) and will under pay the class
with the higher price (pharmacies). Tn addition fo class of trade differences, drug product prices may
differ for other reasons such as geographic or regional {urban versus rural) variations. A payment
policy that does not account for different acquisition costs by class of trade, or other factors, may
preclude certain providers from the market for reasons beyond their control. For providers within the
same class of trade, the concept of ‘generally and widely available prices’ is appropriate and helpful
to assure that a wide spectrum of physicians or pharmacies will be willing to participate in the
program.

Current and Up-to-Date

An effective price list must be based on current prices that are updated regularly. Drug prices are set
by drug manufacturers and can change whenever the manufacturer decides to adjust the price (usually
an increase). Most manufacturers change drug product prices every 6 to 12 months with the average
interval being about 10 to 11 months, however, some drug products may change their prices much
more frequently. Claritin, for example, in the Jast three years before being switched to over-the-
counter status raised its price every three months and had a cumulative annual price increase in 2002
of 21.2 percent. If provider payments for prescription drugs were being revised only once a year, a
pharmacy would be losing as much as 20 percent on each Claritin prescription dispensed near the end
of the year.

An effective payment policy should not set drug product payment amounts that consistently result in
an underpayment due to delayed updates of prices. The drug product payment database needs to be
electronically available using the standard electronic data interchange protocols in the prescription
marketplace, and it needs to be updated on a virtual basis with a minimum of time delay {1 week or
less) in updating price changes.
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Transparent and Accessible

The price Jist and payment policy must be readily available to, and clearly understood by, market
participants. Those covered by the payment policy should understand the source of data and how
those data are translated into the payment policy. In addition, any price list to be used in payment for
prescription drug products must be in an easily accessible and usable format. This format must be
compatible with pharmacy and claims processor computer and software systems. Obviously, an
electronic database is essential for both efficient publication and use. Pharmacy and physician
providers must be able to easily confirm current payment at the time of prescribing, or dispensing, a
prescription.

Adequate Compensation to Providers and Pharmacies

While the drug product component of the payment policy should be based on actual acquisition costs,
the payment policy as a whole should adequately compensate providers for the storage, handling,
dispensing, and administration of prescription drugs and for their professional services. This is
essential to ensure that beneficiaries have access to quality care, without triggering perverse
incentives. At present, the margins, or spreads, between drug product payment amount and actual
acquisition cost may compensate providers {physicians and pharmacies) for deficiencies elsewhere in
the payment system. If and when the method for estimating acquisition costs is altered, it may be
desirable to reconsider the payment policy as a whole.

Incentives for Pharmacies and Providers to Supply Drugs

Any payment scheme creates financial incentives for providers. Ideally, these incentives foster
quality and cost-effectiveness. Two main dimensions of provider incentives have already been
discussed. First, adequate compensation gives providers incentives to participate in the program and
supports beneficiary access. Second, payment based on actual acquisition costs creates neutral
incentives for providers regaiding the choice of drug therapy with the result that providers are more
likely to focus on the choice of therapy that is optimal for the patient and economically efficient for
the program.

Incentives for Key Parties to Provide Data

Pricing data will be needed from various levels in the market to determine appropriate payment
amounts. If the program establishes fair, but not excessive prices, providers will be more likely to
participate in good faith than if the program tries to implement below-market prices that overly
squeeze the provider’s margins. In addition, terms must be clearly defined so that firms understand
what data they are expected to submit and so that analysts understand what data they have received.

Authority to conduct audits of drug manufacturers and of all provider types may provide some
incentive for firms to participate in reasonable requests for data. Other incentives need to be
identified and examined. If manufacturer data submission is chosen as a viable alternative, the drug
firm can be asked to certify the data provided in a manner similar to that specified in the corporate
integrity agreements (CIAs) developed by the Department of Justice for use by those drug firms that
have settled fraud allegations related to Medicaid and Medicare drug pricing.

The consequences of inaccurately or incompletely defined pricing terms and concepts can be seen in
the case of certain drug manufacturers who may have underpaid the Medicaid drug rebate program
through various methods that are questionable and possibly illegal. For example, a drug firm may
charge a managed care pharmacy the regular price for a drug product for one-half of the year and then
charge less than 10 percent of the regular price (i.., a ‘nominal’ price) for the other half of the year.
In this way the drug firm has effectively given the managed care pharmacy a 45 percent discount, but
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this discount, arguably, does not have to be reported as a ‘best price” discount. The sale of drug
product at less than 10 percent of the regular price is considered a ‘nominal price’ (intended to benefit
free clinics and groups like Planned Parenthood) and is exempt from the best price calculation. In
this case the definition of a ‘nominal price’ has been gamed to allow passing on an effective discount
arguably without having to declare the discount as a best price for purposes of calculating the
Medicaid best price rebate.

Other Considerations

In addition to meeting the criteria above, any payment policy must be politically acceptable and
feasible to implement. Payment policy may need to vary to account for acquisition cost differences
across: (1) provider types (i.e., classes of trade), (2) program types (i.e., Medicaid, Medicare Part B,
and Medicare Part D), (3) drug product types (i.e., single source brands, innovator multiple source
brands, and generics), and (4) geographic locations. For example, policies may seek to acknowledge
the greater volatility of generic prices or promote competition among therapeutic alternates, as the
Jeast costly alternative (LCA) policy does. Finally, a regional adjustment to the payment for storage,
handling and dispensing of a drug product may be necessary to address regional variations in rent,
labor, and distribution costs.

5.2 Sources for Drug Price Data

A method for estimating acquisition costs must be based on data. In theory, one could capture data
on all market transactions and use it to estimate the prices being paid for each and every drug product
at each and every point in the market. However, this is not possible given the complexity and volume
of market transactions. There are four basic sources of accessible data: (1) primary data from supply
chain transactions; (2) secondary data on list prices from drug price and clinical information data
firms; (3) secondary data on invoice prices from drug market and wilization data firms; and

(4) legislative and regulatory price databases. The basic sources of primary and secondary data are
briefly outlined and then discussed below.

Primary Data from Supply Chain Transactions

There are five potential sources of electronic transaction data from the supply side: (1) manufacturer
sales transactions to direct purchasers (mostly wholesalers and large chains); (2) wholesaler sales to
pharmacies and other purchasers; (3) pharmacy purchase invoices from wholesalers and
manufacturers; (4) pharmacy sales transaction data submitted to payers; and (5) third-party payment
transactions for prescriptions provided by pharmacies or other providers (i.e., physicians). Only the
first three of these transactions are actual purchase prices at the manufacturer or wholesaler level that
could be used to establish appropriate payments to pharmacies or physicians. In fact, these electronic
transaction data sources are used by various drug price database firms (i.e., IMS Health, Verispan,
First Data Bank, MediSpan, and Red Book) to collect and aggregate drug pricing and utilization data.

Secondary Data on List Prices

Three commercially available drug price databases track list prices of drug products in the U.S.
market at the AWP and WAC levels. These databases are: (1) the Blue Book (First DataBank,
Hearst Publishing Co., Palo Alto, CA); (2) MediSpan Master Drug DataBase and PriceChek PC
(Facts & Comparisons, Wolters Kluwer Health, Inc., Indianapolis, IN); and (3) the Red Book
(Thomson-Medical Economics, Montvale, NJ). Historically, each of these firms published a price list
in printed format once a year with quarterly updates. Since the mid-1980s, however, the electronic
version of these databases has been the primary format for price list publication. These databases are
updated on a continuous (daily) basis. In addition to price data, these databases also contain or link to
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other databases that provide descriptive and clinical information on drug preducts including
therapeutic class and uses, drug interactions, patent and regulatory status, therapeutic equivalence and
generic alternatives, and many other uscful data elements.

The principal users of these drug price databases are pharmacies and third party programs,
Pharmacies use the drug price and clinical information database on their in-store computers for
pricing, filling prescriptions, drug interaction screening, and submission of third party prescription
claims. Third party payers (public and private) use these databases to screen, adjudicate, and
determine payment for covered prescriptions. Virtually every third party program (public or private),
or its claims processor, use one of these drug price databases as the source for AWP, or WAC, values
that serve as the basis for calculating the price that a pharmacy will be paid for each drug product
based on the NDC number. This price information is then used according to the contractual pricing
formula to pay the pharmacy for the prescriptions dispensed to eligible recipients. The vast majority
(more than 40) of the state Medicaid programs use First DataBank’s drug price information as the
basis for prescription drug payments to pharmacists and other providers.™

Secondary Data on Invoice Prices

Several commercial drug market and utilization databases are available with fairly comprehensive
data on revenue, units sold, and price per unit for each prescription drug product on the market.
These databases are: (1) National Sales Perspectives (NSP) and National Prescription Audit (NPA)
(IMS Health, Plymouth Meeting, PA); (2) Source Prescription Audit (SPA) (Scott Levin, a Division
of Verispan); and (3) NDC Prescription Price Analyzer and NDC Prescription Price Reporter (NDC
Health, Inc). Each of these databases was developed primarily as a source of market intelligence
information for drug manufacturers to track how their drug products are performing in the market
compared with other similar drug products. Since these databases are based on transaction invoice
data from the market there is a brief lag time from actual transaction to availability of data. For
certain database products the lag time may be as short as one or two weeks, but for most market
databases there is a lag of six to eight weeks.

The IMS NSP database is transaction data from wholesaler and manufacturer sales invoices into
pharmacies and other purchasers. The IMS NPA database is based on retail pharmacy sales of
prescriptions to patients by various methods of payment including cash, private third party, and
Medicaid. The Scott Levin SPA database and the NDC Health databases are similar to the IMS NPA
database in that they obtain their data from retail pharmacy sales of prescriptions to patients by
various methods of payment including cash, private third party, and Medicaid. Each of these retail
sales databases captures their data from pharmacy transactions on computer systems in each
pharmacy. All sources claim to obtain data from 35,000 to 45,000 out of the total 53,000 community
pharmacies in the United States.

The principal users of these drug market and utilization databases are pharmaceutical manufacturers
who want to track how their drug product is selling compared to other similar drugs. Purchasing
reports from these databases can be quite expensive-~tens of thousands of dollars to millions of
dollars. Manufacturers use these databases to track market shares, sales volume, new and total
prescriptions, generic substitution, therapeutic switching, amount and effect of promotional activities,
impact of formulary preferences and restrictions, impact of copays and co-insurance, compliance and
persistence of drug therapy, and other issues.

Legislative and Regulatory Drug Price Databases
There are several databases with price information that have been created for statutory or regulatory

purposes related to various government programs. These government databases include: (1) the
Medicaid drug rebate database; (2) the Medicaid drug utilization database; (3) the Texas Vendor Drug
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Program manufacturer price database; (4) the federal supply schedule for prescription drugs; (5) the
VA price database; (6) the 340B program price schedule for prescription drugs; (7) the federal ceiling
price for prescription drugs; (8) the TriServices Support Center price schedule for prescription drugs;
and (9) the Medicare Part B average selling price (ASP) database authorized under the newly passed
MMA.

The first three of these databases collect data on manufacturer’s prices to community pharmacies
(items 1 and 3) or from community pharmacies to Medicaid recipients (item 2). As such these
databases hold potential for use in setting or evaluating payment amounts for prescription drug
products provided to Medicaid and Medicare Part B recipients. The prices reported in the other
government databases (e.g., VA, FSS, or 340B prices) are prices that are not generally and widely
available to community pharmacies or physicians and, therefore, these price databases hold little
utility in setting payment rates for prescription drugs in the private market. Description of these
government programs and how their prices are determined has been described elsewhere.

CMS provides national administrative services that support the operation of the Medicaid drug rebate
program created by the Omnibus Reconciliation Act of 1990 (OBRA 90). A manufacturer must
voluntarily participate in the Medicaid drug rebate program in order for their drug products to be
covered in the Medicaid program. To facilitate the implementation of the Medicaid drug rebate
program, CMS (formerly HCFA) collects pricing data from all participating drug manufacturers for
all drug products sold by that manufacturer including the average manufacturer price (AMP) and the
‘best price’ to any non-exempt purchaser. This information, however, by statute is consider
proprietary and confidential and cannot be publicly released by CMS.

5.3 Description and Evaluation of Options

This section describes and evaluates options for estimating acquisition costs for drugs covered under
Medicaid and Medicare Part B programs. These options are categorized according to the primary
source of the data.

Option 1. Primary Data from Manufacturers

One broad option for estimating acquisition costs is to collect data on average selling prices from
manufacturers or to work with existing sources of such data, such as data used for the Medicaid drug
rebate program, the Texas Vendor Drug Program, or the Medicare Part B program (ASP). Average
selling prices, with adjustment for a wholesaler margin, provides a reasonable estimate of acquisition
costs, if collected and reported by class of trade.

There are barriers to using the existing Medicaid database for pricing in the Medicaid and Medicare
Part B programs. First, the OBRA 90 Act that created the drug rebate program includes provisions, at
the manufacturers’ insistence, which specify that the AMP and best price data are to be treated as
proprietary and confidential. While this data might be very useful in creating a price list, to date it
has not been released or used for purposes other than operation of the drug rebate program.

A feasible alternative is to work with the data from the Texas Drug Vendor (VDP) program. Based
on statutorily authority at the state level, the Texas VDP requires submission of pricing data by the
manufacturer of every drug product desiring to be covered by Texas Medicaid. While there are
certain concerns regarding how prices and classes of trade are defined, these data have already been
collected and are potentially available for research. For the Texas VDP, manufacturers are
responsible for providing the data on each drug product to be covered and for updating those prices in
a timely manner as they change periodically. The data are entered into a database based on each drug

Abt Associates Inc. Medicaid and Medicare Drug Pricing:
Strategy to Determine Market Prices 23



38

product’s unique NDC number. The resulting database is updated when notice of price changes arrive
or within a few days of that time.

A third alternative is original data collection, following the Texas approach, but using enhanced
processes and definitions. While this alternative may represent the ideal, it also requires significant
effort and may require new legislation or regulations in other states or at the federal level.

Advantages and Disadvantages. Data from manufacturers could be used to price the entire list of
drugs covered by both Medicaid and Medicare Part B and can be applied to both brand and generic
drugs. Different prices for various classes of trade could be accommodated (e.g., community
pharmacies, Jong term care, physicians, hospitals, and others). The database could be updated on a
virtual basis, which essentially means changes on any given business day with a processing time lag
of less than one week. In addition, transaction data from manufacturers has the potential to
incorporate all forms of discounts, rebates, and other forms of economic incentives,

The disadvantages of this approach are that it does not technically generate providers” acquisition
costs, but manufacturers’ net revenue and wholesaler cost. An adjustment fo account for wholesaler
markup (operating margin) is required to convert this price into a pharmacy or physician acquisition
cost. In addition, this approach may require new regulation or legislation in order to enable CMS to
gather this data from manufacturers (beyond what is being gathered for AMP under Medicaid or ASP
under Medicare) as they are unlikely to submit it voluntarily. However, national implementation of
manufacturer data collection is far more cost-efficient for both the government and for drug firms
than having each state set up its own system, as Texas has. If a national data collection is used, there
should be coordination between efforts related 1o Medicaid and Medicare.

Option 2, Careful Analysis of List Prices

A second option to be explored is tracking the AWP:WAC ratio over time in one of the existing drug
price databases (e.g., First DataBank or MediSpan). Medicaid and most other third parties currently
pay based on AWP or a function of AWP. This means that if the AWP increases, even if the WAC or
the actual price to the pharmacy or provider does not increase, the payment to the pharmacy or the
provider will increase. Most drug products have had a constant AWP:WAC ratio over time and as
long as the ratio stays constant, then AWP — X percent or WAC + X percent will function similarly in
terms of effect on total payment for a drug product. If however, the AWP:WAC ratio changes (i.e.,
the gap gets wider), the third party payer using AWP minus as the basis for drug product payments
will then be paying a larger markup on the drug product cost than a third party payer basing payments
on WAC plus.

There is evidence to suggest that a number of major drug manufacturers increased the AWP:WAC
ratio for the vast majority (90 percent or more) of their drug products between October 2001 and July
2002.3 The shift resulted in most drug products of these firms moving their AWP from 20 percent to
25 percent above the WAC. This move means that for drug products reimbursed by Medicaid or
private third party programs based on a percent off of AWP, these programs paid 5 percent more for
each prescription. This change was initiated and driven by drug manufacturers, even though most of
the benefit may accrue to the pharmacy. This is an example of the type of ‘gaming’ that a payment
system should be routinely monijtoring. Under this option an assessment will be made of the
economic impact of the AWP:WAC change that occurred in late 2001 and early 2002. A possible
change in the payment method to a WAC + X percent may be warranted and would help to avoid this
particular form of *gaming.’

Another gaming issue can be addressed using the existing drug price databases. This issue is
concerned with relabeling of single source drug products {patent protected brands) under a relabeler’s
new NDC number and setting a new and higher AWP. Most third party payers have pricing formulas
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and methods that assume that there is only one AWP price for a single source drug. Actually, nearly
all of the most prescribed single source brand name drug products have several relabelers who have
established their own NDC numbers and have set their own AWPs for the originator brand product.
Often these relabeler NDCs are not sold to, or available to all purchasers, but they are sold only to a
special class of trade such as physician dispensers, mail order pharmacies, or long term care facilities.
The originator brand may have a price of $2 per tablet while the relabeler may have set the new AWP
at $3 per tablet. Using the payment method of most third party programs including most Medicaid
programs, the higher price will be paid and the program won’t even know that it was an inflated
AWP. This phenomenon is not a small matter, the number of relabeler NDCs in the MediSpan drug
price database grew from 791 in 1990 to more than 20,000 in 2002.%

The existing drug price databases can also be used to efficiently identify drugs that should have a
federal upper limit (FUL) or MAC established and to caleulate that MAC. The method for
establishing and updating the FUL amount could be reviewed and alternative formulae for calculating
the FUL can be examined according to established criteria.’

Advantages and Disadvantages. This approach could be used for the entire list of drugs of both
Medicaid and Medicare Part B and can be tailored to special problems with both brand name single
source drugs and generic off-patent drugs. Specific prices to certain structural classes of trade (e.g.,
long term care, physicians, hospitals, and mail order) could be isolated and filtered out or taken into
account., With list price data, it is not possible to analyze class of trade differences directly; one must
determine whether certain relabelers sell only to specific classes of trade and not to others. The
database and pricing amounts could be updated on a virtual basis which essentially means changes on
any given business day with less than one week processing time lag. The disadvantage of this
approach is that both the AWP and the WAC are list prices and not actual transaction prices. Also,
the standard drug databases have only one AWP and one WAC for all buyers, despite the fact that
certain classes of trade may routinely receive substantial discounts off of AWP or WAC. Even
though the methods described in this section may move the payment closer to the actual price, there is
no direct link to actual prices.

Option 3. IMS Invoice Data

The third option is to use a drug marketing and utilization database, IMS’ National Sales Perspectives
(NSP - formerly Retail and Provider Perspectives, RPP). This database comes from wholesaler and
manufacturer invoices of pharmacy and other provider purchasers. Consequently, the data is broken
down by class of trade for each drug product at the NDC level. The price most often used by
wholesalers on their invoices is the WAC. IMS does take into account discounts shown on the line
item of an invoice, but this type of discount is rarely given to community pharmacies. When price
database WACs are compared with the IMS invoice cost per unit, the two are essentially the same.
The strength, however, for the IMS NSP data set is that the invoice prices for certain classes of trade
do show at least part of the discounts given to these other classes of trade such as clinics (and
physicians), long term care facilities, in-house HMOs, hospitals, home health care, mail order
pharmacies, and other government programs.

In particular, this approach may be a good way to estimate acquisition costs for Medicare Part B

drugs provided by clinics and physician offices or by hospital outpatient facilities. While this
database still will not capture all discounts, the adjusted invoice price is likely to be closer to the
actual price than either AWP or WAC from the standard drug price databases. Other potential uses of
the IMS databases in pricing can be explored and evaluated.

Advantages and Disadvantages. This approach will provide price estimates for Medicare Part B
drugs that are closer to actual cost for clinics (and physicians) than either the standard WAC or AWP.
The IMS NSP database has monthly updates with a 6 to 8 week delay in reporting. If CMS had
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access to this data, little additional data processing would be necessary and the actual analysis would
be fairly straightforward.

The disadvantage of this approach is that even the net invoice price reported does not take into
account rebates or all forms of discounts or other forms of economic consideration. Also, the IMS
database does not maintain its list of drug products with the NDC number attached to each drug
product record. A database bridge will need to be created from IMS data to a drug price database
such as MediSpan’s Master Drug Data Base. In addition, IMS data is typically quite expensive, and
IMS may be reluctant to allow its data to be used to set payment policy. IMS may be concerned
either that such use would alienate its data suppliers (i.e., wholesalers, pharmacies, and other
providers) and thus compromise its data products or that such use would cause its suppliers to
manipulate their data to game the price list and thus compromise its product. Also, IMS may be
concerned that use of this data for payment policy may alienate the major purchasers of their data
(i.e., drug manufacturers).

Option 4. Wholesaler Survey

The fourth option is to survey wholesalers to determine either the wholesaler’s actual cost from the
manufacturer and/or the pharmacy’s (or other provider’s) actual cost from the wholesaler.

Wholesaler data is the basis for secondary comumercial data sources such as IMS Health. Also, the
wholesalers would be able to break down sales into class of trade to identify price differences that are
based on the structural factors in the pharmaceutical market. Data at pharmaceutical wholesalers is
highly automated and electronic data interchange standards would make this process fairly efficient.
As noted above, only three wholesalers account for greater than 85 percent of wholesale activity and
about one-half of total manufacturer sales of prescription drug products. Wholesaler surveys could
capture not only list and invoice prices from manufacturer to wholesaler and from wholesaler to
pharmacy or provider, but also data on various discounts, certain types of rebates, chargebacks, and
payment terms (e.g., delayed billing). Nearly all drug products in the prescription market would be in
wholesaler databases, except for drugs that are mostly or exclusively sold direct from manufacturer to
the provider or pharmacy.

In order to create a price list from a wholesaler survey, the contractor or entity organizing the data
will have to acquire and match the data to a drug database (i.e., First DataBank or MediSpan) to
obtain other drug product identifiers and information for describing and grouping drug products. A
database bridge will need to be created from wholesaler data to a drug price database such as
MediSpan’s Master Drug Data Base.

Advantages and Disadvantages. This approach will provide price estimates for nearly all drugs in
the market, although the data on branded drugs would be stronger than the data on generic drugs. In
addition to AWP and WAC, the types and levels of discounts and other forms of economic
consideration can be captured. Also, a wholesaler survey would enable estimation of the average
selling price by class of trade. Wholesale data could be updated on a daily or weekly basis with little
delay. Wholesaler survey data could be organized to serve as the basis for payment, but that would
require public disclosure of the data used as the basis for payment. An alternative use of the
wholesaler survey data would be as a validity check against other price data sources.

The disadvantages of this approach are that the wholesalers may be reluctant to co-operate because of
the desire to maintain the confidentiality of their business practices. Wholesalers’ data will miss
certain rebates. Also, in certain key markets, such as the market for injectible drugs, many
transactions go around the wholesaler.

In addition, a new wholesaler survey may be burdensome and redundant given that much of the
information from wholesalers has already been collected and organized by the commercial database at
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IMS Health, and the IMS database has the additional advantage of supplemental data from
manufacturers and pharmacies.

Option 5. Provider Survey

The fifth option is to survey providers (primarily pharmacies and physicians) to determine amounts
actually paid for specific drugs. On invoice prices and discounts or allowances could be identified by
this approach. The sheer numbers of providers (100,000 or more administering drugs in office) and
pharmacies (55,000) here are quite large; however, scientific sampling would be possible. Separate
surveys would be needed for each class of trade, such as independent pharmacies, chain pharmacies,
clinics (and physicians), long-term care facilities, in-house HMOs, hospitals, home health care, mail
order pharmacies, and other government programs. Moreover, surveys would need to be
administered frequently (at least quarterly) in order to capture price changes.

This option would impose significant burden on providers given the sizes of the samples necessary
and the number of individual drug products. Providers and pharmacies are less likely than
wholesalers to have purchase and invoice data in an electronic form. Also, the compatibility of
electronic formats is likely to be low due to the large numbers of competing pharmacy and practice
management software products. Data would need to be converted to a common format, and a
database bridge would need to connect the survey data to a major drug price database such as
MediSpan’s Master Drug Data Base.

Advantages and Disadvantages. This approach would provide price estimates for Medicare Part B
drugs that would be closer to actual cost for clinics (and physicians) than either the standard WAC or
AWP. It would have the potential to capture all rebates and discounts, though with a significant
delay. However, it is not feasible to use provider surveys as the primary source of price data because
of the burden of data collection. The potential value of this approach lies in generating confirmation
of actual market prices for a very select set of drugs such as top drugs under Medicare Part B. In
addition, these data could be used to spot check for price gaming behavior by manufacturers or
providers.

The strengths and weaknesses of these data sources are summarized below:

Exhibit 6:

Summary of Strengths and Weaknesses of Data Sources
for Estimation of Acquisition Costs

Manufacturer data !’ Strengths: Actual price, includes alf discounts and rebates, available by class of trade,
reasonable effort

Weaknesses: May need legislation or regulation, not technically an acquisition cost

Conclusion: Strongest base data

List prices Strengths: Widely used standard, minimum effort

{e.g.. AWP & WAC Weaknesses: List prices (AWP and WAC) not actual prices, not class of trade specific

from MediSpan or . : . "
First DataBank) Conclusion: Essential point of comparison
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Exhibit 6:

Summary of Strengths and Weaknesses of Data Sources
for Estimation of Acquisition Costs

iMS invoice data ! Strengths: Existing source of discounted invoice prices (list less invoice discounts),
available by class of trade

Weaknesses: Misses certain discounts and rebates, must be publicly available to serve
as basis of payment

Conclusion: Very helpful point of comparison

Wholesaler survey  Strengths: Potential source of invoice data, available by class of trade, moderate effort
Weaknesses: Does not capture direct sales to chains or physicians, duplicative of IMS

Conclusion: Heipful point of comparison, especially if IMS data not available

Provider survey Strengths: Potential source of actual acquisition costs, can spot check for price gaming

Weaknesses: Very burdensome for providers and surveyor
i Conclusion: Potential point of comparison, esp. for key drugs and markets

6.0 Recommendations and Directions for Further
Work

6.1 Recommendation

There is no simple method of estimating acquisition costs. Based on our research and the comments
of the Expert Panel, the authors recommend that CMS consider an approach to estimating acquisition
costs that is based on collecting primary data from manufacturers. Members of the expert panel
strongly favored this approach at the meeting and in their individual comments after the meeting.

In particular, in addition to list prices, manufacturers would be asked to supply average selling prices
by class of trade. These classes of trade might include independent pharmacies, chain warehouses,
long term care pharmacies, physicians (direct sales), and hospitals. If these data are tobe used as a
basis for payment under Medicare Part D which begins in January of 2006, then prices to the mail
order class of trade should also be collected. Manufacturers would also be asked to note other major
provider types that might be purchasing on behalf of Medicaid and Medicare beneficiaries, to explain
the situation, and to provide the associated average selling prices. All terms would be carefully
defined including pricing terms, as well as discounts and rebates to be included and excluded”, and
the channels of distribution. Manufacturers would be required to certify that the prices supplied were
true and accurate.

The strengths of this approach are that it: (1) yields actual transaction prices, (2) incorporates all
discounts and rebates, (3) incorporates class of trade differentials, (4) provides an efficient method
(relative to a provider survey), and (5) represents a feasible approach to estimating actual acquisition
cost. Similar methods are in place in the Medicaid rebate program and in the Texas Vendor Drug
Program. One conceptual shortcoming of this approach is that it generates a manufacturer’s sales
price as opposed to a provider’s acquisition cost. The authors believe that if the data are gathered by
precisely defined classes of trade and channels of distribution, the manufacturers’ sales costs can be
accurately adjusted to produce an estimate of the providers’ acquisition costs. A second practical
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shortcoming is that CMS may need new regulation or Jegislation in order to gather this data on a
national basis from manufacturers, as they are unlikely to supply it voluntarily.

The authors also recommend that before considering additional primary data collection, CMS
undertake a careful evaluation of the existing Texas Vendor Drug Program (VDP) and the price data
that it collects. The Texas approach is very similar to our recommended approach. Below, we offer
additional information regarding the Texas VDP, followed by a brief description of the proposed
evaluation.

6.2 The Texas Vendor Drug Program

In the 1980s the Texas Vendor Drug Program studied “ways to achieve more accurate payment for
the drug product portion of claims paid to pharmacy providers.”™® Texas VDP recognized that the list
price (AWP) in the commercial price databases was greater than the amount pharmacies actually paid
the wholesaler for a drug product. The state of Texas, therefore, established statutory authority to
collect the drug price information from manufacturers.

The Texas VDP set up a system to survey drug manufacturers who choose to participate in the
Medicaid program. Initially each manufacturer was asked to submit a list of all drug products, at the
NDC level, that it wished to have covered under the Medicaid drug program. Along with each NDC
number and product description, the manufacturer was asked to provide several price points
inchuding:

*  Average wholesale price;

e Price to wholesaler and/or distributor;

s Direct price to pharmacy;

» Price to chain warehouse;

¢ Institutional or other contract price {e.g., nursing home, home health care); and

s Other prices.

See Appendix C for examples of the standard cover letter and survey that are sent to manufacturers to
request this information. The Texas VDP has also developed standard response letters to drug
manufacturers for various situations (also in Appendix C).

Another important feature of the Texas price survey system is the requirement that an official of the
drug company certify that the prices sent are correct. This requires the drug firm to take ownership of
all price information submitted and avoids the drug firm hiding behind the wholesaler or the drug
price database as the source of their prices. Also, the initial application contains a statement requiring
the drug firm to report any changes in information about their products within 15 days of such
change. Drug firms must report changes in formulation, product status, price or availability.

Once survey forms are received by the Texas VDP, the drug product descriptions and related price
variables are entered into a single database system. This data is compared to standard price data and
the manufacturer is contacted if discrepancies are observed, including cases in which the
manufacturer appears to have submitted a list price in place of a market price. Even though drug
firms are responsible for reporting changes in product or price information within 15 days of such a
change, the Texas VDP also contacts each manufacturer annually with a copy of the product and price
information on file and requests that the manufacturer review this information and make any
appropriate and necessary updates.
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The Texas VDP uses the data submitted by manufacturers to calculate several classes of trade-
specific “estimated acquisition costs” (e.g., retail-wholesale, direct, chain warehouse, nursing home).
When pharmacies submit a drug cJaim to Texas Medicaid for payment, they include information
concerning the channe] of distribution through which they purchased the drug. Texas Medicaid
payment is then the lowest of: (1) the AWP less a percentage; (2) WAC plus a percentage; (3) MAC,
if a multiple source drug; or (4) the class of trade specific “estimated acquisition cost” reported by the
manufacturer.

6.3 Directions for Further Work

The authors propose to conduct a case study of Texas’ current approach to estimating acquisition
costs and to secure and analyze the data that the Texas VDP already collects from manufacturers.
Such an effort could maximize the national value of what Texas is already doing. This case study
could give CMS, and other states, a perspective on what would be gained from instituting such a
system in other settings where the current drug product reimbursement system is based on a function
of either AWP or WAC. Moreover, it could provide valuable lessons relevant to the implementation
of reimbursement based on alternative price measures such as ASP.

A thorough case study would fully document the Texas VDP’s process and key stakeholders’
perceptions of the strengths and weaknesses of that process. The stakeholder analysis would include
manufacturers, wholesalers, pharmacies, other providers, and the Texas Medicaid program. Among
other things, this case study would review the definitions of all pricing terms and propose definitions
that would be applicable for use on a national basis. The potential value and impact of calculating
prices at more detailed “class of trade” levels will be explored. The analysis would describe and
evaluate the process by which the Texas VDP collects and uses the price information provided by
manufacturers and converts these prices into estimated acquisition costs to determine drug product
payment amounts.

In addition, the case study will analyze the costs of establishing and maintaining the Texas VDP
process and price list, including data collection and analysis. Levels of staffing and skills that are
necessary to support this undertaking will be determined. Finally, current and potential approaches to
identifying and resolving pricing discrepancies, errors, fraud, and abuse will be examined and
evaluated.

In the data analysis component, the authors would acquire the Texas VDP data and compare them to
readily available price data from other sources, possibly including:

s AWP, WAC, and other list prices;

e transaction prices captured in drug market and utilization data bases, such as IMS;

* transaction prices collected via a survey of selected wholesalers;

e the maximum allowable cost (MAC) at federal and state levels for certain generics; and

» the Medicare Part B ASP (if permissible).
The comparison with the AWP and WAC is most relevant to understanding the potential savings to
the Medicaid program of a new method, relative to the current methods of reimbursement. The
comparison with transaction prices, either from drug market and utilization databases or from selected
wholesalers, is valuable to confirm the validity of the data that Texas receives. The comparison with
ASP would be highly relevant to the Medicare Part B program, especially if it emphasized potential

differences by class of trade or if it emphasized potential differences between a price list that is
updated continuously and a price list that is updated quarterly, with a two-quarter lag.
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Based on these analyses, the authors would develop and describe insights and the best options for the
implementation of a similar data collection and payment policy in another setting such as another
State Medicaid program, the Medicare Part B ASP program, or a national Medicaid resource,
administered by CMS. The Expert Panel might be invited to comment on initial evaluation findings
and various proposals for best options. These comments could be incorporated into the final report.
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Appendix B: Themes from Expert Panel Meeting

This summary is based on notes taken on flip charts during the Expert Panel Meeting for the
Medicaid and Medicare Drug Pricing Project, held on January 26 and 27, 2004. Fifteen experts
were in attendance, bringing knowledge from various segments of the healthcare community in the
US, including: physicians, chain drug stores, community pharmacies, state Medicaid agencies,
wholesalers, data base organizations, academia, and CMS. Discussion points have been reworded
and reorganized for clarity.

Desirable Features of Payment Methodology and Policy

(This section encompasses both Medicaid and Medicare Part B; some of these issues are common to
both programs and some are unique to one program or the other.)

Desirable Features of Price List that Will Serve as the Basis for Payment
< Transparent

¥ Source and creation well-understood

» Publicly available
% Accurate and reflective of market
*» Current and updated regularly

¥ Known to providers before they agree to participate (if used for payment)
< Acknowledges different prices in different channels of distribution or classes of trade

» Retail pharmacies and physicians’ offices are two different worlds

»  Texas also distinguishes between chain and community pharmacies

Desirable Features of Estimation Methodology

P’

+ Concepts must be well-defined
< Minimizes gaming, to the extent possible

» Based on objective data that is difficult to manipulate

» Ultimate use of data does not penalize “telling the truth”

» Includes efforts and processes to identify and manage gaming
< Politically acceptable

% Process casily able to be audited

<+ Not cost prohibitive and feasible to implement and maintain
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> Argues for electronic database, especially for Medicaid
Mean, median, variance — need to carefully select appropriate price point for government

Based on market (actual transaction prices)- not list prices, not administered prices

Desirable Features of Payment Policy

2,
o3

3
<

o
e

Py
o

Y

03
o

Adequate but not excessive

» Preserves access (“widely available market prices™
Comprehensible to participants

Acknowledges different prices in different channels

Avoids perverse incentives for payers, e.g., under current system states may seek to maximize
rebates rather than to minimize outlays

Should follow, not lead market

Impacts

» Preserves access and quality of care for patients

» Maintains incentives for innovation in the pharmaceutical industry
» Creates incentives for quality and cost-effectiveness in prescribing
Issues Specific to Medicaid

Agreement that dispensing fees are lower than actual dispensing costs and that drug payment
generally exceeds actual acquisition costs.

» The spread in drug payment compensates for the low dispensing fees.
»  “If it weren’t for spread, pharmacies would be out of business.”

Some aspects of dispensing cost (e.g., inventory and accounts receivable) vary with the cost of
the drug

> Other aspects of dispensing costs are closer to a fixed amount per-prescription.

» One possibility is to have part of the dispensing fee based on a percentage of drug cost but
that is capped.

We often focus on paying for dispensing the medication without consideration of the cost of
professional services related to dispensing the medication,

> Perhaps a pharmacist should be paid for nor dispensing a medication that would cause harm
rather than the current system, which pays a pharmacist a dispensing fee only when the
medication is dispensed
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Issues Specific to Medicare

<

* Agreement that the payment is generous and that there is a considerable spread between product

cost and the payment

>

>

3

>

20

These generous financial incentives are problematic
The perverse incentives may result in over-prescribing expensive medications

A new, higher priced drug will be prescribed more than current medications, even if the new
medication does not have safety or efficacy advantages

This also results in physicians prescribing poly-therapy when not indicated by evidence-based
medicine (e.g., chemotherapy)

< Comments re: ASP

The role of the price list emerging from this project would be as a point of comparison for
ASP

= “Keep ASP honest”
ASP includes muttiple classes of trade

= Participants believe that physicians may receive lower pricing than other classes of trade,
such as home health

= Ifthis is the case, then ASP-based payment may overpay certain Part B providers
There are other opportunities to manipulate ASP
«  Examples:

e Discretion in unbundling “bundles”

«  Discretion in allocation of free goods and samples

e Manipulation of units: vial size, dosing, and J codes

= There is a need for manufacturer accountability for samples and provider billing for
samples

»  Recommendation that CMS seek to characterize and monitor these potential abuses and
loopholes

< Important to monitor utilization at provider level to encourage responsible behavior.

% Use of HCPCs is problematic (i.e., should consider using NDC codes)

>

But, in designing a payment methodology, CMS may wish to preserve some incentives for
cost-effective prescribing.

Abt Associates Inc. Appendix B: Members of the Expert Panel B-3
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» When multiple drugs are subsumed under one HCPCs code, then HCPCs-based payment does
reward the low-cost choice.

A level playing field benefits all.

> Manufacturers may be open to reasonable reforms of drug payment methodology.
Issues Related to Brand |Generic Distinction

General agreement that the markets for branded and generic drugs are very different

» Also there are differences between branded drugs in more and less competitive markets

»  And between branded drugs in settings where prescribers have incentives (i.e., Medicare) and
in retail setting.

Spread is generally uniform and narrow for brand name
» Stable and known relationship to AWP

» For Medicaid, reliance on pricing reference lists may be a satisfactory strategy for brand-
name drugs.

Spread wider and more variable for generics

»  Most of the profit is here

» But these are also lower cost drugs

» May wish to preserve incentives for generic prescribing and dispensing

» Generic markets are more like commodity markets than markets for branded drugs.
Comments Related to Private Markets for Prescription Drugs

Price, market share, and volume are components of a multidimensional discussion in the private
sector, especially if formularies are in play

Competition and price sensitivity do help to hold down prices in private markets

» This is more true for generic than for brand

Managed care is able to come up with a fair price

» The Medicaid MACs are generally fair as well

Comments Related to the Pharmaceutical Manufacturers

Agreement that manufacturers should have an obligation to be reasonable in reporting AWP
» AWP needs to be better defined

Agreement that major cost issues reside at manufacturer level

Abt Associates Inc. Appendix B: Members of the Expert Panel B4
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» Some participants felt manufacturers should have an obligation to be more reasonable in

pricing

» Manufacturers may or may not face price pressure depending on the level of competition for

other therapies (drug and not drug)

> Important to distinguish between estimating acquisition costs (bringing government in line
with other payers) and reforming pricing at the manufacturer level

Estimation of Acquisition Costs

The Expert Panel discussed criteria for evaluating the utility of various sources for acquiring data to
determine actual acquisition costs. Four options were examined, and the strengths and weaknesses

of each were identified and discussed.

Data from Manufacturers: Strengths and Weaknesses

Strengths

Weaknesses

<+ Original source of most data

> Only place to capture rebates and
additional incentive programs

= May impose burden to fully acconnt
for rebates

% Possible to have prices by channel of
distribution / class of trade

»  Would be very helpful to request ASP
by channel of distribution / class of
trade

% Requires manufacturer cooperation
> May require change in law

“* Retrospective system, not real-time

Data from Wholesaler Survey: Strengths and Weaknesses

Strengths

Weaknesses

% Good quality data
»  Fairly transparent

3 Includes all contract data on branded
drugs
»  Generic data more difficult to capture

2

< Few touch points (3 to 6 wholesalers)

2,

< Possible to have data by class of trade and by

% Requires wholesaler cooperation

» May require change in law

Y

< May not reflect rebates

o

< Inthe case of injectibles and generics, many
transactions go around the wholesaler

Abt Associates inc.

Appendix B: Members of the Expert Panel
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geographic area

..
B3

Attractive in terras of time and cost to
implement

Data from Provider Survey: Strengths and Weaknesses

Strengths

Weaknesses

¢ Providers could supply this data
» Could draw on claims processing data is
available
« May reveal some rebates (although notin a
timely manner)

'+ Best used for auditing or check and balance
purpose

< Requires provider cooperation

» Time consuming

»

No incentive to cooperate

» CMS attempted this and the American

Society of Clinical Oncologists (ASCO)
halted it as burdensome

% Very time-consuming for CMS / contractor
» Large sample size required

» Very high cost

Data from Secondary Sources: Strengths and Weaknesses

Strengths Weaknesses
< Available * Requires participation of secondary data
provider

“ Quick and easy

B3

% May be able to observe price comparisons
here

< By extension, requires cooperation of
primary data providers (wholesalers, chains)

» These providers may stop working with
secondary data provider if unhappy with
how their data are used

Secondary data providers cannot risk
alienating these source data providers
because the quality of their product depends
on them

Abt Associates Inc.

Appendix B: Members of the Expert Panel
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Ranking of Options

Based on Cost (Data Acquisition and Analysis)

e

s+ Lowest cost: Wholesaler survey

% Closely followed by: Manufacturer survey

o

* Midpoint: Secondary data (price compendia)

% Much more expensive: Provider survey
Time to Implement

< Shortest time: Secondary data

3

% Closely followed by: Wholesaler survey

2%

¥ Midpoint: Manufacturer survey (77 Medicare only)

Ry

2

< Most time: Provider survey

Abt Associates Inc, Appendix B: Members of the Expert Panel

B-7



56

Appendix C: Texas Correspondence

55 Hzar T anD Human Szrvices Corvassion

Don A.Gilbar, M.B.A.
COMMCESIONER

Sinee Federal and State regulations require the Texas Vendor Drug Program to pay contracted
pharmacics our best estimate of the cost of a pharmaceutical product to the pharmacies, the State relies
upon information previded by manufucturers in sefting price reimburscement. To casure Texas' ability 1o
continue to price products accurately, it is crifically important that you report information which
accurately reflects the market prices paid within the classes of trade for which pricing informaton is
requested. A form is included so that all necessary information from the manufacturer will be gvsilable
for pricing and dosing recommendations. Questionnaires should be limited fo no more than 20 per
submittal request for any ene month period. A separate questionpaire is ro be submirted for cach drug
and strength. Please supply s cover sheet listing all products. strengths and package sizes for which vou
are submittiog applications. Questions must be answered in full. If you leave a pricing category blank,
you are representing to the State of Texas that you DO NOT scll this product to entities in that category.
This {orm may be reproduced.

All inquiries regarding this questionnaire and revisions are to be directed to:

Teaas Department of Health
Vendor Drug Program

1100 West 49th Street.
Austin, Texas 78756-3174

Drugs are listed using the NDC number of the manufacturer or distributor whe is helding the drug
forth as it's own and has the company's name oo the label of the container that is sold to the pharmacy.
If vour company has a product to which the "New Drug Coverage" applies, olease add the FDA
spproval date of the New Drug Application (NDA), Product License Approval (PLA), Establishment
License Approval (ELA), or Antibiotic Drug Approval (ADA) to the questionpaire.

Martha MeNeill, RPh.

Director of Product Management
Vendor Drug Program
(312)338-6965
(512)338-6462-Fax
(512)338-G932-Secretary
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REQUEST FOR INFORMATION FOR NEW DRUG PRODUCT OR FOR
ADDITIONAL INFORMATION OF PRODUCTS CURRENTLY
INCLUDED IN TEXAS MEDICAID

Please fill out the following information for consideration in Texas Medicaid

An altered form will not be accepted

DRUG DESCRIPTION

NDC. NO: { PACKAGE QTY:

(uldple package size of same swengih products may be included)

PRODUCT BRAND NAME:
GENERIC NAME:
THERAPEUTICALLY SIMILAR DRUGS:

COLOR: [ FLavoR:

DCSAGE FORM: [ 15 THIS DRUG DEA SCHEDULE OF THE
| rzGEND oR OTC? DRUG:

DRUG STRENGTH:

MAXIMUM DALY DOSE:

RECOMMENDED DAILY DOSE:

INGREDIENTS/DESCRIPTION:

LIST SHELF LIFE:

ESTIMATED AVG, DURATION OF THERAPY:

MAXIMUM DURATION OF TREATMENT:

ORANGE BOOK RATING:

A - Drug products that FDA considers 1o be therapeutically equivalent 1o other
pharmsceutically equivalest products.

B - Drug products that FDA ar this time, considers not te be therapewically equivalent to
other pharmaceutically equivalen: producis.

€ - Net listed in Orange Book

Revised - May 1, 2002

An Equal Employmers Opportunity Emplever

&)
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FOR PURFOSES OF PROVIDING THE PRICE .NFORMATION BELQW, THE FOLLOWING DEFINITIONS
SHALL APPLY:

2) Except 25 otherwise defined in law (e 5. Averzge Manufacturer Price), price i5 the net prics afver el charpebacks,
discourts 2nd rebates to wholssalers/distributors of pharmacizs are applied, other than commercislly reasonable
prompt pay discounts.

b) "Pharmacy” includes all entitics with an spproved Class A or Class C pharmacy Heonse issued by the State Bosrd
of Pharmacy.

3. PRICE INFORMATION

AVERAGE OF SUGGESTED WHOLESALE PRICE TO PHARMACLY (AWP)

AVERAGE MANUFACTURER PRICE (AMP)

PRICE TO WHOLESALER AND/OR DISTRIBUTOR

DIRECT PRICE TO PHARMACY

CENTRAL PURCHASE PRICE TO CHAIN (SUCH AS WAREHOUSE PRICE)

LI I O O )

INSTITUTIONAL OR OTHER CONTRACT PRICE
(Nursing Home, Home Health Care)

OTHER PRICE N

[

IFYOU DdNOT SELL AT A SINGLE PRICE, YOU MAY PROVIDE US WITH A RANGE OF PRICES

INCLUDE A COPY OF FILE CARD, PACKAGE INSERT AND OR MATERIAL FOR PHYSICIANS

3. Plzass cirtle the companies to whem you report pricing information.

FIRST DATA BANK PRICE ALERT RED BOOK
MZDI-SPAN BLUE BOOK
OTHER:

2o

4. Do you sell to diswibutors, 12packagers, or relabelers, other than full-service drug wholesalers, who in twn selt
your product 10 the reii! trade beanng your NDC number?

1f es, attach 2 listing.

P. 0. Box 13247 ¢  Austr, Texas 78711 » 4500 North Lamar, Fourtk Fivor, Austn, Texas 78751
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5. Anscha copy of your Vender Lisbility Innwrazec:

2 Included or

b. Previously subminzd cr unchanged. (Do not need 1w resubmit)

6. Avoilable date through WHOLESALERS

7.

Nerme of firm:

Address:

City: { Sate: 1 Zip:

Name and address of Manuacturer of drug:

Ciry: f Sue: ‘ Zip:

Name an¢ Address of representatives/governinent affairs persons covering the Toxas area; if applicable:

Ciry: ] State: l Zip:

Phone

8. Isthis product now marketed under an approved NDA or ANDA”

Sabmit 2 copy of the FDA lzner of approval of the NDA or ANDA, o, if net applicable, 2 copy of the FDA
letter of epproval for marketing.

. Please circle DESI classification of this produst.

w

2 Non-DESUIRS: safe and cffective

3 DESUIRS under review

4 LTE DESVIRS for some indications

5 Non-Covered - LTE DESUIRS for all indications

6 Non-Covered - LTE DESVIRS withdrewn forrn the market

Ar. Eyual Employment Opportuniny Emplover



60

A product added 10 the Texas Vendor Drug Program must bzar the lebeler code, 25 defined by the FDA, of the party
with the sxception of 2 lizensed full-service drug whelesaler, marketing the final sale 1o the provider,

Manufasturers of distribusere having one or more of their pharmaceusicals included in the program are responsible
for submitting notificstion of any changes peraining 1¢ any of the above information not lever than such revisions
are scheduled to ocour to:

Health & Human Serviezs Commission
Vendor Drug Program
Ann: Marthz McNeill, R.Ph,
Direcror of Product Manzgement
1100 West 451h Street
Austin, Texas 78756-3174

The Vendor Drug Program acheres to the conz, Jentizlity requirements of 42 USC § 1396r-8(b)(2)(D) concerning
drug pricing informarion.

1 certify that the infornation submitted is correce to the best of my knowledpe and that this product {s not pow in
violation of 2ither Federal or State Law, [ also agree to inform the Health & Human Services Commissioe, in
wriring, of any changss ir formulation, product Status, price or availability as herein describe, within fifteen (15)
days of such change.

Responsibie Person (Type or Print) Signature

Title Date

Address Ciy Siate Zip
Company Namg Telephone

TDCICAN BE FOUND AT: WWW HESC STATE T USHCFVDPPRODUCTENROLL HIML

An Equal Employment Opportunity Employer
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TEXAS DEPARTMENT OF HEALTH
.RULES RELATING TO(TDCH)
TENAS DRUG CODEINDEX PRODUCTS
CANBE FOUND IN 25 TAC, CHAPTER 35 SUBCHAPTER H

Information Necessary for Addivon of Drugs to the Texas Drug Code Index

(A} Any drug company that kas a valid cebate agreement under section 1927 of Soaal
Security Act may submit 2 completed questionnaire to the Texas Depanment of
Health for addition ef a drug not currently listed in the Texas Vendor Drug Indes

(TVDI). Drug companizs include any manufociure, own lahel Jisrributor or
relabeler,

(B) The drug company must complete the questionnaire fornt provided by the
spantment. All questions on the form most be answered and 2l statements must be
complete For a multi-source drug, the drug company may refergnce the acrual

manufacrurer's data, if the manufacturer’s drug is listed in the Texas Vendor Druy
Index.

(C) Sources other than drug companies may request the addition of a drug not currendy
listed in the TVDL 1 the request is not from a drug company, the department

requests the manufacturer to complete a questionnaire in subsection (B) of the
section

(D) The drug company and other sources, if applicable, are entitled (o receive
notification of status of the questionnaire  1f, the form is unacceptable or
incomplete. the departinent, will state the reasoa.

Review and Evaluation

(A} The department reviews each questionnaire to determine if there is anzed for the
drug to be added to the Texas Vendor Drug Endex and what restrictions, if any are
appropriate. {n determining need, the department considers the following:

(1) expansion of the prescriber’s armamientarium by a new érug or an additionat
multi-source drug.

{2) predominate use of the drug in our patieat setting.
(3) The cost of the drug to pharmacies compared to:

(3) wholesale estimated acquisition cost (WEAC) or direct estimated
acquisition cost (DEAC) listed in the Redbook | {Annual Pharmacist’s
Relerence), and other generically equivalent drug products.

(B) The deparment may retum o questionnaire for any of the following reasons:

(1) discovery of false, erroneous or incompleie information of documentation on
the questionnaire form:

(2) failure of the drug company to provide the departmeat w ith documentation of
the: . : -
{3) approved New Drug Application (NDA) or Abbreviated New Drug
Application (ANDA), if epplicable. X
(5) Food and Drug Administration (FDA) approval for marketing,
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(5} failure of the drug company to provide the department with the National Drug
Code¢ (NDC). as defined by and filed with FDA, for the drug product as shown
on the drug product container sold to the pharmacy

(4)  faflure of the drug company to provide the department with the curent DEAC
10 1~¢ pharmacy. cost to a wholesaler, or estimated wholesale costto a
phamacy. The allowable WEAC and'or DEAC are the cost ¢ a pharmacy, a3

deizrmined by review of published or non-published prices resulting from
roetine marketing practices.

(C) The deparment may deny coverage ol a product i it determings that the drug:
NOTE: NUTRITIONAL(FOOD & FOOD SUBSTITUTES) PRODUCTS
ARE NOT DRUGS.  Isincluded in one or more of the following classes:

(3)  Amphetamines when used for weight loss and obesity control drugs.

(b}  Appliances

(¢} Cosmetics

(&) DES!-ineffective products

(2) Diagnostic aids

(f) Durable medical Equipment (rental or purchase)

(2} Elastic stockings

(hy Experimentat drugs

(i} Feniliry drugs

(Y Fust Aid supplies

(k) Immunizing agents

(1) lrrigating sets

{m) IV sets

(n) Medical devices

(o) Maedical supplies

(p) Oxygen .
{q) Products unsuitable for use outside of physician offices or health care
facitities

(r) Shampoos, unless medicated for parasite control

(s} Skin lotions and creams (non-legend cosmetic types)
(t}  Soaps and soap substitutes

{ur  Supports and suspensories

(v) Convenience packaging of more expensive unit-dose
{w} Vitamin and anti-anemia combinations

Resubmittal of an unacceptable Questionnaice

(A} {2 questionnaire for an addition is determined to be unacceptable, the drug

company may request reconsideration of the dzcision. The depaniment, retains the
right to make the final decision.

(B) 1fa questionnaire and’or a request for reconsideration of a questivanaire for an
addition is determined o be unacceptable, the drug company may not resubmit the
questionnaice for six months. The department, may reconsider it's decision on the
questionnaire during the six month period.

i~
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Retention and Deletion of Drugs

(A) The department reviews the TVID] to evaluate the need for retaining or deleting
drugs according to the following criteria:

(1) If the drug company fails to remove from pharmacies any drug recalled by the
FDA or fails to meet other federal requirements, the department may request
the IHS allow deletion of the drug. If the drug company repeatedly fails to
mect FDA or other federal requirements, the department may request
permission to delete all drugs manufactured by the company.

(2)  If the drug company fails to provide the department the current drug costs
including the direct estimated acquisition cost (DEAC) to the pharmacy, the
cost to a wholesaler, and the estimated wholesale cost to a pharmacy, The
department may request that HHS allow deletion of the drug, If the
department retains a drug for which the cost was not reported, the department
establishes the cost. The allowable WEAC and DEAC are tle cost to a
pharmacy, as determined by review of published or non-published prices
resulting from routine marketing practices.

(3) The department deletes a legend drug if the same drug becomes available as
an over-the-counter drug.

(4)  Effective upon notification, the department deletes discontinued or
permanently recalled drugs. This provision applies to:

(a)  drugs permanenty recalled by the manufacturer
(b)  drugs permanently recalled by the FDA
(c)  drugs no longer manufactured
(5)  The department deletes drugs for which federal matching funds are no longer
available. Federal matching funds are not avaitable for:
(a)  drugs for which a rebate is not available under public law 101-503
(b)  drugs for which notice of opportunity for hearing has been published in
the Fedoral Register,

(B) If a drug is deleted, the drug company is entitled to be notified and given the
opportunity to request reconsideration of the decision unless the deletion is based
on criteria in subsection (A)(3)-(5) of this section. The department, retains the right

to make the final decision.
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TEXAS DEVAATVENT OF HEALTR

Texas Department of Health

William R. Archer [, M.D. htipSiwww.adivstate.teus

Pam ). Pagersan. MDD MP Y
Commissiones of Health

Exsautive Dezen-Commissioner

1100 West 49th Stereet
Austin, Texas 78736.3199
RIrRE B fh]

Dear:

This will advisg you that your apfﬁc_aﬁon(s) for inclusion of the drug(s) on the list of drug products for which the
Texas Vendor Drug Program will reimbursé pharmacies on Medicaid prescriptions has been approved. All claims
should be submitted under product NDC number. The effective date for this approval is

Thank you for your submission of these products. Your cooperation in keeping me informed of any changes
to youf

roduct line, including changes in cost to wholesalers and retail/chain pharmacies, Is herchy
requested and required.

Sincerely,

Martha McNeill, R.Ph.

Director of Product Management
urean of Vendor Drug

MMijto

. An Equal Fanplay ment Opportunity Cmplover
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FENAT DEFARTMENT OF NEALTH

Texas Department of Health

Wiltiam R. Archer [, MO hitp:lavww. tidiistate.teus i son. MIDLALP.Y
Commissioner of Heakth
1100 West 491h Steet
Austin, Texas 78756-3199
ST 5L

v Comemissiony

Dear

This will advise you that your application(s) for drug(s) {‘c-)r_ inclusion of drugs on the fist of drug product
for which the Tekas Vendor Drug Program will reimburse pharmacies on Medicaid prescriptions has been denied

is a non-covered item. Therefore, your application is being retumed,

%_k' )éou have any questions, please feel free to call me at (512)338-6965, between the hours of 8-3, Monday thr
riday. )

Sincerely,

Martha McNeill, R.Ph,

Director of Product Management
Bureau of Veador Drug

MMijto

Enclosures

A Equal Empluyment Opportunity Employer
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TEAS DI A ATHENT OF HEALTY

Texas Department of Health

Witliam R. Archer 1, M.D.

htip:thvetdh state.te.us
Commissioner of Health Exevutine
1100 West 49th Street
Austin, Texas 78736-319%
S1X 488741
Cear :

We have already arproved
have any questions, lease

in
feel free.tc call me at (53i2) 338-6965
the hours of 8-5,

Monday thru Friday.

Sincerely,

Martha McNeill, R.Ph,

Director of Product Management
Bureau of Vendor Drug

MM:ito

Enclosures

An Equal Employmient Opporiunity Employer

Patti J Pacenan MDLMPH
ruty Comem

S

if you
batween
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TERA DEFATTMENT F HEALTH

Texas Department of Health

William R. Archer I{f, M.D. hitp:pvww,idh.state teus

Commissioner of Health

Exccutn ¢ Deputy Coramissione:
1100 West 49th Street

Awvstin, Texas 7§736-3199
ST 4TI

Dear:

The attached application(s) are being rerumed. According to our latest communication with vour company these
groducts were not a%pm\‘cd for macketing by the U.S. Food and Drug Administration. The Texas Vendor Drug
rogram can't add t

) ese to the Texas Vendor Drug Formulary for Medicaid Reimbursement unul there is FDA
approval.

Please resubmit these applications when the products have been signed up with the HCFA Rebate Agreement anc
the lmarkelmg is approved by the FDA. 1 would advise, to attach a copy of the HCFA approval letter with you:
apphications.

Sincerely,

Martha McNeill, R .Ph.

Director of Product Management
Bureau of Vendor Drug

MM: jto

Enclosures

4n Fount Emnlovment Ooportunity Employer



TS BEPARTMENT O HEALTH

Texas Department of Health

Witliam R. Archer 1L M.D.

hitp:Avwiv.tidh.state teus Pari). Panerson MO, MPH
Commissioner of Health Executhve Depury Commissioner
1100 West 49th Street
Austin. Tevas 78736-3199
HEZDB R
Dear:

We received your gorrespondence concerning the addition of new products to the Texas Vendor Drug Program.
However, as explained in the cover letier attached to the enclosed application, it is a requirement that \e receive
complete information on gach drug and strength before inclusion in the Texas Drug Code Index (TDIC).

Enclosed is an application(s) and also a copy of the regulations pertaining to addition of drugs to theTexas Drug
Code Index. Please complete, sign and retutn the application(s) to:

Martha McNeill. R Ph.

Bureau of Vendor Drug

The D:‘:Fanmem of Health

1100 West 49th Street

Austin, TX 78736-3174

Sincerely,

Martha McNeill, R.Ph.

Director of Product Management
Bureau of Vendor Drug
(512)338-6965

MM: jto

Enclosures

An Equal Employment Opportunity Employer
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TRRAS DEPAIRMENT OF KEALIN

Texas Department of Health

Withiam R, Archer 11, M.D. hupithewwadhostatercus

Pauid. Panerson, MO M P
Commissioner of Health

Executive Deputy Commissioner
1100 West 49th Street
Austin, Texas 78736-3199
Ny assIng

Dear :

[ am returning your request for your drug products, because it needs to have Direct Prices andfor prices to’
Wholesalers, '

Once you receive our application back. ?kasc send it back with the requested information so we can process it It
vou have any questions feel free to cali me at (512) 338-6963, between the hours of 8-5, Monday thru Friday.

Sincerely,

Martha McNeill, R.Ph.

Director of Product Management
Bureau of Vendor Drug

MMt jto

Enclosures

An Equal Emplayment Opportunity Employer



TERAL OEZARTMINY Of MEALIN

Texas Department of Health

Witliam R. Archet 1, MLD.

hitp:treww.idh.state. te.us Pagtid. Panenson MO MPH,
Commissioner of Health Excendve Depaty Commissioner
1100 West 45th Street
Austin, Texas 78756.3199
EIEITIR AT
Dear:

The attached appllcatxon(s) are being retumed. According to our latest communication wi uh our company you have
ndt signed up i’ ur Jabeler " with HCFA. The Texas Vendor Drug Program can't a roducxs 10 the Texas
Venddr Drug Formulary {61 Medicaid Reimbursement until the labeler \s sigiied up with H FA for rebates |
Please resubmit these aEp

lications when the company has been signed up with a HCFA Rebate Agreement. 1 would
send a copy of the HCFA approval letter with your application(s).

Sincerely,

Martha Mceill, R.Ph.
Director of Product Manaoemcnt
Bureau of Vendor Drug

MM: jto

Enclosures

An Equal Employment Opportunity Empls
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TECAS DIPARTMENT D2 KEALTR

Texas Department of Health

William R, Archer HL ALD,

huphvwieafh.stote e us Patti J Panervon, MDLMPH
Commissioner of Health Exceutive Deputy Commissianer
1100 West 49th Street
Austin, Tevas 78736-3199
FERE R
Dear:

The Bureau of Vendor Drug does routine maintenance reviews of The Texas Vendor Drug Index. While
monitoring usage of pharmaceutical products listed in the formulary during this process we found that the
size of your product , has had no usage. The size is showing relmbursements.

Letus know if your company has reason to request continued product coverage of

. If we have not heard
from you by , we will delete this product size from our payment files.

1f you have any questions, please feel free to call me at (312)338-69635, between the hours of 8-3. Monday thru
Friday.

Sincerely,

Martha McNeill, R.Ph.
Director of Product Management
Bureau of Vendor Drug

Mo

An Eyuul Emplogment Opportunity Employer
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Mr. DINGELL. We also look forward to learning more about this
program and hearing from our witnesses from Texas.

But these measures alone are not going to solve the health care
problems of our poorest citizens. Nor will taking away health insur-
ance from the poor to reduce the Medicaid rolls.

Medicaid is now an essential part of the Nation’s health care sys-
tem. In 2003, there were 40.4 million persons covered by Medicaid
for their health needs, or 13.6 percent of our population. If this pro-
gram did not exist, almost one-third of this Nation’s total popu-
lation would be totally uninsured. We need to be stepping up our
assistance, and billions of dollars in tax cuts should not come at the
expense of the health of our most vulnerable citizens.

We also need to look at what the Medicare Modernization Act
will do to the States and the elderly poor. Mr. Rinehart will tell
us that Michigan may pay more under MMA for drugs than it ever
did before.

On Sunday, the New York Times ran a disturbing article about
the unworkability of the new Medicare drug plan for the 1.5 million
Americans who live in nursing homes, many of them in different
stages of dementia are receiving drugs through feeding tubes, peo-
ple obviously unable to come to a judgment about what plan it is
that will serve their interests best.

These people are not on the Internet studying the various drug
cards, nor are they able to. It appears that CMS has no strategy
for serving these people, and I look forward to inquiring of CMS
about these matters at a suitable time. We must address this crit-
ical issue then in the next Congress at the earliest time.

Mr. Chairman, I commend you and I thank you for continuing
to focus on the Medicaid drug pricing issues; and I look forward to
the testimony from all of our witnesses.

Chairman BARTON. We thank the distinguished gentleman from
Michigan.

We would ask our distinguished subcommittee chairman of the
Health Subcommittee, Mr. Bilirakis of Florida, for an opening
statement.

Mr. BILIRAKIS. Thank you, Mr. Chairman. Good morning to all.

Today’s hearing, obviously by now, focuses on an issue of great
importance, Medicaid prescription drug reimbursement. Prescrip-
tion drug payments are one of the fastest growing health care
costs. In 2001 alone, Medicaid spent approximately %20 billion on
drugs; and from 1997 through 2001, Federal Government Medicaid
expenditures, Federal Medicaid expenditures, I emphasize, grew at
more than twice the rate of total Medicaid spending.

The Medicaid program is the largest payor for prescription drugs
nationally, representing about 14 percent of the market. The Fed-
eral Government contribution ranges from, as we know, from 50 to
83 percent in matching payments, depending on the State’s per
capita income.

Examining the amount of money the Federal Government pays
for drugs is not an issue—is not a new issue for the Energy and
Commerce Committee. In both the Medicare and Medicaid pro-
grams there have been concerns that the Federal Government is
paying too much for drugs. Congress addressed some of those con-
cerns, hopefully, in the Medicare Modernization Act that was
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signed into law last year. But there is still more work to be done
to ensure that prescription drugs are reimbursed at an accurate
rate.

Medicaid reimbursement for prescription drugs is complicated, as
is already obvious to all of us, and as we will see here today varies
greatly from State to State. The Federal Government sets the max-
imum drug reimbursement limit.

But within those Federal parameters each State establishes its
own estimated acquisition cost formula. This calculation is based
on data from published drug prices, average wholesale price info,
and wholesale prices. However, States do not necessary have access
to the actual price paid for drugs, as has already been stated.

According to a recent Department of HHS Inspector General re-
port, the difference between the highest and lowest State Medicaid
drug payments ranged between 12 to 4,073 percent. At a glance,
this definitely seems odd, doesn’t it? However, there are many com-
plicated factors as to why State reimbursement policies vary, the
most visible being the acquisition price formula, but there are other
factors as well.

This subject is, as I think, again, obvious to all of us, will be a
top priority for this committee in the 109th Congress. We all look
forward to hearing what our witnesses have to say. I believe and
hope that the information they share with us will help us move for-
ward in the next Congress.

Thank you, Mr. Chairman. I yield back.

Chairman BARTON. Mr. Waxman,the distinguished gentleman
from California is recognized for an opening statement.

Mr. WaxXMAN. Thank you very much. I am pleased that the sub-
committee is holding this hearing today on issues involving Med-
icaid prescription drug reimbursement.

Medicaid, as you know, is a critical program for over 52 million
low-income families and children and aged, blind and disabled peo-
ple who rely on it for their health care services. It is a program
that is costly, and it is a program that strains the budgets of the
States who are struggling to meet the needs of their citizens. It is
a program that needs better tools to control costs and spend dollars
efficiently, and it is a program that, frankly, needs increased fiscal
support from the Federal Government.

While members of this subcommittee might disagree on the best
ways to improve and strengthen Medicaid, what surely all of us
can agree on is that our scarce dollars be spent effectively. We
should not be wasting dollars by overpaying for prescription drugs.

First, of course, in this program as in Medicare, we should be
taking all of the steps we can to lower the price for prescription
drugs. We should be using the bargaining power of negotiation in
order to get better prices. Medicare represents millions of people,
Medicaid represents millions of people, as does private insurance.
We ought to be using that collective buying clout to get better
prices for the prescription drugs in both programs.

Interestingly enough, Medicaid in some ways has been a leader
in this effort. In fact, it was in 1990 when we established that Med-
icaid would be given the more favorable of the best price for brand
name drugs or a minimum rebate of dollars off the average manu-
facturer’s price, or AMP.
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Years before Medicare took similar action, we broke away from
the concept of accepting the average wholesale price, or AWP, as
the price the program should pay. It was an early recognition that
the AWP was an essentially bogus price that bore little relationship
to the actual acquisition police of drugs.

Further, we attempted to ensure competition if there were three
or more generics on the market by limiting the price the program
would pay. But we made a critical mistake when these policies
were developed. Even then, the drug industry was powerful, and
they succeeded in securing a provision in the basic legislation that
kept the best price and the AMP information a secret.

Can you imagine that? The Federal Government knew this infor-
mation, but we kept it a secret from the States. This has proved
to be a costly error. Without this crucial piece of information,
States who are, after all, responsible for establishing the reim-
bursement rates for prescription drugs could not set their reim-
bursement rates appropriately.

As a result, they continued to rely on the average wholesale price
minus some arbitrary amount simply because they did not have the
information they needed to set a more appropriate reimbursement
rate. Well, we at the Federal level bear responsibility for this, but
we can remedy it. We need to make the information on the AMP
and the best price available to the States.

I would hope this administration would ask for the authority to
do this and that Members of the majority party would support it,
even though the pharmaceutical companies might well oppose it. It
might mean taking on these drug companies who seem opposed to
transparency, but it makes a lot more sense to save money this
way than to slash the Federal commitment to the people who de-
pend on Medicaid.

As we will learn today, some States have been very aggressive
in attempting to get this information and require drug companies
to provide it. Too often, they have found that the Federal Govern-
ment has undercut their ability to do this.

There is a further irony in the fact that the so-called claw-back
provision of the recently passed Medicare prescription drug bill is
designed so that the States that have spent the last few years in
aggressive efforts to control increases in prescription drug expendi-
tures will be disadvantaged for their efforts. They will have their
fiscal obligation to the Federal Government grow at a higher rate
than would have been the case if their prescription drug price con-
trol efforts had continued. This is also wrong, and we should fix it.

I hope this hearing today will shed some light on these issues
and help show us a way to save money in Medicaid that will, in
the end, benefit not hurt the millions of Americans this program
is designed to serve.

Thank you, Mr. Chairman.

Chairman BARTON. Thank you, Mr. Waxman.

Not seeing any other members who have not yet made a state-
ment, the Chair would ask unanimous consent that all members of
the subcommittee not present have the requisite number of days to
put their written statement in the record.

Hearing no objection, so ordered.
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We now want to welcome our first panel. We have Mr. Mark
Jones, who is President of Ven-A-Care in Florida, and we have Dr.
John Lockwood, who is Vice President of that same company also
in Florida.

Gentlemen, we welcome you. Your statements are in the record
in their entirety. We will recognize you, Mr. Jones, and then Dr.
Lockwood for 7 minutes to elaborate on your statement. Welcome
to the subcommittee.

TESTIMONY OF T. MARK JONES, PRESIDENT, VEN-A-CARE OF
THE FLORIDA KEYS, INC.; AND JOHN LOCKWOOD, VICE
PRESIDENT, VEN-A-CARE OF THE FLORIDA KEYS, INC.

Mr. JoNES. Mr. Chairman, members of the committee, good
morning. My name is Mark Jones. I am President

Chairman BARTON. Excuse me. This is an oversight hearing. 1
am not used to doing hearings where I have to swear people in.

It is the tradition of this subcommittee, since it is an oversight
and investigation subcommittee, to take all testimony under oath.
Do either of you gentlemen oppose testifying under oath?

Mr. JONES. No.

Chairman BARTON. You also have the right, under the Constitu-
tion, to be represented by counsel during your testimony. Do either
of you have counsel here that you wish to advise you during your
testimony?

Mr. JONES. No.

Chairman BARTON. Would you then each of you stand and raise
your right hand.

[Witnesses sworn.]

Chairman BARTON. Now we can start with you, Mr. Jones, for 7
minutes.

Mr. JONES. My name is Mark Jones. I am the President of Ven-
A-Care of the Florida Keys. I wish to thank you for the opportunity
to appear before you today to discuss a matter of vital importance
to the government health care benefit programs such as Medicaid.

Before I go on, this is Dr. John Lockwood, he is the Vice Presi-
dent of Ven-A-Care as well.

Today’s hearing focuses on excessive reimbursement for pharma-
ceutical products by the States’ Medicaid programs. Deceptive price
reports by some drug manufacturers are causing hundreds of mil-
lions in damages to our country’s joint State and Federal health
care programs for the poor. The inflated reimbursements resulting
from deceptive reports of prices have a corruptive effect on our
health care system.

Ven-a-Care has learned this firsthand when it suffered economic
retaliation for its refusal to enter into a business arrangement
where inflated reimbursements were used to enrich the physicians
in order to induce them to increase orders of expensive drugs.

Many Federal and State health care programs establish or ulti-
mately determine reimbursement rates for pharmaceuticals, either
prospectively or retrospectively, using price and sales data directly
or indirectly furnished by pharmaceutical manufacturers.

The government sets reimbursement with the expectation that
the data provided are complete and accurate. The knowing submis-
sion of false, fraudulent or misleading information is actionable.




76

The difference between the amount a provider is reimbursed for
a drug and the provider’s cost is known as the spread. In the con-
text that we are addressing today, it means the difference between
the cost of the drug to the pharmacy or other provider and the
amount Medicaid reimburses for the cost of the drug. The greater
the spread the greater the profit.

When a manufacturer reports a price that exceeds the price at
which its drug is selling for in the marketplace, the States’ Med-
icaid programs determine a reimbursement amount that are higher
than the government intends. The participating manufactures then
engage in conduct known as marketing the spread, by means such
as the following:

Some manufacturers take action to increase reimbursement by
further inflating their reported prices in order to persuade cus-
tomers to buy their drugs. Some manufacturers train their sales
personnel to pitch the higher reimbursement spreads on their
drugs as compared to their competitors’ drugs.

Reimbursement spreads on manufacturers’ drugs are routinely
marketed through software programs and data provided by whole-
salers and group purchasing organizations that show the pharmacy
the comparative spreads on different manufacturers’ drugs so that
pharmacy can choose the drug with the greatest spread.

Notwithstanding the explicit warnings from the OIG, the drug
manufacturer executives who report inflated drug prices and direct
their subordinates to market the spread often contend that their
deceptive conduct should be blamed on the government reimburse-
ment programs themselves. They argue that their reported prices
are no more than list prices and need not be good faith representa-
tion of what their drugs actually sell for in the marketplace. Execu-
tives and other representatives from these companies have actually
contended that it is the industry standard for them to make up any
price they choose and report it for use by government reimburse-
ment programs, even if the reported prices are more than 10 time
the true prices they know are generally and currently available in
the marketplace.

Such assertions have been rejected by the courts. For example,
in a recent case involving the drug Lupron, United States District
Court Judge Stearns spoke directly to such preposterous assertions
by the drug company defendants.

Judge Stearns wrote, “Defendants repeatedly assert that they
had no duty to disclose what was publicly known to everyone, that
is, that the Lupron AWP was a sticker price and never intended
to reflect the drug’s true average wholesale price. In support of this
argument, defendants cite a number of government reports ac-
knowledging that published AWPs for prescription drugs often ex-
ceed their acquisition cost. The argument is ultimately
unpersuasive. There is a difference between a sticker price and a
sucker price.”

Judge Stearns then addressed an argument often made by drug
manufacturers who are caught reporting inflated prices. They
argue that the U.S. Congress actually condones and even encour-
ages such deception. Judge Stearns wrote again, “The suggestion
that Congress would deliberately condone a bribery scheme using
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public funds to enrich drug manufacturers and physicians is, to say
the least, unusual.”

It is my hope that my testimony as well as the information gath-
ered through this committee’s investigation will eliminate certain
factors and concerns which I believe are critical to understanding
the Medicaid reimbursement problem. They are: Drug manufactur-
ers choose to have their drugs covered by Medicaid; they are not
required to do so.

Drug manufacturers know that State Medicaid programs rely on
the prices that the manufacturer reports directly or through their
price reporting compendia. As with any system of government re-
imbursement, pharmaceutical reimbursement is based upon trust,
in this case trust that the drug companies will report their prices
in good faith.

The root of the problem of excessive Medicaid reimbursement for
pharmaceuticals lies with those drug manufacturers who choose to
deceive rather than tell the truth about their prices.

The excuse that a company will lose market share if it reports
prices truthfully should not be accepted from pharmaceutical man-
ufacturers. Other industries such as banking, communications,
electrical power and defense manufacturers have been faced with
similar integrity issues.

Any legislation directed at improving the Medicaid reimburse-
ment system should not inadvertently create a potential defense
through which manufactures may argue that Congress has some-
how absolved them from their past defalcations.

Judge Stearns’ decision quoted above illustrates that the manu-
facturers who have participated in this scheme seek to misconstrue
lslhe intent of Congress as somehow approving their deceptive con-

uct.

In closing, I would ask that this committee consider the insidious
damage which such deceptive practices have on our free market
system. The contention by drug manufacturers that deception is
somehow justified when it becomes widespread in their industry re-
veals a serious and fundamental integrity flaw that, if left
unalc}dressed, threatens the taxpayer, the patient and the industry
itself.

Mr. Chairman and members, thank you for the chance to appear
before your committee. Dr. Lockwood and I are happy to answer
questions.

[The prepared statement of T. Mark Jones follows:]

PREPARED STATEMENT OF T. MARK JONES, PRESIDENT, VEN-A-CARE OF THE FLORIDA
KEYS

Mr. Chairman and Members of the Committee, good morning. I am T. Mark
Jones, President of Ven-A-Care of the Florida Keys. I wish to thank you for the op-
portunity to appear before you today to discuss a matter of vital importance to gov-
ernment health care benefit programs such as Medicaid: The diversion of hundreds
of millions of taxpayer dollars because some pharmaceutical manufacturers report
falsely inflated prices, knowing that government programs use those reports in set-
ting reimbursement amounts. Ven-A-Care’s past president, Zachary Bentley, ap-
peared before this Committee on September 21, 2001 and testified about the impact
of the same deceptive practices on the Medicare Program. Due in large part to the
hard work of this Committee, protections against such drug manufacturer mis-
conduct were included in the Medicare Modernization Act. I would draw the Com-
mittee’s attention to the extensive evidence presented during the September 2001
hearing that exposes how drug manufacturers’ deceptive reports of prices has dam-



78

aged the Medicare Program and its elderly and disabled beneficiaries. Today’s hear-
ing focuses on excessive reimbursement for pharmaceutical products by the States’
Medicaid Programs, where the same kinds of deceptive price reports, by some drug
manufacturers, are causing wide scale financial harm to our country’s joint state
and federal healthcare program for our poor.

As the information from this Committee’s prior investigations revealed, Medicare
reimburses pharmacies directly for a limited number of drugs, such as the inhalant
drug Ipratopium Bromide when administered with a nebulizer. However, a very
large portion of Medicare Part B drug expenditures directly reimburse physicians
who administer the drug and may receive a direct financial benefit from their deci-
sion to use a particular drug. State Medicaid Programs, on the other hand, reim-
burse all providers for a much larger number of drugs than does Medicare Part B,
and the vast majority of Medicaid drug expenditures are paid to pharmacies that
dispense the drug to the Medicaid beneficiary. Accordingly, the manufacturers’ mar-
keting of the financial inducements, made possible by their false price reports, is
usually directed at pharmacies when Medicaid reimbursement is at issue. As the
cost of the War On Terror climbs and our national deficit grows, Congress faces in-
creasing pressure to reduce federal contributions to State Medicaid Programs. Con-
gressional and Executive Branch scrutiny of deceptive price reporting practices by
drug manufacturers will do much to insure that the scarce dollars remaining are
no longer diverted from their intended purpose of caring for our poor. Federal and
State Medicaid funds must not be used as financial incentives that support indi-
vidual drug companies’ marketing efforts.

A brief discussion of Ven-A-Care’s history will help put my remarks in the proper
context. Ven-A-Care is a very small specialty pharmacy that was created in the late
1980s to provide infusion, inhalation and injectible pharmaceuticals to seriously ill
patients, outside of the hospital setting, in the Florida Keys. We immediately experi-
enced a high demand for our services due to the large numbers of patients suffering
from HIV related illnesses in Key West. Our early success attracted the attention
of National Medical Care, then the health care subsidiary of WR Grace Corporation,
that organized the referring physicians in the community into a single venture and
attempted to recruit Ven-A-Care’s principals with promises of making us multi-mil-
lionaires within a few short years. Our examination of the NMC business plan re-
vealed what appeared to be an unlawful arrangement where excessive reimburse-
ment for pharmaceuticals would be used to generate exorbitant profits. Our con-
cerns about the propriety of the venture were elevated by then recent experiences.
In one instance, we received from Medicare a payment for a cancer therapy in an
amount many times our cost as a very small pharmacy. Assuming that a mistake
had been made, we voluntarily returned the money to Medicare. In another in-
stance, we became concerned that the Florida Medicaid Program was paying exces-
sive amounts for certain infusion therapies and we informed the program super-
visors. The organizers of the NMC venture made it very clear to us that “success”
would result from using funds generated by inflated pharmaceutical reimburse-
ments to financially induce the participating physicians to increase their prescrip-
tions, of expensive pharmaceutical therapies, many fold beyond that which had pre-
viously resulted from their best medical judgment. We did not believe that we could
properly participate and we declined. As a result, the participating physicians re-
directed their referrals to the new venture in which they had an economic interest
and Ven-A-Care soon lost virtually its entire market. After reporting our concerns
to the appropriate federal authorities and assisting them in their investigations of
NMC’s business practices, Ven-A-Care brought its first action under the Federal
False Claims Act which ultimately led to the United States recovering nearly
$500,000,000 and WR Grace divesting itself of its healthcare businesses.

Our experience with the NMC venture was soon followed by other opportunities
to share in other business arrangements where excessive government reimburse-
ment for pharmaceuticals was used to fund kick-back arrangements and increase
utilization of expensive drug therapies. Again we reported these situations to the
government, gathered evidence through our own investigations and took other ac-
tions to assist the United States Department of Justice, the HHS OIG and later the
States’ Attorneys General in their efforts to identify and address the causes of the
inflated reimbursement that was fueling the kinds of kick-back arrangements to
which Ven-A-Care had been exposed.

As an industry insider, Ven-A-Care has had access to information that the federal
and state governments needed to understand the root cause of the inflated Medicaid
drug reimbursements. The following summarizes what we discovered:

a.) The United States government’s policy has been that Medicaid reimbursement
for drugs should be based upon the cost of the drug to the pharmacy, or other
health care provider, who purchases the drug in the free marketplace and must
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not be based upon government price controls or government negotiating power.
This is significantly different from the situation where the government agency
buys the drug directly, such as for the public health service, and gets the ben-
efit of the much lower Federal Supply Schedule Prices.

b.) Medicaid programs pay pharmacies a dispensing fee over and above the amount
reimbursed for the cost of the drug itself. The drug manufacturers’ deceptive
price reports cause the Medicaid Programs to pay excessive reimbursement for
the drugs’ cost to the pharmacy or other provider. All state Medicaid Programs
as required to limit their reimbursement for the cost of the drug itself to an
amount no greater then that based upon the program’s estimate of the acquisi-
tion cost (EAC) which in turn is to be based upon prices “generally and cur-
rently available” in the marketplace.

c.) Therefore, “reimbursement” in the context of the Medicaid pharmacy benefit, is
the amount that a state Medicaid Program pays the pharmacy, or other pro-
vider, for the cost of the drug that it dispenses or otherwise provides to a Med-
icaid beneficiary.

d.) State Medicaid programs look to prices reported directly to them by the manufac-
turer, as in the case of the Texas Program, or indirectly through prices the
manufacturer causes to be reported by the three recognized drug price com-
pendia; Red Book, First Data Bank and Medi-Span.

e.) The manufacturers report prices, and cause prices to be reported by the com-
pendia, in three basic formats: Average Wholesale Price (AWP)—a representa-
tion of the price of the drug from the wholesaler to the pharmacy or other pro-
vider. Wholesaler Acquisition Cost (Cost)—a representation of the cost of the
drug to the wholesaler from the manufacturer. Direct Price (DP)—a representa-
tion of the price the manufacturer charges the pharmacy when it buys the drug
directly from the manufacturer.

f.) The term “spread” denotes the difference between one price or cost and another.
In the context that we are addressing today, it means the difference between
the cost of the drug to the pharmacy or other provider and the amount Medicaid
reimburses for the cost of the drug. The greater the spread, the greater the prof-
it.

g.) When the manufacturer of a drug reports, or causes the reporting of, an AWP,
WAC or DP that is materially and deceptively greater than the actual prices
in the marketplace, it causes the Medicaid Programs to calculate an estimated
acquisition cost that is higher than the cost at which the drug is generally and
currently available in the marketplace and thus reimburse at an inflated
amount that causes the spread on the drug to be inflated.

h.) The manufacturers who have chosen to provide deceptive price reports have ac-
tively, albeit surreptitiously, taken steps to counteract government efforts to
better estimate drug acquisition costs of prudent purchasers in the marketplace.

—Medicaid reimbursement at a discount off of AWP (eg AWP-15%) is counter-
acted by companies who report AWPs resulting in spreads of hundreds and even
thousands of a percent.

—Medicaid reimbursement based upon WAC plus a percent, such as that paid by
Florida and Massachusetts, is counteracted by companies that report, or cause the
reporting of, false inflated WACs.

—Medicaid reimbursement based upon DP, such as that paid for some drugs by
California, is counteracted by companies that report, or cause the reporting of, false
inflated DPs.

—Efforts by states that require direct reporting of prices, such as Texas are coun-
teracted by companies that report false prices directly to the state program.

—Efforts by CMS to set caps based on the Federal Upper Limit (FUL), are simi-
larly counteracted because FULs are based upon 150% of the lowest publicly avail-
ablefplrice for a generic and FULs are inflated when the underlying reported prices
are false.

i.) The participating manufacturers then engage in conduct known as “marketing
the spread” by means such as the following.

—Some manufacturers will have direct discussions with large customers after
which they will take action to increase reimbursement by further inflating their re-
ported prices in order to persuade the large customers to buy their drugs.

—Some manufacturers will train their sales personnel to pitch the higher reim-
bursement spreads on their drugs, as compared to their competitors’, directly to the
pharmacies.

—The reimbursement spread on manufacturers’ drugs is routinely marketed
through software programs and data provided by wholesalers and group purchasing
organizations that show the pharmacy the comparative spreads on different manu-
facturers’ drugs so that the pharmacy can choose the drug with the greatest spread.
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Over the last several years, Ven-A-Care has been vigilant in reporting industry
insider information to the United States Department of Justice, the HHS OIG and
the States’ Attorneys General that has enabled them to identify and begin to ad-
dress pharmaceutical pricing fraud by drug manufacturers. I am only at liberty to
discuss a small portion of those efforts in this open proceeding; however, they are
instructive:

1.) The United States ex rel. Ven-A-Care v. Bayer: Settled in 2001, the “Bayer 1” case
resulted in the recovery of $14,000,000 by the Medicaid program and set the
stage for similar actions throughout the United States, as well as more focused
Congressional interest such as this Committee’s September 21, 2001 hearing.
The concept of reimbursement based upon Average Selling Price (“ASP”) was
included in the Bayer settlement agreement and later incorporated into the
Medicare Modernization Act.

2.) Texas ex rel Ven-Care v. DEY Laboratories and Schering-Plough | Warrick: Ven-
A-Care brought the first case under the Texas False Claims Act against drug
manufacturers for reporting falsely inflated pricing information in order to
cause the Texas Medicaid Program to pay inflated reimbursement which was
in turn used as a marketing tool to induce pharmacies and other health care
providers to select the manufacturers’ drug over their competitors. Then Texas
Attorney General, now United States Senator, John Cornyn, joined with Ven-
A-Care and became the first State Attorney General to pursue action against
pharmaceutical manufacturers for such deceptive price reports that cause Med-
icaid to overpay for drugs. To date, DEY Laboratories has paid $18,500,000 and
Schering Plough has paid $27,000,000 to compensate the Texas Medicaid Pro-
gram.

3.) Texas ex rel. Ven-Care v. Roxane and Bohringer Ingelheim: In this case the Texas
Attorney General has joined with Ven-A-Care to pursue recoveries of excessive
Medicaid reimbursements allegedly caused by deceptive pharmaceutical manu-
facturer price reports. This case is currently in active litigation.

4.) Texas ex rel. Ven-Care v. Abbott Laboratories, Baxter, B. Braun McGaw: In this
case the Texas Attorney General has joined with Ven-A-Care to pursue recov-
eries of excessive Medicaid reimbursements allegedly caused by deceptive phar-
maceutical manufacturer price reports. This case is currently in active litiga-
tion.

5.) California ex rel. Ven-A-Care v. Abbott Laboratories: In this case the California
Attorney General has joined with Ven-A-Care to pursue recoveries of excessive
Medicaid reimbursements allegedly caused by deceptive pharmaceutical manu-
facturer price reports. This case is currently in active litigation.

6.) Florida ex rel. Ven-A-Care v. DEY, Schering-Plough and Roxane Laboratories: In
this case the Florida Attorney General has joined with Ven-A-Care to pursue
recoveries of excessive Medicaid reimbursements allegedly caused by deceptive
pharmaceutical manufacturer price reports. This case is currently in active liti-
gation.

In addition to the above, the following states have brought similar actions against
drug manufacturers for deceptively reporting drug prices resulting in their Medicaid
Programs paying excessive reimbursement: New York, Massachusetts, Connecticut,
Minnesota, Kentucky, Wisconsin, Arkansas, Ohio, Montana, and Nevada.

Since the settlement of the Bayer 1 case in 2001, approximately $2,400,000,000
has been recovered from drug manufacturers in cases, brought under the federal
and various states’ False Claims Acts, seeking recovery of excessive reimbursements
paid by the Medicare and Medicaid Programs or recoveries of amounts underpaid
to the Medicaid Rebate Program. (See, “The Role of the False Claims Act in Reduc-
ing Medicare and Medicaid Fraud by Drug Manufacturers: An Update”, prepared for
Taxpayers Against Fraud Education Fund by Andy Schneider, Principal Medicaid
Policy, LLC, November 2004.) Perhaps more importantly, the industry insider infor-
mation provided by Ven-A-Care has assisted the HHS OIG to better understand
how drug manufacturers’ deceptive price reports cause immense damage to the
Medicare and Medicaid Programs. The HHS OIG addressed this in the OIG Compli-
ance Program Guidelines for Pharmaceutical Manufacturers, 68 Federal Register
No. 89, pages 23731-23743 (May 5, 2003). The OIG has made it clear that it con-
siders such conduct to be fraudulent and to violate the False Claims Act and the
anti-kickback laws. I have attached a full copy of the OIG’s Guidelines. However,
the following excerpts are directly relevant to today’s proceedings:

“Integrity of Data Used To Establish or Determine Government Reimburse-
ment. Many federal and state health care programs establish or ultimately de-
termine reimbursement rates for pharmaceuticals, either prospectively or retro-
spectively, using price and sales data directly or indirectly furnished by phar-
maceutical manufacturers. The government sets reimbursement with the expec-
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tation that the data provided are complete and accurate. The knowing submis-
sion of false, fraudulent, or misleading information is actionable. A pharma-
ceutical manufacturer may be liable under the False Claims Act if government
reimbursement (including, but not limited to, reimbursement by Medicare and
Medicaid) for the manufacturer’s product depends, in whole or in part, on infor-
mation generated or reported by the manufacturer, directly or indirectly, and
the manufacturer has knowingly (as defined in the False Claims Act) failed to
generate or report such information completely and accurately. Manufacturers
may also be liable for civil money penalties under various laws, rules and regu-
lations. Moreover, in some circumstances, inaccurate or incomplete reporting
may be probative of liability under the federal anti-kickback statute.”

Average Wholesale Price. The “spread” is the difference between the amount
a customer pays for a product and the amount the customer receives upon re-
sale of the product to the patient or other payer. In many situations under the
federal programs, pharmaceutical manufacturers control not only the amount at
which they sell a product to their customers, but also the amount those cus-
tomers who purchase the product for their own accounts and thereafter bill the
federal health care programs will be reimbursed. To the extent that a manufac-
turer controls the “spread,” it controls its customer’s profit.”

“Average Wholesale Price (AWP) is the benchmark often used to set reim-
bursement for prescription drugs under the Medicare Part B program. For cov-
ered drugs and biologicals, Medicare Part B generally reimburses at “95 percent
of average wholesale price.” 42 U.S.C. 1395u (o). Similarly many state Medicaid
programs and other payers base reimbursement for drugs and biologicals on
AWP. Generally, AWP or pricing information used by commercial price report-
ing services to determine AWP is reported by pharmaceutical manufacturers.”

“If a pharmaceutical manufacturer purposefully manipulates the AWP to in-
crease its customers’ profits by increasing the amount the federal health care
programs reimburse its customers, the anti-kickback statute is implicated. Un-
like bona fide discounts, which transfer remuneration from a seller to a buyer,
manipulation of the AWP transfers remuneration to a seller’s immediate cus-
tomer from a subsequent purchaser (the federal or state government). Under
the anti-kickback statute, offering remuneration to a purchaser or referral
source is improper if one purpose is to induce the purchase or referral of pro-
gram business. In other words, it is illegal for a manufacturer knowingly to es-
tablish or inappropriately maintain a particular AWP if one purpose is to ma-
nipulate the “spread” to induce customers to purchase its product.”

“In the light of this risk, we recommend that manufacturers review their
AWP reporting practices and methodology to confirm that marketing consider-
ations do not influence the process. Furthermore, manufacturers should review
their marketing practices. The conjunction of manipulation of the AWP to in-
duce customers to purchase a product with active marketing of the spread is
strong evidence of the unlawful intent necessary to trigger the anti-kickback
statute. Active marketing of the spread includes, for example, sales representa-
tives promoting the spread as a reason to purchase the product or guaranteeing
a certain profit or spread in exchange for the purchase of a product.”

Notwithstanding such explicit warnings from the OIG, the drug manufacturer’s
executives, who report inflated drug prices, often contend that their deceptive con-
duct should be blamed on the government reimbursement programs themselves.
They argue that their reported prices are no more than “list” prices and need not
be good faith representations of what their drugs actually sell for in the market-
place. Executives and other representatives from these companies have actually
gone so far as to represent that it is “the industry standard” for them to make up
any price they choose and report it for use by government reimbursement programs
no matter how many hundreds or, in many cases, thousands of a percent that their
represented prices exceed the true prices that they know are generally and currently
available in the marketplace. Such assertions have been rejected by the courts. For
example, in a recent case, In re Lupron Mktg. & Sales Practices Litig., 295 F. Supp.
2d 148 ( D. Mass. 2003), brought to recover such price fraud damages for Medicare
beneficiaries whose 20 per cent co-payment had been inflated, United States District
Court Judge Stearns spoke directly to such preposterous assertions by the drug com-
pany defendants:

“But this is not a case of nondisclosure. Defendants did not stand mute. As
alleged in the Amended Complaint, defendants trumpeted a lie by publishing
the inflated AWPs, knowing (and intending) them to be used as instruments of
fraud.” Id at 647.

“Defendants repeatedly assert that they had no duty to disclose what was
publicly known to everyone, that is, that the Lupron® AWP was a “sticker
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price” and never intended to reflect the drug’s true average wholesale price. In
support of this argument, defendants cite a number of government reports ac-
knowledging that the published AWPs for prescription drugs often exceed their
acquisition cost. The argument is ultimately unpersuasive. There is a dif-
ference between a sticker price and a sucker price. If one were con-
fronting a modest markup of the actual AWP for Lupron® (which 300% is not),
intended to make sales of the drug for the treatment of Medicare patients com-
mercially viable (given the 95% of AWP reimbursement rate), it is unlikely that
there would have been a government investigation of TAP’s marketing prac-
tices. Similarly, if the same inflated AWP had not been used to set reimburse-
ment rates for private purchasers and insurers, the Amended Complaint would
not have been filed. The Blues, in their response to defendants’ argument, have
it exactly right: “[IIf everything [about Lupron ®] was known to everybody, why
did [d]efendants emphasize secrecy?” Blues Memorandum, at 7. Finally, the rec-
ognition on the part of government regulators of inefficiencies in the adminis-
tration of Medicare does not, as defendants contend, amount to condonation of
fraudulent conduct. (Emphasis added) Id at 648.

“...As defendants portray the Congressional purpose in setting the reimburse-
ment rate at 95% of AWP, Congress meant to turn a blind eye to the inflated
AWPs as a means of enticing physicians to treat Medicare patients. In other
words, Congress deliberately invited the very fraud of which defendants are ac-
cused. As defendants describe it, “a determination that AWP must be set at the
actual cost to providers would result in lower Medicare payment levels to physi-
cians, prompting many of those physicians to stop treating Medicare patients
because it is not cost-effective for them to do so.” Defendants’ Memorandum, at
32. The suggestion that Congress would deliberately condone a bribery scheme
using public funds to enrich drug manufacturers and physicians is, to say the
least, unusual.” Id at 648.

The above excerpts from Judge Stearn’s decision illustrate the following corrupted
logic underlying certain drug companies’ rationalization that they have no duty to
tell the truth about prices: government reimbursement systems that trust price rep-
resentations by drug companies are easy to cheat; therefore many companies cheat;
therefore cheating is the industry standard; therefore cheating isn’t really cheating.
After Judge Stearns rejected the proposition that such a complete lack of integrity
is somehow excused, if it occurs within the pharmaceutical industry, the drug com-
panies in question agreed to pay $150,000,000 in damages.

Like the Defendants in the Lupron case, the manufacturers, who choose to have
their drugs covered by Medicaid, know that state Medicaid Programs are relying on
their price reports to estimate the drug’s cost for reimbursement purposes. For a
significant portion of the dollars expended by the states’ Medicaid Programs, reim-
bursement is based upon reported prices that fairly and reasonably reflect the price
at which the drug is generally and currently available in the marketplace. It is only
where the manufacturers choose to falsely report their prices that Medicaid pays an
inflated amount. This inflated “spread” is what enables the manufacturers partici-
pating in this scheme to use the taxpayers’ money to arrange financial inducements
which are then used to persuade customers to purchase their drug instead of a com-
petitor’s. Moreover, in many cases, the government dollars that are diverted in this
manner encourage excessive utilization of the drug therapy and otherwise have a
corruptive influence on the healthcare delivery system.

Testimony and documents secured from employees of pharmaceutical companies
merely corroborate that the drug manufacturers participating in this deceptive prac-
tice are fully aware that they are misleading the States’ Medicaid Programs. We un-
derstand that the Committee has also been provided with some of this evidence. We
hope that it will be carefully considered, because it reveals scenarios such as:

1.) A drug company executive suggesting further inflation of price reports, but pre-
sented with subordinates’ concerns about the increased government scrutiny of
price reporting practices in 2000, articulated his conscious decision to risk gov-
ern}lflent sanctions in order to maximize sales for as long as he could get away
with it.

2.) A drug company executive presented with a competitor, who had caused a great-
er spread on WAC based reimbursement in Florida and other states reported
admittedly false inflated WAC prices to the compendia in an effort to gain
greater market share.

3.) The four most senior executives of a drug company crafted a written marketing
plan directly based upon creating and marketing financial incentives to their
customers arising from the company’s manipulation of Medicare and Medicaid
reimbursement through false price representations.
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4.) Drug company executives choose to inflate the reported AWPs for many of their
drugs by several hundred percentage points in order to create greater financial
incentives for their customers and thus avoid price reductions that would other-
wise occur due to natural market forces.

5.) Competing drug companies each inflate their price reports for generic versions
of the same drug and thus cause the FULs set by CMS to be themselves in-
flated because they are based upon 150% of the lowest publicly available price.

6.) After a branded drug comes off patent, competing drug companies each contin-
ually decrease their true price due to competition while continually increasing
the spread through their inflated reported price reports, while utilization of the
drug increases exponentially.

7.) Drug company executives testify that they never change the AWP for a drug once
it is established. The evidence shows that they routinely increase AWPs to gain
or retain market share.

8.) Some, but not all, manufacturers fail to report declining AWPs even though they
know the market price of the drug, to all customers, is falling precipitously in
the competitive marketplace and that their deceptive price reports will deprive
the Medicaid Program of the benefits of declining prices.

It is my hope that my testimony, as well as the information gathered through this

Committee’s investigation, will illuminate certain factors which I believe are critical

to an understanding the Medicaid reimbursement problem. They are:

a.) Drug manufacturers choose to have their drugs covered by Medicaid. They are
not required to so.

b.) Drug manufacturers know that Medicaid Programs must estimate the acquisi-
tion costs of drugs in setting reimbursement. Millions upon millions of claims
are paid by Medicaid programs each year and scarce dollars cannot, and should
not, be taken away from benefits in order to investigate and determine the indi-
vidual cost of each prescription.

c.) Drug manufacturers know that the State Medicaid Programs rely on the prices
the manufacture reports directly or through the price reporting compendia.

d.) As with any system of government reimbursement, pharmaceutical reimburse-
ment is based upon trust, in this case trust that drug companies will report
their prices in good faith.

e.) The root of the problem of excessive Medicaid reimbursement for pharma-
ceuticals lies with those drug manufacturers who choose to deceive rather than
tell the truth about their prices.

f.) Dissembling excuses, such as protestations that a company will lose market share
if it reports prices truthfully, should not be accepted from pharmaceutical man-
ufacturers. Other industries, such as banking, communications, electrical power,
and defense manufacturers have all been faced with similar integrity issues.

g.) Congress addressed the evil of drug manufacturers’ false price representations
in the Medicare Modernization Act by requiring manufacturers to report the Av-
erage Selling Price for their drugs. These prices are in turn published by CMS.
Unfortunately, similar tools have not been provided to the Medicaid Program
as evidenced by a comparison of Medicaid FULs with Medicare ASPs for certain
drugs, such as Ipratopium Bromide which are reimbursed by both programs.
The drug’s Medicaid FUL, which is still based on inflated price reports by man-
ufacturers, is several times greater than the ASPs now reported to Medicare.

h.) Any legislation directed at improving the Medicaid reimbursement system,
should not inadvertently create a potential defense through which manufactur-
ers may argue that Congress has somehow absolved them from their past defal-
cations. Judge Stearns’ decision quoted above illustrates that the manufacturers
who have participated in this scheme seek to misconstrue the intent of Congress
as somehow approving their deceptive conduct.

i.) Insuring now that drug manufacturers, that have reported inflated prices in the
past, face the full consequences of their actions under the law, will provide the
best assurance that drug manufacturers will not misrepresent ASP or other
price information vital to reimbursement decisions in the future.

In closing, I would ask that this Committee consider the insidious damage that
such deceptive practices have on our free market system. The contention by drug
manufacturers, that deception is somehow justified when it becomes widespread in
their industry, reveals a serious and fundamental integrity flaw that, if left
unaddressed, threatens the taxpayer, the consumer and the industry itself. The
noble effort to generate profits must never be permitted to subjugate the higher
duty to tell the truth.

Mr. Chairman and Members, thank you for the chance to appear before your
Committee. I am happy to answer any questions that you may have.
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Chairman BARTON. Dr. Lockwood, you don’t have a statement
that you——

Mr. Lockwoob. No, I don’t.

Chairman BARTON. Okay. The Chair would recognize himself for
10 minutes.

Dr. Lockwood or Mr. Jones, explain in layman’s terms what aver-
age wholesale price should be. What should it mean?

Mr. LockwooD. Average wholesale price has been a benchmark
for the industry for over 30 years, and for brand drugs AWP is a
fairly reliable benchmark. About 80 percent—at least based on our
studies and government studies and talking to Medicaid program
directors, about 80 percent of the Medicaid dollars are paid on
brand drugs and are fairly accurately reimbursed.

Chairman BARTON. But I want to—I don’t want to know what
the tradition is. I want, in layman’s terms, average wholesale—I
am trying to think, if I go out and I grow cotton, I know what it
costs me for the seed. I know what it costs me for the tractor. I
know what it costs me to own the land, if I am paying on it, or
to rent the land if I don’t own it.

And when [—when that cotton crop is ready to go to market, I
have got a pretty good idea what my costs are. And I add some
profit margin, which is a little bit based on the market and demand
and supply, and that is my average wholesale price, I think.

So, in drugs, all of these different manufacturers who tend to be
running around like we didn’t know what average wholesale price
is, it is some number that we can stick out there, and the higher
the better, because it increases the spread that we can then dis-
count to encourage the pharmacies to use our drug, because they
get a bigger markup on it.

What should it be? I mean, how—if we wanted to set some sort
of a Federal standard in law for average wholesale price, what
should it be? That is my question.

Mr. LockwooD. We believe that average wholesale price should
be a number that is reflective of the underlying marketplace that
the drug manufacturer sees when they look at their own books.

Chairman BARTON. It is

Mr. LOCKWOOD. Some people interpret it—because AWP is not
defined—but they have sometimes interpreted average to mean
usual, meaning the average or usual wholesale price.

Traditionally, it has been 20 percent higher than the invoice
price that the wholesaler gets. So that when a drug manufacturer
sells to a wholesaler, there is an invoice price.

Chairman BARTON. It is not a cost-based price? It is not based
on the cost of the manufacturer of the drug to actually produce and
market that drug? It is not a cost-based price? It is a market-based
demand price?

Mr. LockwoobD. It is a marked-based price. In this country, we
have never instituted price controls. And my partner and I are cer-
tainly capitalists, and we don’t believe in price controls. We believe
drug companies should be able to set their own prices. But we
t}llink those prices should be reflective of their underlying market-
place.

We don’t want to get into the business of manufacturers. If they
can produce something for $1 and sell it in the market for $10, that
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is their business. But they shouldn’t report to the government that
when they are selling—actually selling it for $10 that they are sell-
ing it for $100. And that is what is happening with AWP, is that
they are saying that this drug costs a hundred dollars, while every-
one in the market is buying it for $10.

Chairman BARTON. So we ought to do away—I mean, if it is okay
for the manufacturers to set the price wherever they want, what
we should do from the Federal Government perspective is whatever
you actually sell it for is what you report it for? You sell it for
$1,000, you report it. If you sell it for 10 cents, you report it. But
don’t say I am going to sell it for $1,000, and I am really selling
it for $10.

Mr. LockwooD. Correct. We believe in capitalism. We think that
drug companies should be able to set their prices. They just need
to report them in an accurate, fair and responsible way, much like
the OIG has recommended in their compliance guidelines.

Chairman BARTON. Are the people that are setting this average
wholesale price, is that the manufacturer or is that a middleman
that sets that price?

Mr. LockwooD. Well, there has been argument about that. But
I don’t think anyone argues that compendia certainly use prices
they get directly from manufacturers to calculate AWP.

In some circumstances, manufacturers send the AWP directly to
the compendia and tell them that is their price. In other cir-
cumstances, they send a price that they know the compendia are
going to mark up 20 percent, for instance, which has been a com-
mon industry amount. So they know that when they send a price
of $100 that the compendia are going to make an AWP of $120.
There is no confusion there.

What is more, our investigations have shown that all of the com-
pendia send a report to the drug manufacturers every year and ask
them to verify that the prices they are reporting are, in fact, cor-
rect, accurate, appropriate, and if they are not right, they need to
be changed.

Chairman BARTON. Well, if we have some manufacturers testify
later and I ask them what is wrong with reporting what you real-
ly—what your true selling price is, what is wrong with that? What
is it that is so scary or so negative toward their continued existence
as a for-profit entity that they can’t report what the real selling
price is?

Mr. LockwooD. Transparency seems to scare them dramatically.
Exactly why, you may need to ask them. I can speculate, but——

Chairman BARTON. Well, speculate.

Mr. LockwooD. We believe that the real market prices may actu-
ally become lower as a result of transparency. My point being that
if you have a drug that you are selling at a high AWP, you may
actually be able to sell that drug for more money than your compet-
itor because you have a better spread.

Look, I don’t want to confuse you, but if you are selling a drug
for $10 and your spread, your AWP is $100, you might be able to
get $10; whereas another company might be selling the drug for $5,
but because their AWP is $50, nobody is buying their drug, so that
high AWPs help drag up, in some circumstances, the transaction
prices.
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Chairman BARTON. But if we switch to a system where they ac-
tually report real selling price and document and verify it, not price
controls, but some sort of—like we have in the natural gas market
or the oil market or any other market where there is buy and sell
and some sort of a commodity function, over time, everybody is
going to know what the true prices are, at least at the selling price,
not the proprietary cost, but the actual selling price, and the best
win. Right?

Mr. LocKwoOD. Absolutely. We believe that is fair and appro-
priate. We think they have that obligation now. There is some dis-
agreement on that. But we believe that the government should be
benefiting from transparency in price transactions. That will lead
to a true marketplace. Currently, Medicaid, Medicare—until your
recent bill—and consumers are price-shielded from true competi-
tion that’s occurring in the marketplace. We are seeing these AWPs
but not seeing the real marketplace.

Chairman BARTON. But if we did that, if we went to a require-
ment for true price reporting, gave some flexibility on the dis-
pensing fee for pharmacies so that, if their cost of dispensing the
prescription for Medicaid is truly high or something, they get reim-
bursed for that; implement that, have a transition period, a year,
2 years, to go from the old system to the new system, is there any
reason that that wouldn’t work and result in significant savings to
both State and Federal coffers for Medicaid and to the consumers
from the copayment side if they have a Medicaid co-payment?

Mr. LockwooD. We believe it would work, and we believe it’s
ideal. It preserves capitalism in the marketplace, and it fosters
competition, and it’s what should be happening in this market.

Chairman BARTON. Is there anything I haven’t asked you that I
should in the next 10 seconds before my time expires?

Mr. LockwooD. We need more than 10 seconds probably.

Chairman BARTON. Okay. My time has expired.

I recognize the gentleman from Massachusetts, Mr. Markey, for
10 minutes.

Mr. MARKEY. Thank you, Mr. Chairman, very much.

So what you have got here is a situation where a drug company
makes a drug, they are selling 100 pills for $100 wholesale to a
company, and so it looks like the price is $100 for 100 pills. But,
actually, there’s a 10 percent discount to the wholesaler, so it’s
really only $90 for 100 pills to the wholesaler, and then the whole-
saler can further try to make a profit as a wholesaler on their sale
down the chain.

Meanwhile, the report to Medicaid is that it actually costs $125
for the 100 pills, which is then the price which the Federal Govern-
ment and the taxpayer has to pay, although we know that the ac-
tual price is $90 for 100 pills, because that is the real world. The
made-up number, the average wholesale price, is the price that we
have to pay, Americans have to pay for these pills.

Now, how do they make up this average wholesale price, which
is perhaps 35 percent higher than the actual cost to an actual
wholesaler to purchase these drugs? How do they make up that
number?

Mr. JoNES. I think more importantly than how they make it up
is what they are doing with it. Basically, in the generic market-
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place right now, manufacturers are—they are always in control of
their prices. They own every price that is ever published; it’s theirs.
They are taking those published prices, using the difference be-
tween what they are selling them for and what the end buyer that
is going to build a program gets reimbursed for as their marketing
tool to sell their drugs. So that is called the spread. A manufac-
turer reports price; $125 is the AWP. Medicaid uses that $125 to
reimburse whomever is billing it, yet they sell it for $90. Well, the
difference between $90 and $125 is the spread. That is the finan-
cial incentive that these companies use to sell their drugs, because
you are talking about a generic market. You are talking about a
marketplace in general where this is 7 or 8 different manufacturers
of the same drug.

Mr. MARKEY. Okay. Well, we held our first hearing on average
wholesale price in 2001. The drug companies have paid over $2 bil-
lion in fines, penalties, reimbursements to the Federal and State
governments. Now, that’s a lot of money. But has anything really
changed in the marketing of prescription drugs to the retailer since
20017

Mr. JONES. Well, I think, for those manufacturers that have par-
ticipated in paying that money, it has changed.

Mr. MARKEY. Okay. How about for the marketplace in general?

Mr. JoNES. I think the marketplace obviously has an awareness
of what they are doing. I mean, maybe a little anecdotal evidence
here: Over the time period that we have been investigating this, we
have heard drug manufacturers first claim that they didn’t know
where AWP came from; it wasn’t their number. And then that
evolved into, yes, we set the AWPs. And then we heard drug manu-
facturers say, we don’t know anything about marketing the spread.
We are not interested in marketing the spread; we are only inter-
ested in the price that we charge our customer. But we finally
evolved into, yes, there is a spread out there, and, yes, we do mar-
ket it. And, now, we are at the point with this industry where they
are saying, look, it is so messed up, everybody wants to buy drugs
based solely on the spread value, and we can’t stop it even if we
want to.

Mr. MARKEY. So has the spread between the average wholesale
price paid by the retailers been reduced, or is the average whole-
sale price as false as it always was?

Mr. JoNES. Well, obviously, depending on the drugs, because dif-
ferent drugs have different methods of being—you know, pricing.
But I think——

Mr. MARKEY. Which drugs still have a false price?

Mr. JONES. The generic industry drugs. Basically, your generic
drugs. That’s how they are marketing them in this country right
now.

Mr. MARKEY. So the industry argues that they still need a very
high average wholesale price whether it is openly marketed or not.
Is that correct?

Mr. JONES. Yes.

Mr;) MARKEY. That’s their argument. Now, is it a justified argu-
ment?

Mr. JONES. Absolutely not.

Mr. MARKEY. Why not?



88

Mr. JONES. Because they are using precious government funds as
the incentive for selling their drugs, to market their drugs with.

Mr. MARKEY. So one of the witnesses on the third panel will tes-
tify that the real acquisition costs for wholesalers is the reported
wholesale acquisition cost plus 5 percent. Is that a good base price
to use for reimbursements?

Mr. LockwooD. Well, for some brand drugs, that is an accurate
number. But for a whole host of other drugs, the wholesale acquisi-
tion cost has been altered over time and is no longer an accurate
number. We discovered that in Texas certainly. Texas has paid off
of a price to the wholesaler, and we have found essentially that
there is fraud in the WAC marketplace as well.

Mr. MARKEY. So what is your view of the Federal upper limits
set on drugs by CMS, by the Federal Government? Do they reflect
the real cost of the drug?

Mr. LockwooD. The Federal upper limit has been an attempt by
the government to ensure prudent purchasing in generic drugs, and
they essentially are saying, this is a ceiling price, we are not going
to pay anything more than this. The problem with the FUL is that
it is based on reported prices and that, if a manufacturer or a
whole host of manufactures are reporting inflated prices, whether
it be WAC, direct price or average wholesale price, if those are in-
flated, the resulting FUL is inflated.

Mr. MARKEY. FUL means?

Mr. LockwoOD. Federal upper limit. It’s an upper limit price
that CMS creates to limit reimbursement on generics. So that the
lowest generic price reported, if it’s $100, the FUL basically says,
we are not going to ever pay more than $150.

Mr. MARKEY. Well, a markup of a spread of 25 to 35 percent
seems incredibly high and unreasonable to me for a markup in a
commodity marketplace. Don’t you agree?

Mr. LockKwooD. We agree with that. We are proponents of aver-
age sales price.

Mr. MARKEY. So if every wholesaler is able to reap a 25 to 35
percent spread, doesn’t that suggest that there isn’t real price com-
petition in the prescription drug market?

Mr. LockwooD. Well, in fact, wholesalers don’t receive those
kind of benefits. Generally speaking, wholesalers are probably
making 1 or 2 or 3 percent.

Mr. MARKEY. How about the pharmacies? The pharmacists are
then taking advantage of their spreads. And, you know, we are not
against paying pharmacists appropriately and fairly. Do the phar-
macies deserve to get a 25 to 35 percent markup in the price of
drugs to grandma who is standing there in front of the counter? Do
they deserve that kind of markup?

Mr. JONES. Medicaid is trying to estimate acquisition cost; 30
percent markups over acquisition costs are not realistic in the Med-
icaid program.

Mr. MARKEY. So what is the fix then? How do you make sure
that grandma isn’t digging through her pocketbook standing there
to pay a 25 to 35 percent markup for a drug that we all know is
nowhere near that cost in terms of its manufacture and delivery
right to that counter? Why should she, knowing she should have
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to take that pill in a half an hour, have to pay that money? And
how do we fix that problem at that counter?

Mr. LockwooD. In fact, your 25 and 30 percent is very low. If
we could bring up slide number 6, perhaps, this will give you an
idea. And it is in your binder under number 4. If you will look at
it, you can see that there are huge, huge spreads involved in some
of these common generic drugs. In the case of Fluoxetine, we are
talking about an AWP of $259.85, and the current cost last week
is $4.25 for that bottle, for the whole thing. And even the FUL isn’t
capturing this.

Mr. MARKEY. So we have got a situation here where the phar-
macist is saying that, for grandma, she has to pay—that is, the
Federal Government or the States have to pay—25 to 35 percent
more for the drugs. But the States could be using that money to
lower the cost for grandma to be in a nursing home, to lower the
cost for more children to be covered by a medical program that
would increase the health of the children in that State. And yet the
pharmacy is saying, we won’t give this drug to grandma unless you
give us this 25 to 35 percent markup.

So what we need from you in 30 seconds is, how do you fix that?
What do you recommend to fix that at that counter to make sure
that the drugs are what—are a price that they should be, so that
all the rest of the money could then be used to help grandma and
the ghildren in that community to have a higher level of health
care?

Chairman BARTON. And the gentleman’s time has expired. We
will let the witnesses answer the question, and then we are going
to have to go to Mr. Walden.

Mr. Lockwoob. I think we like average sales price. The GAO
study that just came out I think 6 days ago, I think, has verified
that average sales price is an effective way of estimating drug
costs. And then, by all means, taking care of the pharmacies, pay-
ing them a reasonable dispensing fee for their services. They have
to make a profit. They have to stay in business. They have to help
distribute our drugs.

Mr. MARKEY. In other words, use the Medicare system to deter-
mine the price, rather than this system that Medicaid is now using,
because the Medicaid system allows for the taxpayer and grandma
to ggt ripped off in terms of the benefits they receive. Is that cor-
rect?

Mr. LockwooD. We like the ASP system.

Mr. MARKEY. You like the Medicare system better than the Med-
icaid system.

Mr. LocKwoOD. The new Medicare system, yes, sir. Yes, sir.

Mr. MARKEY. Thank you.

Chairman BARTON. I would like to point out before we recognize
Mr. Walden that we have changed in Medicare to the average sales
price in this MMA, the Medicare Modernization Act. CBO says that
should save about $15 billion over the next, I think, 10 years. So
I am not saying we have got it right in Medicare, but we are mov-
ing in the right direction. And the purpose of this hearing is to see
if we can’t do a similar thing in Medicaid. And we obviously see
that there are lots of areas we can improve in.

With that, we would recognize Mr. Walden for 10 minutes.



90

Mr. WALDEN. Thank you, Mr. Chairman. And before I start ask-
ing questions, I would just like to move that the documents that
are contained in the exhibit binder be made a part of the official
record.

Chairman BARTON. Without objection, so ordered.

Mr. WALDEN. Thank you, Mr. Chairman.

You know, gentlemen, it seems to me like this is the proverbial
$500 toilet seat of Medicaid, the AWP is. And I am wondering what
the FUL is, because if you look at your chart there, the Federal
upper limit doesn’t seem to be a standard that works either, com-
pared to the price that is being paid. Is that correct?

Mr. JONES. Unfortunately, it’s a price that is determined off of
the manufacturer’s reported prices. So it is as vulnerable to price
manipulation as any other.

Mr. LockwooD. Could we bring up slide 8?

Mr. WALDEN. I was just going to go to slide 8. Indeed. There you
are. All right. Go ahead.

Mr. LockwooD. This slide is based on current prices, and the
ASP plus 6 from the second quarter of 2004. So I don’t—we are
mixing apples and oranges a little bit here. The current cost price
is listed in the column that is highlighted.

Mr. WALDEN. Okay. So let us take Ipatropium; $3.50 is the cur-
rent price?

Mr. LOCKWOOD. Yes, sir.

Mr. WALDEN. As of when?

Mr. LocKwooD. About 3 days ago.

Mr. WALDEN. And the Federal upper limit is as of a year ago?

Mr. LocKwWOOD. Yes.

Mr. WALDEN. And why is that price from November 2, 20037

Mr. Lockwoob. Well, that was the date the FUL was changed.

Mr. WALDEN. And isn’t that another issue that we face, is updat-
ing the FUL list?

Mr. LockwooD. Yes, we do. But I don’t know if the reported
prices have changed or not. In fact, they may not have changed in
the past year. If the manufacturers are continuing to report the
same prices they did at that time, the FUL won’t change.

Mr. WALDEN. Well, I think there is also an issue in the IG’s re-
port about how often these prices get adjusted, once it is deter-
mined there are generics on the market, that there is a continuing
problem there that may date back a decade it seems like or at least
a half a decade if not more. Well, how current is the AWP? Is that
the same issue?

Mr. LockwooD. The AWPs are current now.

Mr. WALDEN. So the $44.10 AWP for Ipatropium is a current
price?

Mr. LOCKWOOD. Yes, sir.

Mr. WALDEN. So you are looking at more than 10 times the price.
The spread is more than 10 times the actual price.

Mr. LOoCKwWOOD. Yes, sir.

Mr. WALDEN. And who is pocketing that difference?

Mr. LockKwooD. In general, the pharmacies, the providers.

Mr. JONES. And manufacturers are also benefiting by market
share.
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Mr. WALDEN. Getting market share. So there is a marketplace
working here. Isn’t there?

Mr. LoCKwoOOD. Absolutely.

Mr. WALDEN. It’s just not to the benefit of the person paying the
bill. And generally, in America, marketplaces we like are the ones
that benefit the buyer. Isn’t that how you foster competition?

Mr. JONES. The consumer is not benefiting here.

Mr. WALDEN. The consumers are losing. The States are losing.
The Federal Government is losing, and the people in between are
making at least what would appear to be a tidy profit.

Now, we also have to recognize that this AWP isn’t necessarily
the price being paid. Right?

Mr. LockwooD. That’s correct.

Mr. WALDEN. Because they will discount off of that.

Mr. LockwooD. And it would default to the FUL for most State
Medicaid programs.

Mr. WALDEN. And are these FUL current cost AWP prices, are
they fairly representative of all the drugs, or are these the worst-
case examples?

Mr. LOCKWOOD. These are not the worst cases. In fact, I have—
I've included a couple of charts over a wide range of drugs.

Mr. WALDEN. Do you want to reference those?

Mr. LOoCKWOOD. It’s in your binder under number 4. And these
represent drugs that are antidepressants, inhalant drugs, anti-
biotics, cancer drugs, such as tamoxifen used in breast cancer, and
high blood pressure drugs. So this is over virtually the entire drug
marketplace; it’s not just one little niche where this is occurring.

Mr. WALDEN. Now, you are seeing some—I will probably not pro-
nounce this correctly, but Ranididine.

Mr. Lockwoob. Ranididine.

Mr. WALDEN. I got that wrong.

Mr. LocKwooD. It’s a drug used to control stomach acid that is
now actually over-the-counter.

Mr. WALDEN. And we’re paying $44.90; well, the current cost is
$44.92 over-the-counter?

1%/11‘. LockwooD. That’s for a bottle of 1,000 pills, the current cost
is $44.92.

Mr. WALDEN. And the AWP is $1,480?

Mr. LockwooD. Yes, sir.

Mr. WALDEN. And that is a current AWP?

Mr. LOCKWOOD. Yes, sir.

Mr. WALDEN. All right. Have you done any analysis of how good
a job these Federal upper limits do in capturing cost savings?

Mr. LockwooD. Well, they certainly reduce, as you can see in
that drug. If the government is paying $341 instead of $1,480,
that’s a significant cost savings. But when you compare the FUL,
if you look at the FUL spread on that column, you can still see that
there is a huge, huge profit involved there. And it is because the
FUL is based on reported prices that manufacturers do what—
seem to do what they want with.

Mr. WALDEN. What I have struggled with is why this isn’t con-
sidered some sort of fraudulent billing practice.

Mr. LocKwoOD. I believe we consider it fraud.

Mr. WALDEN. Why?
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Mr. LocKwoOD. Because of—actually, the OIG probably did a
much better job of explaining it than I could. I am not an attorney.
But the OIG really set down the guidance to manufacturers in
2003, and they point out that these type behaviors may be action-
able under the False Claims Act and under the Anti-kickback Stat-
ute. And I am no attorney, but I am relying on them.

Mr. WALDEN. Can you—well, several drug manufacturers have
asserted in their written statements that the current Medicaid re-
imbursement system effectively puts them between a rock and a
hard place. They can’t lower their AWP to make it more reflective
of actual market prices without losing all of their business. How do
you respond to that argument? And I have got some e-mail traffic
from one agency that indicates very clearly there is enormous mar-
ket pressure to raise the AWP or you lose market share.

Mr. JONES. Certainly they use the reported prices to gain market
share in the generic marketplace. Off the top of my head, when I
think about that statement, they corrupted the system. They are
the ones that are responsible for reporting the prices. Those prices
come from them, and the selling prices come from them. So, now,
they find themselves in that untenable position of not being able
to adjust or correct a system that they have already corrupted.

Mr. LockKwooD. They can’t stop the fraud.

Mr. JONES. They did too good of a job educating the consumers
who are going to build the programs, the pharmacists or the doc-
tors or whomever is receiving the benefit of selling that drug. They
have educated them so well, they have

Mr. WALDEN. They are marketing the spread.

Mr. JONES. Absolutely.

Mr. WALDEN. And the idea is that the bigger spread, the more
the take.

Mr. JONES. The higher the utilization in certain circumstances.

Mr. LockwooD. Manufacturers will tell you they can’t quit doing
this unless everyone stops at once.

Mr. (\)NALDEN. Which 1s why it is up to us to make that change.
Isn’t it?

Mr. LockwooD. Because if there is a half a dozen companies in
the market and one of them stops

Mr. WALDEN. They are out of business.

Mr. LockwooD. They are out of business. Now, Abbott Labora-
tories did some significant price changes in 2001 that significantly
lowered their prices in the marketplace, and I think they should be
commended for it.

4 Mr.? WALDEN. And what was the impact of that? How are they
oing?

Mr. LockwooD. Well, they lowered AWPs on a whole host of
drugs enormously. Now, I don’t have that information in front of
me, but they made a substantial change in their price reporting on
a whole host of drugs.

Mr. WALDEN. Can you turn to tab 5 in your binder there, please,
sir, in the final minute and a half I have here. This exhibit is infor-
mation on pricing from a company called Innovatix—is that right?
Innovatix, your home infusion specialists. And I am intrigued, be-
cause this would seem to be a document available—how? Through
prescription service or something?
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Mr. LockwooD. To members, it’s available over the Internet.

Mr. WALDEN. Members of?

Mr. LockwooD. Innovatix.

Mr. WALDEN. Okay. And it lists the AWP spread, the AWP. It’s
pretty hard to read on this graph. And then the contract price,
right?

Mr. LOoCKwWOOD. Yes, sir.

Mr. WALDEN. Doesn’t this give us the data where we could make
more informed decisions about actual costs of drugs being sold out
on the market?

Mr. JONES. These reflect prices in the marketplace.

Mr. WALDEN. And isn’t that what Medicaid and Medicare and
other consumers should be paying based on that?

Mr. JONES. Absolutely.

Mr. LockwooD. We believe that.

Mr. WALDEN. Now, there are some who would make an argument
that, if you just add a percentage to this price, say contract price
plus 6 percent for overhead, you are going to distort the market as
well and just continue to try and drive up price to get the higher
percentage. How do we wrestle with that?

Mr. LocKwoOD. Those are difficult issues. It’s hard unless you
have a prospective payment program like Medicare has for hos-
pitals to control every cost. I think our effort has been to try to get
to real market prices and then deal with that.

Mr. WALDEN. Because what we don’t want to do here is create
another AWP, another system that functions in an inverted way,
if you will. So, appreciate your testimony today. Thank you, Mr.
Chairman.

Chairman BARTON. Before we go to the next panel, the key
though is the government reimbursement rate has got to be based
on an actual price that somebody pays, not on some artificial post-
ed price.

Mr. LocKwooOD. Yes, sir.

Chairman BARTON. We have got to change like we have in Medi-
care from some sort of a, I won’t say a made-up price, but a—just
a sticker price to what somebody who is actually going to use the
drug is paying.

Mr. JONES. Something that has a basis in reality in the market-
place.

Chairman BARTON. And that has to be transparent. It has got to
be verifiable, and there has to be some ability for willing buyers
and willing sellers to have some degree of certainty that that is a
real price that is available to anybody that meets the terms and
conditions of quantity and deliverability and things like that.

We want to thank you for your testimony. There may be some
written questions for the record, and we would ask that you reply
as quickly as possible because we are going to attempt to legislate
in this area in the next Congress.

Mr. WALDEN. Trust but verify, Mr. Chairman.

Chairman BARTON. Trust but verify. I have heard that some-
where. But thank you, gentlemen. You are excused.

We would now like to have our second panel come forward. We
have Mr. George Reeb, who is the assistant inspector general, Cen-
ters for Medicare & Medicaid Audits. He is accompanied by Mr.
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Robert Vito, regional inspector general for evaluations and inspec-
tions, from the Philadelphia region.

We also have Mr. Dennis Smith, who is the director of the Cen-
ter for Medicaid & State Operations, Center for Medicare and Med-
icaid Services here in Washington.

We have Mr. Patrick O’Connell, who is the assistant attorney
general for civil Medicaid fraud in the Texas Attorney General’s Of-
fice in Austin, Texas.

Mr. David Balland, who is the associate commissioner for Med-
icaid and CHIP, the Texas Health and Human Services Commis-
sion in Austin.

And Mr. Paul Reinhart, who is the Medicaid director for the
State of Michigan in Lansing, Michigan.

Welcome, gentlemen. It is the tradition of this subcommittee to
take all testimony under oath. Do any of you object to testifying
under oath?

You also have the right to be advised by counsel during your tes-
timony. Do any of you have counsel with you that you wish to also
swear in?

Will you all please rise and raise your right hand.

[Witnesses sworn.]

Chairman BARTON. Your testimony is in the record in its en-
tirety. We are going to start with you, Mr. Reinhart, and we are
just going to go right down the row and give each of you gentlemen
that wish to elaborate on your testimony 7 minutes to do so. So
welcome to the subcommittee, Mr. Reinhart.

TESTIMONY OF PAUL REINHART, MICHIGAN MEDICAID DIREC-
TOR; DENNIS SMITH, DIRECTOR, CENTER FOR MEDICAID
AND STATE OPERATIONS, CENTERS FOR MEDICARE AND
MEDICAID SERVICES; GEORGE M. REEB, ASSISTANT INSPEC-
TOR GENERAL, CENTERS FOR MEDICARE AND MEDICAID
AUDITS, ACCOMPANIED BY ROBERT VITO, REGIONAL IN-
SPECTOR GENERAL FOR EVALUATION AND INSPECTIONS,
PHILADELPHIA; DAVID J. BALLAND, ASSOCIATE COMMIS-
SIONER FOR MEDICAID AND CHIP, TEXAS HEALTH AND
HUMAN SERVICES COMMISSION; AND PATRICK J.
O’CONNELL, TEXAS ATTORNEY GENERAL’S OFFICE

Mr. REINHART. Thank you. Good morning, Mr. Chairman, and
members of the subcommittee.

Chairman BARTON. Pull that microphone directly toward you, sir,
please. Thanks.

Mr. REINHART. Good morning, Mr. Chairman, and members of
the subcommittee. Thank you for this opportunity to discuss Med-
icaid prescription drug policies. My name is Paul Reinhart, and I
am the director of the Michigan Medicaid program.

While we work very hard to constrain cost increases in all areas
of the Medicaid program, Michigan’s pharmacy cost containment
efforts have been particularly effective. Unfortunately, one aspect
of the Medicare Modernization Act will increase Medicaid phar-
macy costs, at least in the short term.

The Michigan Medicaid program utilizes many strategies to hold
down the cost of the pharmacy benefit. The three major initiatives
we have used in Michigan are: Preferred drug lists; the multi-State
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prescription drug purchasing pool; and limiting reimbursements to
pharmacists to their actual acquisition drug costs. These strategies
have been quite successful and have produced savings not only for
Michigan but also for the Federal Government. In fiscal year 2003,
the first year of our preferred drug list program, per script cost in-
creases declined to 4 percent from the 11 percent increases that
routinely occurred in prior years.

Similarly, in fiscal year 2004, the first year of our multi-State
purchasing initiative, per beneficiary costs for prescription drugs
actually declined by about 1 percent. We believe our aggressive cost
containment programs saved us $130 million in fiscal year 2004.

The Michigan Medicaid program, like a growing number of
States, uses a preferred drug list or PDL to discourage physicians
from prescribing high-cost drugs when lower-cost but equally effec-
tive drugs are available. Here is how the PDL works.

A committee of physicians and pharmacists and Medicaid staff
use evidence-based information and cost to decide which drugs will
be included on the preferred list. Drugs not on the list are avail-
able, but the prescribing physician must secure prior authorization
from our pharmacy benefit manager. This program has substan-
tially increased the use of low-cost generic drugs.

The ability of the preferred drug list to generate savings is great-
ly enhanced by our multi-State pharmacy purchasing program.
When Governor Granholm began her term in January 2003, she di-
rected the Medicaid agency to develop a multi-State pharma-
ceutical purchasing program. She believed that manufacturers
would be willing to give State Medicaid programs a better price for
their products in exchange for access to a larger market. And she
was right. In mid 2003, Michigan and Vermont began a joint pur-
chasing program for Medicaid prescription drugs and asked the
Centers for Medicare and Medicaid Services for permission to add
additional States to the program.

After a series of delays, in April 2004, CMS finally authorized
Michigan, Vermont, Nevada, Alaska and New Hampshire to create
an even larger pool and jointly negotiate better prices from phar-
maceutical manufacturers. This larger pool will save Michigan an
additional $13 million this year. CMS has also recently authorized
Minnesota and Hawaii to join the pool, which should increase sav-
ings even more.

We have also generated substantial savings in Michigan by lim-
iting Medicaid payments to pharmacists to their actual acquisition
costs. We do this by significantly discounting payments for brand-
name drugs and through daily adjustments of our payments for ge-
neric drugs to the best price available that day from pharma-
ceutical distributors.

Finally, while the Medicare Modernization Act certainly has
many positive aspects, one component of that act is likely to in-
crease costs for States that have effectively managed the drug ben-
efit for dual eligibles. Michigan has been able to hold down the rate
of growth in pharmacy spending to well below 5 percent, but the
MMA’s mandatory State contribution will be determined using
much higher inflation factors. Even after adjusting for the declin-
ing contribution percentage, we estimate that the clawback will in-
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crease Michigan’s costs by about $20 million in fiscal year 2006 and
$30 million in fiscal year 2007.

Conclusion: I hope my remarks today demonstrate that, at least
in Michigan, we are not paying too much for the pharmaceutical
products used by Medicare beneficiaries.

[The prepared statement of Paul Reinhart follows:]

PREPARED STATEMENT OF PAUL REINHART, REPRESENTING THE STATE OF MICHIGAN

Good morning Mr. Chairman and distinguished members of the Subcommittee. I
want to thank you for this opportunity to discuss the Michigan Medicaid pharmacy
program. My name is Paul Reinhart and I am the director of the Michigan Medicaid
program. Prior to working in this capacity in Governor Granholm’s Administration,
I served as the Director of the Office of Health and Human Services in Governor
Engler’s Department of Management and Budget.

While we work very hard to constrain cost increases in all areas of the Medicaid
program, our pharmacy cost containment efforts have been particularly effective and
I appreciate the opportunity to tell you about them. I would also like to discuss the
effect the Medicare Modernization Act will have on our ability to constrain Medicaid
costs.

Pharmacy Cost Containment Programs

As you know, each state chooses a reimbursement methodology for its Medicaid
program. The Michigan Medicaid program utilizes many strategies to hold down the
costs of the pharmacy benefit, but the three major initiatives we have used in Michi-
gan are:

o A preferred drug list;
e The multi-state prescription drug purchasing pool; and
e Limiting reimbursements to pharmacists to their actual drug acquisition costs

These initiatives have been extremely successful in constraining our prescription
drug costs, producing savings not only for Michigan, but also for the federal govern-
ment..

In fiscal year 2003, the first year of our preferred drug list program, our per-script
cost increase declined from 11% to only 4%. In fiscal year 2004, the first year of
the multi-state purchasing initiative, per-beneficiary costs for prescription drugs ac-
tually declined about 1%. We believe our aggressive cost containment programs re-
duced pharmacy spending in fiscal year 2004 from $770 million to $640 million, a
savings of $130 million.

I have attached some charts at the back of this presentation that detail these
trends.

Preferred Drug List

The Michigan Medicaid program, like a growing list of states, uses a preferred
drug list (PDL) to discourage physicians from prescribing high cost drugs when
lower cost, but equally effective, drugs are available. Michigan instituted the PDL
in the last quarter of fiscal year 2002. A “Pharmacy and Therapeutics Committee”
of physicians and pharmacists appointed by the Governor uses evidence-based infor-
mation to decide which drugs will be included on the preferred list. Drugs not on
the list are, of course available, but the prescribing physician must secure prior au-
thorization from our pharmacy benefit manager or from one of the physicians em-
ployed by the Medicaid agency. This program has substantially increased the use
of generic drugs. Generic drugs now account for well over 50% of the drugs paid
for by the Michigan Medicaid program.

Multi-State Prescription Drug Purchasing Pool

The ability of the preferred drug list to generate savings is greatly enhanced by
our multi-state pharmaceutical purchasing program. When Governor Jennifer
Granholm began her term in January of 2003, she directed the Michigan Medicaid
agency to develop a multi-state pharmaceutical purchasing program. She felt that
manufacturers would be willing to give state Medicaid programs a better price for
their products in exchange for access to a larger market. And she was right.

In mid-2003, Michigan and Vermont began a joint purchasing program for Med-
icaid prescription drugs and asked the Centers for Medicare and Medicaid Services
(CMS) for permission to add additional states to the program. After a frustrating
series of delays, in April of 2004, CMS finally authorized Michigan, Vermont, Ne-
vada, Alaska and New Hampshire to create an even larger pool and jointly negotiate
better prices from pharmaceutical manufacturers. This new larger pool generated
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price discount proposals from over 40 manufacturers (when only two states were in-
volved in FY03, 26 pharmaceutical manufacturers submitted discounted price pro-
posals). These new prices are estimated to save Michigan an additional $13 million
per year on prescription drugs. CMS has also recently authorized Minnesota and
Hawaii to join the pool, which should produce further savings when prices are re-
negotiated with pharmaceutical manufacturers next year.

We strongly encourage CMS to expedite approvals of additional states that want
to enter the pool. This will allow additional cost savings to both state and federal
governments.

Limiting Product Reimbursements to Pharmacists

In addition to the efforts just discussed, we have generated substantial savings
in Michigan by limiting product reimbursements paid to pharmacists to the phar-
macist’s actual product acquisition cost.

We accomplish this in two ways. First, our payment for brand name drugs is set
at the AWP, or “average wholesale price” less 13.5%-15.5% depending on the size
of the pharmacy. Any pharmacist who is willing to accept this level of reimburse-
ment is able to participate in the Medicaid program. This practice has been in place
since fiscal year 2000.

Second, we use a contractor to adjust payments for generic drugs on a daily basis
to the actual acquisition costs for that day. This is a practice also known as “max-
imum allowable cost, or “MAC” pricing. Michigan began aggressive daily MAC pric-
ing in October 2004.

Michigan’s successful program was recognized by the 2004 Department of Health
and Human Services’ Office of Inspector General report that concluded Michigan
had the lowest product reimbursement costs in the country.

Medicare Modernization Act

I would now like to briefly discuss how the Medicare Modernization Act (MMA)
will impact state Medicaid programs’ ability to constrain prescription drug cost in-
creases. Not surprisingly, we had hoped that a Medicare pharmacy benefit would
relieve states of the responsibility of paying for the drugs used by Medicaid-Medi-
care dual eligibles—or at the very least that the benefit would not increase our
pharmacy costs for these dual eligibles. While the MMA certainly contains many
positive aspects, we have concluded that it, unfortunately, will increase our costs in
Michigan.

The MMA requires states to continue subsidizing the pharmacy benefit for dual
eligibles. While prescription drug costs for dual eligibles will be covered by Medicare
Part D, states will be responsible for making monthly payments back to the Depart-
ment of Health and Human Services for a large portion of the drug expenditures
for these individuals. This financing mechanism is also known as the “clawback,”
or what some call a “reverse block grant.” States will be required to pay the federal
government for 90 percent of the state portion of dual elgibles’ pharmacy costs in
2006, 88.333 percent in 2007, and this amount continues to gradually decline to 75%
in 2014. The Department of Health and Human Services (HHS) will determine the
state payment amount and base part of the formula on double digit growth factors
(National Health Expenditures and then average per-capita expenditures for Part
D drugs) which will be considerably higher than the low, single digit growth rates
we have been able to achieve in Michigan for prescription drugs. We estimate that
the clawback will increase state costs by $20 million in fiscal year 2006 and $30
million in fiscal year 2007 (see attached chart). In Michigan, this is quite a blow
because we have been so effective managing these costs.

Additionally, since Medicare will manage the pharmacy benefit for dual eligibles,
the size of our multi-state purchasing pool will be significantly reduced, which
means our ability to leverage better Medicaid pharmaceutical prices from manufac-
turers will be reduced. The other states in our pool will find that their Medicaid
savings will be greatly affected too.

I hope my remarks today demonstrate that, at least in Michigan, we are not pay-
ing too much for the pharmaceutical products used by our beneficiaries, but rather,
we have been very proactive, aggressive, and successful in our cost containment ini-
tiatives. Thank you for the opportunity to share our experiences. I would be happy
to answer any questions.
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Mr. WALDEN [presiding]. Thank you.
Mr. Smith.

TESTIMONY OF DENNIS SMITH

Mr. SMITH. Thank you, Mr. Chairman. I appreciate the oppor-
tunity to appear before the subcommittee today.

I will have a full statement for the record. I did also want to pro-
vide for the subcommittee a broader picture of Medicaid drug pur-
chasing as a whole. We are providing to the subcommittee a num-
ber of charts that show that, indeed, there is variation State by
State within drug classes, et cetera. We hope this information will
be helpful to the subcommittee as it is looking at the issues of Med-
icaid prescription drugs.

There are a number of underlying assumptions that we all are
faced with in terms of looking at the cost of prescription drugs in
the Medicaid program.

First, that the States themselves operate within a Federal reim-
bursement framework. But just as States set reimbursement for
hospitals, nursing homes, and physicians, they also are the ones at
the front line to set reimbursement levels for prescription drugs.
We have a large number of pharmacies that participate in the Med-
icaid program. States are looking at guaranteeing access to cov-
erage for low-income individuals, many of them with special needs.
We have great participation rates among the Nation’s pharmacies
in the Medicaid program. So the States and the Federal Govern-
ment are looking at balancing different interests between access for
the Medicaid beneficiary and being prudent purchasers of the serv-
ices themselves.

So, first, we start off with the fact that Medicaid is a matching
program, a shared cost between the States and the Federal Govern-
ment. And as the first line of that program the States, when they
have their dollars at risk, indeed have a basic incentive to be pru-
dent purchasers for the Medicaid program. The framework sort of
broadens from there in terms of the different options that the Med-
icaid program has to set prices for prescription drugs, including the
Federal upper limit, which we have focused on a lot here this
morning already, and that I know is something the subcommittee
is very much interested in.

But States also have an option to adopt what is called the “max-
imum allowable costs” or a MAC. And a number of States do that.
Those MACs are generally more stringent than the Federal upper
limits. So, again, we are looking at a Federal framework that says
a State cannot pay more than this amount, but the States have
great flexibility underneath those amounts as I mentioned, again,
in relationship to other types of payers as well.

The Federal statute that was adopted, I believe was alluded to
earlier, back in 1990. The statute requires manufacturers who
want coverage of their products to enter into an agreement with
CMS to provide rebates for the prescription drugs paid for through
the rebate plan. So we have a different way of looking at getting
the best price and the lowest price, and best value for the tax-
payers for the Medicaid program. The acquisition of the drug itself
is part of it, but the rebate is another part of it as well.
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Obviously, in the Medicaid program, there are a number of dif-
ferent types of purchasers and providers involved in the decision-
making itself when you are looking at the overall cost of the Med-
icaid program. Pharmacies, physicians, and the consumers them-
selves all have a role in ultimately determining what the price that
Medicaid will pay for a prescription. Approximately 550 pharma-
ceutical companies participate in the rebate program and in fiscal
year 2003, the manufacturers paid rebates of about $6.4 billion for
outpatient drugs.

In terms of the focus over the last few years of how CMS is help-
ing States to find ways to be more prudent purchasers of prescrip-
tion drugs, our focus has been through the various State plan
amendments which Mr. Reinhart alluded to. States have adopted
a variety of different approaches with the help of CMS. We have
more States than ever before negotiating supplemental rebates
with the manufacturers. There is the national rebate, and States
are negotiating further rebates on top of that. More States than
ever before are doing those supplemental rebates. Other tools, such
as prior authorization, are an important key at the point of access
with the physician to help educate physicians about being price-
sensitive in the Medicaid program. A number of States have adopt-
ed prior authorization in recent years as well. So the focus has
been on several different areas, not just one particular area, to help
States negotiate lower prices for the Medicaid program.

Mr. Reinhart referred to the purchasing pool that had never ex-
isted before this administration approved it and expanded it to help
States pool the lives that are involved in order to get deeper dis-
counts for the programs. I think that a lot of the discussion this
morning is about information, and I think we are taking further
steps, steps that had not been taken ever before, about making
that information available to the general public as a whole.

With the prescription discount card under Medicare, the adminis-
tration took the unprecedented step of actually putting on the Web
site price comparisons to give the general public access to informa-
tion. We believe that information is indeed an important compo-
nent. In the marketplace, people having access to that information
is obviously a very important part of making marketplace work
successfully.

I see my time is ready to expire. I appreciate the opportunity to
appear before this subcommittee and ask that my entire statement
be included in the record.

[The prepared statement of Dennis Smith follows:]

PREPARED STATEMENT OF DENNIS SMITH, DIRECTOR, CENTER FOR MEDICAID AND
STATE OPERATIONS CENTERS FOR MEDICARE AND MEDICAID SERVICES

Mr. Chairman, members of the subcommittee, thank you for your invitation to ap-
pear this morning to discuss Medicaid prescription drug reimbursement. Coverage
of outpatient prescription drugs is an optional benefit for Medicaid programs. All
states currently provide prescription drug coverage, which is critically important to
Medicaid beneficiaries. However, this benefit is one of the greatest costs for the
states. In fiscal year 2002, Medicaid drug expenditures were $29.3 billion out of
$258.2 billion in total Medicaid spending or 11.3 percent. In addition, Medicaid drug
spending increased at an annual average rate of 19 percent from fiscal years 2000
to 2002, while Medicaid spending as a whole grew 12 percent annually during that
period. In 2003, Medicaid spent more than $34 billion on prescription drugs (See
Chart 1). Of this amount, 23 percent was spent on drugs commonly prescribed to
treat mental health conditions (See Chart 2). Furthermore, spending varies based
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on the specific medication prescribed. For example, under analgesics and anes-
thetics, the mean reimbursement for Celebrex is $112 per prescription, compared to
$12 for ibuprofen (See Chart 3). In addition, the 29 most commonly prescribed drugs
account for 25% of Medicaid spending on prescription drugs (Chart 4). Spending on
prescription drugs claims varies by state. The average claim ranges from approxi-
mately $40 to more than $60 (See Chart 5). Therefore, it is important that both the
Federal government and the states ensure that Medicaid programs pay for prescrip-
tion drugs appropriately.

States Determine Payment to Providers

Medicaid operates as a provider payment program. States may pay health care
providers directly on a fee-for-service basis, or states may pay for Medicaid services
through various prepayment arrangements, including payments to managed care
plans. Within Federally imposed upper limits and specific restrictions, each State
has broad discretion in determining the payment methodology and payment rate for
prescription drugs, and what to pay pharmacists in dispensing fees. Generally, pay-
ment rates must be sufficient to enlist enough providers to ensure covered services
are available at least to the extent that comparable care and services are available
to the general population within a geographic area. Providers participating in Med-
icaid must accept Medicaid payment rates as payment in full. It also is important
to note that prices have increased between 5 percent and 7 percent in recent years.
An increase in utilization, as well as an increase in the Medicaid population has
helped to increase the mean reimbursement per prescription (See Chart 6).

CMS Involvement with Medicaid Drug Pricing

While the States are largely responsible for managing their prescription drug ben-
efit, Federal law authorizes CMS to ensure the Federal government receives a good
price for prescription drugs. For example, the Medicaid Drug Rebate Program af-
fords Medicaid programs the opportunity to pay for drugs at discounted prices,
which are similar to those offered by pharmaceutical manufacturers to other large
purchasers. In addition, Medicaid programs have a number of options to set prices
for prescription drugs, including the Federal Upper Limit (FUL), maximum allow-
able cost (MAC), and wholesale acquisition cost (WAC) programs.

Medicaid Drug Rebate Program Controls Costs

Federal statute requires manufacturers to enter into an agreement with the Sec-
retary of Health and Human Services, on behalf of the states, to provide rebates
for covered outpatient prescription drug products paid for by Medicaid through the
Medicaid Drug Rebate Program. Manufacturers that do not sign an agreement are
not eligible for Federal Medicaid coverage of their product(s). Except for some statu-
tory limitations, if a Medicaid program opts to cover prescription drugs for their
beneficiaries, it must provide coverage and reimbursement for all covered outpatient
drug products manufactured by companies that have entered into a rebate agree-
ment with CMS, as Congress has guaranteed access to the Medicaid market for
those drug manufacturers that provide rebates. Approximately 550 pharmaceutical
companies participate in this program. Currently, 49 states and the District of Co-
lumbia participate in the Medicaid Drug Rebate Program (Arizona has an 1115
waiver that exempts it from participating in the Medicaid Drug Rebate Program).

Manufacturers submit their Average Manufacturer Price (AMP) and Best Price
(BP) to CMS. Using the AMP and BP, CMS calculates the rebate amount and in-
forms the states. The rebate is calculated differently depending on the type of drug.
For generic drugs, the rebate is 11 percent of AMP. For brand-name prescription
drugs, the rebate is calculated in two ways. Basic rebates for brand-name drugs are
the greater of 15.1 percent of the AMP or AMP minus BP. In addition, if the price
of a drug increases at a rate faster than the consumer price index from a base year,
the manufacturer would owe the state the difference dollar for dollar. States receive
rebates from manufacturers based on states’ quarterly data on the utilization of the
manufacturers’ drugs. The Drug Rebate Program was enacted out of concern for the
costs the Medicaid program was paying for outpatient drugs. In FY 2003, manufac-
turers paid rebates to states of about 56.4 billion for covered outpatient drugs. The
program gives Medicaid programs the opportunity to obtain discounted prices simi-
lar to those offered by pharmaceutical manufacturers to other large purchasers.

States that wish to pursue Medicaid supplemental rebates in addition to rebates
already received under the National Drug Rebate Agreement have the option to ne-
gotiate such rebates with drug manufacturers as specified in Federal law. In recent
years, CMS has approved plan amendments that allow states to negotiate additional
state-specific supplemental rebates for their Medicaid population or participate in
a multi-state pooling supplemental rebate agreement. Rebates received under state
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supplemental agreements are shared with the Federal government at the same rate
as the national rebates.

Currently, 33 states have Medicaid supplemental rebates, including those states
in multistate pooling arrangements. Twenty-six states have negotiated rebates on
their own. For example, Florida began collecting state-only supplemental rebates in
2001 in conjunction with the establishment of its Preferred Drug List (PDL). Cur-
rently, the state receives supplemental rebates on brand name drugs, but not on
generics. The state received rebates of $51 million in FY 2003 and does not expect
to lose participation from any of the approximately 80 manufacturers that currently
pay supplemental rebates.

Medicaid Federal Upper Limit Cuts Costs

One proven method to reduce drug costs for States and to ensure the government
is a prudent purchaser of prescription medications is the use of generic medications
instead of more expensive brand name pharmaceuticals. As you know, Mr. Chair-
man, generic drugs are typically significantly less expensive than their brand-name
counterparts (See Chart 7). This is achieved through the use of the Federal Upper
Limit (FUL), a program that caps Medicaid payments for brand name drugs that
have therapeutically equivalent generic medications available. As a result, the FUL
program, which achieves savings by taking advantage of current market prices,
helps to significantly reduce pharmacy costs for both the states and the Federal gov-
ernment.

Through the FUL program, CMS sets an upper limit reimbursement amount for
drugs that meet certain criteria. However, not all drugs are subject to the FUL pric-
ing. To establish the FUL for a drug, CMS examines the FDA’s Orange Book data
to determine whether all the formulations of a drug product approved by the FDA
are therapeutically equivalent. When all of the versions of that drug are not thera-
peutically equivalent, there must be at least three therapeutically equivalent drug
products. Once a product has met the FDA criteria, CMS verifies that it meets the
necessary compendium criteria by consulting the national drug-pricing compendium
(Red Book, First Data Bank, and Medi-Span) to verify that there are at least three
suppliers of the drug listed. If there are three suppliers, CMS sets the FUL at 150
percent of the lowest price (Average Wholesale Price, Wholesale Acquisition Cost,
or Direct Price). A state’s aggregate payment for all Medicaid prescription drugs
with a FUL must not exceed, in the aggregate, the payment levels established by
the FUL program. The aggregate cap allows states to increase or decrease the cost
of individual prescription drugs in accordance with state or local markets while
maintaining the overall savings created by the FUL program. States may exceed the
FUL price for individual prescription drugs as long as their aggregate expenditures
do not exceed the amounts that would have otherwise been spent by applying the
FUL limit plus a reasonable dispensing fee.

CMS uses a 150 percent mark-up so that FUL prices are high enough to ensure
that pharmacists can stock an equivalent product without a loss on acquisition
costs. The mark-up also assures that FUL prices are low enough so that Medicaid
will not pay too much for a prescription drug that is included on the list. The 150
percent mark-up is intended to balance the interests of both pharmacists and the
government in achieving efficiency, economy, and quality of care. In addition, to en-
sure the most accurate prescription drug pricing data, CMS has actively worked
with the publishers of the compendium to resolve FUL pricing issues and to encour-
age the collection of accurate data. Because of the complexity and volatility of the
drug marketplace, it is impossible to be certain that pricing or the inclusion of a
drug on the FUL list is 100 percent accurate. CMS has an on-going process in place
to ensure that any necessary revisions to the list can be identified and completed.
As new information becomes available, CMS compiles a list of changes that is re-
leased periodically to the agency’s regional offices. The regions provide the informa-
tion to the states, which notify providers. CMS also posts the changes on its website
at www.cms.hhs.gov/medicaid/drugs/drugl10.asp.

We greatly appreciate the various reports of the Office of Inspector General on
its review of prescription drug prices and the FUL program. While we value their
work, in regards to the FUL program, it must be examined in its entirety. Specifi-
cally CMS must establish a drug product’s eligibility for the FUL list that includes
verification with the suppliers of the drugs that are necessary to assure availability.

Utilizing Maximum and Wholesale Costs

Maximum Allowable Cost (MAC) programs are designed to ensure Medicaid pro-
grams pay appropriate prices for generic and multi-source brand drugs. Typically,
States administering the MAC programs will publish lists of selected multi-source
and generic drugs with the maximum price at which Medicaid will reimburse for
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those medications. Pharmacies generally will not receive payments that are higher
than the MAC price. These programs differ from the FUL list, as states have more
discretion in determining what drugs to include on the MAC list. Instead of the
MAC, some states use wholesale acquisition costs (WAC), which is the listed price
supposedly paid by a wholesaler for drugs purchased from the wholesaler’s supplier,
typically the manufacturer of the drug.

Add(i}tional Tools Are Available to States to Address High Prescription Drug
osts

In addition to the rebate program, and as a result of increasing prescription drug
costs, State Medicaid programs have implemented a variety of cost-containment
mechanisms in their drug programs over the past few years. These mechanisms
have allowed States to reduce their pharmacy expenditures and maintain bene-
ficiary access to a vital part of their overall health care. While some of the pharmacy
techniques employed by the States represent prudent management of program costs,
the Medicaid drug benefit remains a State option with benefits and limitations that
vary from State to State. CMS can provide consultation and support to assist states
in using these and other methods to lower their drug costs without compromising
quality of care. However, aside from federal regulations, most Medicaid cost contain-
ment decisions ultimately are made at the state level. States use a variety of meth-
ods to pay for prescription drugs. In addition, they use a variety of cost control
measures. For example, the use of copayments, generic substitution, and disease
management programs are handled at the state level (See Chart 8).

Copayments Contribute to Cost Containment

At their discretion, states may impose nominal deductibles, coinsurance, or copay-
ments on some Medicaid beneficiaries for certain services. Nominal copayments are
a tool available to states as a cost containment measure. The use of copayments for
prescription drugs varies from state to state. Nineteen states have no copayment,
and the vast majority of the remaining states require a copayment ranging from 50
cents for generic drugs to $3.00 for brand-name prescriptions. Cost sharing limits
are set by Federal regulation and have not changed in many years. In addition,
some groups are totally exempt from cost-sharing by law. Pregnant women, children
under age 18, and hospital or nursing home patients who are expected to contribute
most of their income to institutional care are exempt from cost-sharing.

States’ Aggressive Generic Substitution Saves Money

Generic drugs account for more than half of all prescriptions in the United States.
Many private health plans have generic drug use rates of more than 90 percent, but
generics are not as widely used in some Medicaid programs. The low prices of ge-
neric drugs in the United States are an important potential source of savings for
states. The potential cost-savings by the use of generic drugs has prompted 39
states to require that the generic version of a drug be dispensed to Medicaid bene-
ficiaries when available. Under these mandatory generic substitution policies, the
brand name drug remains available to beneficiaries through prior authorization. Ex-
amples of “best practices” involving generic drugs include Minnesota and Idaho. For
example, Minnesota has had a mandatory generic substitution policy in place for
nearly a decade. This saves the State $10 million annually. Idaho also has a manda-
tory generic substitution policy, which increased the percentage of generic drugs dis-
pensed from 46.7 percent in fiscal year 2002 to 53 percent in fiscal year 2003. Ida-
ho’s policy saved $11.7 million in State and Federal funds.

Drug Utilization Review Protects Patients and Reduces Costs

Congress created the Medicaid Drug Utilization Review (DUR) Program through
the Omnibus Budget Reconciliation Act of 1990. The program promotes patient safe-
ty by an increased review and awareness of outpatient prescribed drugs. Under the
law, states are required to complete annual reports, which provide an excellent
measurement tool to assess how well states have implemented the DUR program
and the effect DUR has had on patient safety, provider prescribing habits and dol-
lars saved. In addition to promoting patient safety and positive health outcomes, the
DUR program serves as a cost savings strategy by avoiding problems such as ad-
verse drug interactions, drug-disease interactions, therapeutic duplication and over-
prescribing by providers.

State Medicaid Disease Management Programs Reduce Expenses

Disease management programs are an emerging strategy for states to improve
care and are designed to reduce overall expenditures, including drug expenditures,
through more appropriate medication use for Medicaid beneficiaries with chronic ill-
nesses. Both North Carolina and Washington have instituted successful disease
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management programs. For instance, North Carolina’s Pharmacy Management Ini-
tiative has lowered drug costs of participants by 22 percent through use of a pre-
ferred drug list and is expected to save $9 million in 2004 through its pharmacy
program that reviews the drug regime of nursing home residents and recommends
changes consistent with appropriate prescribing practices.

States’ Additional Techniques to Control Costs

States use a number of additional techniques to control Medicaid prescription
drug costs.

e Approximately 9 states have strict limits on the number of brand name prescrip-
tions that can be filled.

e About 37 states employ refill and/or monthly or annual prescription limits.

e Virtually all states (50 with the exception of Tennessee but including DC) report
using day supply limits ranging from about a 30 to 100 day supply.

e About 32 states have fail-first or step therapy programs in place. Fail-First poli-
cies require that the patient fail on at least one other medication as a pre-
requisite for authorization of a specific, often non-formulary, medication. Step
Therapy is a prescription pattern based on the state of illness that involves
using the drug believed to be the most cost-effective first, followed by more ex-
pensive therapies.

Approaches for Cost Containment in Medicaid and the Private Sector Dif-
fer

The private sector utilizes a number of techniques to control their prescription
drug costs, including significant consumer cost sharing, which would not be appro-
priate in the Medicaid setting. For example, private health plans use tiered copay-
ments, which vary depending on whether the drug is generic, preferred, brand-
name, or not included on a plan’s formulary. Utilizing a range of copayments en-
courages patients to select lower-cost options. State Medicaid programs, however,
may institute only a nominal copayment or coinsurance for prescription drugs, as
Federal regulation sets a mandated $3 limit or a 5 percent coinsurance limit. Fur-
thermore, as mentioned above, by law states cannot require prescription drug copay-
ments for pregnant women, children under age 18, and hospital or nursing home
patients who are expected to contribute most of their income to institutional care.

Some private insurers also require their members to obtain their prescriptions
solely through mail-order pharmacies to control costs. In Medicaid, there is freedom
of choice of provider and any willing provider. While Medicaid programs could apply
for a waiver to use mail-order pharmacies to dispense medications to those with
chronic conditions, states do not have the authority to restrict people with Medicaid
to mail-order pharmacies for all their prescriptions.

Private insurers use formularies with tiered cost sharing and exclusion of certain
drugs as a cost saving strategy. However, Medicaid must cover all FDA-approved
drugs for every manufacturer that has a national rebate agreement, with some ex-
ceptions. States may utilize a preferred drug list, which would exclude certain
drugs, but Federal law requires these excluded drugs be made available through
prior authorization. In addition, private insurers may not cover particular drugs,
such as oral contraceptives and antihistamines, topical nasal products, and cough/
cold products. These drugs account for 4 percent of Medicaid spending on prescrip-
tion drugs (See Chart 9).

Conclusion

Mr. Chairman, members, thank you again for the opportunity to testify. CMS will
continue to assist all states in adopting safe, proven approaches to lowering drug
costs while providing access to prescription drugs and quality care. In addition,
CMS will fulfill its role as a partner through the Federal Upper Limit and Medicaid
Drug Rebate programs to ensure the government is a prudent purchaser of prescrip-
tion medications. Thank you again for hearing my testimony, and I am happy to
answer any questions you might have.
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Chart 1

Table 1: Total Number of Prescriptions and Amount Reimbursed, (1994-2003)

Year Numberof Rx A t Reimbursed Average Price Per
{in millions) (in $ millions) Prescription
1994 332.8 $8,4354 $25.34
1995 330.1 $8,994.2 $27.25
1896 340.1 $10,606.4 $31.19
1997 340.5 $11,674.7 $34.00
1998 350.2 $13,587.2 $38.80
1999 368.0 $16,177.2 $43.95
2000 404.9 $19,988.6 $49.37
2001 476.7 $25,351.2 $53.18
2002 520.8 $29,639.1 $56.91
2003 573.1 $34,298.3 $59.85

Source: Centers for Medicare & Medicaid Services, Medicaid Drug Rebate Program,

State Drug Utilization Data, 1994-2003.

Chart 2

2003 Medicaid P: iptions and Reimb by Drug Group
GROUP Number Rx Amount Mean
Reimb ._Reimbursement |

ANTH-INFECTIVE AGENTS 46,509,187 3,403,663 559 73.18
BIOLOGICALS 243,546 320,850,342 1,317.41
ANTINEOPLASTIC AGENTS 1,982,937 428,876,537 216.28
ENDOCRINE AND METABOLIC DRUGS 54,556,435 2,778,079,944 50.92
CARDIOVASCULAR AGENTS 102,503,877 4,128,003,331 40.27
RESPIRATORY AGENTS 60,786,865 2,837,901,907 46.69
GASTROINTESTINAL AGENTS 38,926,954 2.712,783,203 69.69
GENITOURINARY PRODUCTS 8,045,177 466,983,390 58.05
CENTRAL NERVOUS SYSTEM DRUGS 81,693,758 7,302,883,398 89.39
STIMULANTS/ANTI-OBESITY/ANOREXIANTS 6,709,833 520,613,909 77.58
MISC.PSYCHOTHEAPEUTIC AND NEUROLOGICAL AGENTS 3,305,209 561,514,396 168,89
|ANALGESICS AND ANESTHETICS 62,775,245 2,853,284,118 4545
NEUROMUSCULAR DRUGS 33,126,583 2,427,417,306 73.28
NUTRITIONAL PRODUCTS 18,096,550 245,085,656 1354
HEMATOLOGICAL AGENTS 15,838,287 1.708,717.1 107.08
TOPICAL PRODUCTS 31,933,433 1,237,125, 3874
MISCELLANEQUS PRODUCTS 1,374,319 39,3 174.16
Total 568,507,195 34,171,138,69 60.11
Source: Centers for Medicare & icaid Services, Medicaid Drug Rebate Program, State Drug Utilization Data, 1994-2003.

NDC data match during the data merge for some drug groups.

Note: Above payments are not net of rebates (avg. rebate =20%). Totals do not reflect those of Chart 1 because there was no
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2003 Top Volume Medicaid Drugs: Number Rx, Reimb Mean Reimb
GROUP BRAND NAME Number Amount Mean
| Rx Reimbursed Reimbursement
ANTHINFECTIVE AGENTS LEVAQUIN 1,648,517 134,336,626 8149
ZITHROMAX Z-PAK 2,380,008 102,548,251 43.09 |
Total 4,028,525 236,884,878 58.80
ENDOCRINE AND METABOLIC
DRUGS FOSAMAX 1,878,838 137,414,148 7344
ORTHO EVRA 1421774 65,800,882 46.28 |
B Total 3,300,61 203,215,030 61.57
CARDIOVASCULAR AGENTS [FUROSEMIDE 2,144 03 12,933,620 6.03
HYDROCHLOROTHIAZIDE 1,830,532 9,845,024 5.38
LIPITOR 5,955,009 512,348,991 86.04
NORVASC 3.925,630 240,834,862 61.35
TOPROL XL 1,352,352 35,232,043 26.05
| Total 15,207,555 811,194,540 53.34
RESPIRATORY AGENTS ALBUTEROL 4,113,227 75,084,164 18.25
CLARINEX 1,518,137 95,834,320 63.13
COMBIVENT 1,712,690 104,053,468 60.76
FLONASE 1,875,761 114,521,839 61.05
NASONEX 1,184,769 78,305,307 66.09
SINGULAIR 1,544,434 133,634,141 86.53
ZYRTEC 2,154,515 126,243,612 58.5¢
Total 14,103,533 727,676,853 51.60
GASTROINTESTINAL AGENTS INEXIUM 1,775,089 235,506,162 13267
OMEPRAZOLE 1,213,695 147,953,288 121.80
PREVACID 4,430,988 688,356,248 132.78
PROTONIX 3,379,484 348,632,334 103,16
Total 10,799,256 1,320,448,042 122.27
CNS DRUGS AMBIEN 2,279,123 164,414,071 7214
CELEXA 1,743470 133,700,697 76.68
LEXAPRO 1,512,264 97,397,808 64.40
PAXIL 1,368,409 118,881,195 87.61
SEROQUEL 2,588,630 338,572,008 130.79
WELLBUTRIN SR 1,656,769 155,129,411 §3.63
ZOLOFT 4,051,009 349,741,104 86.33 |
ZYPREXA 2,679,100 775,105,862 289.32
Total 17,878,804 2,133,842,155 119.36
ANALGESICS AND
ANESTHETICS CELEBREX 3,080,190 | § 347565912 § 112.51
HYDROCODONE/!
ACETAMINOPHEN 4,341,191 31,849,197 7.34
IBUPROFEN 1,180,716 14,119,958 11.96
Total 10,336,495 548,220,283 53.04
NEUROMUSCULAR DRUGS _ |INEURONTIN 2,279,440 259,884,235 114.01
Total 2,279,440 259,884,235 114.01
HEMATOLOGICAL AGENTS PLAVIX 1,870,425 219,197,936 117.1¢
Total 1.870.425 219,197.936 117.19
Grand Total 79,804,646 6,460,663.952 80.96
Source: Centers for Madi & Medicaid Services, id Drug Rebate Program, State Drug Utitization Data, 2003

Note: The 34 brand name drugs in this table comprised the top 40 NDCs in terms of total prescriptions for 2003.

Some drugs listed had more than one NDC because of different drug strengihs.
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Chart 4
2003 Top Reimbursed Medicaid Drugs B

Brand Name Number Rx { Amount Reimbursed {Mean Reimbursement
ZYPREXA* 4,746,284 1,514,228,675 319.03 |
RISPERDAL 3,094,449 682,271,982 220.48
SEROQUEL 3,423,046 607,288,028 177.41
PREVACID 4,430,988 588,356,248 132.78
LIPITOR 5,955,008 512,348,991 86.04
ZOLOFT 4,051,009 349,741,104 86.33
PROTONIX 3,379,484 348,632,334 103.16
CELEBREX 3,089,190 347,565,912 112,51
NEURONTIN 2,279,440 259,884,235 114.01
NEXIUM 1,775,088 235,506,162 132.67
PLAVIX 1,870,425 219,197,936 117.19
SYNAGIS 142,108 196,902,396 1,385.58
ICOMBIVIR 285,816 168,058,372 58799
AMBIEN 2,279,123 164,414,071 72.14
DEPAKOTE 1,129,201 162,681,355 144.07
OXYCONTIN 229,698 162,145,821 705.91
ADVAIR DISKUS 1,116,273 155,146,684 138.99
WELLBUTRIN SR 1,656,769 155,129,411 93.63
VIOXX 1,725,398 154,685,217 89.65
NORVASC 2,274,355 153,863,962 67.65
OMEPRAZOLE 1,213,695 147,953,298 121.90
KALETRA 236,464 145,758,674 616.41
TOPAMAX 616,836 140,486,767 227.75
EFFEXOR XR 1,150,936 139,907,572 121.56
PROCRIT 94,902 138,770,788 1,462.25
FOSAMAX 1,878,838 137,414,148 73,14
TRIZIVIR 143,132 135,994,934 950.14
LEVAQUIN 1,648,517 134,336,626 81.49
CELEXA 1,743,470 133,700,697 76.69
TOTAL 57,659,945 8,392,373,399 1456.55
Source: Centers for Medicare & Medicaid Services, Medicaid Drug Rebate Program, State Drug
Utilization Data, 2003.
Note: The 29 brand name drugs in this table comprised the top 40 NDCs in terms of total
reimbursements for 2003. Some drugs listed had more than one NDC because of
different drug strengths and/or administration forms. Above figures are not net of rebates (avg. =20%).
* The total reimbursement for this drug differs from that in Table 3, because the top 40 NDCs
on the basis of reimbursement did not include some of the NDCs that comprised the top 40 NDCs
on the basis of volume.
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2002 PRESCRIBED DRUG PAYMENTS, AVERAGE PAYMENTS, AND AVERAGE PER MEDICAID BENEFICIARY

SOURCE: MSIS STATE SUMMARY DATA MART 2002
NOTE: Hawaii, New Mexico, and Washington State have not submitied data yet.

STATE Payments # Claims Avg/Claim # Benes. Avg/Bene

AK $ 83,324,085 1475339 § 56.48 70,550 1,181.06
AL $ 454,370,478 10,617,210 § 42,80 500,789 907.31
AR $ 279,644,642 5632026 3 49.65 356,233 785.00
AZ $ 4,338,712 68,583 § 63.26 7,805 55589
CA $ 3,402,508,001 52,578,967 $ 84.71 2,651,229 1.283.37
co $ 202,286,461 3616322 § 55.94 183,520 1,317.66
cT $ 356,980,484 5725416 $ 82.35 123,704 2.885.76
2107 $ 68,050,981 1,074,508 $ 63.33 45,216 1,505.02
DE $ 100,112,623 1.763.028 $ 56.78 125,461 797.96
FL $ 1,736.991,594 34,209477 § 50.78 1,245,841 1,384.23
GA $ 749,552,188 18,210,805 § 41.16 1,076,904 696.03
1A $ 277,753,942 6.620,995 § 41.95 245711 1,130.41
iD $ 121,780,793 2,275,749 § 53.51 125,537 970.08
L $ 1,222,947,241 27,209290 §$ 44.95 1,199,933 1,019.18
IN $ 636,357,519 13,294,116 § 47.87 490,386 1,207.67
K8 $ 220,800,602 4,566,112 § 48.36 157,618 1,400.88
KY $ 661,409,737 15,195,290 $ 43.53 489,416 1,351.43
LA $ 682,557,080 15,073,042 § 45.28 689,973 989.25
MA $ 952,790,939 17,772,200 § 53.61 659,626 1,444 44
MD $ 320,313,995 5337463 $ 60.01 181,101 1,768.70
ME $ 250,331,526 6,640,548 3 44.38 224,664 1,114.25
Mi $ 674,808,273 13,950,622 $ 48.38 577,785 1,168.08
MN $ 204,838,630 5,570,944 § 52,92 180,577 1,547.08
MO $ 799,810,014 16,952,594 § 47.19 493,230 1,621.78
MS $ 568,084,274 10,695.910 § 53.61 526,923 1,078.12
MT $ 77,980,883 1613517 § 48.33 67,365 1,157.59
NC $ 1,069,140,895 20,349,044 § 52.54 948,795 1,125.65
ND $ 51,749,961 1,245,002 § 41.57 44,428 1,164.81
NE $ 196,526,107 4,670,105 § 42.08 194,889 1.008.40
NH $ 98,836,636 2,112,806 $ 46.78 78,861 1,253.30
NJ $ 686,301,522 11,344,446 § 60.50 296,059 2.318.12
NV 3 90,134,968 1,505,800 § 59.86 71,850 1.252.74
NY $ 3,413,404,507 57,227,232 § §9.65 2,567,595 132942
OH 3 1,330,569,382 28482906 $ 46.70 997,246 1,334.24
oK $ 267,549,002 5434476 § 49.23 276,111 968.99
OR $ 269,936,847 5402946 § 49.96 242,865 1,111.47
PA $ 719,243,402 13,635640 § 52.75 464,848 1,547.27
RI $ 126,331,040 2138403 § 59.08 53,729 2,351.26
sC $ 456,976,916 9,088,832 § 50.28 576,136 793.18
SO $ 63,854,623 1,277,168 § 49.84 64,948 980.09
TN* 3 - - #DIVIOY - #OIVIO

T $ 1,591.828,224 36,991,211 § 43.03 2,153,318 739.25
uTt $ 140,520,420 3,025,688 $ 46.44 162,268 922.85
VA $ 453,663,058 8881985 $ 51.08 319,196 1,421.27
vT $ 115,623,970 2397281 § 48.23 112,227 1,030.27
wi $ 455,720,622 13,289,815 § 34.29 309,795 1,471.04
wv $ 274,613,136 6,372,794 § 43.09 276,338 993.76
wy $ 38,008,542 822,223 § 46,23 42,652 891.13
TOTAL $ 27,111,249,488 532,346,058 $ 50.93 22,851,799 1,186.39

Note: The above payments are not net of rebates which average about 20% of the reimbursed amounts.
“ This is a "managed care state” with no reported fee-for-service drug data in MSIS.
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Chart &
Table 3: Mean F ion Reimb Vs. Medical Consumer Price Index (MCPI)
Percent Change | Mean Prescription Percent Change in Mean Mean Prescription
Year | *"MCPI in MCP| Reimbursement Prescription Reimbur: Reimbursement (2003 Dollars)
1994 | 211.0 4.55% $25.34 6.51%
1995 | 2205 431% $27.25 7.01% $36.72
1996 | 228.2 337% $31.19 12.63% $40.61
1997 | 2346 2.73% $34.00 8.26% $43.06
1998 | 2421 3.10% $38.80 12.37% $47.61
1999 | 250.6 3.39% $43.95 11.72% $52.11
2000 | 2608 3.91% $49.37 10.98% $56.24
2001} 2728 4.40% $53.18 7.16% $57.92
2002 | 2856 4.48% $56.91 8.55% $59.20
2003 ] 2971 3.87% $59.85 4.91% $59.85
Source: Centers for Med & Medicaid Services, Medicaid Drug Rebate Program, State Drug Utilization Data, 1984-2003.

*U.S. Bureau of Labor Statistics, Base year 1982-1984, http://www.bis.gov

Figure 1: Change in Medical Consumer Price Index (MCPI) and Mean P; ipti
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Mr. WALDEN. It will be. Thank you, Mr. Smith.
Mr. Reeb, thank you for being with us.

TESTIMONY OF GEORGE M. REEB

Mr. REEB. Good morning, Mr. Chairman. I am George Reeb; I am
assistant inspector general for the Centers of Medicare and Med-
icaid Audits within the HHS Office of Inspector General. Robert
Vito, regional inspector general for evaluations and inspections in
Philadelphia, accompanies me. We appreciate the opportunity to
appear before you today.

In short, the Medicaid program continues to pay too much for
prescription drugs. My written statement describes the OIG’s work,
showing that the Medicaid drug program could save money if it is
improved on four particular fronts.

First, States need better methods for estimating pharmacy acqui-
sition costs. Second, CMS must ensure that qualified drugs are
placed on the Federal upper limit lists in a timely manner. Third,
States must do a better job of accounting for their billing and col-
lections of the rebates from the rebate collection process. And,
fourth, CMS, we believe, should seek legislation to correct the in-
consistencies which exist between the rebate and the reimburse-
ment calculations.

Most States have used and continue to use the average wholesale
price to estimate pharmacies’ acquisition costs of drugs. The pub-
lished AWPs that States use to establish their Medicaid drug reim-
bursements generally bear little resemblance to the prices incurred
by retail pharmacies to purchase drugs. In prior audit reports that
we issued in 2001 and 2002, we estimated that pharmacies’ actual
acquisition costs for brand-name drugs in 1999 was an average of
21 percent below AWP and for generic drugs was an average of 65
percent below AWP. The effect of the difference between the phar-
macy invoice costs and the amount Medicaid would have paid for
those drugs was about $1.5 billion, a spread from which the States
could have derived savings through better reimbursement methods.

After additional analyses based on both State and industry inter-
ests, we recommend that, if States continue to use a reimburse-
ment system based on AWP, they should consider adopting a four-
tiered payment system that is described in my written statement.

Next, I would like to mention our findings with regard to the
Federal upper limit program. For multiple-source drugs, Medicaid
limits reimbursement to Federal upper limit amounts if at least
three generic equivalents are available and certain other require-
ments are met. Medicaid misses savings opportunities when quali-
fied drugs are not placed on the Federal upper limit list in a timely
manner. In a report we issued in February of this year, we esti-
mated that Medicaid could have saved $123 million in 2001 if CMS
had added just 55 more products to the Federal upper payment
list.

As a follow-up to that report, your committee requested that OIG
conduct additional work on this subject. Today, we are releasing
the results of that work. Again, we found that qualified drugs need-
ed to be added more timely to the Federal upper limit list. Delays
in adding the drugs we reviewed cost the Medicaid program an es-
timated $167 million between 2001 and 2003.
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Another area we reviewed is the extent to which States vary in
their Medicaid reimbursements for the same drugs. We estimated
that, overall, Medicaid could have saved as much as $86 million in
fiscal year 2001 if the 42 States that we reviewed had reimbursed
at the same price as the lowest paying price—lowest paying State
for each of the selected drugs. Overall, we believe that States could
reduce their spending on prescription drugs by adopting various
strategies that other States have successfully used to contain costs.

States also spend too much on prescription drugs because they
do not adequately manage their Medicaid rebate billings and collec-
tions process. We recently completed audits at the rebate programs
in 48 States and the District of Columbia. We found that rebate ac-
counting systems were inadequate, and information submitted to
CMS was unreliable, thereby undermining CMS’ ability to oversee
the drug reimbursement rebate process.

My written statement also describes concerns we have about the
negative effect of inconsistencies between the key values that are
used for calculating rebates and reimbursements. We estimate
that, if rebates and reimbursements had been calculated using the
same value, Medicaid would have achieved a substantial increase
in added rebates. Audit work in progress confirms that Medicaid
continues to overspend because of this inconsistency in the rebate
and the reimbursement processes. Medicaid reimbursement should
reliably reflect the actual cost of the drugs to the pharmacy. We do
not believe that occurs now, and States need assistance in
strengthening their ability to make reasonable payments for the
drugs they do cover.

Mr. Chairman, this concludes my testimony, and we welcome
any questions you may have.

[The prepared statement of George M. Reeb follows:]

PREPARED STATEMENT OF GEORGE M. REEB, ASSISTANT INSPECTOR GENERAL FOR
THE CENTERS FOR MEDICARE AND MEDICAID AUDITS, OFFICE OF INSPECTOR GEN-
ERAL, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Good morning, Mr. Chairman. I am George M. Reeb, Assistant Inspector General
for the Centers for Medicare and Medicaid Audits at the U.S. Department of Health
and Human Services’ Office of Inspector General (OIG). Robert Vito, Regional In-
spector General for Evaluation and Inspections in Philadelphia, accompanies me.
We appreciate the opportunity to appear before you today to present information re-
garding Medicaid’s payments to pharmacies for prescription drugs.

In short, the Medicaid program continues to pay too much for prescription drugs.
My testimony provides a brief overview of OIG’s body of work over the last several
years related to Medicaid-covered drugs that provides the basis for our belief that
Medicaid is paying too much for prescription drugs and offers suggestions for con-
trolling Medicaid spending.

The testimony describes OIG’s findings regarding (1) pharmacy acquisition costs
and average wholesale price, (2) the Federal upper limit program, (3) State vari-
ations in reimbursements for the same drugs, and (4) the Medicaid drug rebate pro-
gram. I am also providing additional analytical information on pharmacy acquisition
costs, highlights of Medicaid-related settlements with pharmaceutical manufactur-
ers and chain drug stores, and a list of selected OIG reports and other guidance that
are available on our Web site at http:/www.oig.hhs.gov.

The Centers for Medicare & Medicaid Services estimated that calendar year 2003
Medicaid expenditures for prescription drugs totaled more than $31 billion, triple
the $9.4 billion spent in 1994. Both the States and the Federal Government share
these expenditures. Under Federal law, States have wide latitude in setting their
reimbursement rates for prescription drugs. Federal regulations require that each
State’s reimbursement for a drug not exceed, in the aggregate, the lower of esti-
mated acquisition cost plus a reasonable dispensing fee or the providers’ usual and
customary charge to the public for the drug. For certain multiple-source (generic)
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drugs, Medicaid regulations set Federal upper limits that are contained on a list
published by CMS. Within this general framework, the States use a variety of dif-
ferent pricing mechanisms when setting reimbursement amounts.

States must reasonably reimburse pharmacies for prescription drugs provided to
Medicaid beneficiaries; yet, they lack access to pharmacies’ actual acquisition costs.
Due to this lack of data, they rely on estimates to determine Medicaid reimburse-
ment. These estimates include formulas for estimating pharmacy acquisition cost,
pharmacies’ “usual and customary” charges, Federal upper limits, and State max-
imum allowable costs.

PHARMACY ACQUISITION COSTS AND AVERAGE WHOLESALE PRICE

Most States have used and continue to use the average wholesale price (AWP) to
estimate pharmacies’ acquisition costs of drugs. For the most part, AWP’s (which
are not clearly defined by law or regulation) are compiled in drug compendia such
as Medical Economics’ Red Book. As our audit findings have demonstrated, the pub-
lished AWPs that States use to establish their Medicaid drug reimbursements gen-
erally bear little resemblance to the prices incurred by retail pharmacies to pur-
chase drugs.

Until the passage of the Medicare Prescription Drug, Improvement, and Mod-
ernization Act of 2003, Medicare also used AWP as the basis for most drug reim-
bursements. Although the Congress recently took action to help lower excessive pay-
ment levels for Medicare, Medicaid’s reimbursement methodology continues to be
based largely on the same inflated AWPs that had plagued Medicare.

To compare actual pharmacy acquisition costs to AWP, for calendar year 1999 we
obtained from 217 pharmacies in 8 States pricing information that included thou-
sands of invoice prices for both brand and generic drug products. We compared each
invoice drug price to the AWP for that drug and calculated the percentage, if any,
by which the invoice price was discounted below AWP. We estimated that pharmacy
acquisition costs for brand name drugs in 1999 were an average of 21.8 percent
below AWP and for generic drugs were an average of 65.9 percent below AWP. Both
estimates were higher than our previous studies of 1994 data that showed 18.3 per-
cent below AWP for brands and 42.4 percent below AWP for generics.

Our comparisons of pharmacy acquisition costs to AWP for 1999 did not adjust
the invoice prices for the net effect of discounts available to most pharmacies, such
as volume discounts, prompt pay discounts, and related rebates provided to phar-
macies by manufacturers and/or wholesalers that would further lower the total
pharmacy acquisition costs. For that one year, 1999, we estimated that the com-
bined pharmacy invoice costs alone for brand name and generic drugs may have
been as much as $1.5 billion lower than Medicaid would have paid for those drugs
using the States’ national average discount from AWP of 10.3 percent. This $1.5 bil-
lion constitutes a spread from which States could have derived savings through bet-
ter reimbursement methods. We used a single average discount in the calculation
because, in 1999, most States used the same discount for brand name drugs as they
did for the generics that did not have an upper limit.

In the audit of 1999 data, we did not attempt to assess the adequacy of dispensing
fees paid by the States to pharmacies. Based on information available from CMS,
it appears that States have significantly varying amounts of dispensing fees.

In 2002, in response to requests by the industry and the States’ interest in having
more information on pharmacy purchase prices for additional categories of drugs,
the OIG conducted an additional analysis of the 1999 data. That analysis provided
a more comprehensive breakdown of percentages for a variety of drug categories.
The analysis demonstrated a wide range of discounts from AWP for pharmacy pur-
chases, depending on the category of drug that was being purchased. We concluded
that the common method of reimbursing for brand name drugs and certain generic
drugs using a single percentage discount does not adequately consider the large fluc-
tuations in actual discounts between brands and generics. We recommended that,
if States continue to use a reimbursement system based on AWP, they should con-
sider adopting a four-tiered payment system. More information about the additional
analysis and the recommended four-tiered payment system is provided in Appendix

States continue to use a discounted AWP for estimating pharmacy acquisition
costs. However, many have established separate discounts for brand name and ge-
neric drugs. CMS estimated that for the year 2003, for brand drugs, the States’ dis-
counts from AWP ranged from 5 percent to 16 percent. For generic drugs, CMS esti-
mated that the States’ discounts from AWP ranged from 5 percent to 50 percent.
A small number of States use wholesale acquisition cost rather than AWP when es-
timating the acquisition cost.
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One reason States continue to rely on AWP, despite its widely recognized defi-
ciencies, is that States lack access to alternative, more accurate price information.
One option that could be studied is the feasibility of developing a base payment
methodology that uses actual pharmacy invoice prices adjusted, if necessary, for a
profitability factor after netting post-invoice discounts and other considerations.

FEDERAL UPPER LIMITS

For multiple-source (generic) drugs, Medicaid limits reimbursement to Federal
upper limit amounts if at least three generic equivalents are available and certain
other requirements are met. The Federal upper limits restrict the amount that Med-
icaid can reimburse for drugs that have available generic equivalents (42 CFR
§447.332). Medicaid misses savings opportunities when qualified drugs are not
placed on the Federal upper limit list in a timely manner.

To quantify the missed savings opportunities, we obtained a list of the top 200
multiple-source drugs based on retail sales for the year 2001 and determined wheth-
er the drugs were on CMS’s November 2001 Federal upper limit list. In a report
issued in February 2004, we reported that 90 drugs were not included on the list
despite meeting the established criteria. We estimated that Medicaid could have
saved $123 million in 2001 if CMS had added just 55 of these 90 products to the
Federal upper limit list. Four products alone accounted for 71 percent of the $123
million in potential savings. Subsequently, CMS added 9 of the 90 products to the
Federal upper limit list. Seven of the nine products accounted for $94 million of the
$123 million in savings we calculated for 2001.

As a follow-up to this report, your Committee requested that OIG conduct addi-
tional work to answer the following questions:

e Since 2001, how many generic drugs have met the criteria for inclusion on the
Federal upper limit list?

e How many of these drugs have been included on the Federal upper limit list?

e How long, on average, did it take CMS to add newly qualified drugs to the list?

e How much does lag time between when a drug meets the criteria and its inclusion
on the Federal upper limit list cost the Medicaid program?

Today, we are releasing the results of our work related to the Committee’s re-
quest. Again, we found that CMS does not consistently add qualified drugs to the
Federal upper limit list in a timely manner. Of the 252 first-time generic drugs ap-
proved between 2001 and 2003, 109 products met the statutory and regulatory cri-
teria for inclusion on the list. CMS had added only 25 of the 109 drugs to the list
as of July 15, 2004 (date of analysis), and very few of these were included in a time-
ly manner. It took CMS an average of 36 weeks to place these products on the list
once they met the statutory and regulatory criteria for inclusion. Only 3 of the 25
drugs were included on the list when they first became qualified. The longest delay
was for two versions of Metformin Hydrochloride, which were qualified for 102
weeks before being added in March 2004.

An additional 84 of the 109 drugs we reviewed had still not been added to the
Federal upper limit list as of July 15, 2004. The delay in adding these 84 drugs
averaged 55 weeks as of that date.

Delays in adding the reviewed drugs cost the Medicaid program an estimated
$167 million between 2001 and 2003. A majority of the losses were attributable to
delays in adding just eight drugs, which accounted for 85 percent ($143 million) of
the estimated losses. The product with the highest losses for Medicaid, Fluoxetine
20 mg capsules (brand name Prozac), illustrates the potential effect of not adding
drugs to the Federal upper limit list in a timely manner. Fluoxetine met all criteria
for inclusion on the Federal upper limit list by April 1, 2002. However, CMS did
not place Fluoxetine on the list until December 1, 2002. We estimate that this delay
in adding the 20 mg dosage size of Fluoxetine capsules cost Medicaid an estimated
$57 million dollars. The Federal share of the loss on Fluoxetine was approximately
$32.6 million. The Federal share of the $167 million loss on all the drugs we re-
viewed was approximately $95.5 million.

Based on the findings of this report, we recommended that CMS establish an ad-
ministrative procedure and schedule to govern the determination and publication of
Federal upper limits. We also suggested that CMS focus its resources on ensuring
that high-volume drugs that have recently come off patent are added to the list ex-
peditiously. The report is available on OIG’s Web site today under “What’s New,”
and I have provided the report to the Committee.

STATE VARIATIONS IN REIMBURSEMENTS FOR THE SAME DRUGS

As previously mentioned, States have wide latitude in setting their reimburse-
ment amounts for prescription drugs. In September 2004, we issued a report of a
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study in which we assessed the extent to which States vary in their Medicaid reim-
bursement for the same drugs. We analyzed fiscal year 2001 State Medicaid pre-
scription drug reimbursement data for a sample of 28 national drug codes. A na-
tional drug code is a numeric identifier issued by the Food and Drug Administration
(FDA) for each drug. The code indicates the manufacturer of the drug, the product
dosage amount, and the package size. Forty-two States agreed to participate in our
review and provided us with their total ingredient reimbursement amount (exclud-
ing dispensing fees) and the total units reimbursed for each of the 28 national drug
codes. Using the data supplied by States, we calculated an average unit price per
drug and found substantial variations in States’ payments for the same drugs.
These variations translate into overspending by Medicaid.

Based on State data, we estimated that, overall, Medicaid could have saved as
much as $86.7 million in fiscal year 2001 if all 42 States had reimbursed at the
same price as the lowest paying State for each of the drugs reviewed. In fact, Med-
icaid could have cut its spending by more than half if all States had paid the same
price as the lowest paying State for just 9 of the 28 drugs. These savings estimates
derive from only 28 national drug codes that were randomly selected from 600 na-
tional drug codes for which there were substantial Medicaid outlays. Medicaid cov-
ers over 50,000 national drug codes, implying a potential for even greater program
savings.

We believe savings could be achieved if CMS would: (1) share with the States the
various types of price data it collects to help States develop better estimates of phar-
macy acquisition costs, (2) conduct further research on the factors that affect States’
drug prices to be able to advise States more effectively on ways to set their reim-
bursement levels, and (3) annually review the States’ drug prices in order to share
comparative State prices and methods to reduce costs.

MEDICAID DRUG REBATE PROGRAM

State Accounting for Rebate Billings and Collections

In addition to paying too much up front for Medicaid prescription drugs, States
exacerbate their overspending of State and Federal funds by poor management of
their rebate billings and collections. Pursuant to the Medicaid Drug Rebate Statute,
States collect rebates from drug manufacturers for drug purchases made under the
Medicaid program. The drug rebate program allows Medicaid to receive pricing ben-
efits commensurate with its position as a high-volume purchaser of prescription
drugs.

The statutory drug rebate program became effective in January 1991. After a
start-up period, we audited the effectiveness of the new program in eight States. In
June 1993, we reported that CMS had not ensured that States had established prop-
er accountability and controls over the billing and collection of drug rebates. In addi-
tion, CMS could not develop a nationwide total of the uncollected portion of Med-
icaid drug rebates because States were only required to report the rebates that were
collected. We replicated our review recently on a national scale, using 2002 informa-
tion, and found that, while accountability had improved since our 1993 report, im-
provements are needed in most States. Weaknesses included the following:

e Rebate accounting systems were inadequate.
e Information submitted to CMS was unreliable, undermining CMS’s ability to over-
see the program.

e Accounting for interest on late rebate payments was improper.
e The dispute resolution and collection processes were inadequate.

We are in the process of developing a national roll-up report. The individual final
reports for each State and the District of Columbia are currently available on our
Web site.

Drug Rebate Calculations

Additional Medicaid overspending occurs because of an inconsistency between the
key values used for calculating rebates and reimbursements. Currently, Medicaid
requires that rebates be based on a specifically designated value, average manufac-
turer price (AMP), while, at the same time, allowing reimbursements to be cal-
culated using other values (usually a discounted AWP). This creates a situation
whereby fluctuations in reimbursements do not result in a corresponding adjust-
ment in the associated rebates. When a State increases its payments for a drug, it
would not receive a correspondingly higher rebate on that drug purchase because
there is currently no connection between the reimbursement and rebate calcula-
tions. Legislation is needed to establish a connection.

In a 1998 audit report, we recommended that CMS seek legislation requiring drug
manufacturers to pay Medicaid drug rebates on the same basis that States deter-



120

mine reimbursements. The recommendation was supported by our review of data for
calendar years 1994 through 1996 for 100 brand name drugs that had the greatest
amount of Medicaid reimbursement in that period. We estimated that if rebates had
been based on AWP (instead of on the statutorily required AMP) for that period,
Medicaid would have achieved over $1 billion in added rebates. We used AWP to
calculate the rebates for the period because most States were basing drug reim-
bursements on AWP minus a percentage discount. According to information States
have reported to CMS, most States continue to use AWP in their reimbursement
methodologies. Audit work in progress confirms that Medicaid continues to over-
spend because of the inconsistent bases used for reimbursement and rebates.

Manufacturers’ Calculation of AMP

AMP is supposed to represent the price at which the manufacturers sell their
drugs to wholesalers for use in the retail class of trade. In addition to the situation
described above, our work at selected manufacturers has shown they are making in-
consistent interpretations as to what components are included in AMP. The incon-
sistencies have included how to treat Medicaid sales and accounting for sales and
price concessions that flow through organizations that represent both retail and
non-retail customers. It is important that all manufacturers report consistent and
accurate information in order for the rebate process to work as intended. We there-
fore suggest that additional clarification of the definition of AMP be provided by
CMS. This would both improve the rebate process and assist States that may con-
sider the use of AMP data in estimating pharmacy acquisition costs for reimburse-
ment purposes.

CONCLUSION

All States could reduce their spending on prescription drugs by adopting various
strategies that other States have successfully used to contain costs. The savings
could be even greater if states had better access to accurate pricing information. Re-
imbursement should reliably reflect the actual costs of the drug to the pharmacy
and be grounded in information that can be validated. There is an urgent need for
the Medicaid policymaking community to assist States in strengthening their ability
to make reasonable payments for the drugs they cover. This concludes my testi-
mony, and I welcome your questions.

APPENDIX A

ADDITIONAL ANALYSIS OF PHARMACY ACQUISITION COSTS AND AVERAGE WHOLESALE
PRICE

OIG collected brand name and generic drug acquisition costs for calendar year
1999 and compared those costs to the average wholesale price (AWP) for each drug.
After issuing separate reports on brand name and generic drugs, we conducted an
additional analysis that provided a more comprehensive breakdown of percentages
for a variety of drug categories. We found that:

e For single source innovator drugs, pharmacies purchased the drugs at an esti-
mated discount of 17.2 percent below AWP.

e For all drugs without Federal upper limits (single source innovator, multiple
source innovator, and multiple source non-innovator), pharmacies purchased the
drugs at an estimated discount of 27.2 percent below AWP.

e For multiple source drugs without Federal upper limits, pharmacies purchased
the drugs at an estimated discount of 44.2 percent below AWP. A further break-
down of these drugs showed the estimated discount for innovator multiple
source drugs to be 24.4 percent and 54.2 percent for non-innovator multiple
source drugs.

e For multiple source drugs with Federal upper limits, pharmacies purchased the
drugs at an estimated discount of 72.1 percent below AWP

These percentages do not consider discounts available to most pharmacies, such
as volume discounts, prompt pay discounts, and related rebates that would further
reduce acquisition costs.

The analysis shows that there is a wide range of discounts from AWP for phar-
macy purchases depending on the category of drug that is being purchased. We con-
cluded that, if States continue to use a reimbursement system based on AWP, CMS
should encourage States to consider adopting a four-tiered payment system con-
sisting of a percentage discount off AWP for:

(1) single source brand name drugs;

(2) innovator multiple-source drugs without a Federal upper limit; and

(3) non-innovator multiple-source drugs without a Federal upper limit.
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(4) The fourth tier would be to pay the Federal upper limit price for qualified mul-
tiple source drugs.
As in the audits on which this additional analysis was based, we focused our ef-
forts on evaluating the pharmacy’s acquisition costs for the drugs and offer no opin-
ion on the adequacy of the dispensing fees being paid.

APPENDIX B
MEDICAID-RELATED PRESCRIPTION DRUG SETTLEMENTS

Settlements with Pharmaceutical Manufacturers

Recent Federal investigations of pharmaceutical manufacturers that led to settle-
ments involving Medicaid prescription drug cases serve to illustrate weaknesses and
vulnerabilities in the Medicaid drug reimbursement arena. Following are descrip-
tions of some, but not all, relevant cases. Both the United States and individual
States have negotiated other settlements that are not mentioned here.

The OIG’s “Compliance Program Guidance for Pharmaceutical Manufactur-
ers” is available on the OIG Web site at http:/www.oig.hhs.gov/fraud/
complianceguidance.html.

Schering-Plough Corporation. Recently, ScheringPlough Corporation agreed to pay
$345.5 million as part of a global settlement with the Government and entered a
Syear corporate integrity agreement (CIA) with the OIG. As part of the settlement,
Schering-Plough agreed to pay $293 million to resolve its civil and administrative
liabilities in connection with illegal and fraudulent pricing of its allergy drug
Claritin under the Medicaid drug rebate program. The civil portion of the case fo-
cused on ScheringPlough’s alleged failure to include the value of certain incentives
offered to two managed care organizations in Schering-Plough’s determination of the
best price reported for purposes of the Medicaid drug rebate program. By failing to
include the value of the incentives in its determination of best price, ScheringPlough
allegedly underpaid rebates due to the States and overcharged entities (such as
community health centers) that purchased drugs at ceiling prices that are based on
Medicaid drug rebate prices. With regard to the criminal portion of the case, a sub-
sidiary of ScheringPlough, the Schering Sales Corporation, pled guilty to a kickback
charge and was sentenced to pay a $52.5 million criminal fine. Schering Sales Cor-
poration was charged with paying a kickback of almost $2 million in order to keep
Claritin on the formulary of a managed care organization.

Pfizer Inc. As part of a fiscal year 2004 global settlement of $430 million plus in-
terest, Pfizer Inc. (Pfizer), Warner-Lambert Company LLC (Warner-Lambert), and
the Parke-Davis Division agreed to pay $190 million in a civil False Claims Act set-
tlement relating to Warner-Lambert’s promotion of the drug Neurontin. Pfizer ac-
quired Warner-Lambert and its Parke-Davis Division in June 2000. Between July
1995 and June 2001, Neurontin was approved by FDA only for use in treating epi-
lepsy, but Warner-Lambert allegedly engaged in a wide-ranging program to promote
Neurontin for other uses. The Government alleges that these activities caused the
submission of false and/or fraudulent claims to Medicaid. To resolve its criminal li-
ability, Warner-Lambert pled guilty to violating the Federal Food, Drug and Cos-
metic Act and agreed to pay a $240 million criminal fine. Pfizer entered a com-
prehensive 5-year corporate integrity agreement with OIG.

AstraZeneca Pharmaceuticals, LP and Zeneca Inc. In June 2003, the United
States announced a global settlement with AstraZeneca. The company agreed to pay
a total of almost $355 million and enter a 5-year CIA with OIG to resolve its crimi-
nal and civil liabilities relating to the marketing and pricing of its prostate cancer
drug, Zoladex. AstraZeneca pled guilty to conspiracy to violate the Prescription Drug
Marketing Act by causing the submission of reimbursement claims for Zoladex that
had been provided free of charge as samples. The Government also alleged that
AstraZeneca paid illegal remuneration (in various forms including grants, travel,
and entertainment) to induce the purchase of Zoladex; that AstraZeneca created and
marketed an average wholesale price (AWP) spread between the Medicare reim-
bursement for Zoladex and its cost; and that AstraZeneca misreported and under-
paid Medicaid rebates for Zoladex. AstraZeneca also agreed to enter separate settle-
ments with the States.

Bayer Corporation. In April 2003, Bayer Corporation agreed to pay $257.2 million
in criminal fines and civil assessments to settle a False Claims Act case relating
to the Medicaid drug rebate program. Bayer agreed to plead guilty to charges that
it violated Federal law by failing to report certain information to FDA. The case fo-
cused on Bayer’s failure to include certain sales to Kaiser Permanente Medical Care
(an HMO) in its calculation of Best Price reported for purposes of the Medicaid drug
rebate program. The Medicaid drug rebate program requires drug manufacturers to
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report their Best Prices to CMS and to pay rebates to the State Medicaid programs
based on those reported prices.

GlaxoSmithKline. Also in April 2003, GlaxoSmithKline settled a Medicaid drug
rebate case for almost $88 million, based on facts similar to the Bayer matter dis-
cussed above. In connection with the settlement, GlaxoSmithKline entered a 5-year
CIA with OIG. GlaxoSmithKline also agreed to enter into separate settlement agree-
ments with the States.

Pfizer, Inc. In October 2002, the United States settled a Medicaid drug rebate case
with Pfizer, Inc., Warner-Lambert Company and the Parke-Davis Division. The Gov-
ernment alleged that Warner-Lambert failed to include the value of certain unre-
stricted educational grants in the best price reported for purposes of the Medicaid
drug rebate program and, as a result, underpaid rebates due. The government al-
leged that Warner-Lambert paid the grants to a managed care organization in order
to obtain unrestricted formulary status for the cholesterol-lowering drug, Lipitor. As
}())alé of the settlement, Pfizer paid $49 million and entered a five-year CIA with

1G.

TAP Pharmaceutical Products, Inc. In October 2001, the United States announced
a major global health care fraud settlement with TAP Pharmaceutical Products Inc.
TAP agreed to pay a total of $875 million to resolve its Medicare and Medicaid li-
ability. TAP agreed to plead guilty to violating Federal law governing the use of
drug samples. In addition, TAP allegedly set and reported AWPs for its prostate
cancer drug, Lupron, at levels far higher than the actual acquisition cost of the ma-
jority of its customers (such as physicians) and caused those customers to receive
excess reimbursement from Medicare and Medicaid. TAP also allegedly underpaid
rebate amounts due to the States under the Medicaid drug rebate statute.

Bayer Corporation. In February 2001, the United States entered a $14 million set-
tlement with Bayer Corporation in connection with Bayer’s AWP pricing and Med-
icaid drug rebate practices relating to six drugs. The Government alleged that Bayer
set and reported AWPs for the drugs at levels far higher than the actual acquisition
costs of the products; that Bayer made misrepresentations to the Medicaid programs
of certain States; and knowingly misreported and underpaid Medicaid rebates for
the drugs. As part of the settlement, Bayer entered a five-year CIA with OIG.

Settlements with Chain Drug Stores

Rite Aid Corporation. In 2004, Rite Aid Corporation agreed to pay $7 million and
enter a 4year CIA to resolve its civil and administrative liability relating to the sub-
mission of claims to Medicaid and other Government health care programs for par-
tially-filled prescriptions for drugs that were not delivered to the beneficiaries and,
in some instances, were ultimately returned to stock. In addition to the settlement
with the Federal Government, Rite Aid entered settlements with 28 States and the
District of Columbia to resolve alleged liability to the States for the Medicaid dam-
ages.

Wal-Mart Stores, Inc. In 2004, Wal-Mart Stores, Inc., agreed to pay almost $2.87
million and enter a 4-year CIA to resolve alleged civil and administrative liabilities
relating to the submission of claims for partially filled prescriptions between 1990
and 2000. The settlement resolved a False Claims Act qui tam suit alleging that
Wal-Mart submitted false claims each time it dispensed only a portion of a prescrip-
tion to a customer yet billed Medicaid, TRICARE, or the Federal Employee Health
Benefits Program for the full amount of the prescription.

Eckerd Corporation. In May 2002, Eckerd Corporation entered a settlement with
the United States and a group of States for $9 million. Eckerd also entered into a
5-year CIA with OIG. The Government alleged that Eckerd submitted false claims
each time it dispensed only a portion of a prescription to the customers but billed
for the full amount of the prescription. The claims at issue were submitted to Med-
icaid, TRICARE, and the Federal Employee Health Benefits Program between 1986
and 2000. Previously, ECK M.D., Inc., an affiliate of Eckerd, pled guilty to submit-
ting false claims to Medicaid and to violating certain record-keeping requirements
of the Controlled Substances Act.

CVS Corporation. In July 2001, the U.S. Department of Justice and the OIG,
working jointly with representatives of the States, reached settlement in a qui tam
action against CVS Corporation, involving allegations that the company submitted
claims for partially filled prescriptions to Medicaid, TRICARE, and the Federal Em-
ployee Health Benefits Program. In addition to paying $4 million to the Govern-
ment, CVS also agreed to a 4-year CIA.

Walgreen Co. In 1999, the Federal and State governments (through the Medicaid
Fraud Control Units) entered the first settlement with a major retail pharmacy
chain for conduct involving partially filled prescriptions billed to Medicaid and other
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Federal health care programs. Walgreen Co. paid $7.6 million and entered a 4-year
CIA to resolve its liability.

APPENDIX C

SELECTED MEDICAID DRUG REPORTS AVAILABLE ON THE OIG WEB SITE (HTTP:/
WWW.OIG.HHS.GOV)

A-06-91-00092: HCFA Needs to Provide Additional Guidance to Drug Manufacturers
To Better Implement the Medicaid Drug Rebate Program. 1992. (Inconsistencies
in manufacturers methods used to determine AMP.)

A-06-91-00102: Improvements Needed in HCFA’s Procedures To Implement the
Medicaid Drug Rebate Program. 1992. (Errors in AMP and best price.)

A-06-92-00029: Management Controls Over the Medicaid Drug Rebate Program.
1993. (Inadequate State controls and accountability over billing and collection
of rebates.)

A-06-96-00030: Medicaid Pharmacy: Actual Acquisition Cost of Prescription Drug
Products for Brand Name Drugs. 1997. (Based on invoices, in 1994 pharmacy
acquisition costs for brand name drugs averaged 18.3 percent below AWP.)

A-06-97-00011: Medicaid Pharmacy—Actual Acquisition Cost of Generic Prescription
Drug Products. 1997. (Based on invoices, in 1994 pharmacy acquisition costs for
generic drugs averaged 42.5 percent below AWP.)

A-06-97-00052: Need to Establish Connection Between the Calculation of Medicaid
Drug Rebates and Reimbursement for Medicaid Drugs. 1998. (Increases in reim-
bursement do not trigger corresponding increases in rebates.)

A-06-00-00023: Actual Acquisition Cost of Brand Name Prescription Drug Products.
2001. (Based on invoices, in 1999 pharmacy acquisition costs for brand name
drugs averaged 21.84 percent below AWP.)

A-06-01-00053: Medicaid Pharmacy—Actual Acquisition Cost of Generic Prescription
Drug Products. 2002. (Based on invoices, in 1999 pharmacy acquisition costs for
generic drugs averaged 65.93 percent below AWP.)

A-06-02-00041: Medicaid Pharmacy—Additional Analyses of the Actual Acquisition
Cost of Prescription Drug Products. 2002. (A 4-tier discounting methodology
would bring reimbursement more in line with acquisition costs.)

OEI-05-99-00611: Containment of Medicaid HIV/AIDS Drug Expenditures. 2001.
(Comparison of Medicaid payments to other pricing methods.)

OEI-03-01-00010: Medicaid’s Use of Revised Average Wholesale Prices. 2001.
(States’ use of price revisions by First Databank.)

OEI-05-02-00080: Medicaid’s Mental Health Drug Expenditures. 2003. (Comparison
of Medicaid payments to 4 other Federal payers.)

OEI-05-02-00680: State Strategies to Contain Medicaid Drug Costs. 2003. (Review
of States’ methods to control spending on drugs.)

OEI-03-02-00670: Omission of Drugs from the Federal Upper Limit List in 2001.
2004. (CMS did not ensure timely placement of drugs on the FUL list.)

OEI-03-02-00660: Medicaid Rebates for Physician-Administered Drugs. 2004. (Some
States’ systems are inadequate to ensure rebate collections.)

OEI-05-02-00681: Variation in State Medicaid Drug Prices. 2004. (States’ reimburse-
ments vary widely for the same drugs.)

OEI-03-04-00320: Addition of Qualified Drugs to the Medicaid Federal Upper Limit
List. 2004. (CMS did not ensure timely placement of drugs on the FUL list.)

Mr. WALDEN. Thank you, Mr. Reeb.

Mr. Vito, do you have any comments? No.
Mr. O’Connell, or Mr. Balland.

TESTIMONY OF DAVID J. BALLAND

Mr. BALLAND. Good morning, Mr. Chairman. Mr. O’Connell has
agreed to allow me to go first as his statement will follow logically
after mine.

Good morning, Mr. Chairman. Thank you for having Texas at-
tend this very important hearing. I am David Balland, the asso-
ciate commissioner for the Medicaid and Children’s Health Insur-
ance Program for the State of Texas, and I appreciate this oppor-
tunity to be with you today.

Mr. WALDEN. Thank you for being here.
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Mr. BALLAND. Our main goal in setting reimbursement for the
Texas Medicaid Prescription Drug Program, referred to as the Ven-
dor Drug Program, is to make the reimbursement formula as fair
as possible to all parties involved by reimbursing as close as pos-
sible to the pharmacy’s actual cost and the pharmacies—allowing
the pharmacies to set an adequate fee to cover their costs to dis-
pense that product and working with the pharmacies. We do this
in a proactive and transparent manner.

In Texas, we spend approximately $2 billion a year on prescrip-
tion drugs for Medicaid clients. Most States currently use private
companies to access prescription drug pricing information by drug
in order to set reimbursement levels for their pharmacies for pre-
scription drugs dispensed in their Medicaid programs. These com-
panies request pricing information from manufacturers by drug,
and then make this unregulated pricing information available to
their clients for a fee. Unlike most other States, Texas does not
solely rely on the pricing information provided by these private
companies to set our reimbursement for prescription drug products.
We take the proactive approach and do this due to the potential in-
accuracy of the reported information and the actual cost of the
product to the pharmacies.

Texas Medicaid used similar pricing services as most States until
the early 1980’s when the Texas Vendor Drug Program studied
ways to more accurately pay for drug products paid to pharmacy
providers since we were having problems obtaining accurate pric-
ing information. Once we recognized that the average wholesale
price was greater than the amount that Texas pharmacies paid the
wholesaler for a drug product, we decided to do this. In other
words, Texas Medicaid was reimbursing our pharmacies at a high-
er amount than the pharmacies’ actual price to purchase the drug
product.

Texas started requiring drug manufacturers to fill out an appli-
cation and questionnaire in the early 1980’s for their products to
be considered for the Texas Medicaid list of covered prescription
drugs. We required drug manufacturers to provide pricing informa-
tion on a number of different kinds of actual prices for each pre-
scription drug product in order to determine the appropriate reim-
bursement level for those products purchased from different
sources, including the average wholesale price, the wholesale acqui-
sition cost, the chain warehouse price, the direct price to the phar-
macy, and similar pricing information. Our Vendor Drug Program
took specific steps to further refine the reimbursement amount
paid to our pharmacies, including putting into place targeted pre-
scription drug audits and pharmacy invoice audits and requesting
additional pricing information directly from drug manufacturers.

Based on information from some out-of-State pharmacies and our
Texas Medicaid regional pharmacists, Texas Medicaid Vendor Drug
Program initiated two targeted audits—drug invoice, one in early
2000 and one in early 2001. We selected drug products with the
greatest estimated discrepancy in pricing from drug manufacturers
to review during these audits, including over 300 brand-name and
generic prescription drug products. The audits found significant
discrepancies between Texas Medicaid vendor drug reimbursement
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to our pharmacies and the amount the pharmacies were actually
paying for most of the 300-plus products reviewed.

As a result of these two targeted audits, we updated the base re-
imbursement amount for most of these specific drug products. The
reimbursement updates to pharmacies for most of the products re-
viewed saves Texas Medicaid an estimated annual $20 million in
all funds.

Additionally, we completed an invoice audit of more than 674
pharmacies in 2001 through 2002. This audit also indicated that
Texas was reimbursing the pharmacies at a significantly higher
amount than the pharmacies’ costs. We proposed to change the pre-
scription drug reimbursement formula after this audit. Unfortu-
nately, the program was unable to proceed with the proposed
changes due to legal challenges by the pharmacy association. This
proposed rule was estimated to save Texas Medicaid millions of
dollars annually due to setting more accurate reimbursement levels
for prescription drugs.

In addition to moving toward a more accurate reimbursement for
product cost, we are working to determine the most accurate dis-
pensing fee that our program should pay the pharmacy. An August
2002 study completed by Myers and Stauffer L.C. Indicated that
the actual statewide median cost of dispensing a drug in Texas
Medicaid is estimated at about 90 cents higher than the current
dispensing expense.

Texas will continue to develop tools and request additional pric-
ing information that will assist us in setting the most accurate re-
imbursement fee for our pharmacies. We will proceed with the fol-
lowing activities: One, continue developing aggressive State max-
imum allowable costs; two, require drug manufacturers to also re-
port average manufacturer price; three, further define the accuracy
of the price the wholesaler pays the manufacturer; and, four, ana-
lyze the feasibility of implementing a more accurate dispensing fee.

These additional price points will allow Texas to cross-check all
the reported pricing information to reach the most accurate product
cost and dispensing fee for a product.

In conclusion, Mr. Chairman, again, thank you, members of the
committee, for giving Texas Medicaid an opportunity to be a part
of this important panel. Texas Medicaid works very closely with
our partners, drug manufacturers and pharmacies in a transparent
manner, in a proactive way, and has tried to establish a fair proc-
ess that works for all parties involved.

[The prepared statement of David J. Balland follows:]

PREPARED STATEMENT OF DAVID J. BALLAND, ASSOCIATE COMMISSIONER FOR MED-
ICAID AND THE CHILDREN’S HEALTH INSURANCE PROGRAM, TEXAS HEALTH AND
HUMAN SERVICES COMMISSION

My name is David J. Balland, Associate Commissioner for Medicaid and the Chil-
dren’s Health Insurance Program (CHIP) at the Texas Health and Human Services
Commission.

Before I begin my testimony, I would like to thank you, Mr. Chairman, and the
members of the Committee for inviting Texas to speak on such an important topic.
We look forward to sharing our prescription drug reimbursement best practices with
our federal and state partners.

Our main goal in setting reimbursement for the Texas Medicaid prescription
drug program, referred to as the Vendor Drug Program, is to make the reimburse-
ment formula as fair as possible to all parties involved by reimbursing as close as
possible to the pharmacies’ actual cost of buying prescription drugs. Texas then
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works with the pharmacies to set an adequate fee to cover their costs to dispense
that product to Medicaid recipients. In Texas, we spend about two billion dollars a
year on prescription drugs for Medicaid clients (in state and federal dollars).

Current Pricing System: Most states currently use private companies to access
prescription drug pricing information by drug in order to set reimbursement levels
for their pharmacies for prescription drugs dispensed in their Medicaid programs.
These companies request pricing information from drug manufacturers by drug and
then make this unregulated pricing information available to their clients for a fee.

Unlike most other states, Texas does not solely rely on the pricing information
provided by these private companies to set our reimbursement for prescription drug
products due to the potential inaccuracy of the reported information and the actual
cost of the product to the pharmacies.

Problems with Earlier Pricing Systems: Texas Medicaid used similar pricing
services as most states until the early 1980’s when the Texas Vendor Drug Program
studied ways to more accurately pay for drug products paid to pharmacy providers.
The Texas Vendor Drug Program had long recognized that the average wholesale
price in the commercial price database was greater than the amount that Texas
pharmacies actually paid the wholesaler for a drug product. In other words, Texas
Medicaid was reimbursing our pharmacies at a higher amount than the pharmacies
actual price to purchase the drug product.

In the early 1980’s, Texas started requiring drug manufacturers to fill out an ap-
plication (later referred to as a questionnaire) for their products to be considered
for the Texas Medicaid list of covered prescription drugs (otherwise known as a for-
mulary). In the questionnaire, drug manufacturers are asked to provide pricing in-
formation on a number of different kinds of actual prices for each prescription drug
product in order to determine the appropriate reimbursement level for products pur-
chased from different sources including:

e Average price pharmacies paid for product from a wholesaler, known as Average
Wholesale Price;

e Price paid for product by the wholesaler and/or prescription drug distributor,
known as Wholesaler Acquisition Cost;

e Chain warehouse price;

e Direct price to the pharmacy; and

e Similar pricing information.

Steps Taken to Further Refine Pricing: The Texas Vendor Drug Program took
specific steps to further refine the reimbursement amount paid to our pharmacies
including:

1. We put into place targeted prescription drug audits and pharmacy invoice audits;
and
2. We requested additional pricing information directly from drug manufacturers.

Based on information from some out of state pharmacies and our Texas Medicaid
regional pharmacists, who gather acquisition cost information in the public sector
out-patient pharmacy market, Texas Medicaid Vendor Drug Program initiated two
targeted drug invoice audits, one in early 2000 and the other in early 2001. Texas
selected drug products with the greatest estimated discrepancy in pricing from drug
manufacturers to review during the audits, including over 300 brand name and ge-
neric prescription drug products.

The audits found significant discrepancies between Texas Medicaid Vendor Drug
Program reimbursement to our pharmacies and the amount the pharmacy was actu-
ally paying for most of the 300-plus products reviewed.

Texas Medicaid Vendor Drug Program Targeted Audit Savings: As a result of
these two targeted audits, the Texas Medicaid Vendor Drug Program updated the
base reimbursement amount for most of these specific drug products. The reim-
bursement updates to pharmacies for most of the products reviewed saved Texas
f1§/Ie<(11icaid an estimated annual savings of over $20 million in state and federal
unds.

In addition to the targeted specific product audits, Texas Medicaid Vendor Drug
Program also completed an invoice audit of more than 670 pharmacies in 2001-2002.
This audit also indicated that Texas was reimbursing the pharmacies at a signifi-
cantly higher amount than the pharmacies’ cost to purchase their products from
drug manufacturers or prescription drug wholesalers. Even though Texas Medicaid
Vendor Drug Program proposed to change the prescription drug reimbursement for-
mula after this audit, the program was unable to proceed with proposed changes
due to legal challenges by the pharmacy association. This proposed rule was esti-
mated to save Texas Medicaid millions of dollars annually due to setting more accu-
rate reimbursement levels for prescription drugs.
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Dispensing Fee: In addition to moving towards a more accurate reimbursement
for product cost, the Texas Medicaid Vendor Drug Program is also working to deter-
mine the most accurate dispensing fee that our program should pay the pharmacy.

An August 2002 study completed by Myers and Stauffer L.C. indicated that the
actual statewide median cost of dispensing a drug in Texas Medicaid is estimated
at about 90 cents higher than the current dispensing expense. The dispensing costs
were especially higher with specialty and urban pharmacies.

Next Steps: Texas will continue to develop tools and request additional pricing
information that will assist us in setting the most accurate reimbursement for our
pharmacies. Texas Medicaid Vendor Drug Program will proceed with the following
activities:

e Continue with developing aggressive state maximum allowable cost (MAC) on cer-
tain products;

® Require drug manufacturers to also report average manufacturer price (AMP) for
products in the Texas questionnaire;

e Further define the accuracy of the price the wholesaler pays the manufacturer,
known as Wholesaler Acquisition Cost, and

e Analyze the feasibility of implementing a dispensing fee that reflects actual cost
to pharmacies in Texas.

These additional price points will allow the Texas Medicaid Vendor Drug Program
to cross check all the reported pricing information to reach the most accurate prod-
uct cost and dispensing fee for a product.

Conclusion: Thank you, Mr. Chairman and members of the Committee, for giv-
ing Texas Medicaid and opportunity to be part of this important panel. Texas Med-
icaid works very closely with our partners, drug manufacturers and pharmacies, and
has tried to establish a fair process that works for all parties involved.

In addition, we will proceed to be as flexible as possible while maintaining the
best prescription drug prices for the state and federal government in the Texas Med-
icaid program. We must continue to seek the best value in order to be able to sus-
tain this program that is so essential to the health of our vulnerable clients.

Mr. WALDEN. Thank you. And I always try and do whatever I
can to help Texas. It is important. My chairman appreciates that,

too.
Mr. O’Connell, thanks for being here.

TESTIMONY OF PATRICK J. O’CONNELL

Mr. O'CoNNELL. Thank you, Mr. Chairman. My name is Patrick
O’Connell; I am an assistant attorney general and chief of the civil
and Medicaid fraud section of the Texas Attorney General’s Office.
We thank you very much for giving us the opportunity to testify
today.

In 1999, then Texas Attorney General, now United States Sen-
ator John Cornyn, became concerned about fraud against the Texas
Medicaid program and created a special Civil Medicaid Fraud Sec-
tion within our Attorney General’s Office. Our section utilizes the
Texas Medicaid Fraud Prevention Act to initiate civil litigation to
recover funds wrongfully taken from Texas Medicaid.

One of the first cases we received was filed by a small Florida
pharmacy, Ven-A-Care of the Florida Keys, whom you heard from
today. Ven-A-Care brought information to us showing that certain
drug manufacturers—not all—but certain drug manufacturers vio-
lated Texas law by intentionally reporting prices to the Medicaid
program that did not remotely equal the prices they really charged
for their products. As Mr. Balland has indicated, unlike most other
States which derive their pricing information from third parties,
Texas requires the manufacturers who want their products to be el-
igible for Medicaid reimbursement in Texas to fill out this ques-
tionnaire for each drug they wish placed on the formulary. When
Texas relies upon an inflated price report in calculating a pro-
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vider’s estimated acquisition cost, the resulting reimbursement to
providers is well above the provider’s actual acquisition cost, thus
providing pharmacies with unintended windfall profits.

Based on the information that we received from Ven-A-Care as
well as information we discovered in our own preliminary inves-
tigations, General Cornyn authorized us to intervene against three
defendants in September 2000. This Texas lawsuit was the first
ever State intervention in a qui tam case involving pharmaceutical
manufacturer pricing fraud.

The evidence we discovered in our lawsuits and investigation
shows that some manufacturers make conscious deliberate business
decisions to create enhanced spreads and to market the sale of
their products based on those spreads. For example, we found that
some manufacturers have engaged in the following activities: Pur-
posefully reporting false and inflated wholesale prices to the Med-
icaid program in Texas; deliberately failing to report prices to cer-
tain classes of trade in violation of Texas law; instructing their
sales personnel to market spreads to customers; creating spread
sheets showing pharmacies how much more profit they can make
off of Medicaid when purchasing one manufacturer’s product over
another; and tying sales personnel compensation to success in mar-
keting the spread.

We also found that some manufacturers actually kept two sets of
computer records with prices, one with the inflated prices that
were reported to their price reporting services and to Texas Med-
icaid, and another with their real contract prices that are used in
their everyday business transactions with the manufacturers’ cus-
tomers.

As of May 2004, we have settled with two defendants in our law-
suit for a recovery for the State and the Federal Government of
$45.5 million. In both cases, Texas recovered more than two times
the actual damages to the Medicaid program plus our costs, our at-
torneys’ fees, and the attorneys’ fees of the relater. It’s important
for the committee to remember that these were Texas State settle-
ments only. Texas is approximately 8 percent of the national Med-
icaid budget. So if you multiply it by 10 or 12, I think you can see
the numbers involved.

Our office continues to provide assistance to those authorities in
other jurisdictions who are pursuing these defendants and other
companies. We have developed close and cooperative working rela-
tionships with the United States Department of Justice and with
the other State attorneys general who have initiated similar litiga-
tion. So far, 13 other States have followed Texas’ lead and have
sued various drug companies for false price reporting.

The litigation in Texas is still pending against one of the three
defendants we sued in 2000, and we are scheduled to go to trial
against that manufacturer in the fall of next year. We have also
intervened against three new additional defendants. The cases
against those three defendants is in the discovery phase, and we
anticipate trial in those cases to be reached in the spring of 2006.

Despite our efforts, some unscrupulous manufacturers continue
to devise ways to defraud our Texas Medicaid program, and we are
doing everything in our power to bring those companies to justice.
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Our current Texas Attorney General Greg Abbott has committed
the resources of the agency to these efforts.

I would like to make clear that while Texas is pleased to have
recovered these significant sums of money in the qui tam cases,
litigation is clearly not the most efficient way to run this system.
Our Texas Medicaid program has been required to spend thou-
sands of man hours responding to discovery requests and preparing
for hearings and preparing for and attending depositions in our liti-
gation. The program could have used those hard earned tax dollars
to provide more and better services if the Vendor Drug Program
personnel were not tied up in the litigation caused by the very
manufacturers who have been gaming our system. Thank you for
your attention, and I will be available for questions.

[The prepared statement of Patrick J. O’Connell follows:]

PREPARED STATEMENT OF PATRICK J. O’CONNELL, CHIEF, CIVIL MEDICAID FRAUD
SECTION, OFFICE OF THE ATTORNEY GENERAL OF TEXAS

Mr. Chairman and members of the Subcommittee: Good morning. My name is
Patrick O’Connell. I am an Assistant Attorney General and Chief of the Civil Med-
icaid Fraud Section of the Texas Attorney General’s Office. Thank you for inviting
us to testify this morning. In my remarks, I will describe for you the efforts under-
taken by the Texas Attorney General to identify and vigorously litigate against
those persons and companies that defraud the Medicaid system in Texas.

As you are aware, the federal False Claims Act has been in place since the Civil
War. Texas adopted our version of the FCA in 1995. Our statute, the Texas Med-
icaid Fraud Prevention Act, is specific to fraud against the Medicaid Program. In
1999, then Texas Attorney General, now United States Senator, John Cornyn be-
came concerned about fraud against the Texas Medicaid Program and created a spe-
cial Civil Medicaid Fraud Section within the AG’s office. Our Civil Medicaid Fraud
Section utilizes the Texas statute to initiate civil litigation to recover funds de-
frauded from Texas Medicaid. One of the first cases we received was filed by a small
Flgrida pharmacy, Ven-A-Care of the Florida Keys, Inc., who you heard from earlier
today.

Ven-A-Care brought information to us showing that certain drug manufacturers
violated Texas law by intentionally reporting prices to the Texas Medicaid Program
that did not bear a reasonable relationship to the prices for their products that were
generally and currently available in the market place. Unlike most other states
which derive pricing information from third party price reporting services like First
Data Bank, Texas requires manufacturers who want their products to be eligible for
Medicaid reimbursement to fill out a questionnaire for each drug they wish placed
on the Texas Medicaid formulary. For each drug, the manufacturer must report its
prices to various classes of trade: e.g., its AWP; its price to wholesaler and/or dis-
tributor; its direct price; special price to chain warehouse, etc. A drug company rep-
resentative is required to sign the form and certify that the information included
in it is accurate. Texas law also requires drug companies to update the Medicaid
Program with any changes in reported pricing within 15 days of the change.

When Texas relies upon an inflated price report in calculating a provider’s esti-
mated acquisition cost (“EAC”), the resulting reimbursement to providers is well
above the providers’ actual acquisition cost, thus providing pharmacies with windfall
profits. The information brought to us by Ven-a-Care indicated that certain drug
companies may have knowingly and purposefully misrepresented their reported
prices to Texas in order to enhance or drive up the reimbursement to their provider
customers.

Under the Texas statute, we have broad powers to compel document production
and testimony of potential witnesses. In 1999 and 2000, we used these civil inves-
tigative demand powers to require several manufacturers to produce documents. We
also took examinations under oath of several industry representatives. Based on the
information that we received from Ven-a-Care, as well as the information we re-
ceived pursuant to the CID process, General Cornyn authorized us to intervene
against threeVAC defendants in September 2000. The Texas lawsuit was the first
?tateé{ intervention in a qui tam case involving pharmaceutical manufacturer pricing
raud.

The evidence we have discovered in our investigations shows that some manufac-
turers make conscious, deliberate business decisions to create enhanced spreads and
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to market the sale of their products based on the spreads. For example, we found
that some manufacturers engaged in the following activities:

e purposefully reported false and inflated prices to Texas Medicaid—as well as to
third party price reporting services—in order to create enhanced spreads;

. delliberately failed to report prices to certain classes of trade in violation of Texas
aw;

e instructed their sales personnel to market spreads to customers;

e created spread sheets showing pharmacies how much more profit they can make
off Medicaid when purchasing one product over another;

o tied sales personnel compensation to success in marketing the spread.

We also found that some manufacturers actually kept two sets of computer
records with prices: one, with inflated prices that are reported to the price reporting
services like First Data Bank, or in Texas’ case, directly to the Medicaid Program;
and another with real contract prices that are used in every day business trans-
actions with the manufacturer’s customers.

In June 2003, we settled our case with one defendant drug company for $18.5 Mil-
lion, and in May 2004, we settled with another for $27 Million. The total recovery
in both settlements was $45.5 Million. In both cases, Texas recovered more than two
times the actual damages to the Medicaid Program, plus our costs and attorneys’
fees. Since the federal government supplies approximately 62 cents of every dollar
spent on Medicaid in Texas, so approximately 62% of the net settlements went to
the United States Treasury.

It is important to remember that these were Texas State settlements only. My of-
fice continues to provide assistance to those authorities in other jurisdictions who
are pursuing these and other companies. We have developed close and cooperative
working relationships with the United States Department of Justice and with other
state attorneys general who have instituted similar litigation. So far, California,
Kentucky, Florida, Minnesota, Connecticut, New York, Ohio, Arkansas, Wisconsin,
West Virginia, Massachusetts, and Nevada have sued drug companies for false price
reporting.

Litigation in Texas is still pending against one of the defendants we sued in Sep-
tember 2000, and we are scheduled to go to trial against that manufacturer in the
fall of next year. We have also intervened against three additional defendants. The
case against these three defendants is in the discovery phase where we are taking
depositions and exchanging documents. That trial is scheduled to begin in the
Spring of 2006.

I would like to briefly follow-up on the remarks from the Texas Medicaid Pro-
gram. We have consistently found over the last five years of litigation that our Ven-
dor Drug Program in Texas is one of the best, if not the best, program in the coun-
try. Texas is the only state thus far to require drug companies to report and certify
their prices directly to our Medicaid administrators. This distinguishes Texas from
all other Medicaid programs, which derive their pricing information from third party
publishing services like First Data Bank. In addition, as you heard, Texas was the
first state to move from AWP based reimbursement to wholesaler cost and the first
to differentiate payments to chain pharmacies. In addition to these efforts, our
Texas Program continues to search for new ways to improve. They have passed a
law requiring drug companies to report their AMP to Texas Medicaid, and they in-
tend to use the AMP as another benchmark for comparison with the prices reported
by manufacturers. Unfortunately, to date, only 16% of manufacturers are reporting
their AMPs.

Despite our efforts, some unscrupulous manufacturers continue to devise ways to
defraud Texas Medicaid, and we are doing everything in our power to bring those
companies to justice. Our current Texas Attorney General, Greg Abbott, has com-
mitted the resources of the agency to these efforts. Through his leadership and vi-
sion, we have obtained the funding to increase our staffing to 8 lawyers plus support
staff. With this additional staffing, we will be pursuing every manufacturer that we
find has engaged in this type of activity.

I would like to make clear that, while Texas is pleased to have recovered signifi-
cant sums of money in these qui tam cases, litigation is not the most efficient way
to run this system. The Texas VDP has been required to spend thousands of man
hours responding to discovery requests and preparing for and attending depositions
in our litigation. The program could have used our hard earned tax dollars to pro-
vide more and better services if VDP personnel were not tied up in litigation caused
by manufacturers who game the system. In addition, without the help of relators
like Ven-A-Care, who took great personal and financial risks to present their allega-
tions, we would not have been able to obtain the significant recoveries in the DEY
and Schering. We hope that you will ensure that, in whatever system implemented
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in the future by Congress, the States and the Department of Justice continue to
have laws with strong penalties to force compliance.

My time is about up. Thank you for your attention. I am happy to answer any
questions.

Mr. WALDEN. Thank you very much, Mr. O’Connell. I want to
thank all of the panelists. Your testimony has been very helpful in
our process here.

Mr. Reinhart, I want to start with you with a question, because
I think I heard you say in your testimony that Michigan updates
its list of prices on a daily basis?

Mr. REINHART. For generic drugs, we do.

Mr. WALDEN. And how do you do that?

Mr. REINHART. Well, our agency has significant staff constraints,
so we have hired an outside entity that also is a pharmacist, and
they monitor the market, they—each of the distributors, and they
will adjust prices accordingly. If a pharmacist—and we do this all
over the Internet. So if a pharmacist indicates that they couldn’t
find the drug for that price, our consultant will send them back
and tell them two places where they can get it.

Mr. WALDEN. And is this a nationwide service that you subscribe
to, or is this a Michigan-only creation?

Mr. REINHART. This is a Michigan firm.

Mr. WALDEN. Do you know if they work in other States?

Mr. REINHART. Not to my knowledge.

Mr. WALDEN. All right. But you are able to update your pricing,
then, on a daily basis?

Mr. REINHART. Well, we do that for generic drugs.

Mr. WALDEN. Right.

Mr. REINHART. We still have the more traditional—for brand-
name drugs, we do use the average wholesale price.

Mr. WALDEN. And do you know what cost that is to the State to
have that service, to utilize that service?

Mr. REINHART. It is minor. I think that component of—you know,
I mentioned a $130 million savings. That component contributes
about $40 million, and this service is less than a half a million.

Mr. WALDEN. Per year?

Mr. REINHART. It’s very modest. Right.

Mr. WALDEN. Mr. Smith, why does it take CMS so long in some
cases, as identified by Mr. Reeb and his colleague Mr. Vito, to up-
date these lists when these generics come out? And how many peo-
ple do you have dedicated and at what cost?

Mr. SMITH. Right now, there are about 700 drugs on the Federal
upper limit. The last full update, I believe, was in 2001. We have
updated on a specific basis when drugs come on. And it is not just
one drug, but we have to assure that there are three.

Mr. WALDEN. Right.

Mr. SMmiTH. That is part of it. We have done 13 updates since
2001 to advise that these drugs would be put on the FUL.

I think part of the delay is waiting for three. Part of the intensity
is that we actually have to go back and do a verification ourselves
to make sure that those prices are indeed available at that price.

Mr. WALDEN. Would you admit that the system that’s being used
today or has been in use up until today simply isn’t functioning as
well as it should for the taxpayers?
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Mr. SmiTH. I would agree that we have done it on a historical
basis, and it’s time to update what we are doing and how we are
doing it. And, as I said in my opening statement, a lot of our activ-
ity has been involved with providing other tools to the States. Obvi-
ously, this is an operational one. But we appreciate

Mr. WALDEN. I know. But I go back to—I've read through the
IG’s draft report and the testimony today, and it just seems that
the problem remains, despite repeated suggestions. And I am not
picking on you, but it is just something we all need to get involved
in and figure out from our end what we need to fix, and I think
from CMS’s end, specifically Fluoxetine—there were 8 or 9 generics
in the market the day that the exclusivity period ended, and yet
it took a considerable length of time to update the list. Right?

Mr. SMmITH. Again, that update was our own verification that
those prices——

Mr. WALDEN. And how long did it take to update?

Mr. SMITH. It took approximately a year to do that verification.

Mr. WALDEN. And do you know how much loss to the taxpayer
occurred during that period?

Mr. SMITH. I have not calculated it.

Mr. WALDEN. Compared to if an update had been done quicker?

Mr. SMITH. I think this has shown us that we need to update our
internal procedures.

Mr. WALDEN. One of the findings in the OIGs report—or rec-
ommendations—is that there is a new group of generics about to
come onto the market that could have—there are substantial costs
associated with them. And so it seems clear to me as a business
owner that it is going to be important from a business standpoint
that your agency be ready to go to put those on the upgraded list.
What assurance can you give our committee that that will happen
short of a year or 10 months?

Mr. SmiTH. We are looking at that in itself and understand win-
dows will be coming into the market, and we will move quickly.
But again, it is incumbent on us to do that verification that they
are available as well. But we will do that.

Mr. WALDEN. Do you need better notification from FDA when
generics are going to come on the market? Do you get that today?

Mr. SMITH. I think we use the same resources that all purchasers
have available to them. This information is available. We look at
three different commercial products that are available just as other
purchasers and insurers do as well.

Mr. WALDEN. I want to go to that. Mr. Reeb, Mr. Vito, maybe you
can tell me. I am told that some of the big purchasers on the pri-
vate side, on the insurance side, move pretty rapidly when generics
come to market in terms of adjusting their price structures. Are
you familiar with that?

Mr. ViTo. We are not, sir.

Mr. WALDEN. Do you agree with what Mr. Smith says in terms
of the problems associated with trying to update? I mean, I have
read your recommendations. It seems like there is a real issue here
in terms of being able to move swifter than we are; is that correct?

Mr. ViTo. We believe there is a problem. We believe that it can
be resolved by having a dedicated effort on CMS’s part. We under-
stand the amount of significant work that is involved in maintain-
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ing the list, adding the products to the list and deleting them. But
it is certainly manageable if the FTEs are applied to it, the re-
sources are applied to it that are necessary. It is our estimation
that if you put these resources to that goal, the savings to the pro-
gram, both the Medicaid and the Federal Government, will far ex-
ceed the cost that you would

Mr. WALDEN. That is what seems obvious to me is, wow, you are
talking about literally hundreds of millions, if not billions of dol-
lars, and we have got a big hole in the bucket draining out all
those savings quickly. How difficult would it be to update this on
a more timely basis? How many people do you think it would take?

Mr. ViTO. In our estimation, I think that would be better an-
swered by CMS. However we can say that if it is 1, 2, 3 FTEs,
whatever those numbers are, the cost of those FTEs will be cer-
tainly outweighed by the savings that can be achieved to the pro-
gram.

Mr. WALDEN. I want to make sure I am not mixing the prover-
bial apples and oranges here. Is the price updating information
that Michigan is doing using this outside service comparable to
what we are talking about for updating these lists?

Mr. ViTo. I am not familiar with what Michigan is using. I could
tell you, though, that it appears that they are doing more than just
looking at the red book and the blue book and the MediSpan, the
drug compendiums; is that correct?

So it would be different.

Mr. WALDEN. It would be different in terms of their resources to
identify the prices?

Mr. ViTO. I believe that the Medicaid program, they are required
to use the drug compendiums to identify the lowest-priced product
and then add 150 percent to that. I believe that is what CMS does.

Mr. WALDEN. Is that correct, Mr. Smith?

Mr. SmiTH. That is correct. The rebate provision of the Medicaid
law itself, established the parameters that we work with.

Mr. WALDEN. So that is where we need to come into focus here
to fix that if that is indeed the problem.

Let me ask about the rebates AWP versus AMP because it looks
like we are paying at one schedule and reimbursing based on a dif-
ferent price. Is that correct, Mr. Reeb and Mr. Vito?

Mr. REEB. We issued a report a couple of years ago exactly say-
ing that. We estimated that about a billion dollars could have been
saved over a 3-year period had the rebates been paid using AWP.
We don’t like AWP, but if you are going to reimburse under AWP,
then it doesn’t seem to make sense to us to have a rebate process
that uses average manufacturers price. You are using two different
sets of numbers to basically try to bring a little bit more

Mr. WALDEN. So how much are we losing as a result of this mis-
matched pricing?

Mr. REEB. We estimated about a billion dollars for a 3-year pe-
riod ending around 1997 or so, but we are updating the data pres-
ently, and it is at least that much in present day

Mr. WALDEN. I would think with the growth in the percentage
of Medicaid that is prescription drugs, it would be at least that, if
not significantly more, when you look at the rapid escalation in
costs in the last few years.
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Mr. REEB. We believe—and again, we are not supporting AWP
as necessarily being a good basis, but if you are going—most States
use that in some form in their reimbursement process. Then, if in
the rebate process you use that, it would at least bring another
pressure point on the system, the industry, as to—if you are going
to raise AWP, then you run the risk of making the spread greater
to the best price which is how the rebate calculation uses those two
sets of numbers.

Mr. WALDEN. And just quickly, in your report from a couple of
years ago, you also looked at Oregon’s Medicaid system and found
that it wasn’t operating appropriately and some $20 million in
problems there. Do you know if they have responded in a positive
way to your recommendations?

Mr. REEB. I don’t know specifically, sir.

Mr. WALDEN. Okay. I will get back to you on that.

Mr. Stupak, I would like to turn to you now for 10 minutes.

Mr. StupAK. Thank you, Mr. Chairman. I am sorry, most of this
hearing I was in another hearing. But it is good to be here and to
welcome Mr. Rinehart from Michigan. I did read your testimony.

A couple of questions, Mr. Rinehart, if I may. How much do you
estimate that Michigan saves each year under the preferred drug
list that you have been using?

Mr. RINEHART. It’s difficult to precisely partition—the preferred
drug list and the multi-State work hand in hand. I said it earlier
that our pricing strategies save about $40 million. So this other
component will be about $90 million.

Mr. STuPAK. Has anyone lost their prescription drug benefit as
you saved this money?

Mr. RINEHART. No. No one has lost money.

Mr. STUPAK. Michigan has been very aggressive in cutting their
Medicaid prescription drug costs, particularly in the generic area.
Do you think that your maximum allowable cost or MAC is more
aggressive than most States?

Mr. RINEHART. I think it is. I think the daily component and the
use of technology to convey those prices to pharmacists is a little
more aggressive.

Mr. STUPAK. The daily component, you said you MAC change
your prices every day?

Mr. RINEHART. We do.

Mr. STUPAK. In your testimony you outlined how Michigan has
benefited from prescription drug pooling purchase. The purchasing
pool plan was approved in April; correct?

Mr. RINEHART. April 22.

Mr. StuPAK. Okay. And I know you have explained the clawback
in your testimony as part of your Medicare prescription drug bill.
Can you please briefly explain it again? Specifically what does it
mean to Michigan, the clawback prevision in the Medicare bill?

Mr. RINEHART. Sure. States are required to help finance the drug
benefit for dual eligibles. And our contribution will be calculated
using our 2003 per person expenditures, per capita expenditures,
inflated through 2006, and the index that most people cite, it’s an
11 or 12 percent annual increase. And as I tried to argue earlier,
our annual increases are below 5 percent currently because we
have been so aggressive in managing the benefit. So even though
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in 2006, when the declining percentage will pay 90 percent of that
per capita amount, it is still more than we think we could have
managed the benefit to because of our lower growth rates.

Mr. STUPAK. Sure. Because you are below that 11 percent, and
making an assumption on 11, you are doing it at 4; therefore, you
are going to have to pick up that 6, if you will?

Mr. RINEHART. Yes.

Mr. STUPAK. How does this compare to other items in Michigan’s
Medicaid budget?

Mr. RINEHART. The pharmacy expenditure line grew at a much
lower rate than the balance of the program. I included a chart in
my written testimony that shows the caseload. The caseload has
dramatically increased in Michigan. So everything is growing, but
this particular line grew at a rate somewhat below the balance of
the program.

Mr. STUPAK. Is it fair to see that the clawback provision is going
to cost Michigan about $30 million in 2007?

Mr. RINEHART. On a full-year basis, in 2007, $30 million State
resources, yes.

Mr. STuPAK. What about other States? Do you have any idea
what will happen there?

Mr. RINEHART. In talking to my colleagues, States that have been
aggressive in constraining the growth in pharmacy spending, if
they started in 2002, 2003, and I think it i1s likely they will also
}ncrease, my colleague from Ohio was talking about an $80 million
igure.

Mr. STUPAK. So the States that have been aggressive in trying
to provide prescription drug coverage underneath the Medicaid
plan, but still trying to save taxpayers money underneath the so-
called Medicare reform bill that was passed are actually going to
be punished now with the clawback provision?

Mr. RINEHART. At least initially. The State percentage declines
to 75 percent. So at some point, perhaps we will reach a break-even
point, but certainly initially, we feel costs will exceed what we
would have spent.

Mr. STUPAK. Mr. Balland, you are a much bigger State than
Michigan. Do you agree with that that the clawback provision will
cost States money, and if so, how much in your State?

Mr. BALLAND. Yes, sir. I do agree it will cost—the estimate in
Texas, I am not certain what that figure is.

Mr. STUPAK. Mr. Rinehart, Michigan’s annual increases in pre-
scription drug expenditures are below the national average than
the other States. So when you get to this clawback, the only thing
we can do to relieve you of that is to repeal that part of the bill?

Mr. RINEHART. You could—I would have——

Mr. STUPAK. Are there any other ways you can think of-

Mr. RINEHART. You could accelerate immediately to the 75 per-
cent.

Mr. STUPAK. As opposed to the 90?

Mr. RINEHART. As opposed to the 90. That would be very helpful.
Or 100 percent.

Mr. STUPAK. 100 percent, I am sure, would be better. Let me ask
you in a different area, Sunday there was an article in The New
York Times that CMS has no plan for moving elderly nursing home
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patients on Medicaid to the new Medicare drug benefit program,
and that it is possible for these patients to select a drug card. How
is Mighigan going to do that, because that is that dual eligible
again?

Mr. RINEHART. Sure. That is very important and we are very con-
cerned about that. We are working hard. Michigan was one of the
States that did receive a grant from CMS for education and out-
reach. Recently, I know Mr. Smith has indicated, that there will be
an open enrollment period prior to December. But in December,
States will be allowed for those that haven’t selected—I think this
is true—States would be allowed to automatically enroll bene-
ficiaries into a card. So that at least should avoid an interval with
no coverage, but it will be a fair amount of work.

Mr. STUPAK. Mr. Balland, do you care to comment on that aspect
of it about selecting the card there?

Mr. BALLAND. I am sorry. Say that again, sir.

Mr. StUuPAK. Sure. The article—I don’t know if you saw it—in
The New York Times this past Sunday. It was about that CMS has
no plan for moving the elderly nursing home patients on Medicaid
to the new Medicare drug benefit program, and that it is impos-
sible for these patients to select drug cards. So how would Texas
approach this? You have no longer dual eligibility underneath the
Medicare reform bill that has passed.

Mr. BALLAND. No. And we would have to analyze that further to
see exactly what the impact would be on Texas.

Mr. STUPAK. Mr. Reeb, if I can ask you a question. In a 2001 re-
port on Medicaid’s use of the average wholesale price, the OIG con-
cluded that the reliance on the reported average wholesale price as
a basis for drug reimbursement was fundamentally flawed and
CMS said it would look for solutions. In its October 2003, report,
the OIG recommended that CMS—and I am quoting now—“review
the current reimbursement methodology, work with States to find
a method that more accurately estimates pharmacies’ acquisition
costs and initiate a review of Federal Medicaid rebates.” Did CMS
ever do this?

Mr. REEB. I don’t think any action, as such, directly has been
taken, but I believe CMS has brought the issue up to the States
as a part of normal operations. I don’t believe, as such, a funda-
ISnentﬁll change in the process has a occurred yet, but perhaps, Mr.

mith——

Mr. STuPAK. I was going was going to say, Mr. Smith, could you
comment on that? Can you tell us why CMS has not worked to de-
velop a more accurate acquisition cost for the States to work with?

Mr. SmiTH. I think we have provided updates to the full list. I
think much of our attention has been on helping States find other
ways, such as the purchasing pools and prior authorization, et
cetera. So I think we have had a great deal of activity with the
States in helping them to find ways to save money in the Medicaid
program.

Mr. STuPAK. But the report which said it was fundamentally
flawed really looked at CMS and the way the drug reimbursement
was done, and they said it was fundamentally flawed, and you said
you would look for solutions. Other than working with States have
you come up with any solutions?
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Mr. SMITH. Wgain, we have to work within a framework of mak-
ing certain that there are at least three alternatives and to validate
that they are available at those prices. That is an intensive proc-
ess. And as I stated earlier, we are looking internally at how we
can improve the way we do update the FUL on a quicker basis.

Mr. STUPAK. Yes. But the way you base it upon they said was
fundamentally flawed. So even if you are doing all of this, unless
you take care of the fundamental basis of it—I mean, is there any
logic to States reimbursing on the average wholesale price while
the rebates are actually based on the average manufacturing price,
and that is not really shared with the States? So, I mean, where
is the logic here?

Mr. SMITH. Mr. Stupak, in terms of that basis, that comes from
Title XIX itself. That comes from the law wherein Congress estab-
lished how we do it back in 1990, in terms of having those two dif-
ferent standards.

Mr. STUPAK. So wouldn’t CMS recommend to the Congress hav-
ing to change the law so you would have a real good basis, not an
average wholesale price, but the average manufacturing price
which would save everyone a lot of money?

Mr. SMITH. I believe we have twice put in the President’s budget
recommendations to address the pricing. On the pricing itself also
I would like to

Mr. STUPAK. But in the President’s budget that won’t change it
unless we change the law.

Mr. SmITH. That is correct.

Mr. STUPAK. So shouldn’t you really come to Capitol Hill and ask
us to change the law on that so you could use the average price?

Mr. SMITH. Certainly Congress has to take that action itself.

Mr. StupAK. Did CMS recommend that——

Mr. SMITH. We did not submit legislation, no.

Mr. STUuPAK. Did you recommend that they do it in the Medicare
reform bill last August?

Mr. SMITH. In Medicare, I believe it went to the average sales
price instead. In terms of the consideration of changing Medicaid
at the same time, I don’t know to what extent that

Mr. STUPAK. And we should do it for Medicare and Medicaid;
right? We shouldn’t have two different systems?

Mr. SMITH. We do have two different systems. We do have dif-
ferent systems on acquisition and in the rebate programs. I don’t
think that Medicare has the rebate program that Medicaid does. I
know we have focussed a lot on the manufacture side, but I do
want to at least bring to the subcommittee’s attention, when you
talk about AWP, it has an impact on the pharmacy as well. The
pharmacy is being paid not only for its acquisition, but also storage
and counseling the Medicaid patient as well. Most States price
their purchase on an AWP minus 10 percent to AWP minus 15 per-
cent but they also add on a dispensing fee. That dispensing fee has
large variation among the States. So when you look at the price
that a State says in its State plan, “This is what I want to reim-
burse our pharmacies for,” they are looking not just at the cost of
acquisition, but also counseling that Medicaid patient. Many argue
that the Medicaid recipient needs additional time at the pharmacy,
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and you are compensating the pharmacy for that as well. And in
addition, again, how Medicaid differs——

Mr. WALDEN. I understand the gentleman has one more question.

Mr. STUPAK. Yes, one more question if I can. While I have you
here, the CHIPS program, as you know, back on September 30,
2004, more than a billion dollars of funding under the CHIPS pro-
gram was reverted back to Treasury. This money is money that
States could have used for coverage. A number of States have in-
sufficient funding this year, and over the next 3 years, more than
17 States are projected to have inadequate funds to cover their cur-
rent children population. There is bipartisan legislation in the
House and Senate to address this matter, but the way I under-
stand it, the administration objected, publicly stating he wanted to
spend the money to do more outreach instead. My question is if the
State doesn’t have enough money to cover the kids they currently
cover, what good does it do to do more outreach to bring more peo-
ple in a program when you don’t have enough money to cover the
kids to start with?

Mr. SMITH. Sure. First, the money that expired, that money ex-
pired when Congress created S-CHIP. We created it on the basis
that States would have 3 years to spend their allotments. The au-
thority to spend the money dated back to 1998, 1999, and 2000.
That money was unspent because the States themselves didn’t
have enough kids covered so that they needed those resources.

In terms of 2005, Congress gave the Secretary the authority to
redistribute unspent allotments. You are taking from one State
that didn’t use the money to give it to another State. That, in itself,
we project and the States project, will be sufficient funding through
the end of 2005, because you are adding that money plus 3 years
of allotments including the new 2005 allotments.

In terms of the legislation that was introduced that was based
on a formula, that formula, in itself, would have left States with
shortfalls in the long term. It did not solve all the problems.

Mr. STUPAK. We are not saying it is going to solve all the prob-
lems. We are saying States that don’t have enough money to cover
the kids, we wanted the money—a bipartisan group wanted the
money to go back to the States to cover kids. Instead, the adminis-
tration said no, we are going to use it for outreach to bring more
kids in the program. We don’t have enough money to cover the kids
in the program. Why bring more kids in? A lot of us saw it as sort
of the way of administration saying we will give it to you next year
but only if we can block grant the Medicaid program back to the
States, which would leave the States even further underfunded.

Mr. SmiTH. Well, I think what the President announced was that
we should use money that the States themselves said “We aren’t
going to use this money based on coverage.” The first step to in-
creasing insurance is to actually enroll kids for programs they are
already eligible for. And the second part of that was that Congress
should come back and reauthorize the S-CHIP program. It has
done great things. We are at record levels in coverage for kids and
we want to do more.

Mr. WALDEN. Thank you, Mr. Stupak.

Mr. STUPAK. Thank you, Mr. Chairman.
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Mr. WALDEN. I am going to turn now to the chairman of the full
committee, Mr. Barton, for questions.

Chairman BARTON. Thank you, Mr. Chairman. Before I go into
questions, I have got a point of personal privilege. I would like to
introduce my wife, Terry Barton, who is right behind me; my dis-
trict director, Ron Wright from Arlington, Texas; and his wife,
Susan Wright. I introduce them to the committee. Just a little bit
of a personal break.

I am going to direct most of my questions to our two friends from
Texas who have testified. And I am going to start by reading part
of the statement that Mr. O’Connell has already put into the
record. On Page 3 of his statement he talks about some of the
things that the State of Texas did in their investigation, and I am
going to read a part of it and then ask Mr. O’Connell a question.

“the evidence that we discovered in our investigation shows that
some manufacturers made conscious, deliberate business decisions
to create enhanced spreads and to market the sale of their products
based on these spreads.

For example, we found that some manufacturer engaged in the
following practices: One, purposefully reported false and inflated
prices to Texas Medicaid as well as to third-party price reporting
services in order to create enhanced spreads; two, deliberately
failed to report prices to certain classes of trade in violation of
Texas law; three, instructed their sales personnel to market
spreads to customers; four, created spreadsheets showing phar-
macies how much more profit they can make off Medicaid when
purchasing one product over another; five, tied sales personnel
compensation to success in marketing the spread.

We also found that some manufacturers actually kept two sets of
computer records with prices. One with inflated prices that are re-
ported to the price reporting services like First DataBank or, in
Texas’s case, directly to the Medicaid program and another with
real contract prices that are used in everyday business transactions
with the manufacturers’ customers.” Mr. O’Connell, because of
these results of the investigations that Texas attorney general’s of-
fice found, what was the result of the lawsuits that were brought
by the Texas Attorney General?

Mr. O’'CONNELL. As I indicated earlier Mr. Chairman, so far we
have collected $45.5 million, and that is more than twice the
amount of what we believe were the damages incurred by the
Texas Medicaid program. And in addition, we recovered the attor-
neys’ fees and costs of the Attorney General as well as related

Chairman BARTON. Are there any lawsuits that are still pending?

Mr. O'CoNNELL. Yes. We have one still pending against Roxane
Pharmaceuticals, which will be taking place in fall of 2005, and
then we have also sued three other manufacturers: Abbott Labora-
tories, Braun/McGaw Pharmaceuticals, as well as Baxter.

Chairman BARTON. So the only lawsuits that have been con-
cluded that the State of Texas has won, and you’ve got four other
pending lawsuits?

Mr. O’CoNNELL. And we have settled two. One with DEY Labora-
tories; one with Warwick, a division of Schering. And we have four
others. And then Senator Cornyn, when he was Attorney General,
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made clear that there were other investigations going on, and we
are proceeding as quickly as we can with the staffing that we have.

MChairman BARTON. Is it reasonable to expect that the lawsuits
that haven’t been settled that are still pending, the outcome is
going to be similar to what has already occurred?

Mr. O’CoNNELL. We certainly expect so, yes, sir.

Chairman BARTON. That would be obvious—that is what I would
think. What has Texas done to change its Medicaid system as a re-
sult of these same investigations? Have there been changes in the
way Texas administers its part of Medicaid that deals with pre-
scription drug reimbursement?

Mr. O’CoNNELL. Absolutely. And Mr. Balland may be able to
speak to it more than I. But I do know that because of the prices
that we have found in our investigations, they have conducted au-
dits, spent significant sums of money to conduct these audits,
which I don’t believe they should have had to do, in order to get
the real pricing that the pharmacies and wholesalers are paying for
these products. They then lowered the reimbursement rates in
Texas for those particular prices. And in addition, and more impor-
tantly, the maximum allowable cost that was referred to earlier
that Texas maintains in those MACs were lowered significantly as
well. And in most cases, my understanding is the Texas MAC is
significantly lower than the Federal upper limit that is currently
in place.

Chairman BARTON. Mr. Balland, do you want to elaborate on the
changes that Texas has made in its system?

Mr. BALLAND. Yes, sir. Thank you, Mr. Chairman. That is cor-
rect. We—75 percent of the time, Texas pays lower than the Fed-
eral upper limit. Also, we have refined the pricing methodology in
the State to make it much more accurate. We also have three
points that we feel makes the vendor drug program in Texas
unique, and that is, No. 1, we have a pricing system that is
proactive and transparent in determining the most accurate prices;
No. 2, we have within our vendor drug program a formulary unit
which is dedicated and focused to determining the most accurate
of prices; and then No. 3, we are the only State that has a ques-
tionnaire that we require the manufacturers to answer with spe-
cific pricing points that help us refine those true prices.

Chairman BARTON. Is there any manufacturer or distributor that
because of the changes that Texas has made or because of these
lawsuits has chosen to not serve Texas? Has somebody backed out
and said we don’t want to play in that market anymore?

Mr. BALLAND. No.

Mr. O’CONNELL. Not only that, Mr. Chairman, the number of
pharmacies that are participating in the Medicaid program have
gone up over the last number of years instead of gone down.

There was one thing that the Medicaid program did that I think
was particularly important, I think, and that is that a rule was
passed requiring manufacturers to report their AMPs directly to
Texas. The rule required that the AMPs maintain confidential—as
you know, CMS gets those AMPs but they are not provided to the
States. So far, only 16 percent of the manufacturers have complied
with that rule and we have a problem when——



141

Chairman BARTON. The AMP is the average manufacturing
product

Mr. O’CoNNELL. The actual manufacture price for the previous
quarter, which would be akin to the average sale price that you
have instituted in Medicare. Only 16 percent of the manufacturers
have cooperated with us so far in that regard.

Chairman BARTON. I just want to recapitulate because I am
about to run out of time. The Texas Attorney General, who is now
the United States Senator from Texas, decided that there was rea-
son to believe that fraud or corruption was occurring in the Med-
icaid program in terms of prescription drug payments in Texas; so
he instigated an investigation that has so far resulted in several
lawsuits being successfully concluded and the State and the Fed-
eral Government have recouped over $45 million. We have got 3 or
4 lawsuits that are currently pending. In addition, the State of
Texas has changed the way it administers the Medicaid program.
Because of those changes, there are significant cost savings. No
provider has chosen not to provide so that so far it is a win-win
for everybody in terms of honesty and good government.

My last question is, is there any reason to believe that some sys-
tem similar to what the State of Texas has instigated would not
work at the Federal level if we did something similar?

Mr. O’'CONNELL. In my opinion, no. Obviously the concern that
we have is Texas has spent a tremendous amount of money to in-
stitute this system, and I think most States, certainly the smaller
States, probably don’t have the funds to do that. And the more
money you spend trying to get the number right, the less money
you have to spend on your beneficiaries.

Chairman BARTON. But the two representatives from Texas think
that what Texas is doing in a similar way, obviously would have
to be massaged to some extent, could be used in other States?

Mr. BALLAND. Absolutely.

Chairman BARTON. All right. I want to ask Mr. Rinehart, who 1
think is from Michigan, do you agree with that? Do you think that
what Texas is doing might be useful in Michigan?

Mr. RINEHART. Yes, I do.

Chairman BARTON. Mr. Smith, Mr. Reeb, Mr. Vito, do you all see
any reason to believe that something similar to what we’re doing
in Texas couldn’t be used at the Federal level and other State lev-
els? Anybody?

Mr. SmiTH. I think, Mr. Chairman, it goes back to part of the
fundamentals of Medicaid. The Federal Government is working
with upper limits and frameworks. You've heard two good exam-
ples today, of how the States themselves are involved in getting
prices lower than what the Federal upper limits would have al-
lowed. So that’s the way Medicaid works.

Chairman BARTON. But I mean does anybody on this panel, be-
fore we turn it back because I have got about a minute left, fun-
damentally think we ought to just maintain the status quo? Is ev-
erybody in agreement that we ought to change the status quo and
if it is necessary to do that by Federal statute that we ought to do
that, we ought to actually change the Federal law? And I'm not
saying we go to exactly what Texas is doing, but to go to some sys-
tem that really is based on actual sales prices with auditing and
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backup so that we have a transparency in the system so that any-
body that has an interest can find out what’s really going on? Is
there anybody that disagrees with that? Let the record show that
all the heads are saying they

Mr. SMITH. I think everybody wants better than what we have.

Chairman BARTON. All right. With that, Mr. Chairman, I yield
back the balance of my time.

Mr. WALDEN. The gentleman yields back the balance of his time.

The Chair now recognizes the gentleman from Michigan, Mr.
Rogers.

Mr. RoGERS. Thank you, Mr. Chairman. I want to commend
Chairman Barton for holding the hearing. One thing I have found
through this whole process is when you look at the monumental oc-
casion that happened here not so long ago, the first time ever
under Medicaid trying to provide a prescription drug benefit, and
hopefully apply some common sense, it was so big, we have some
problems. And I know my good friend, Mr. Stupak from Michigan,
was talking about why don’t we fix the Medicaid portion of it.
We're still trying to figure out if we exactly got reimbursement
right for oncology, and we’re really talking about pharmacies in the
Medicaid and trying to figure that out. We still have issues that
we have to work out. It is a complicated, complicated—too com-
plicated obviously. I think we have decided that. Better trans-
parency, better availability for information.

Mr. Rinehart, I want to congratulate you in the State of Michi-
gan. You have been aggressive and you have certainly given cre-
dence to the old saying that no good deed goes unpunished, at least
in the first couple of years. But I want to make sure we are com-
paring apples and apples. I think you have acknowledged that
when it gets down to that 75 percent mark, that is going to be a
true savings for Michigan that is in this bill.

And as I understand your numbers, you didn’t add in that 28
percent subsidy that is being paid to a State like Michigan to its
retiree benefits. So there is a big chunk of money that is being able
to be applied to Medicaid or any other issue the State decides.

Mr. RINEHART. That is true. No, I did not. I just focussed on
Medicaid

Mr. ROGERS. So it’s not really a true loss. What is really decep-
tive here is we have got the two best, I think, in the State. I think
you are No. 1 and No. 2 for keeping your costs down. I have imag-
ined if we put all the States in a hat and drew two out, we’d have
a whole different story here about cost containment on Medicaid
prescription drugs. This has kind of given us a bit of a distorted
view on why we're at and I think why that formula was there.

I will offer you this commitment, that I will work with Chairman
Barton to make sure that we institute at least a little fairness and
not punish the States that have been aggressive about keeping
their costs down. But I would caution that next year’s an estimate
for you. You've done a great job. You've come down. The numbers
over the last few years were very impressive. That is wonderful.
We just want to make sure that number continues, because it is
a guess right now, and you are making a best guess, and we want
to make sure we’re accurate. We don’t want to punish you for doing
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great things, but we don’t want to give you extra money for having
a little bit of progress and falling back either.

So as you can imagine, with 48 States in the mix, it is pretty
complicated for us to get to the right conclusion. These hearings
are incredibly important for us to understand how we tweak this
thing and make it better and more service-oriented, especially in
cases exactly like this.

And just to CMS, I'll throw you under the bus. I am hoping—
you've really enjoyed that today. I can tell by that expression and
the sweat on your brow that you love that. I mean I hope that we
are going to allow—and my understanding and reading of this and
through staff consultations is that there is a little wiggle room that
is not hard, fast, and certain, that CMS will have some ability to
make some judgments to look at how their costs—how they're
charging back on that clawback provision; is that correct?

Mr. SmiTH. Offhand, I’'m not certain what wiggle room you might
be referring to. But I think overall, the way the State contribution,
as we call it, is calculated, is off of a base year. Congress enacted
this a year ago. They had to establish something as a base so 2003
was the calendar year that they used because that way the expend-
itures were what they were. It was set, instead of basing it on esti-
mates. And then it was indexed by national health expenditures.

That, in itself, historically, is of benefit to States because the
growth in prescription drugs in the Medicaid program is generally
higher and historically higher than national health expenditures.
So right off the bat, Congress provided a way for the States to save
money by doing a lower rate of growth.

When you get States like Michigan and Texas that then have be-
come more aggressive than what the national health expenditures
have been, that is to the good on both sides because then they are
saving that much money for the rest of the Medicaid program as
well. So I don’t see

Mr. ROGERS. You mean projected growth sayings is what you are
saying over time?

Mr. SMITH. Correct. Because they are saving that for the entire
population, not just

Mr. ROGERS. So even States like Michigan and Texas, and I
heard Ohio mentioned, at the end of the day at the 10-year—they
are all reaping rewards from this bill.

Mr. SMITH. Yes. They all, compared to the baseline, will be
spending less than what they would be doing.

Mr. ROGERS. Which is a benefit. And, Mr. Rinehart, again, I con-
gratulate what you are doing. I know in November you went to this
outside contractor. I think that’s a great way to do it. As I looked
at it, and I would just be interested in your thoughts on it, but one
of the immediate issues I guess that I looked at that raised my eye-
brow was that you are only dealing with distributors. So there may
be even a better way to do it. And I'm not condemning what you
did. I think it’s a great thing. But have you look at other ways to
try to do that? Because you are contracting with a firm who is tak-
ing distributor prices. As you sat through the net and through
other places, can you tell me cost savings, can you tell me a better
way to do it?
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Mr. RINEHART. The savings on this firm we estimate that about
$40 million in 2004. I have learned a lot today about—we are deal-
ing with a distributor, and there’s a step before that that I think
could be done. I don’t know how Michigan could do it by itself, but
get better pricing information at that level. We still use the aver-
age wholesale price for brand name drugs, and that’s half of our
spending. So any attempts to—any efforts to improve the accuracy
of that, that would be very helpful as well.

Mr. ROGERS. I appreciate it. Mr. Smith, I just want to go back
to this New York Times article, and I didn’t get a chance to read
the whole thing, but my understanding is they are not ineligible,
they are just worried about their capacity in order to have access;
is that correct?

Mr. SMmITH. That’s correct. Most definitely they are eligible, and
most definitely they will be enrolled. The issue is really trying to
take the overarching concept of competition among plans and ap-
plying it to a specialty market in long-term care. So, this is some-
thing that we believe we are making great progress on, and when
the final rule is developed, I think people will see that the concern
has been alleviated. But most definitely we are going to be auto-
enrolling all these individuals who are dual-eligibles so they will
become eligible and matching them up with a plan that will do
what they do today for low-income seniors. It’s kind of a specialty
market with the long term-care pharmacy providers themselves
and helping them to work with the plan sponsors, developing the
product that will meet the needs of low-income citizens.

Mr. ROGERS. And as I understand it, please correct me if I'm
wrong, but there was kind of a loose framework there under Med-
icaid that they hope will have a better management structure
under Medicare, just getting an understanding of the cost. It
doesn’t mean it is going to diminish the services, doesn’t mean it’s
going to diminish what they are certainly eligible for. But it is forc-
ing us to go through an understanding of exactly how we imple-
ment it, which means we will have a better idea of what cost and
what it truly and accurately costs us to take care of those patients.

Mr. SmiTH. I think you are correct, yes, sir.

Mr. ROGERS. Is that correct?

Mr. SMITH. Yes.

Mr. ROGERS. So this isn’t—we’re not pulling a rabbit out of a hat.
There is already a system under Medicaid. Now we have some
transfer, some mechanism to Medicare; is that correct?

Mr. SmITH. That’s correct.

Mr. ROGERS. So this isn’t an insurmountable the sky is
falling——

Mr. SMITH. We do not believe it is insurmountable at all. And we
believe that we will come up with models that guarantee access
and provide quality of treatment that people in nursing homes
need at a competitive price. It’s a specialty market and I think that
when the final rule comes up people will be very pleased with what
we come out with.

Mr. ROGERS. Thank you. I don’t have too much further other
than I just want to thank you so much. If we can be of any assist-
ance as we move forward on this, again, I'd like to see States like
Texas and Michigan get rewarded. Being that you are from Michi-
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gan, it is easy to say I think all those other 48 ought to pay for
the difference. I'm sure I have a lot of help here from that.

Mr. WALDEN. The gentleman’s time has expired.

Mr. ROGERS. But we do appreciate—especially Oregon. We do ap-
preciate your efforts. I think we need to be cautious sometimes
about some of what we have heard from the State administration.
At the end of the day, this will save Michigan money in a very
large way. And I think it is counterproductive for this sparring, I
think even with the administration, about the cost of this. There
are some things that we can fix and make it better. Absolutely no
doubt. And this is a good thing for Michigan and they will save sig-
nificant amounts of money, and I look forward to working with you.
Thank you, and I yield back.

Mr. WALDEN. I thank the gentleman from Michigan.

Mr. STUPAK. Mr. Chairman, in response to Mr. Rogers’ questions,
Mr. Smith said they have a plan that they have ready to fix this
nursing home thing. Could he submit that to the committee for the
record so we would have it so we can look at it.

Mr. WALDEN. I'm sure we can ask him for that.

Mr. STUPAK. This plan that you have in response to Mr. Rogers’
questions?

Mr. SMITH. The final rule on how the long-term care pharmacies
and the plan sponsors themselves will be working together to de-
liver the benefit.

Mr. STUPAK. But when you have that plan ready, could you sub-
mit it to the committee before the final rule?

Mr. SMITH. Before the final rule?

Mr. STUPAK. Yes.

Mr. SMmITH. The proposed regs are already out. We are going
through all the comments, et cetera, and expect to publish the final
regs in early January.

Mr. STUPAK. Send those proposed rules up, would you please?

Mr. SMITH. The proposed, absolutely. Absolutely.

[The material referred to appears in the Federal Register of
Tuesday, August 3, 2004, Parts II and III.]

Mr. StUPAK. Thank you.

Mr. WALDEN. Thank you. I'm going to dismiss this panel now.
Thank you very much for your testimony and for your good work.
It is most helpful in our committee’s deliberations. We appreciate
your sticking with us today. I know other committee members may
have questions they may want to submit to you for a response
along the way.

Now I would like to call forward our final panel of witnesses
today. Mr. Edward H. Stratemeier, former Vice President and Gen-
eral Counsel of Aventis Pharmaceuticals; Ms. Pamela R. Marrs,
Senior Vice President and CFO of DEY, Inc.; Ms. Lesli Paoletti,
Roxane Laboratories, Inc.; Mr. Timothy Catlett, Senior Vice Presi-
dent of Sales and Marketing, Barr Laboratories, Incorporated;
David Marshall, R.Ph., director of Category Management for
Generics, CVS Corporation; John Ziebell, R.Ph., Category Manager
for Pharmacy, Health & Wellness, Walgreen Company; and Frank
Seagrave, Vice President of Pharmacy, Wal-Mart Stores, Incor-
porated.
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You are all aware the committee is holding an investigative hear-
ing and when doing so, has had the practice of taking testimony
under oath. Do any of you have an objection to providing your testi-
mony under oath? Let’s start with Mr. Seagrave. Do you have any
objection to——

Mr. SEAGRAVE. No.

Mr. WALDEN. Mr. Ziebell?

Mr. Z1EBELL. No.

Mr. WALDEN. Mr. Marshall?

Mr. MARSHALL. No.

Mr. WALDEN. Mr. Catlett?

Mr. CATLETT. We need one more chair.

Mr. WALDEN. If we can get you a chair, that would be helpful.
We need one more chair at the witness table.

Ms. Paoletti, do you object?

Ms. PAOLETTI. I have no objections.

Mr. WALDEN. Ms. Marrs?

Ms. MARRS. No objection.

Mr. WALDEN. Mr. Stratemeier?

Mr. STRATEMEIER. No objection.

Mr. WALDEN. Okay. The Chair then advises you that under the
rules of the House Rules Committee, you’re entitled to be advised
by counsel. Do any of you desire to be advised by counsel?

Mr. Seagrave? Counsel? Do you want to be advised by counsel?

Mr. ZIEBELL. Yes, I do.

Mr. WALDEN. You do? Could you identify your counsel, please?

Mr. Z1EBELL. Mr. Frederick Robinson. Mr. WALDEN. Mr. Fred-
erick Robinson, right there. Okay. Mr. Marshall?

Mr. MARSHALL. No counsel.

Mr. WALDEN. Mr. Catlett?

Mr. CATLETT. Mr. Mark Young.

Mr. WALDEN. Mr. Mark Young. Okay, thank you.

Ms. Paoletti?

Ms. PAOLETTI. Yes. Ed Miller.

Mr. WALDEN. Ed Miller is your counsel.

Ms. Marrs?

Ms. MARRS. Yes. Paul Doyle.

Mr. WALDEN. Paul Doyle. And Mr. Stratemeier?

Mr. STRATEMEIER. No, your honor.

Mr. WALDEN. “Chairman” is okay, as opposed to “your honor.”

[Witnesses sworn].

Mr. WALDEN. Youre now under oath and you may give a 5-
minute summary of your written statement.

I'm going to have Mr. Rogers take over the Chair for just a mo-
ment, but please proceed, and Mr. Stratemeier, we will begin with
you. Thank you again for being here.
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TESTIMONY OF EDWARD H. STRATEMEIER, FORMER VICE
PRESIDENT AND GENERAL COUNSEL OF AVENTIS PHARMA-
CEUTICALS; PAMELA R. MARRS, SENIOR VICE PRESIDENT
AND CFO, DEY, INC.; LESLI L. PAOLETTI, ROXANE LABORA-
TORIES, INC.; TIMOTHY P. CATLETT, SENIOR VICE PRESI-
DENT OF SALES AND MARKETING, BARR LABORATORIES, IN-
CORPORATED; DAVID MARSHALL, DIRECTOR OF CATEGORY
MANAGEMENT FOR GENERICS, CVS CORPORATION; JOHN
ZIEBELL, CATEGORY MANAGER FOR PHARMACY, HEALTH &
WELLNESS, WALGREEN COMPANY; AND FRANK SEAGRAVE,
VICE PRESIDENT OF PHARMACY, WAL-MART STORES, IN-
CORPORATED

Mr. STRATEMEIER. Thank you, Mr. Chairman, Members of Con-
gress. My name is Edward Stratemeier. Until recently, I was senior
Vice President of Aventis Pharmaceuticals. My responsibilities in-
cluded legal matters, government relations, and public policy in
North America.

Aventis is a global pharmaceutical company that has just been
acquired by Sanofi-Synthelabo to form Sanofi-Aventis. As a result
of that merger, I left the company. I'm here today at the commit-
tee’s request as a private citizen. I understand that the purpose of
today’s hearing is to address issues relating to AWP-based reim-
bursement of prescription drugs under Medicaid.

I have been asked to discuss with the committee the policy posi-
tions developed by Aventis during my tenure with respect to AWP
reimbursement for prescription drugs. And as much as I am no
longer employed by Sanofi-Aventis, I cannot say whether the com-
pany still supports the policy positions taken during my tenure, nor
can I speak to what the company will do in the future with respect
to these matters. I joined Marion Laboratories, one of the prede-
cessor companies of Aventis, in 1982. Over the past 20 years, I've
been actively engaged in the prescription pharmaceutical industry
as an attorney and a senior executive. It was in my capacity as
head of government relations and public policy that I oversaw the
development of Aventis’s position on reimbursement for pharma-
ceuticals under Medicare and Medicaid.

The pharmaceutical industry has seen many changes since I
joined Marion. The complexity, potency, and value of the products
the industry develops have changed as had the entire distribution
system for those products. One thing, however, has not changed:
the reliance on AWP as a reimbursement benchmark by both gov-
ernment and private payors. To understand this reliance, one has
to look back nearly 40 years. In the late 1960’s, about the only peo-
ple who did not pay for prescription drugs out of their own pockets
were employees of the pharmaceutical companies and people who
qualified for Medicaid.

Therefore, it fell to Medicaid to try to build systems to meet the
task of paying for these drugs. I think it is important to remember
that in the 1960’s, a computer with as much computing power
today as today’s notebooks had not been built and would have filled
an entire building. Medicaid needed simple manual systems. As a
result, the concept of average wholesale price, or AWP, was created
by the director of Medical, the California Medicaid Agency. The
idea was that rather than having a pharmacist report what he had



148

paid to purchase a product and then going through some type of
audit procedure to make sure that that was in fact the case, it
would be administratively simpler to always pay the same amount
for a given drug. At the time it was established, AWP was not in-
tended to be what was actually paid by the pharmacist to the
wholesaler, but it was a good surrogate for administrative effi-
ciency.

Beginning in 1969, Medical reimbursed pharmacies for Medicaid
patients’ prescriptions by paying AWP plus a dispensing fee. As
third-party coverage of prescription drug costs became more wide-
spread by both government and private payers, the reliance on
AWP became more invasive.

Let me fast forward through two of the major trends in the phar-
maceutical industry that have made AWP a problematic reimburse-
ment benchmark. These trends are consolidation in the wholesale
drug industry and the rise of managed care, including pharmacy
benefit managers. For branded prescription drugs, AWP typically
reflects a 20 to 25 percent markup over the wholesale acquisition
cost, the manufacturer’s list price to wholesalers, also known as
WAC. This markup roughly corresponded to the wholesalers’ mark-
up in early days of AWP. However, drug wholesalers have seen
technological change that has dramatically increased the efficiency
of scale in that industry. The change fostered incredible competi-
tion and led to consolidation of the industry. Three companies now
account for over 90 percent of the wholesale drug business and
they do it on gross margins of less than 5 percent. That means that
an AWP that remains static at a 20 to 25 markup over WAC began
to overstate the price paid by the retail pharmacist.

The 1980’s saw the rise of managed care and PBMs. Whatever
else they may have done, they forced big pharmaceutical companies
to aggressively compete on price. They did this by limiting the
number of drugs a drug plan would pay for and then negotiating
with the manufacturers for rebates to be on the preferred known
as a formulary. They also forced pharmacies to compete on price by
requiring pharmacists to sign contracts if they wanted to serve the
population covered by the plan.

I should point out that all of these agreements used AWP as a
benchmark price. While these trends were occurring, there was tre-
mendous pressure to maintain AWP at a fixed markup from WAC.
AWP had been codified as the benchmark price by statute or regu-
lation in the public sector and by contract in the private sector. As
the difference between AWP and real prices paid by pharmacists
and providers began to increase, that difference was used to com-
pensate for lack of payment for services. A change in the current
well-known relationship of AWP to WAC would have had far-reach-
ing effects on the provision of health care services.

In 1990, Congress recognized that private sector payers were
able to negotiate substantial discounts from pharmaceutical manu-
facturers. To take advantage of these negotiations for Medicaid,
Congress included provisions in the Omnibus Budget Reconciliation
Act, requiring pharmaceutical manufacturers to pay a rebate on
Medicaid purchases that was based on the best price negotiated by
private sector payers.
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The 2002 policy document which was provided by Aventis to the
committee reflects the result of an effort to point out the problems
associated with relying on AWP benchmarking and government re-
imbursement of prescription drugs given the reality of the changed
environments in which those products were used. It was Aventis’s
view that appropriate methodology needed to reimburse providers
for the drugs they dispensed at or near their cost to acquire those
drugs while also fully and appropriately paying them for the pro-
fessional services they provided in connection with dispensing those
products.

I appreciate the opportunity to appear before the committee
today and would be happy to answer your questions regarding the
use of AWP as a basis for reimbursement.

[The prepared statement of Edward H. Stratemeier follows:]

PREPARED STATEMENT OF EDWARD H. STRATEMEIER, EsQ.

Mister Chairman, Members of Congress, my name is Edward Stratemeier. Until
recently I was Senior Vice President of Aventis Pharmaceuticals. My responsibilities
included legal matters, government relations and public policy in North America.
Aventis is a global pharmaceutical company that has just been acquired by Sanofi-
Synthelabo to form Sanofi-Aventis. As a result of the merger I left the company.

I am here today at the Committee’s request as a private citizen. I understand that
the purpose of today’s hearing is to address issues relating to AWP-based reim-
bursement of prescription drugs under Medicaid. I have been asked to discuss with
the Committee the policy position developed by Aventis during my tenure there with
respect to AWP based reimbursement for prescription drugs.

I joined Marion Laboratories, one of the predecessor companies of Aventis in 1982.
Over the past twenty years I have been actively engaged in the prescription phar-
maceutical industry as an attorney and a senior executive. It was in my capacity
as head of government relations and public policy that I oversaw the development
of Aventis’ position on reimbursement for pharmaceuticals under Medicare and
Medicaid.

The pharmaceutical industry has seen many changes since I joined Marion. The
complexity, potency and value of the products the industry develops have changed,
as has the entire distribution system for those products. One thing, however, has
not changed: the reliance on AWP as a reimbursement benchmark by both govern-
ment and private payers. To understand this reliance, one has to look back nearly
40 years.

In the late 1960’s, about the only people who did not pay for prescription drugs
out of their own pockets were employees of pharmaceutical companies and people
who qualified for Medicaid. Therefore it fell to Medicaid to try to build systems to
meet the task. I think it is important to remember that in the 60’s, a computer with
as much computing power as today’s notebooks had not been built and would have
filled a large building. Medicaid needed simple manual systems.

As a result, the concept of Average Wholesale Price or AWP was created by the
director of Medi-Cal, the California Medicaid Agency. The idea was that rather than
having a pharmacist report what he had paid to purchase a product (and then going
through some type of audit procedure to verify that he had truly paid such a price)
it would be administratively simpler to always pay the same amount for a given
drug. At the time it was established, AWP was not intended to be what was actually
paid by the pharmacist to the wholesaler, but it was a good surrogate for adminis-
trative efficiency. Beginning in 1969, Medi-Cal reimbursed pharmacies for Medicaid
patients’ prescriptions by paying AWP plus a dispensing fee. As third party coverage
of prescription drug costs became more widespread—both by government and pri-
vate payers—the reliance on AWP became more pervasive.

Let me fast-forward through two of the major trends in the pharmaceutical indus-
try that have made AWP a problematic reimbursement benchmark. These trends
are consolidation in the wholesale drug industry and the rise of managed care in-
cluding Pharmacy Benefit Managers (PBM’s.)

For branded prescription drugs, AWP typically reflects a 20% to 25% mark up
over the Wholesale Acquisition Cost (the manufacturer’s list price to wholesalers
also known as WAC.) This mark up roughly corresponded to the wholesaler’s mark
up in the early days of AWP. However, drug wholesalers have seen technological
change that has dramatically increased the efficiency of scale in that industry. That
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change fostered incredible competition and led to consolidation of the industry.
Three companies now account for over ninety percent of the wholesale drug business
and they do it on gross margins of less than five percent. That means that an AWP
that remained static at a twenty to twenty-five percent markup over WAC began
to overstate the price paid by the retail pharmacist.

The 1980’s saw the rise of managed care and PBM’s. Whatever else they may
have done, they forced big pharmaceutical companies to aggressively compete on
price. They did this by limiting the number of drugs that a drug plan would pay
for and then negotiating with the manufacturers for rebates to be on the preferred
list (known as a formulary.) They also forced pharmacies to compete on price by re-
quiring pharmacists to sign contracts if they wanted to serve the population covered
by the plan. I should point out that all of these agreements used AWP as the bench-
mark price.

While these trends were occurring, there was tremendous pressure to maintain
AWP at a fixed markup from WAC. AWP had been codified as the benchmark price,
by statute or regulation in the public sector and by contract in the private sector.
As the difference between AWP and the real prices paid by pharmacists and pro-
viders began to increase, the difference was used to compensate for lack of payments
for services. A change in the current, well-known relationship of AWP to WAC
would have far reaching effects on the provision of health care services.

In 1990, Congress recognized that private sector payers were able to negotiate
substantial discounts from pharmaceutical manufacturers. To take advantage of
these negotiations for Medicaid, Congress included provisions in the Omnibus Budg-
et Reconciliation Act requiring pharmaceutical manufacturers to pay a rebate on
Medicaid purchases that was based on the “Best Price” negotiated by private sector
payers.

In 2001, the Office of the Inspector General of the Department of Health and
Human Services and the General Accounting Office both issued reports that found
that Medicare providers were paying substantially less than AWP to obtain the
drugs they dispensed to patients and recommended government reimbursements to
providers for drugs be brought more in line with acquisition costs. As committee
staffs were considering the question, Aventis met with them to recommend adopting
acquisition cost as the amount for reimbursement. This recommendation was for-
mally adopted by Aventis management in 2002.

The 2002 Aventis policy document, which was provided by Aventis to the Com-
mittee, reflects the result of an effort to point out the problems associated with rely-
ing on AWP benchmarking in government reimbursement of prescription drugs
given the realities of the changed environment in which those products are used.
It was Aventis’ view that an appropriate reimbursement methodology needed to re-
imburse providers for the drugs they dispensed at or near their cost to acquire those
drugs, while also fully and appropriately paying them for the professional services
they provided in connection with dispensing those products.

I appreciate the opportunity to appear before the Committee today, and will be
happy to answer your questions regarding the use of AWP as a basis for reimburse-
ment.

Mr. ROGERS [presiding]. Thank you for your testimony.
Ms. Marrs.

TESTIMONY OF PAMELA R. MARRS

Ms. MARRS. Good morning, Mr. Chairman and distinguished
members of this committee. Thank you for the opportunity to ap-
pear before you today.

For the past 15 years, I have been the Chief Financial Officer of
DEY LP. Founded in 1978 and located in Napa California, DEY is
a specialty pharmaceutical company focused on the development,
manufacturing, and marketing of prescription drugs for the treat-
ment of respiratory diseases and respiratory-related allergies. In
addition to our facility in Napa, we also have a distribution center
in Allen, Texas.

Last year Congress and the administration took important steps
to reform and improve Medicare reimbursement policy when it
passed the Medicare Modernization Act. As you know, the system
of reimbursement using a percentage of AWP badly needed to be
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reformed and many in the pharmaceutical industry including DEY
supported reform. Medicaid reimbursement has typically had a
spread between the cost of the drug paid by the provider and the
reimbursement amendment. That spread goes to the provider, not
to the manufacturer. Until the mid 1990’s, my understanding is
that it was not unusual for salespeople when speaking to customers
to compare their spreads with those of their competitors. Beginning
in the late 1990’s as a result of litigation, government investiga-
tions, and the OIG compliance program guidance, my under-
standing is that the industry has become sensitive to this practice
and has largely stopped. At DEY we have developed and imple-
mented a major compliance program over the last few years de-
signed to ensure that our sales force is compliant with the OIG
guidance.

Is the spread still meaningful to providers? Yes. Because they
often depend on the spread to cover their cost of dispensing which
often exceeds the dispensing fees they receive from Medicaid.

How does DEY set AWP for generics? At DEY, our historical
practice for generic drugs has been to set the generic AWP as a
percentage off of the brand’s AWP when the product is launched.
Usually that percentage has been around 10 percent. After that,
our practice has been not to change AWP on generics.

Why doesn’t DEY lower its AWP on generic drugs? The simple
answer is that given the system that now exists, our customers
won’t buy from us if we lower our AWP. This was confirmed about
a year and a half ago when a reporting service lowered their pub-
lished AWP for our drugs without consulting. Our customers told
us they would stop buying from us with the lower AWP. This could
have put many of our employees out of work overnight. So we went
to court and the court issued a temporary restraining order.

Why do we need AWP at all? At this point the current system
is based on AWP, and customers rely on it and won’t buy a product
without it. As evidence of this, about 2 years ago, because of the
litigation, we tried to market a new drug with no AWP. Our cus-
tomers said they would not buy it. So we set an AWP which hap-
pened to be lower than those of our competitors. As a direct result
of this lower AWP, we sold almost nothing of a drug for which we
had projected to have sales of $6 million.

These experiences taught us that reimbursement reform has to
come from the government and be applied to the whole industry.
If a generic company, especially a small one like ours, tries to buck
the AWP system on its own, it can being be forced out of a whole
business line.

Do our profits on generic drugs increase as the spread increases?
In DEY’s case, the answer is no. First, it is important to keep in
mind that the drugs manufacturers don’t get the money from the
spread. The money realized from the spread goes to providers. Sec-
ond, in the case of generic drugs, a larger spread actually means
a lower profit for the manufacturer.

Because generic drugs are a commodity, price competition is
fierce. If the spread for a particular generic drug is getting larger,
it almost always is because AWP is remaining the same while the
actual selling price is getting lower. At the same time, our costs are
increasing and our margins declining. This situation has shown
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dramatically in the case of Albuterol, which has been repeatedly
cited in CMS reports as having some of the largest spreads of any
drug. For the last 10 years, the spread on Albuterol, which is one
of DEY’s biggest generic products in terms of volume, has been get-
ting larger and larger as the price drops because of competition.

Have our profits increased as the spread has grown? No. At the
current time, we are actually close to breaking on Albuterol due to
the continuing erosion of the market price.

As I said at the outset, I am the Chief Financial Officer of DEY.
I have held that position since 1989. Most of the documents I was
asked about and my staff interview or that came to me afterwards
came out of our sales and marketing department, and with some
exceptions where I was copied or was the addressee, I saw them
for the first time during this litigation. Having said that, I hasten
to add that I have learned a lot about AWP in these documents
from the litigation and I will try to be as helpful as I can when
answering questions. Thank you for your time and I'd be pleased
to answer any questions.

[The prepared statement of Pamela Marrs follows:]

PREPARED STATEMENT OF PAMELA MARRS, CHIEF FINANCIAL OFFICER, DEY, LP

Good morning, Mr. Chairman and distinguished members of this Committee.
Thank you for the opportunity to appear before you today. For the past 15 years,
I have been the Chief Financial Officer of DEY, L.P. Founded in 1978 and located
in Napa, California, DEY is a specialty pharmaceutical company focused on the de-
velopment, manufacturing and marketing of prescription drug products for the
treatment of respiratory diseases and respiratory-related allergies. In addition to
our facility in Napa, we also have a distribution center in Allen, Texas.

Last year Congress and the Administration took important steps to reform and
improve Medicare reimbursement policy when it passed the Medicare Modernization
Act.

As you know, the system of reimbursement using a percentage of average whole-
sale price, or AWP, badly needed to be reformed and many in the pharmaceutical
industry, including DEY, supported reform.

Medicaid reimbursement has typically had a spread between the cost of the drug
paid by the provider and the reimbursement amount. That spread goes to the pro-
vider, not the manufacturer. Until the mid 1990’s, my understanding is that it was
not unusual for sales people, when speaking to customers, to compare their spreads
with those of their competitors. Beginning in the late 1990’s, as a result of litigation,
government investigations and the OIG Compliance Program Guidance for Pharma-
ceutical Manufacturing issued in 2003, my understanding is that the industry has
become sensitive to this practice and it has largely stopped. At DEY, we have devel-
oped and implemented a major compliance program over the last few years designed
to ensure that our sales force is compliant with the OIG Guidance.

We have also seen many changes on the government side that are reducing the
emphasis on AWP. Last year’s Medicare law will, by 2006, virtually eliminate AWP
as a basis for Medicare reimbursement under Part B. The new Medicare Part D
drug benefit will not use AWP as a basis for government payment for drugs. So,
both by industry practice and government action, the situation is changing.

Is the spread still meaningful to providers?

Yes, because they often depend on the spread to cover their costs of dispensing,
which often exceed the small dispensing fees they receive from Medicaid.

How does DEY set AWP for generics?

At DEY, our historical practice for generic drugs has been to set the generic AWP
as a percentage off of the brand’s AWP when the product is launched. Usually that
percent has been about 10%. After that, our practice has been not to change AWP
on generics.

Why doesn’t DEY lower its AWP on generic drugs?

The simple answer is that, given the system that now exists, our customers won’t
buy from us if we lower our AWP. This was confirmed about a year and a half ago
when a reporting service lowered their published AWP for our drugs without con-
sulting us. Our customers told us they would stop buying from us with the lower
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AWP. This could have put many of our employees out of work overnight. So we went
to court and the court issued a temporary restraining order stopping the service’s
action.

Why do we need an AWP at all?

At this point, the current system is based on AWP and customers rely on it and
won’t buy a product without it. As evidence of this, about two years ago, because
of the litigation, we tried to market a new drug with no AWP. Our customers said
they wouldn’t buy it so we set an AWP which happened to be lower than those of
our competitors. As a direct result of the lower AWP, we sold almost nothing of a
drug for which we had projected to have sales of $6 million. These experiences
taught us that reimbursement reform has to come from the government and be ap-
plied to the whole industry. If a generic company—especially a small one like ours—
tries to buck the AWP system on its own, it can be forced out of whole business
lines.

Do our profits on generic drugs increase as the spread increases?

In DEY’s case, the answer is no.

First, it is important to keep in mind that the drug manufacturers don’t get the
money which comes from the spread. Money realized from the spread goes to the
providers.

Second, in the case of generic drugs, a larger spread actually means a lower profit
margin for the manufacturer. Because generic drugs are a commodity, price com-
petition is fierce. If the spread for a particular generic DEY drug is getting larger,
it is almost always because the AWP of the drug is remaining the same, while the
actual selling price is getting lower. At the same time, our costs are increasing and
our margins are declining.

This situation is shown dramatically in the case of albuterol, which has been re-
peatedly cited in CMS reports as having some of the largest spreads of any drug.

For the last ten years, the spread on albuterol, which is one of DEY’s biggest ge-
neric products in terms of volume sold, has been getting larger and larger as the
price drops because of competition. Have our profits increased as the spread has
grown? No. At the current time, we are close to breakeven on albuterol due to con-
tinuing erosion of the market price.

Why doesn’t the industry get together and agree on a solution to the AWP
problem?

It is not within the purview of the industry to make such a change. We at DEY
are anxious to provide information and assistance so we can help the government
bodies that will effect such changes. We have provided written comments on mul-
tiple occasions to CMS as that body has worked toward reform of the current AWP-
based system in an effort to assist with this process.

As I said at the outset, I am the Chief Financial Officer of DEY. I've held that
position since 1989. Most of the documents I was asked about in my staff interview
or afterwards came out of the sales and marketing department and, with some ex-
ceptions where I was copied or was the addressee, I saw them for the first time dur-
ing the litigation.

Having said that, I hasten to add that I have learned a lot about AWP and these
documents from the litigation and I'll try to be as helpful as I can in answering your
questions about them. q
b Thank you for your time. I would be pleased to answer any questions you may

ave.

Mr. WALDEN. Thank you, Ms. Marrs. We appreciate you being

here.
Ms. Paoletti. Thank you.

TESTIMONY OF LESLI L. PAOLETTI

Ms. PAOLETTI. Mr. Chairman and members of the subcommittee,
my name is Leslie Paoletti. I am appearing today on behalf of
Roxane Laboratories, where I am senior product manager. I am
here today at your request to assist you in your efforts to examine
Medicaid reimbursement.

Roxane is a leader in the development, manufacture and mar-
keting of generic pharmaceutical products. We are proud to produce
medicines that extend and improve the quality of patient lives
while reducing reliance on more expensive alternative treatment
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options, including hospitalization stays, invasive medical proce-
dures, and more expensive prescription products. We are com-
mitted to continuing to provide lower cost pharmaceuticals to meet
the health care needs of Americans.

As you know, Roxane is one of 26 manufacturers from whom the
subcommittee requested documents in connection with its inves-
tigation into reimbursements and rebates under Medicaid. Roxane
voluntarily produced several thousand pages of documents and pro-
vided witnesses for informal interviews on two separate occasions.

Roxane understands the importance of the congressional over-
sight process in determining the need for, and establishing a basis
for, legislation improving the Medicaid system. We therefore agreed
to the subcommittee’s request that we appear today to answer any
questions on which members believe we can provide useful infor-
mation.

We have been advised that the Energy and Commerce Com-
mittee may develop legislative recommendations to reform Med-
icaid reimbursement policies, which we understand currently are
established on a State-by-State basis under a variety of complex
formulas. As you know, as a manufacturer of multisource products,
our revenues come exclusively from purchases by our customers
who, in turn, sell to parties or patients. We do not sell prescription
pharmaceutical products directly to patients, nor do we receive any
payments from Medicaid. However, we would support any effort by
Congress to bring greater efficiencies and simplicity to the system,
including much-needed guidance from the government.

We believe any reform should maintain an incentive for using ge-
neric drugs and ensure that an appropriate and viable economic
framework remains in place for health care providers to serve pa-
tients.

I would be pleased to answer any of the questions on issues you
have identified and on the materials we have previously provided
to you. Roxane looks forward to working with you as you address
these issues.

[The prepared statement of Lesli L. Paoletti follows:]

PREPARED STATEMENT OF LESLI L. PAOLETTI, ROXANE LABORATORIES, INC.

Chairman Barton and Members of the Subcommittee, my name is Lesli Paoletti.
I am appearing today on behalf of Roxane Laboratories, Inc., where I am Senior
Product Manager. I am here today at your request to assist you in your efforts to
examine Medicaid reimbursement.

Roxane is a leader in the development, manufacture and marketing of generic
pharmaceutical products. We are proud to produce medicines that extend and im-
prove the quality of patient lives while reducing reliance on more expensive alter-
native treatment options, including hospital stays, invasive medical procedures, and
more expensive prescription products. We are committed to continuing to provide
lower cost pharmaceuticals to meet the health care needs of Americans.

As you know, Roxane is one of 26 drug manufacturers from whom the Sub-
committee requested documents in connection with its investigation into pharma-
ceutical reimbursements and rebates under Medicaid. Roxane voluntarily produced
several thousand pages of documents and provided witnesses for informal interviews
on two separate occasions. Roxane understands the importance of the congressional
oversight process in determining the need for, and establishing a basis for, legisla-
tion improving the Medicaid system. We therefore agreed to the Subcommittee’s re-
quest that we appear today to answer any questions on which Members believe we
can provide useful information.

We have been advised that the Energy and Commerce Committee may develop
legislative recommendations to reform Medicaid reimbursement policies, which we
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understand currently are established on a state-by-state basis under a variety of
complex formulas. As you know, as a manufacturer of multisource products, our rev-
enues come exclusively from purchases by our customers who, in turn, sell to other
parties or patients. We do not sell prescription pharmaceutical products directly to
patients, nor do we receive any payments from Medicaid. However, we would sup-
port any effort by Congress to bring greater efficiencies and simplicity to the system,
including much needed guidance from the government. We believe any reform
should maintain an incentive for using generic drugs and ensure that an appro-
priate and viable economic framework remains in place for health care providers to
serve patients.

I would be pleased to answer any questions on the issues you have identified and
on the materials we previously have provided to you.

Roxane looks forward to working with you as you address these issues.

Mr. WALDEN. Thank you for being here today.
Mr. Catlett, thank you for being here.

TESTIMONY OF TIMOTHY P. CATLETT

Mr. CATLETT. Thank you, Mr. Chairman and members of the
subcommittee. I am Tim Catlett, Senior Vice President of Sales and
Marketing of Barr Laboratories. We are a leading manufacturer of
generic pharmaceuticals.

Mr. Chairman, I know that you and others want to reduce the
cost of prescription drugs for Medicaid patients. Your goal and
Barr’s business objectives are well aligned. Barr’s generic drug
business is designed to offer the same medicines as branded compa-
nies, but at a lower cost.

The products we manufacture and sell are mostly in tablet and
capsule form. They are dispensed to patients by others, not Barr.
Barr does not receive reimbursements under Medicaid.

Like other generic manufacturers, Barr does offer a vehicle for
reducing Medicaid costs. When a pharmacy dispenses a generic
drug to a Medicaid patient, the reimbursement to Medicaid is usu-
ally lower, and often substantially lower, than it would be for a
branded product. In that way, promoting the use of generic prod-
ucts helps to reduce Medicaid costs. For any drug reimbursement
system, providing incentives to pharmacies to dispense generic
drugs is vital to achieving cost reductions.

Generic drugs, by definition, are second to market, not first.
Pharmacies must be convinced to stock and dispense our products
as the alternative to a branded product which has been on their
shelves for years. If the drug reimbursement systems, including
Medicaid, do not create incentives to dispense generic drugs, sub-
stantial cost savings will be lost.

I know the subcommittee has questions about AWP, or average
wholesale price. As HHS found years ago, AWP does not represent
an actual wholesale price or an average of actual prices. Instead,
as set out in my written testimony, AWP is simply a publicly avail-
able reference price.

Many drug reimbursement systems, including some State Med-
icaid agencies, use AWP in certain instances as a reference point
to calculate reimbursement levels for those who dispense drugs to
patients. Because they recognize that AWP is not an actual acquisi-
tion price, these agencies reimburse at a percentage off AWP.

If a generic manufacturer lowered its AWP unilaterally in a
multisource generic environment, pharmacists might choose to dis-
pense a competitor’s generic product.
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I would be pleased to answer any questions the subcommittee
may have, and thank you for your consideration.
[The prepared statement of Timothy P. Catlett follows:]

PREPARED STATEMENT OF TIMOTHY P. CATLETT, SENIOR VICE-PRESIDENT OF SALES
AND MARKETING, BARR LABORATORIES, INC.

Mr. Chairman, thank you for inviting me to testify today. My name is Tim
Catlett, and I am Senior Vice-President of Sales and Marketing at Barr Labora-
tories, Inc. Barr is pleased to have the opportunity to answer any questions the Sub-
committee may have on the company’s role as a manufacturer of generic pharma-
ceuticals in the context of the Medicaid program.

I would like to make two key points:

First, Barr is in business to offer its customers the same medicines as brand name
drug manufacturers but at a significantly lower cost, and we do. As a result, when
Medicaid patients receive a generic prescription product, they receive the same med-
icine as the counterpart branded product, but at a cost to the Medicaid system that
usually is substantially lower.

Second, Medicaid and other prescription drug reimbursement programs should en-
courage the maximum utilization of lower-cost generic drugs. Any proposed changes
must be carefully examined to ensure that they include appropriate incentives for
pharmacies to stock and dispense generic products.

AN INTRODUCTION TO BARR LABORATORIES, A GENERIC PHARMACEUTICAL
MANUFACTURER.

Barr is one of America’s leading manufacturers of generic drugs.! A generic drug
is a product determined by the Food and Drug Administration (“FDA”) to contain
the same active ingredients, and provide the same therapeutic value, as its brand-
name counterpart. The FDA bases its sameness determination on detailed scientific
criteria, including clinical studies. These criteria include showing that the generic
product is pharmaceutically equivalent to the branded product (i.e., contains the
same amount of the same active ingredient); and that the generic product is bio-
equivalent to the branded product (i.e., has the same rate and extent of absorption
in the human body).

When the FDA determines that a generic product is therapeutically equivalent to
its branded counterpart, the FDA grants the generic what is called an “AB” rating.
The rating means that the generic product is interchangeable with the branded
counterpart. Once an AB rating is granted, the generic product can be substituted
for the brand at the pharmacy level, even in response to a prescription written for
the branded product, unless the physician writes “dispense as written.” When a
pharmacy dispenses a generic prescription product to a Medicaid patient, the phar-
macy provides the patient with the same medicine as the branded product, but usu-
ally at a significantly lower cost to the Medicaid system.

Barr’s generic pharmaceutical research, development, and marketing efforts focus
on specialty products that are difficult to manufacture or otherwise require our
unique development skills. Often, Barr makes available the first low-cost generic al-
ternative for a pharmaceutical product, either by developing generic pharma-
ceuticals to compete with branded drugs no longer under patent, or by challenging
patents on branded products under the Hatch-Waxman Act when those patents ap-
pear to be invalid, unenforceable, or not infringed by our product.?

Patent challenges brought by generic manufacturers under the Hatch-Waxman
Act have resulted in $27 billion in prescription drug cost savings.3 Barr brought sev-
eral of these cost-saving patent challenges, including the one that resulted in the
first marketing of a lower-cost generic form of Prozac more than two years prior to
patent expiry. When Barr successfully develops a generic substitute, other manufac-
turers are thereby encouraged to bring generic products to market when allowed by
law. The resulting vigorous generic pharmaceutical competition brings even lower
prices and greater cost-savings for consumers and their insurers.

Currently, Barr manufactures and distributes more than 70 generic products in
core therapeutic categories, including oncology, female healthcare (including hor-

I More information about Barr and its role in the development of the generic drug industry
can be found at http://www.barrlabs.com.

2Drug Price Competition and Patent Term Restoration Act of 1984, 21 U.S.C. §355 (1999 &
Supp.).

3See Kathleen D. Jaeger, Presentation to the HHS Task Force of Drug Importation, April 5,
2004, available at http://www.gphaonline.org/policy/pdf/2004-04-05-testimony.pdf.
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mone therapy and oral contraceptives), cardiovascular, anti-infective, pain manage-
ment, and psychotherapeutics. All of Barr’s generic products are in tablet, capsule
or oral suspension dosage form. We do not sell our generic pharmaceutical products
directly to physicians or their patients. Rather, our “customers” for these products
are pharmaceutical wholesalers, who in turn sell to pharmacies; large chains with
distribution centers and pharmacy operations; mail-order pharmacies; federal, state,
and local government institutions; and managed care organizations. Our customers
then either dispense our products to patients or sell our products to pharmacies,
which then dispense our products to patients pursuant to prescriptions written by
physicians.

The growth of generic pharmaceutical manufacturers over the last thirty years
has resulted in substantial prescription drug cost savings for consumers, private in-
surers, and public insurers. For example, during the third quarter of 2004, the aver-
age prescription cash price to a consumer of a branded pharmaceutical medication
was $97.52, as compared with an average price of only $26.35 for a generic prescrip-
tion.4

Congress and federal agencies recognize that use of generic pharmaceuticals
should continue to be promoted, given the magnitude of savings that already have
been realized. According to the Centers for Medicare & Medicaid Services (“CMS”),
generic substitution is a “best practice” for lowering prescription drug costs.5 When
Congress passed the Medicare Prescription Drug, Improvement, and Modernization
Act of 2003, Pub. L. 108-173, Title IX §§1101-1104, it closed loopholes in Hatch-
Waxman that delayed the development and marketing of generic products. Accord-
ing to the Congressional Budget Office, these statutory reforms “would accelerate
the availability of generic versions of prescription drugs” and “result in lower total
drug spending within the United States by $7 billion over the 2004-2013 period.” ¢

Pharmaceutical Price Data.

Brand and generic manufacturers provide pricing data to independent publishers,
including Red Book, First DataBank, and others, which compile the data for drug
manufacturers, wholesalers, retailers, and third-party payors, including state gov-
ernments and the federal government. These data are used as reference points for
numerous purposes, including calculating reimbursement levels under Medicaid and
other public and private health insurance programs.

Average Wholesale Price. 1t is generally known in the pharmaceutical industry
and related government agencies that average wholesale price (“AWP”) is a ref-
erence price only, and does not represent the actual selling price charged by a man-
ufacturer for its products. The Department of Health and Human Services has re-
peatedly recognized that AWP does not reflect an actual wholesale price.” A recent
General Accounting Office report confirms that “AWP is not necessarily the price
paid by a purchaser,” and that it is “often described as a ‘list price’ [or] ‘sticker
price.’”8 A generic manufacturer typically establishes the AWP for the generic prod-
uct at 90% of the corresponding brand AWP.

Wholesale Acquisition Cost. Wholesale acquisition cost (“WAC”) is the price that
wholesalers and distributors pay on the invoice for a given product, although dis-
counts may be provided after invoice, for prompt-pay or periodic volume purchasing
incentives, or as rebates.

Average Manufacturer Price. Average manufacturer price (“AMP”) is the average
per tablet price for a product sold to a CMS-designated class of purchasers including
wholesalers, retail chains, and mail order pharmacies for resale in the retail phar-
macy market after all discounts and rebates to customers are taken into account.
Manufacturers report AMP to CMS on a quarterly basis. For generic products, the
manufacturer then pays a unit rebate amount of 11% of the AMP to the state Med-
icaid programs based on utilization of the product by each state Medicaid program.

4IMS Health, National Prescription Audit, November 2004.

5Centers for Medicare and Medicaid Services, Safe and Effective Approaches to Lowering
State Prescription Drug Costs: Best Practices Among State Medicaid Drug Programs, available
at http://www.cms.hhs.gov/medicaid/drugs/strategies.pdf.

6See, Congressional Budget Office, Analysis of Changes to the Hatch-Waxman Act, August 27,
2003, available at http://www.cbo.gov/ftpdocs/45xx/doc4513/Hatch-WaxmanLtr.pdf.

78See Report, Title XIX of the Social Security Act, Limitation on Payment or Reimbursement
for Drugs, Medicaid Transmittal No. 84-12, reprinted in Medicare & Medicaid Guide (CCHO
134,157, at 10,193 (Sept. 1984); Report, Use of Average Wholesale Prices in Reimbursing Phar-
macies in Medicaid and the Medicare Prescription Drug Program, A-06-89-0037 (Oct. 1989), re-
printed in Medicare & Medicaid Guide (CCH) 438,215 (1990).

8 United States General Accounting Office, Report to Congressional Committees GAO-01-1118,
Medicare: Payments for Covered Outpatient Drugs Exceed Providers’ Cost, 9 (September 2001).
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States can readily calculate AMP for a generic product from the unit rebate data
they receive from CMS.

Prescription Reimbursements Under Medicaid.

Pharmaceutical manufacturers, including Barr, do not seek or receive any reim-
bursements under the Medicaid program. It is pharmacies that are reimbursed,
under the contracts they negotiate with state Medicaid agencies, for the Medicaid
prescriptions they fill.

Because CMS “note[s] the shortcomings of using AWP as a basis for reimburse-
ment,” the agency has agreed to “strongly encourage states to reevaluate their reim-
bursement methodology for drugs’ and to “continue to encourage states to look for
an alternate basis for reimbursement.”® Despite these admonitions, many States,
like many private insurers, choose to use AWP to establish the reimbursement for-
mula for Medicaid prescriptions that they negotiate with retailers during each con-
tract period. Notably, these formulae usually subtract a percentage “off” of AWP
(different States negotiate different percentages), reflecting the understanding that
AWP is a reference price.!°0

CMS can and sometimes does cap the reimbursement of Medicaid prescriptions
with a Federal Upper Limit (“FUL”). Because CMS does not always move to set a
FUL when additional competitors enter the market, thirty-eight states have estab-
lished maximum allowable cost (“MAC”) programs to cap reimbursement under
Medicaid even absent a FUL. As soon as a FUL or a MAC is set, other reimburse-
m(fe_nt methods and reference price data—including AWP and WAC—diminish in sig-
nificance.

THE IMPORTANCE OF INCENTIVES FOR GENERIC DRUG USE

In order for Barr and other generic manufacturers to continue providing these
dramatic cost-savings, generic medicines must be stocked and dispensed by phar-
macies. As a practical matter, wholesalers, drug chains with distribution centers,
and pharmacies stock or maintain access to essentially all branded pharmaceutical
products. If a physician writes a prescription for a branded product for which no
generic exists, or if a physician writes “brand medically necessary,” the pharmacy
must be able to dispense the branded product.

Because a full catalogue of brand products already must be stocked or accessible,
pharmacies incur extra costs when they stock any generic products. Consequently,
pharmacies must have an economic incentive to carry and dispense generic prod-
ucts. Such an incentive exists when the pharmacy can purchase the generic product
for sufficiently less than the branded product and then dispense the generic product
at a lower price than the branded product and still make a “profit” on the generic
product that is greater than the pharmacy could make on the branded product. If
the profit to the pharmacy is greater on the branded product than on the generic
product, the pharmacy is not likely to stock or sell the generic product. Moreover,
because prices on generic products are almost always lower than prices on the
equivalent branded products, third-party payors (including Medicaid) will almost al-
ways pay a lower reimbursement amount for the generic product even though the
pharmacy makes a larger “profit” on that generic product.

As long as Medicaid agencies or other third party reimbursers continue to use
AWP-based reimbursement systems, AWP could be a factor in a pharmacy’s decision
as to which generic manufacturer’s product to purchase and dispense. If a generic
manufacturer unilaterally reduced its AWP for a given product relative to the AWPs
of other generic manufacturers for the same product, pharmacies would have an in-
centive to purchase another manufacturer’s drug that did not reduce its AWP.

If any changes to Medicaid prescription reimbursement are considered, these
changes must maintain Medicaid’s practice of promoting the use of lower cost, ther-
apeutically equivalent, generic drugs by providing pharmacies with financial incen-
tives to carry and dispense generic drugs.

Barr’s Fluoxetine Product.

Barr incurred millions of dollars in costs and years of patent infringement litiga-
tion in order to bring a low-cost Prozac substitute to market. When Barr ultimately
prevailed in the litigation, we were entitled to 180 days of exclusivity for our

9 Letter from Thomas A. Scully, Administrator to Janet Rehnquist, Inspector General (March
7, 2002) (Commenting on Department of Health and Human Services Office of Inspector Gen-
eral, Medicaid Pharmacy—Actual Acquisition Cost of Generic Prescription Drug Products, A-06-
01-00053 (March 2002)).

10 Quarterly reports of state reimbursement formulae are available at http://www.cms.hhs.gov/
medicaid/drugs/prescriptions.asp.
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fluoxetine product under the Hatch-Waxman Act, because we were the first to file
an Abbreviated New Drug Application challenging the patents on Prozac.!! Barr
brought this important generic medication to market more then two years prior to
patent expiry.

As is customary for generic products, Barr’s fluoxetine was a lower-cost alter-
native to the brand, Prozac. This provided pharmacies with an incentive to purchase
and dispense generic fluoxetine. The incentive Barr provided was effective: by the
end of the exclusivity period, generic fluoxetine products had gained more then 80%
of the prescription market for 20 mg Prozac. The early introduction of a generic
fluoxetine, and the incentives provided to pharmacies through a lower purchase
Ericedfor the generic medication, encouraged substitution of the generic for the

rand.

The day that Barr’s fluoxetine exclusivity period ended, nine other generic manu-
facturers entered the market, each establishing virtually the same AWP for
fluoxetine as Barr’s. Prices for generic fluoxetine dropped quickly and dramatically.
Of course, the establishment of a FUL or a MAC for fluoxetine immediately fol-
lowing the launch of multiple generics (January 29, 2002) would have effectively
eliminated the use of AWP as a reference point for reimbursement. Notably, this
is exactly what did happen with private third party payors (which account for ap-
proximately 87% of the market), almost all of which placed a MAC on generic
fluoxetine either before or immediately after January 29, 2002. CMS did set a FUL
for Prozac on December 1, 2002.12

Conclusion.

Barr is proud to be part of a highly competitive industry that offers generic prod-
ucts at a lower cost than the brands. In 2003, through the enactment of Hatch-Wax-
man reforms, Congress recognized the importance of generic drugs and their role
in easing the financial strain that prescription drug costs often impose on the budg-
ets of many in our society, including federal and state budgets under Medicaid. For
the very same reasons, Congress should ensure that any potential changes to Med-
icaid reimbursement will encourage, rather than discourage, the continued substi-
tution of generic drugs.

Mr. WALDEN. Thank you, Mr. Catlett. We appreciate your being
here.
Mr. Marshall.

TESTIMONY OF DAVID MARSHALL

Mr. MARSHALL. Mr. Chairman and distinguished Representa-
tives, on behalf of CVS Corporation I would like to thank the com-
mittee for inviting CVS to appear today to participate in this im-
portant hearing.

CVS shares the committee’s goal of reducing the cost of prescrip-
tion drugs for all of our customers. The single most effective action
that can be taken to achieve that goal is to promote the use of ge-
neric drugs wherever possible. It is my responsibility at CVS to
purchase generic drugs at the lowest possible cost.

I am pleased to have the opportunity to answer your questions
to the best of my ability today. Thank you.

Mr. WALDEN. Thank you, Mr. Marshall.

Mr. Ziebell, your comments.

TESTIMONY OF JOHN ZIEBELL

Mr. Z1EBELL. I have no comment, but I am ready to answer any
questions you may have.

11 Press Release, Indiana District Court Clears Way for Barr’s Generic Prozac(R) Launch,
available at http:/www.barrlabs.com/pages/nprpr.html.

12 Centers for Medicare and Medicaid Services, Federal Upper Limit (FUL) Changes to Trans-
mittal No. 37 at 17. (showing that CMS added fluoxetine hydrochloride to the FUL product list
for implementation on December 1, 2002). See also Department of Health and Human Services
Office of Inspector General, Ommission Of Drugs From The Federal Upper Limit List in 2001,
OEI-03-02-00670 (discussing delays in establishing FULs in a timely manner.)
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Mr. WALDEN. Thank you for being here.
Mr. Seagrave.

TESTIMONY OF FRANK SEAGRAVE

Mr. SEAGRAVE. Thank you, Mr. Chairman.

My name is Frank Seagrave. I am a registered pharmacist in
Louisiana, Colorado, and Mississippi. I am currently the Vice Presi-
dent of Pharmacy for Wal-Mart Stores, Incorporated.

I am familiar with the struggle that many States are currently
having with their Medicaid expenditures. The Medicaid business at
Wal-Mart represents about 11 percent of our prescription business.
I believe that Wal-Mart and our 11,500 pharmacists are part of the
solution.

Currently, retail pharmacy Medicaid reimbursement is based on
a formula consisting of two parts, estimated acquisition costs, plus
a dispensing fee. Everyday low price, or EDLP as we call it, is a
core belief of our company. It greatly benefits the Medicaid pro-
gram in many States because our EDLP is often below the Med-
icaid allowable price. When this happens, the State gets charged
the lower price. Wal-Mart’s EDLP, therefore, is a value to the Med-
icaid program.

I believe that generic drugs are the best opportunity for savings
in the Medicaid program. The average price of a Medicaid prescrip-
tion that was filled with a brand name drug at Wal-Mart in 2002
was $88.53. When a Medicaid prescription was filled with a generic
drug, the average price was $20.25, a savings of $68.28. Therefore,
the average Medicaid price of a prescription filed with a brand
name drug was 439 percent higher.

Generics are deemed to be bioequivalent and therapeutically
equivalent and should be mandatory when they are available. At
Wal-Mart, we dispense generic drugs over 94 percent of the time
when one is available. Wal-Mart is able to effectively negotiate
good costs on generic drugs because generics are available from
multiple manufacturers and are therefore commodities.

This is not the case with brand name drugs. Wal-Mart has no
greater leverage for branded drug products than any other retail
class of trade pharmacy provider. There is great disparity between
what brand name drug manufacturers charge retail pharmacies
and the lower prices they charge other classes of trades, such as
hospitals, mail order pharmacies and HMOs. Thus, an average
sales price, or ASP, model for drugs dispensed to Medicaid recipi-
ents would be inequitable for retail pharmacies.

Wal-Mart currently accepts all endorsed Medicare discount cards.
We have been aggressive in providing educational literature re-
garding the discount cards to our customers. The program has been
a success at Wal-Mart. We look forward to the opportunity to serve
the needs of our Medicare customers when the Medicare drug ben-
efit starts.

Wal-Mart pharmacists and all retail pharmacists are a valuable
part of the health care system and the communities that we serve.
Pharmacists routinely consult with customers and answer ques-
tions about prescription and over-the-counter drugs as well as gen-
eral health care issues. Pharmacists are consistently regarded as
the one of the Nation’s most trusted professionals.
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In summary, Wal-Mart is committed to continue to provide the
best service to our Medicaid customers in any reimbursement sys-
tem as long as it provides fair payment for the service and product
delivered, protects the customer’s safety, and allows the Nation’s
retail pharmacies to fairly participate. Thank you.

[The prepared statement of Frank Seagrave follows:]

PREPARED STATEMENT OF FRANK SEGRAVE, WAL-MART STORES, INC.
INTRODUCTION

Mr. Chairman and members of the Committee, your efforts to gain more informa-
tion about pharmaceutical reimbursements under Medicaid are well advised.

I am a registered pharmacist. I joined Wal-Mart Stores, Inc. (Wal-Mart) in 1986,
and after various roles in operations and merchandising, became Vice President of
Wal-Mart’s Pharmacy Division based in Bentonville, Arkansas. Part of my role in-
cludes ensuring that “Everyday Low Price” (EDLP) is practiced within the Phar-
macy Division. In its purest form EDLP is as it sounds: the same low price every
time you visit the store. EDLP begins with “Everyday Low Cost” (EDLC). Pur-
chasing at the best cost along with being a low cost operator and using technology
to be efficient allows us to sell at EDLP.

As a Medicaid pharmacy provider in 49 states, our job is to get the right medica-
tions to the patients who need them. As a retail pharmacy provider, we must stock
and dispense the majority of medications that are commonly prescribed. It is note-
worthy that “pharmacies” do not practice pharmacy; it is the face-to-face interaction
with the 11,500 Wal-Mart pharmacists that benefit Medicaid recipients.

Our pharmacies operate in large urban locations and small rural towns across
America. Of our nearly 3,500 pharmacies, over 1,200 operate in rural areas with a
population of less than 50,000. Medicaid patients in both rural and urban areas
value their relationship with their Wal-Mart or Sam’s Club pharmacist. Wal-Mart’s
focus is on our retail pharmacy patients and their healthcare outcomes. To this end,
our pharmacists are advocates for the Medicaid patients they serve. This advocacy
includes: working with prescribers to select less expensive alternative medications;
immediate conversion of brand medications to lower cost generics when they become
available; and treatment with less expensive OTC medications. Wal-Mart phar-
macists seek to limit “preventable” events by maximizing patient adherence to pre-
scribed treatments. “Pharmacy is about relationships” has become the unofficial
mantra of the Pharmacy Division’s Associates.

Wal-Mart purchases most drugs centrally through its own pharmacy distribution
centers. We are described as a “self-warehousing” chain. Whenever possible, Wal-
Mart buyers order directly from manufacturers, who ship products directly to Wal-
Mart pharmacy distribution centers.

Wal-Mart’s purchasing decisions for generic products are straightforward. If “AB
rated” generic products—which mean products determined by the FDA to be iden-
tical to the brand drug—are available from multiple manufacturers, Wal-Mart will
purchase the drug product with the lowest acquisition cost. Product availability is
also a factor, because a reliable supply of product is essential to satisfy our patients.

Wal-Mart does not take into account the amount of Medicaid reimbursement,
known or anticipated, in determining whether to stock or sell any particular brand-
ed or generic drug product. We first and foremost follow our core tenet—“ALWAYS
LOW PRICES.” Lower drug product prices to patients are made possible through
lower acquisition costs and operational efficiencies.

State Medicaid program beneficiaries represent an important patient population
to Wal-Mart. These patients represent 11% of our pharmacy business revenue. Wal-
Mart values its role as a Medicaid provider and has never withdrawn from partici-
pation in any program, in the Medicaid system, or threatened to do so. Wal-Mart
competes for Medicaid patients based on service. While we never provide a blanket
waiver of Medicaid co-payments for our patients, we do not collect the nominal co-
payment when a Medicaid patient is unable to pay it.

We do not sponsor a Medicare Discount Card Program, but accept all Medicare-
endorsed drug discount cards. Wal-Mart has been aggressive in providing edu-
cational literature regarding these discount cards and these approved discount cards
have been a success at Wal-Mart. The Pharmacy Division also strongly supports and
participates significantly in manufacturer-sponsored patient assistance programs,
such as TogetherRx.

My testimony today addresses two issues. First, the importance of ensuring access
to Wal-Mart’s retail pharmacies by America’s most needy, the elderly and the poor.
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Second, how can Wal-Mart partner with the states to have an effective Medicaid
drug program?

The importance of ensuring access to Wal-Mart’s retail pharmacies.

On a daily basis, our 11,500 pharmacists take care of patients in the Medicaid
program, fill their prescriptions that are subject to complex rules and regulations,
and provide the best patient-focused care.

When prescription-only products move to the over-the-counter (OTC) market, their
prices drop sharply. Wal-Mart pharmacists routinely consult with patients who have
OTC medication questions. This includes options such as our cost-effective private
label Equate ® brand OTC products, for patients when therapeutically appropriate.
Wal-Mart’s private label diabetic testing and treatment products sold under the
ReliOn ® diabetes brand are considered the best value brand in the United States.
All state Medicaid programs should include these products on their formularies and
provide reimbursement for them. Many states do this today.

Usual and Customary Charges (U&C)

Revenue from Wal-Mart’s “cash” pharmacy business for drug products is signifi-
cantly larger than its revenue from Medicaid. Retail cash price or “U&C” is defined
as the usual and customary charge for a drug product offered to cash paying pa-
tients. Because this U&C is often lower than the reimbursement formula for Med-
icaid, this benefits both cash-paying patients and the Medicaid programs. Individual
Wal-Mart pharmacies have the ability to lower, but not increase, drug product
prices (U&C) within their marketplace as they see fit. Thus, Wal-Mart’s U&C
(EDLP) is often lower than the formula driven payment set by the state Medicaid
programs. Our estimates indicate that many times Medicaid prescriptions were re-
imbursed at Wal-Mart’s lower U&C. The impact of our aggressive lowering of U&C
is represented on the attached graphs and Fact Sheet.

Generic Utilization at Wal-Mart

When a generic is available for a prescribed branded product, Wal-Mart phar-
macies dispense that generic over 94% of the time. This is true for all payers. Con-
sumers need to know when generic options are available and that they are as safe
and effective as brand name drugs, but at a fraction of the cost. Wal-Mart phar-
macists play an important role in educating patients about their drug treatment.
Our pharmacists help patients understand generic options and whether more afford-
able generics might be right for them.

In summary, Wal-Mart has low prescription and OTC drug prices everyday for
cash-paying patients and Medicaid benefits directly from this. Our pharmacists also
recommend generic drugs and shift patients to more cost-effective drug therapies.

How can the Wal-Mart partner with the states to have an effective Med-
icaid drug program?

One of the main reasons for the continuing rise in Medicaid drug expenditures
and the failure of cost-containment measures, is the introduction of new, more ex-
pensive brand name drugs. Drugs within a therapeutic class may be similar, but
their prices often vary substantially. Several state Medicaid programs took a major
step in passing legislation mandating a permanent commission to research and re-
port on the comparative effectiveness of medications and prices. Wal-Mart encour-
ages other states to implement similar tools.

Reimbursement mechanisms for generics should aim for price competition as the
main priority. To Wal-Mart, multi-source generics represent a commodity. Generics
save everyone money. The following charts demonstrate Wal-Mart’s experience in
Medicaid reimbursement for 2002.
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While almost half of the prescriptions are written for generic drugs, they account
for less than 20% of total Medicaid expenditures. Switching from expensive brand
drugs to lower cost generics can help alleviate this problem. Wal-Mart is strongly
committed to encouraging the use of AB rated generics—the exact same drugs at
a much lower cost. Generic substitution provides tremendous savings at the same
time. Generic drugs mean competition, and competition means lower prices, both to
the pharmacy and to the patient. Focusing on generics to reduce Medicaid prescrip-
tion drug costs is not the answer, because the largest expense lies in the over-utili-
zation and high cost of single source brand drugs. The chart below provides the av-
erage total reimbursement received by Wal-Mart from Medicaid programs for each
type of drug.
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Wal-Mart Stores, Inc., 2002

Wal-Mart endorses the continued adoption maximum allowable cost (MAC), with
frequent audits/updates, for multi-source generic drugs under Medicaid.

For branded drug products, Wal-Mart has little or no ability to negotiate dis-
counts below the published wholesale acquisition cost (WAC). Wal-Mart has no
greater leverage for branded drug products than any other retail class of trade phar-
macy provider.

There is a great disparity between what drug manufacturers charge retail phar-
macies and the significantly lower prices they charge other classes of trade such as
hospitals, mail order pharmacies, and health maintenance organizations. Thus, an
average sales price (ASP, as defined in the Prescription Drug Improvement and
Modernization Act (PDIM)) reimbursement model for drugs dispensed to Medicaid
beneficiaries would be inequitable for retail pharmacies. ASP is intended to rep-
resent volume-weighted, average selling price to all purchasers, excluding certain
federal purchasers.

Conclusion

Wal-Mart supports any reimbursement system that provides fair payment for the
service and product delivered, protects the patient’s safety, and permits the nation’s
retail pharmacies to fairly participate. Wal-Mart’s motto—Always low prices—is car-
ried out in its pharmacy operations. Actual substantial savings come from market
shifts to more cost-effective therapies. Wal-Mart and its pharmacists, as a low cost
pharmacy provider, are on the front line to effectuate such shifts.

Thank you for the opportunity to appear today. As always, Wal-Mart is willing
to work with state Medicaid programs to be part of the solution.

Mr. WALDEN. Thank you. I appreciate your comments, Mr.
Seagrave.

I just want to say at the outset that we don’t want to do any-
thing here that would create a disincentive to generic use. I think
we all agree that that is an important component of holding down
costs and giving consumers choice. But we do need to make sure
that the taxpayer benefits from the savings, and I think—so we can
take care of those who need help that today are, frankly, robbed
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of that help because, in some cases, of lack of funds. So I want to
start by getting at this issue of the AWP with this panel. Do each
of you believe that the AWP reflects the actual selling price that
you charge for your products?

If we can get kind of a yes-or-no answer. Mr. Stratemeier.

Mr. STRATEMEIER. No, it does not.

Ms. MARRS. No.

Ms. PAOLETTI. No.

Mr. CATLETT. No.

Mr. MARSHALL. No.

Mr. Z1EBELL. No.

Mr. SEAGRAVE. No.

Mr. WALDEN. So all of you agree that it is not a legitimate selling
price, reflection of your selling price.

Do you adjust the AWPs of your products after you have set
them; and, if so, under what circumstances? Mr. Stratemeier.

Mr. STRATEMEIER. Well, in the brand industry, AWP generally
reflects a 20 to 25 percent markup over wholesale acquisition cost,
WAC. So as WAC is increased, AWP goes up accordingly.

Mr. WALDEN. You do adjust your AWP then on a regular basis?

Mr. STRATEMEIER. I can’t say that companies adjust the AWP.
The reported AWP by the reporting services, put out the AWP.
Most companies, including Aventis do not set an—most brand com-
panies do not set an AWP.

Mr. WALDEN. Okay. Ms. Marrs.

Ms. MARRS. In our case, in the case of generics, we historically
have not had a practice of raising AWP. For the brand products,
we have increased AWP as the WAC has increased.

Mr. WALDEN. Okay.

Ms. PAOLETTI. Generally, we do not change our AWPs once they
arﬁ established. We have changed some AWPs for one reason or an-
other.

y l\gr. WALDEN. Why wouldn’t you adjust them to reflect the mar-
et?

Ms. PAOLETTI. Why wouldn’t we?

Mr. WALDEN. Yes.

Ms. PAOLETTI. It is generally a standard in the generic industry
that you set your price for AWP and you don’t adjust it.

Mr. WALDEN. All right. Mr. Catlett.

Mr. CATLETT. An instance where I can think that AWPs are in-
creased in our business would be in a sole-source generic situation.
We are the only generic on the market. If there was a brand price
increase and we felt there might be an opportunity and we would
make a decision to raise our generic price, we would raise both our
AWP and our price to maintain.

I think we heard earlier today that generally there is a 90 per-
cent difference between the brand and the generic price. That is
the incident I can think where AWP might increase, sir.

Mr. WALDEN. Let me go to your testimony. I am going quote it
here, Mr. Catlett. You said, “It is generally known in the pharma-
ceutical industry and related government agencies that average
wholesale price, AWP, is a reference price only and does not rep-
resent the actual selling price charged by the manufacturer for its
products.”
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I would like you to—they don’t have the notebook, do they—to
turn to Tab 1. Do we have—we don’t have that. They can’t turn to
Tab 1. There you go.

In our exhibit binder there, you will see OIG compliance program
guidelines for pharmaceutical manufacturers. And on the bottom of
page 23,733, it says, “The government sets reimbursement with the
expectation that the data provided are complete and accurate, and,
where appropriate, manufacturer’s reported prices should accu-
rately take into account price reductions, cash discounts and free
goods,” et cetera.

In light of these ongoing—these OIG guidelines, if you report an
AWP, aren’t you required to make sure that it is up to date and
accurate?

Mr. CATLETT. Are you directing that question to me?

Mr. WALDEN. To you and Ms. Paoletti and Ms. Marrs.

Mr. CATLETT. I will take the question first, sir.

The practice in the industry is to report AWP as a reference
price. I believe what is reported that is updated is we do provide
our AMP, which is our average manufacturer’s price, which does
take into account all of those.

Mr. WALDEN. But given that AWP is also used as a reimburse-
ment mechanism, shouldn’t it be accurate to the market? I mean,
to—shouldn’t it represent something?

Mr. CATLETT. It has been industry practice and the practice at
Barr that it is strictly a reference price and it is in relation to the
branded price.

Mr. WALDEN. Ms. Paoletti.

Ms. PAOLETTI. I would agree with that. And there really is no
clear guidance for us to follow that tells us how to calculate that
number.

Mr. WALDEN. Ms. Marrs.

Ms. MARRS. I would agree with my colleagues.

I think we have heard many times here today the system is bro-
ken. There is no statutory definition of AWP. To the extent that
there is clear guidance, as the gentleman from Barr said, we have
been reporting AMP. But the industry practice as it is and the lack
of statutory guidance, industry practice has prevailed.

Mr. WALDEN. All right. I want to go—turn to Tab 37, if you
would, Ms. Paoletti. This is document number 01999-02002. The
second page of the document, 02000, states that Roxane’s bids for
Furosomide business were rejected not because the sales price was
too high but solely because the AWP was too low. Our AWP and
reimbursement factors in negotiations with retail customers.

Do you want to talk about that, that document?

Ms. PAOLETTI. Furosomide was a very unique situation for us in
that there were some changes in the market that allowed opportu-
nities for us to potentially gain new business.

When we tried to gain the new business, we were repeatedly told
that our AWPs were out of line with our competitors and, upon
looking at that, discovered that they were significantly below our
competitors such that, regardless of how low our contract price
was, no one would buy the product.

Mr. WALDEN. So AWP—I mean, okay. I guess what I see here is
that AWP is how you get market share. The higher it is, the better
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chance you have to get market share. Because somebody is making
money on the spread, and the people making the money are the
purchasers. Right?

Ms. PAOLETTI. I would disagree with that. I think it is in—in our
experience, it has been a rare occasion that customers have dis-
cussed any of that with us; and, in this occasion, it is my impres-
sion that the only reason it was discussed was because we were out
of line. They weren’t asking us to increase the spread over where
the current market was. They were just asking us to be on a level
playing field.

Mr. WALDEN. Okay. We will try and tell you what tab this one
is.

But there is—Tab 39, if you will go to that. And it says here—
this is to Judy Waterer from Anthony Tavolero. It says, Judy, as
you know, Caremark had shown interest with our Furosomide back
in April. After review of our AWPs on the product, the opportunity
was dead. Our AWPs are 78 percent below the rest of the industry.
I am not aware of any competitor where the AWP is below $100
for bottles of 40 milligram thousands. Miline and Zenith are ap-
proximately $120, ours is $29. Caremark has commented that they
could not possibly award the product to us unless we increased our
AWPs. Janet Miller also added that Roxane has a history of having
AWPs out of sync with the rest of the industry.

I don’t know why we have to wait until our customers complain
before we adjust an AWP. Major customers—Walgreen, Wal-Mart,
CVS, MEDCO, Caremart—expect their leading suppliers to main-
tain their AWPs. Not executing this core competency reflects nega-
tively on Roxane and promotes a perception of Roxane not under-
standing industry dynamics. I hope this helps.

This would appear to me to reference more than just Furosomide.
Does it appear that way to you?

Ms. PAOLETTI. Well, he does say that we have a history. I am not
sure what he is basing that on. Typically, we set our pricing and
we don’t monitor it. We don’t monitor AWPs once they are set.

Mr. WALDEN. Then why would he say, I don’t know why we have
to wait until our customers complain until we adjust an AWP?

Ms. PAOLETTI. In this case, he is referencing Furosomide. And we
aren’t able to get business. Actually, we were on the verge of dis-
continuing the product because we couldn’t gain customers, and it
was based on the fact that our AWP was so far out of line with
where the rest of the market was.

Mr. WALDEN. Okay. And then if you would turn to Tab 38 in the
binder. This document also notes that when AWP is out of line
with the rest of the market it a bigger issue than a straight price.
But this e-mail goes on to mention concerns associated with the de-
cision to raise AWP, including scrutiny and consumer backlash.
Can you discuss those concerns?

Ms. PAOLETTI. Any time pharmaceutical companies do a price in-
crease, it is scrutinized, AWP in particular, because that is one of
the prices that is publicly available for every one to see.

Mr. WALDEN. But it appears, in this case at least, in order to get
market share—am I missing it? In order to get market share, you
are having to increase your AWP?
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Ms. PAOLETTI. We were having to bring it in line with our com-
petitors, yes. They weren’t asking us to raise it above our competi-
tors. That was not my impression.

Mr. WALDEN. What effect does raising the AWP have on the price
that they pay for that product?

Ms. PAOLETTI. That the customers pay? It would not have an im-
pact on the price that they paid.

Mr. WALDEN. What is the benefit to them of a higher AWP set
by you, which I assume would be an arbitrarily set AWP?

Ms. PAOLETTI. Well, in this case, they weren’t buying our prod-
uct. They were buying another competitor’s product, who was much
higher. So, in that case, there would not have been an impact on
what they were currently buying versus what

Mr. WALDEN. No, my point is, your incentive to raise the AWP
is to get market share, is it not?

Ms. PAOLETTI. In this case, it was to bring ourselves in line so
that we could actually compete on a contract price basis.

Mr. WALDEN. Right. To get more market share.

Ms. PAOLETTI. Sure.

Mr. WALDEN. It doesn’t cost the purchaser any more and it
doesn’t cost you anything to have a higher AWP?

Ms. PAOLETTI. True.

Mr. WALDEN. So the loser in this is the government, right, the
taxpayers?

Ms. PAOLETTI. Well, I wouldn’t agree with that.

Mr. WALDEN. Why?

Ms. PAOLETTI. Because at the time they were already buying one
of our competitor’s products that was already at that—at that level.
My changing that price didn’t advantage——

Mr. WALDEN. Right. Okay. But your company would benefit by
changing if it allowed you to get market share.

I guess the point is not to pick on Roxane specifically. I don’t
mean to do that necessarily, other than as an example of the pres-
sures within the marketplace that drive a higher AWP in order to
get market share. The actual price paid by the purchaser is no
more. You have indicated that. The AWP, you just all are com-
peting up here to see who has got the highest, because that creates
the biggest spread?

1 Ms. PAOLETTI. I am not sure that is the way that it is really
one.

Mr. WALDEN. How is it done?

Ms. PAOLETTI. In our case, we set the AWP and we don’t monitor
AWPs of our competitors. We typically don’t change our AWPs.

Mr. WALDEN. In this case, you were monitoring and had all of
the data. It is in the e-mail.

Ms. PAOLETTI. Well, in this case, we weren’t monitoring it. It was
so far out of line that our competitors were bringing it to our atten-
tion that, hey, even if you have the best supply and the lowest con-
tract price, I can’t pay your product because you are not in line on
this other reference price.

Mr. WALDEN. The other reference price does what for them?

Ms. PAOLETTI. It would have put us in line with

Mr. WALDEN. No, it creates the spread, right? The AWP creates
the spread with the actual purchase price. Correct?
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Ms. PAOLETTI. It would be one of the factors that their reim-
bursement is based on, yes.

Mr. WALDEN. All right. My time has expired. Thanks for the pa-
tience of the committee.

Mr. Stupak.

Mr. STUPAK. Thanks, Mr. Chairman.

Well, going along that line, Exhibits 37, 38, 39, Mr. Catlett, your
testimony on page 8 says, if a generic manufacturer unilaterally re-
duces its AWP for a given product relative to the AWPs of other
generic manufacturers for the same product, pharmacies would
have an incentive to purchase another manufacturer’s drug that
did not reduce its AWP.

So basically what is going on here, if you keep the AWP high,
then the pharmacies make more money off it, right?

Mr. CATLETT. I believe what I tried to say in my written testi-
mony is that the AWPs are set as a reference price. If a—in a
multi-source situation, if there are multiple competitors, I believe
that if a company such as Barr was to unilaterally reduce its AWP
and if we are still in a situation where it is not an FUL or not a
MAC in place and we are dealing with AWP reimbursement for-
mulas, while I have no example or any experience and could you
give you an example of it, my fear might be that it would put a
situation in place where we may have that type of decision.

Mr. STUPAK. Well, Ms. Marrs, you testified that you had a prod-
uct and you lowered your AWP and you couldn’t get any customers
to buy it, right?

Ms. MARRS. We have had a couple of situations. We tried to
launch a product without AWP.

Mr. STUPAK. You established an AWP. It was lower than the
rest, and your customers wouldn’t buy it?

Ms. MARRS. That is correct.

In the other situation, we did not lower our AWP, but one of the
reporting services chose to do so without our knowledge. And, as
a result of that, we got many calls from pharmacists basically say-
ing that they wouldn’t be able to buy our products in the future if
that situation was not changed.

Mr. STUuPAK. So if we lower the AWP, why won’t the pharmacies
buy the drugs? If there is a lower AWP, you are paying a lower
price, you could pass that savings on to your customers, as you
claim you like to do. So why wouldn’t you buy a drug at a lower
AWP? Mr. Marshall? Mr. Ziebell? Mr. Seagrave?

Mr. MARSHALL. As I stated earlier, my responsibility to CVS is
to purchase the lowest-possible-cost generic product. I do not focus
on the AWP value in negotiations. The market is very fluid and dy-
namic and a highly competitive marketplace.

Mr. STUPAK. That is not what these people are saying. They are
all saying you keep your AWP at the market standard. It is not
fluctuating. If you would bring it lower, you don’t get customers.
You are the customers. You are the pharmacists. Isn’t it true the
reason why you don’t want to lower AWP is if you have a lower
AWP your reimbursement from the government and from the in-
surance companies is discounted off of that AWP? So, therefore, if
the AWP is lower, your profit is lower on that drug. Isn’t that true?
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Mr. MARSHALL. Again, I don’t focus on the AWP. My initiative
or my——

Mr. STUPAK. How about just a yes or no? I don’t care if you focus
on it or not. Doesn’t it stand to logic if you have a lower AWP and
you are reimbursed—and that AWP is discounted by Medicaid and
by the big insurance companies, the lower the AWP, the lower the
profit for the pharmacy? Yes or no?

Mr. MARSHALL. Yes, if the reimbursement were based on AWP.
Correct.

Mr. STUPAK. Are you telling me it is not?

Mr. MARSHALL. No, I am agreeing with you, that that would be
the case.

Mr. STUPAK. Sure.

How about Mr. Ziebell? Would you agree with that? Lower AWP
means lower profit to—who do you represent? CVS or Walgreens?

Mr. Z1EBELL. It would depend on whether or not the product is
reimbursed based on AWP. If it were, than the profit would——

Mr. STUPAK. Well, Medicaid is reimbursed based on AWP?

Mr. ZIEBELL. In some situations, yes. There are Federal upper
limit and MAC situations put on by the Federal Government and
the individual States. But if it was based strictly on AWP, if you
lower AWP, the reimbursement would be lower.

Mr. STUPAK. Well, we are looking at the list right here. Medicaid
prescription reimbursement information by State. It is all based
upon an AWP, plus a little bit more. So the lower the AWP, the
lower the profit to you. So if you are really concerned about the
price the customer pays, wouldn’t you want to buy your drugs from
these manufacturers here who have a lower AWP to pass that sav-
ings on to your customers?

Mr. ZIEBELL. I haven’t had a situation presented to me where the
AWP has been lower.

Mr. StuPAK. Well, not you personally. But I mean to your com-
pany.

Mr. ZiEBELL. Well, I am the purchaser of generic pharma-
ceuticals. And that is the case, that no one has been

Mr. STUPAK. You represent what company?

Mr. Z1IEBELL. Walgreens.

Mr. STUPAK. So this e-mail then that they referred to, I believe
Exhibit 38: I don’t know why we have to wait until our customers
complain before we adjust an AWP. Major customers—Walgreens,
Wal-Mart, CVS, MEDCO, Caremart—expect their leading suppliers
to maintain their AWPs.

I guess you are mentioned in this one.

Mr. ZIEBELL. Well, from the manufacturer’s standpoint. I have
never indicated that direction to any manufacturer.

Mr. STUuPAK. Okay. Mr. Seagrave, do you care to comment? If you
lower your AWP, you could lower the price for the customer, right?

Mr. SEAGRAVE. I would agree with the other two gentlemen. If
reimbursement is based upon the AWP only, then our reimburse-
ment would be less if it was based on AWP.

I would comment, though, that we heard testimony on the pre-
vious panel from some gentlemen from Michigan and in Texas
where they indicated that they do have maximum allowable costs
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il‘fl‘ Xlace, and they base their reimbursement off of that and not off
of AWP.

Mr. StuPAK. Well, how can this side of the table over here—Mr.
Stratemeier, Ms. Marrs, Ms. Paoletti, Mr. Catlett—be saying they
can’t sell any unless it is based on a stable AWP, which is higher
price? You are saying that is not the only reason? I mean, what
side of the table is right here, left or right?

Ms. MARRS. I think the issue is there needs to be a level playing
field. I don’t think the manufacturer is as concerned with exactly
what the reimbursement rate is. The issue is it has to be the same
for all manufacturers competing with that specific product.

Mr. StuPAK. Well, a manufacturer wouldn’t be concerned, be-
cause you are trying to get part of market share. It makes sense,
you would lower your AWP to get a bigger market share. But if the
customers, the pharmacies won’t buy it unless you maintain a
higher AWP, because that is what their profit is based upon—so
the system really is broken.

Ms. MARRS. The system is broken. There really needs to be a re-
imbursement rate set by somebody outside of manufacturing so it
is a level playing field for all of the manufacturers.

Mr. STUPAK. Let me ask you this question, and go right down the
line. We have known for years and we have heard again today that
the average wholesale price, or AWP, and the WAC, or wholesale
acquisition cost, on which most States base their Medicaid drug re-
imbursement formulas are fictitious numbers. You know it, Con-
gress knows it, CMS knows it, and the States know it. As the $2
billion in fines and settlement indicate, the manufacturers have
benefited from an AWP system, but so have the providers. The big
losers been the taxpayers and the poor who are most vulnerable to
losing their health care when there are budget crunches. Sicker,
uninsured, and untreated people don’t benefit any of us. The sys-
tems need to be changed. But any changes, any change needs to
be fair, transparent, efficient and effective.

The CMS expert panel recommends that reimbursement be based
on actual acquisition costs to the pharmacies. Aventis made this
recommendation in 2002. So I would like to hear from each of you
how would you change the system. Mr. Stratemeier.

Mr. STRATEMEIER. Well, as we said in our policy statement, that
we think that actual acquisition cost is the best way to start your
structure, your reimbursement system.

Mr. STUuPAK. Then you can still put in a dispensing fee and a
copay?

Mr. STRATEMEIER. If a pharmacist dispenses drugs, there would
be a dispensing fee. For physician office drugs, there would be a
physician services fee. That needs to be adequately dealt with in
its own right. But the key is the actual acquisition.

Mr. STUPAK. The key is for the pharmaceuticals to use the actual
acquisition cost.

Ms. Marrs.

Ms. MARRS. I agree that it should be cost based, and a reason-
able service fee should be provided.

In the case of getting the cost from the manufacturer, I just
would caution the committee that, in our case, most of our sales
are to wholesalers and distributors. So when we report an average
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selling price that may not be reflective of what the pharmacy is ac-
tually paying. That needs to be considered in developing the meth-
odology.

Ms. PAOLETTI. I would agree that any system that is put in place
needs to encourage the use of generic, lower cost generics, and it
needs to take into account all of the issues that impact all of the
parties—the manufacturers, the pharmacies, the patients, and the
government.

I am not sure that we can sit here today and put forth a pro-
posal.

Mr. CATLETT. I think the important issue here and what you are
getting at is, in a situation where we have many competitors enter-
ing the market and we are seeing a dramatic decrease in acquisi-
tion price by our customers, that an AWP-based reimbursement
system may not be the best solution.

I think that is the really the key issue here there needs to be
reliance upon.

Mr. MARSHALL. We would, at CVS, be open to dialog to discuss
a program that would provide coverage for Medicaid patients,
would offer a program that covered the cost and adequately covered
the dispensing fees associated with filling a prescription; and,
again, just to reiterate, that would promote the lower cost generics.

Mr. Z1EBELL. I think that is the most important part, is you don’t
want to take away the incentive to dispense the generic over the
brand. The focus here has really been on the markups on generic
pharmaceuticals, but not much attention has been paid to the
small markup that results from the calculations based on brand-
name pharmaceuticals. So I think you have to keep that in mind,
also.

Mr. STUPAK. Mr. Seagrave.

Mr. SEAGRAVE. Well, I think there are a lot of possibilities and
a lot of things that we can talk about and ways to fix the system.

I think primarily what we would want to do is focus on the in-
creased use of generic drugs, and then I think we need to come up
with a fair and equitable formula where we address the adequate
dispensing fee, the adequate cost of goods and services, and we will
offer our support into finding that solution.

Mr. WALDEN. Thank you.

The gentleman from Michigan, Mr. Rogers.

Mr. ROGERS. Thank you, Mr. Chairman.

Wow, was it a great day when I got the health care committee
in Energy and Commerce. You know, I went to a reference point
to make sure we were taking about the same rule of law. I went
to page 23,733. I don’t know how you all do it.

And when I look at the fact that there is really no guidance in
this AWP, if we have found an enemy in this whole thing, it is us,
the U.S. Congress. To create a system that has a perverse incentive
in it for the customers of these manufacturers to try to establish
a price point that says, look, I know they are not going to cover
my proper dispensing costs so I have got to build that in, and I am
going to make sure that obviously we make a little bit on the drug
itself and the dispensing costs. So I have got to try to figure out
how to bump up this AWP to make sure, of which they are not giv-
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ing me credit for, I get credit for when I am building in my profit
margin on running a pharmacy. Holy mackerel.

I don’t know how we got here. But this is broke. I appreciate you
all being here. Where there is profit, there is normally confusion—
or where there is confusion, there is normally profit.

I would venture to guess that most of you have been subject to
lawsuits on pricing. Has any of you experienced a lawsuit on pric-
ing?

Let the record reflect that I think everybody on the panel has
been shaking their head. The only people smiling are your coun-
selors on the other side of you.

I mean, this thing is absolutely amazing. And, Ms. Paoletti, can
you explain to me—I mean, what—when this lawsuit happens to
your company, based on confusion of which I think the Federal
Government is a big part of this problem, what does that do? What
does that cost structure do to the cost of your product, to your time
and talents dedicated to trying to run a business and getting low-
cost drugs to the market?

Ms. PAOLETTI. It takes a tremendous amount of our resources,
both time and money, that, frankly, would be much better spent re-
ducing our prices and our costs.

Mr. ROGERS. Do you have any idea—probably not a fair question,
but do you have any idea—I mean, what percentage cost—is there
any way I can get anywhere close to a figure of what—the lawsuit
problem of your cost structure? You build it in every year, I imag-
ine.

Ms. PAOLETTI. I am sure that we can provide it for you.

Mr. ROGERS. That would be helpful.

Anyone else? Obviously, some of even the bigger pharmacies,
have you been subject to these suits as well?

Mr. ZIEBELL. I am not personally aware of that. I am in the pur-
chasing department, and I try to keep the costs as low as possible.
I am not aware of pricing lawsuits.

Mr. ROGERS. I think we all know the answer to the question.
This is a significant cost. It is a confusion that we have created for
you to try to have to deal with. And I agree. I appreciate you all
being here. We are going to have to do something about this. This
is absolutely nuts.

Let me ask you this. Could you go to a Medicare pricing system,
ASP plus 6, fill in the blank? I mean, this—is this something that
is a structure that seems to be a little bit closer to taking into ac-
count your costs of distribution and the costs of the drug and the
ability for you to keep your doors and lights on and pay people?
Any thoughts?

Nobody wants to commit to a pricing structure. That is very
smart. I can see your lawyers tugging on the back of you. If you
do, don’t do that. That means no bonus this year.

Quite obviously, this pricing structure thing is a problem. Let me
ask you this other question. You can sense my frustration. I cer-
tainly sense yours, and trying to go through this and understand
it.

By the way, that first 22,000 pages was riveting. Loved it.
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Would it be—what problem would it cause for you—and I will ad-
dress this to Ms. Paoletti—to provide your pricing structure to the
States? Is that a problem?

Ms. PAOLETTI. We would provide whatever information was re-
quired by the States, as we currently do.

Mr. ROGERS. For DEY as well?

Ms. MARRS. We would be fine with providing pricing information
to the States. We would hope that it would be kept confidential
from our customers.

Mr. ROGERS. Obviously. I am not sure that is the right answer.
But if I have learned nothing today, that we have got, A, a trans-
parency problem, availability of information problem, and this god-
awful system of which we have created to build in these perverse
incentives for people to start dealing against each other, not for
lowering prices in a free market competition but to try to jack them
up a little bit to cover costs that we haven’t recognized at the Fed-
eral Government, is a real issue for you and your operations.

That is an issue that I hope, if nothing else, that we walk away
from this hearing today and try to deal with that very, very serious
issue. And I, again, I appreciate you all being here and your forth-
rightness, and trying to get us to this answer.

Again, I have found this out in this oncology issue that we have
created a really bad system, and then we blamed people for trying
to participate in applying any business sense that they could pos-
sibly muster in this god-awful system that we created, and then we
come back a few years later and said, how could do you that? That
is awful. It is a system that we created.

Thanks for having the patience to hang in there and trying to
offer low-cost drugs to your customers. Hopefully, we will have
some relief on this lawsuit side of it as well. I know that is just
anfabsolute waste of money in our healthcare system. We have got
to fix it.

And hopefully, Mr. Chairman, we can work to eliminate what is
obviously a very confusing, large, ugly system, trying to develop
and implement rules and regulations so you all know what you
doing.

With that, I yield back, Mr. Chairman.

Mr. WALDEN. The Chair now recognizes the gentleman from New
Jersey, Mr. Ferguson, for questions.

Mr. FERGUSON. Thank you, Mr. Chairman. I appreciate you hold-
ing this hearing. I don’t have any questions at this time, but I
share many of my colleagues’ concerns about AWP.

Clearly, this is an issue that is going to continue to draw a lot
of attention from folks on this panel, folks on our committee. And
I really look forward to engaging in that debate, because clearly
there are many problems which need to be addressed, and I thank
the chairman and the committee for holding this hearing.

Mr. WALDEN. Appreciate your participation.

Mr. Marshall, I want to come back on some questions. I would
like to turn your attention to Tab 37. In the exhibit binder, pages
2001, 2002, purportedly quote a voice mail left by a CVS buyer,
Matt Leonard. Do you know who Mr. Leonard is, Mr. Marshall?

Mr. MARSHALL. Yes.

Mr. WALDEN. Who is he?
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Mr. MARSHALL. I replaced Matt Leonard. He was the person in
my position prior to me taking the current role.

Mr. WALDEN. Is he still with the company?

Mr. MARSHALL. Yes, he is.

Mr. WALDEN. And what role does he have now?

4 Mr. MARSHALL. He is the Vice President of Pharmacy Merchan-
ising.

Mr. WALDEN. So where is he in the hierarchy with you?

Mr. MARSHALL. I report to Matt.

Mr. WALDEN. So you report to Mr. Leonard.

This is a voice mail supposedly left by him in June, July 2000,
concerning Furosomide. And it says, and I quote, CVS would award
Roxane the product if we, Roxane, would adjust our AWPs to re-
flect where the other generic companies are. Otherwise, CVS would
award to Zenith Gold Line.

Does CVS emphasize AWP or reimbursement when negotiating
with these folks?

Mr. MARSHALL. Okay. I have not seen this document prior to this
time, and it was my understanding that counsel had spoken with
counsel for the committee, that documents that had not been re-
viewed previously would not be reviewed today. I would just like
to verify that.

Mr. WALDEN. Who did your counsel speak to on the committee
about that?

Mr. MARSHALL. I believe it was Mr. Stone.

Mr. WALDEN. My understanding is there was not an agreement
like that. They tried to show you all of the documents that we got.

Mr. MARSHALL. I would be more than willing to review this docu-
ment and come back to you with a response.

Mr. WALDEN. Why don’t you take your time right now to take a
look at it, if you don’t mind.

Because it says: CVS is looking for a Furosomide vendor. Appar-
ently, the HICFA MACs are changing shortly, and they are not
happy with the margins. And their current supplier—they did not
have the new MACs available to share with me, but, being public
record, I am sure that we should have them somewhere. In fact,
I think Bob has them on his desk.

In the past, CVS has asked for AWP less 55 percent to be com-
petitive on generics. I am not sure how the MAC impacts this. I
would like to discuss this with Bob or Anthony before we bid. For
now, I have listed the requested bid price, AWP less 50.

And then it says: ML, CVS would award Roxane the product if
we would adjust our AWPs to reflect where other generic compa-
nies are. Otherwise, would award it to Zenith Gold Line.

If you look at Tab 38——

Mr. MARSHALL. Okay.

Mr. WALDEN. [continuing] Tab 38, you will see that the document
there, which I am told you have been made aware of prior to this
hearing, is almost identical in its language or reference points to
this issue.

Have you seen that document before, Tab 38? It is a set of e-
mails. My counsel indicates that you were made aware of this docu-
ment.

Mr. MARSHALL. I have seen the lower portion of that page. Yes.



176

Mr. WALDEN. And for the record, this is an e-mail from Steve
Snyder to Judy Waterer at Roxane, right? It says: Gang, CVS is
looking for a Furosomide vendor. Apparently, the HICFA MACs are
changing shortly. And I just read most of this. That goes on to say,
can I request that we discuss this Thursday or Friday, et cetera,
et cetera, which is very similar to the document on page Tab 36.

So I guess the issue is, do you know if Mr. Leonard or you—do
you ever look at AWPs?

Mr. MARSHALL. As I mentioned earlier, regarding negotiation of
lowest cost, to the extent that a manufacturer provides me with a
published AWP or their AWP and references that AWP in a con-
versation or in a proposal, very often I will use that AWP value as
a point of negotiation, not to instruct or ask that the value be
changed in any way, shape or form, but, to the extent that I am
offered a discount off of AWP, for example, that a manufacturer in-
dicates they would sell it to CVS for AWP less 40 percent, I may
say, well, gee, I would like to have it at AWP minus 60 percent as
a good negotiating tool, all within the context of that value having
been provided to me but for no other purpose other than to derive
a lower cost of goods.

Mr. WALDEN. I thought earlier you testified that you didn’t look
at AWP as a negotiating point?

Mr. MARSHALL. I believe I testified that I do not consider AWP
as far as requesting any changes to that value. But to the extent
that it is presented to me by a manufacturer, I will use that as a
point of leverage to try to get a lower:

Mr. WALDEN. Do you ever inquire about AWP, what it is and
what—how much off you are being offered?

Mr. MARSHALL. As a standard, the AWP is provided when a pro-
posal is provided to me for a new product.

Mr. WALDEN. So it is something that you look at then?

Mr. MARSHALL. I am aware of it.

Mr. WALDEN. Do you require it to be provided to you when you
are looking at purchasing a product?

Mr. MARSHALL. We require it to put in into our systems.

Mr. WALDEN. Okay. So you are asking for AWP, the pricing on
AWP, right?

Mr. MARSHALL. Yes, I am asking for the value.

Mr. WALDEN. Why do you ask for that?

Mr. MARSHALL. We need it to set up an item in our current sys-
tems at CVS.

Mr. WALDEN. What purpose does it serve in your current system
then? It is to determine the spread?

Mr. MARSHALL. No. I am not certain, But it may have some role
in third-party processing downstream. But I am not sure as to the
purpose we need it.

Mr. WALDEN. You don’t know what use it has in your company?

Mr. MARSHALL. I need to have that value to set up a new item.
Correct.

Mr. WALDEN. I guess I am—but you don’t know why you need
it? You just know you need it?

Mr. MARSHALL. It is a value that I need to populate in our pur-
chasing system.
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Mr. WALDEN. But you don’t know what role it plays in the pur-
chasing system?

Mr. MARSHALL. I believe that downstream it may be used in our
third-party processing systems.

Mr. WALDEN. And that third-party processing system does what?
Is that the billing system to the government?

Mr. MARSHALL. The third-party system would be responsible for
managing our third-party claims.

Mr. WALDEN. And who are third-party claims?

Mr. MARSHALL. Private as well as Medicaid.

Mr. WALDEN. So this does play a relationship then in the billing
to Medicaid?

Mr. MARSHALL. Yes, as far as me populating that value, and ulti-
mately downstream it may be used for that purpose.

Mr. WALDEN. But you are telling me you don’t negotiate that
AWP value——

Mr. MARSHALL. That is correct.

Mr. WALDEN. [continuing] when you are making a purchase.

Mr. MARSHALL. That is correct. I may negotiate a discounted pur-
chase price.

Mr. WALDEN. Let me be clear. I realize that you don’t necessarily
set the AWP. But you negotiate a percentage off of that AWP, is
that right?

Mr. MARSHALL. In some instances when I am presented with a
price by a manufacturer and it is referenced as a discount off of an
AWP. For example, the price we are willing to sell this to CVS is
at 40 percent off of our established AWP. As a good negotiator, I
may ask for 50 percent of AWP in that circumstance.

Mr. WALDEN. But you have never asked them to raise an AWP
or said it is hard to buy your product because your AWP is so low?

Mr. WALDEN. That is correct.

Mr. WALDEN. Ms. Paoletti, I am curious then—hold on just a
minute. I am sorry.

Mr. Marshall, can you go to Tab 42? You should have seen this,
I am told by counsel.

This is an e-mail—is that correct? I will let you get there.

Mr. MARSHALL. Yes.

Mr. WALDEN. This is e an e-mail to Matthew J. Leonard, subject
Roxane, cyclofosfamide.

It says, Matt, I thought an e-mail might be a little quicker and
easier than trying to exchange voice mails on this. We spoke about
cyclofosfamide a week or so ago. You indicated that our spread was
not significant enough to pique your interest.

I would like to approach by company about what it might take
to get CVS on board. Can you provide me with CVS’s annual vol-
ume of the 25 milligram and 50 milligram product? Also, pass me
the volume that you believe CVS would sway to the generic if I can
bring you a 50 to 60 percent spread via a contract price. Thanks,
Steve Snyder, National Account Manager, Eastern Midwest.

Does this not also reference the spread being important, AWP
versus what you pay?

Mr. MARSHALL. Yes. In this case, just to clarify, my interpreta-
tion is the spread here is the established AWP of the manufacturer
and a requested price to CVS.
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Again, I can’t comment on something that was written by an-
other individual. But my interpretation would be it would be simi-
lar to what I had described earlier as far as a lever in negotiating
a 1lower purchase price when you are presented with an AWP
value.

Mr. WALDEN. All right. Ms. Paoletti, if you could turn to Tab 36.
This is an e-mail to Judy Waterer from Robert Socora, I believe.
And it lists the AWPs for, I assume, your competitors. Is that cor-
rect?

Ms. PAOLETTI. That is correct.

Mr. WALDEN. They are like 151.90, 141, 151, 140. And then
Roxane is at 45.

Ms. PAOLETTI. Correct.

Mr. WALDEN. How did your AWP get so out of line with the oth-
ers?

Ms. PAOLETTI. Again, we set our pricing, typically, when we
launch the product, and then we don’t revisit the AWP. It is typi-
cally set as a standard off of the brand in the generic industry, and
we wouldn’t typically readdress it. In this case, I can’t say why the
other competitors were higher.

Mr. WALDEN. Sure. Did you readdress it in this case,
Furosomide?

Ms. PAOLETTI. We had to.

Mr. WALDEN. Why?

Ms. PAOLETTI. Because our AWP was so far out of line, as you
can see with our competitors, that they wouldn’t want the product.

Mr. WALDEN. I am confused between you and Mr. Marshall here.
Because he says AWP—he doesn’t set it. He is going to negotiate
off of it for your purchase price, right? And you are saying it is not
high enough. We are talking about CVS here in the middle.

Ms. PAOLETTI. I think we are talking about a very rare occasion.
You know, we might talk about

Mr. WALDEN. But I think it is indicative of a practice in the in-
dustry.

Ms. PAOLETTI. I am not sure that it is. This is a situation where
it was so far out of line with our competitors that——

Mr. WALDEN. What would be the purpose being of raising it?

Ms. PAOLETTI. Our purpose was to just put us on a level playing
field.

Mr. WALDEN. And for what purpose did you need to be on a level
playing field?

Ms. PAOLETTI. Because the——

Mr. WALDEN. To get market share?

Ms. PAOLETTI. Absolutely.

Mr. WALDEN. For market share you needed to raise your AWP,
which you said you didn’t normally do once it is set?

Ms. PAOLETTI. That is true. Again, this is a very unique situa-
tion. We were faced with discontinuing the product because nobody
would buy it, because no matter—even if our contract price was on
a level playing field with our competitors and our service level and
we were a-graded, the AWP, which is one additional factor, was so
far out of line, again, that——

Mr. WALDEN. Right. It was out of line because the spread mat-
ters to those buying the product.




179

Ms. PAOLETTI. In some cases, I would assume that is true.

Mr. WALDEN. I would assume in every case, although it may not
be as dramatic as this. If spread plays into it here, tell me why it
wouldn’t play into it everywhere else?

Ms. PAOLETTI. I think as long as you are relatively in the same
ballpark, it hasn’t been our experience that it is something that is
dwelled on. AWP is generally a reference price that is sometimes,
primarily in new launch products, used as a—just as a reference
point in contract negotiations.

Mr. WALDEN. But it is a reference point that is used?

Ms. PAOLETTI. Yes.

Mr. WALDEN. So, I mean—I am having trouble believing that it
is not an important part of this discussion.

Ms. PAOLETTI. I am sure it is an important factor in some deci-
sions. I don’t know that it is something that is dwelled on in every
case.

Mr. WALDEN. So you don’t think it is a big deal, AWP?

Ms. PAOLETTI. Absolutely. I think AWP and the issues need to
be addressed. Is it something—is reimbursement something that
we discuss in normal discussions with our customers? No.

Mr. WALDEN. All right. This will be a question to the representa-
tives from the various pharmacies. Medicaid dispensing fees vary
fairly widely from State to State. I think we have heard the na-
tional average for Medicaid dispensing fees appears to be some-
where in the neighborhood of $4 per prescription.

By way of comparison, the committee obtained data showing
what the pharmacies receive in the way of dispensing fees from
some of their larger third-party payors. One pharmacy chain also
submitted data showing the average dispensing fees for all of its
retail customers. These data showed an average of approximately
$2.25 per prescription on the private side.

Why should Medicaid being paying more in the way of dispensing
fees than private payors? Mr. Marshall, shall we start with you?

Mr. MARSHALL. Sure. I understand the data that you have pre-
sented to me. My understanding, there are two components to re-
imbursement. There is a negotiated formula component, which may
involve the AWP or Federal upper limit or a MAC price. There is
also the dispensing fee.

So I take your information at face value, but I really couldn’t
come to a conclusion as to, you know, whether we would be paying
for Medicaid versus the private plans, other than on that absolute
value of the dispensing fee.

Mr. WALDEN. Are the numbers correct, from your perspective, on
the dispensing fee?

Mr. MARSHALL. I believe. I am not as closely tied to this in my
current role. I knew that it was, you know, that Medicaid was a
little higher than $3 and on the private a little higher than $2.

Mr. WALDEN. So we are in the ballpark here, from your historical
background?

Mr. MARSHALL. Yes.

Mr. WALDEN. You can’t comment as to why Medicaid should be
paying more as a dispensing fee than other third-party payors?

Mr. MARSHALL. No. Again, I think you need to consider the en-
tire equation as far as the overall reimbursement.
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Mr. WALDEN. Mr. Ziebell.

Mr. ZIEBELL. I am not really familiar with the figures presented
or how they apply to Walgreens, but I would agree you have to—
you can’t look just at the dispensing fee. You have to figure the cost
component and how that figures in the calculation also.

Mr. WALDEN. All right. Mr. Seagrave.

Mr. SEAGRAVE. I think your numbers are fairly accurate. But I
will tell you that when we look at reimbursement, we don’t look at
one segment of the formula. We look at the ingredient costs as well
as the dispensing fee. We look at the total reimbursement. We
don’t look at one component or the other.

I will mention that, with respect to our Medicaid and Medicare
business, it is not a business that we would negotiate as we do
with the commercial payors such as the PBMs and the HMOs. So
when we are looking at the business we look at it in total. We look
at total reimbursement.

Mr. WALDEN. I appreciate that.

In fact, based upon the data provided by the pharmacies, Med-
icaid actually pays slightly more for ingredient costs, I am told.

And I guess—what I want to make sure of is that, as we move
forward on the policy side here, is that we do the best we can to
get it right, that we don’t have a situation where we are paying
more for drugs than we should and more than private payors are
paying or others. We ought to pay what is fair. I don’t believe AWP
is fair. Then we are just guessing off of a percentage off AWP.
There is all of these different systems.

I also want to make sure, though, that pharmacists are properly
compensated so that if we change how you are being paid or how
this system functions that we don’t shortchange it and pharmacists
suddenly write to all our constituents and say we are not going to
dispense any more because those miserly turkeys in Congress
changed the formula.

But I don’t think it’s right, either, to have a formula that ends
up overcompensating on the drug side and undercompensating on
dispensing or overcompensating on both. We need to try and figure
out how to get it right, because the costs are exploding around us,
and I would like to see a marketplace work, work honestly, work
ethically.

I think Aventis got at this issue a bit when they realized AWP
was going to become a tar baby for the industry. And I commend
you for noticing that and for taking action, because I am amazed
that AWP prior to this hasn’t been blown out of the water and,
after seeing what we went through on Medicare, that something
didn’t change for Medicaid prior to this.

Turn to the gentleman from Michigan, Mr. Stupak.

Mr. STUPAK. Thank you, Mr. Chairman.

Mr. Catlett, if I can go back to you. The statement you made in
your testimony states that, again, if a generic manufacturer unilat-
erally reduced its AWP for a given product relative to the AWPs
of other generic manufacturers for the same product, pharmacies
would have an incentive to purchase another manufacturer’s drug
that did not reduce its AWP. Why did you say in your testimony?

Mr. CATLETT. I believe that potentially could happen. I mean, I
could not think of an instance where it has happened. I think I
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mentioned that earlier. But my fear, if there was a great disparity,
that—between AWPs of generic products, that potentially the com-
pany that had the lowest AWP may not be in a position to sell
their product in a system where there is AWP-based reimburse-
ment in terms of how that’s how the system’s being based.

Mr. STuPAK. Has your company ever had the lowest AWP and
had it purchased by the pharmacies? Have you lowered your AWP
to be lowest and had that happen, where they had purchased your
AWP?

Mr. CATLETT. No, I have no recollection of that.

Mr. StuPAK. Ms. Marrs, if the pharmacies would purchase at a
lower AWP, could you lower your AWPs on your products and stay
in business?

Ms. MARRS. As I mentioned before, I think key to this, and simi-
lar to what Ms. Paoletti said, there has to be a level playing field.
The manufacturer has no incentive to keep their AWPs high. We
are just trying to compete in a fair market. So whatever the gov-
ernment chooses as their reimbursement system, we want there to
be a level playing field for all manufacturers of the same product.

Mr. STUPAK. Sure. But the point is, you could lower all your
AWPs and still stay in business, couldn’t you?

Ms. MARRS. Probably not. As I've testified, we had a similar ex-
perience to Ms. Paoletti.

Mr. STUPAK. And the reason why you couldn’t, because they
wouldn’t purchase it, right?

Ms. MARRS. I don’t believe they would.

Mr. StUuPAK. Okay.

Ms. MARRS. In fact, the product I mentioned when we had a
lower AWP, we did not raise our AWP. We no longer sell the prod-
uct because we could not compete.

Mr. STUPAK. And only because no one would purchase it.

Ms. MARRS. Correct.

Mr. STUPAK. But if they would purchase at a lower AWP, you
could probably lower all your AWPs of the products you sell and
still stay in business as long someone would purchase your product.
Right?

Ms. MARRS. Correct.

Mr. STUPAK. And in your testimony—and why wouldn’t they pur-
chase your product?

Ms. MARRS. Well, because they are being reimbursed at a much
lower rate for our product than somebody else’s in this particular
case.

Mr. StuPAK. Correct. So the company wouldn’t make as much
money; and, again, the taxpayer/customers wouldn’t have to pay,
right?

Ms. MARRS. Correct.

Mr. StUuPAK. Thank you.

I have nothing further, Mr. Chairman.

Mr. WALDEN. Thank you, Mr. Stupak.

We don’t have anything else at this time for the committee. We
greatly appreciate your insights and your patience, and we will
look forward to staying in communication with all of you.
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With this, the third panel is dismissed. The record will remain
open for ample opportunity for members to submit other questions
or testimony; and, with that, the subcommittee is adjourned.

[Whereupon, at 2:02 p.m., the subcommittee was adjourned.]

[Additional material submitted for the record follows:]
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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
Medical Services Administration

MEMORANDUM

DATE: January 3, 2005

TO: Michael Abraham
Voncille Hines
Committee on Energy and Commerce
U.S. House of Representatives

FROM: Paul Reinhart, Director
Medical Services Administration

SUBJECT: Medicaid Prescription Drug Reimbursement Question

In a December 21, 2004 letter to me, Rep John Dingell asked me to respond to a question
regarding my testimony at the Subcommittee on Oversight and Investigations’ December 7, 2004
hearing.

Rep. Dingell asked, “Please explain in detain the financial impact of the clawback provision of
the Medicare Modernization Act on Michigan overall, particularly since Michigan, as you
testified, has been particularly aggressive in cutting its prescription drug costs under Medicaid,
and Congress agreed to “do no harm” to the states in that legislation.”

Here’s my response:

The clawback provision of the Medicare Modernization Act is likely to increase Michigan’s
costs because the Michigan Medicaid program has been able to hold the rate of growth in
pharmaceutical costs for dual eligibles to a level considerably below the growth factor that will
be used by the federal government to determine state clawback payment amounts.

Michigan’s aggressive pharmacy cost containment program - - the preferred drug list, the multi-
state pharmaceutical pooling initiative, daily maximum allowable cost pricing, and steeply
discounted average wholesale prices - - have reduced the rate of growth in pharmacy costs for
dual eligibles to 4 to 5 percent per year. According to statements from CMS, initial state
clawback payments to the federal government will be calculated using national annual drug cost
inflation factors that are typically around 12 percent. Even after adjusting the 12 percent per year
growth factors for the 10 percent discount for 2006 (i.e., the “declining state percentage”),
Michigan’s cost will still be greater then they would have been under the our much lower state-
managed 4 percent growth rate.

As I indicated in my testimony, it’s likely that Michigan’s general fund clawback costs will be
$20 million greater than they would have been under the current state-managed program in FY06
and $30 million greater in FY07.

T hope this information answers Rep. Dingell’s question, but, if not, feel free to ask for additional
detail.

Thank you again for the opportunity to discuss this issue with the subcommittee.
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TEXAS HEALTH AND HUMAN SERVICES COMMISSION

ALBERT | AWKINS
EXECUIIVE C IMMISSIONER

January 6, 2005
Via FAX/E-Mail

The Honorable John D, Dingell

U.S. House of Representatives
Committee on Energy and Commerce
2322 Rayburn House Office Building
Washington, D.C. 20515-6115

Dear Representative Dingell:

Thank you for the opportunity to provide additional information to the Committee. In your
letter, you requested a response to the following question:

Please explain in detail the financial impact of the clawback provision of the
Medicare Modernization Act on Texas overall, particularly since Texas, as you
testified, has been particularly aggressive in cutting its prescription drug costs
under Medicaid, and Congress agreed to “do no harm” to the states in that
legislation.

‘When the Medicare Modernization Act federalized drug benefits for dual eligible (Medicare md
Medicaid) beneficiaries, it created an undesirable federal financial precedent for states. State
governments (through the clawback provision) will now be required, for the first time, 10 pro ride
direct financing for a federal Medicare benefit.

Little in the way of near-term state savings will be realized, due to the structure of the clawbz o]
formula. The formula uses 2003 Medicaid drug expenditures as the base year for determinin ;
state payments. Texas, like many other states, has since implemented a number of initiatives to
bring down the costs of prescription drugs such as a preferred drug list, prior authorization of
some drugs, supplemental rebates, and an evalvation of pharmacy benefit management. Usiny
2003 as the base year will fail 1o recognize aggressive state efforts to reduce the rate of growt1
on drug spending. States, at their option, shouid be allowed to use later base years that reflec
fuller drug spending controls.

P.0.Box 13247 e« Austin, Texas 78711 « 4900 North Lamar, Austin, Texas 78751
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The Honorable John D, Dingell
January 6, 2005
Page 2

The formula also phases in the reduction in state spending very slowly. For example, in 20( 6,
states will be required to pay an amount equal to 90 percent of the clawback formula's
calculation. The states’ payment does not decline to 75 percent of the clawback estimare un il
2015S. This slow decline in the state's new financing obligation combined with the base yea
problem and dual eligible caseload growth resulting from the MMA will mean questionable
"savings” for state Medicaid programs. Texas estimates that clawback payments will total 2 sout
$175 million in FY 2006 and climb to $290 million in FY 2007.

I hope this information adequately addresses the issue regarding the clawback provision of 1 18
Medicare Modernization Act and its financial impact on Texas. Please let me know if you v onld
like any additional information.

Sincerely,

=g O

David J. Balland
Associate Commissioner for Medicaid and CHIP

DIB:GS:la
Attachment

cc:  The Honorable Joe Barton, Chairman
Committee on Energy and Commerce

The Honorable Greg Walden, Vice Chairman
Subcommittes on Oversight and Investigations

The Honorable Peter Deutsch, Ranking Member
Subcommittee on Oversight and Investigations
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Question for Mr. David J. Balland
Associate Commissioner for Medicaid and CHIP
Texas Health and Human Services Commission
From the Honarable John D. Dingell
Committee on Energy and Commerce
Regarding the December 7, 2004, Subcommittee on Oversight and Investigations
Hearing entitled “Medicaid Prescription Drug Reimbursement: Why the Governms« nt
Pays Too Much”

1. Please explain in detail the financial impact of the clawback provision of the Medica ¢
Modernization Act on Texas overall, particularly since Texas, as you testified, has been
particularly aggressive in cutting its prescription drug costs under Medicaid, and
Congress agreed to “do no harm” to the states in that legislation.

‘When the Medicare Modernization Act federalized drug benefits for dual eligible
{Medicare and Medicaid) beneficiaries, it created an undesirable federal financial
precedent for states. State governments (through the clawback provision) will now b2
required, for the first time, to provide direct financing for a federal Medicare benefit.

Little in the way of near-term state savings will be realized, due to the structure of thi:
clawback formula. The formula uses 2003 Medicaid drug expenditures as the base y :ar
for determining state payments. Texas, like many other states, has since implemente | 2
number of initiatives to bring down the costs of prescription drugs such as a preferrex
drug list, prior avthorization of some drugs, supplemental rebates, and an evaluation . if
pharmacy benefit management. Using 2003 as the base year will fail to recognize
aggressive state efforts to reduce the rate of growth on drug spending. States, at theis
option, should be allowed to use later base years that reflect fuller drug spending con rols.

The formula also phases in the reduction ia state spending very slowly. For example in
2006, states will be required to pay an amount equal to 90 percent of the clawback
formula's calculation. The states’ payment does not decline to 75 percent of the claw jack
estimate until 2015. This slow decline in the state’s new financing obligation combin :d
with the base year problem and dual eligible caseload growth resulting from the MM A
will mean questionable “savings" for state Medicaid programs. Texas estimates that
clawback payments will total about $175 million in FY 2006 and climb to $290 milli m
in FY 2007.
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#~\ Boehringer Ingelheim

iml Roxane Laboratories
The Honorable Chairman Joe Barton
U.S. House of Representatives
Energy and Commerce Committee
2125 Rayburn House Office Building
Washington, DC 20515 January 18, 2005

Dear Chairman Barton:

This letter is in response to a series of questions Congressman Mike Rodgers (R-MI)
asked me during the December 7, 2004 hearing before the House Energy and
Commerce Oversight and Investigation Subcommittee. Congressman Rodgers asked
that I outline on behalf of Roxane Laboratories, Inc. the cost broad based class action
and state law suits have had on the company.

Lesii Paocletti

Telephone (440) 201-3659
Telefax (440) 232-6264

E-Mail ipacteti@ele. bochringer-
It is important to note at the outset that Roxane complies fully with all applicable laws

and regulations, including all requirements of the State Medicaid programs. Asa
generic pharmaceutical company Roxane strives to provide high value products that
extend and improve people’s lives while at the same time saving state and federal
government’s money by avoiding more expensive alternative treatment options.

ingetheim.com

P.O. Box 16532
Columbus, Chio 43216-6532
Telephone (614} 276-4000

Despite Roxane’s commitment to full compliance with all laws and regulations,
Roxane has, like numerous other pharmaceutical manufacturers, been named in a host
of lawsuits that Roxane believes are without merit.

* Roxane had been called into a series of “cookie cutter” class action suits.
Nation wide, there are well over 50 proposed class action and “whistleblower”
lawsuits on the same topic brought by trial lawyers seeking, among other
things, hundreds of millions of dollars in attorneys” fees - money that will go
to the lawyers and not to the governmental and non-governmental health care
programs that pay for prescription drugs.

e Defending these lawsuits has forced Roxane to spend literally millions of
dollars and thousands of hours of employee time ~ money and time that could
be spent developing and marketing generic products that save lives and reduce
Medicaid budgets. In the end, the hidden tax of this meritless litigation
ultimately harms the American consumer.

* Roxane has had to produce tens of thousands of documents, in hard copy and
electronic form, in multiple fora, at great expense and effort.

>

The Plaintiff’s bar has found yet another way to take advantage of lack of clarity with
government regulation. We support reforming the Medicaid system and call on
Congress and State governments to provide much needed guidance so generic
companies like Roxane can continue to operate within the law without fear of excessive
and meritless law suits that ultimately harm the American consumer. We also strongly
support any form of reasonable tort reform as a beginning to reeling in what is clearly a
legal system out of control.

Thank you for the opportunity to respond to these questions in writing.
Sincerely,

eate h Aiirrt,

Leshi Paoletti
Senior Product Manager

cc. The Honorable Mike Rodgers (R-MI)
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Document Description

Ven-A-Care™ -

Federal Register - Vol. 68, No. 86 -

HHS-OIG Compliance Program Guidelines for Pharmaceutical Manufacturers
Taxpayers Against Fraud report on pharmaceutical litigation recoveries
Ipratroprium spread and utilization chart

Drugs with spreads and ASP/cost comparison

Innovatix pricing chart

Florida Medicaid albuterol utilization in 1996

Study conducted by Univ. of Texas School of Pharmacy of Texas Medicaid
reimbursement estimation methodology

U.S. Dept. of Commerce report on drug pricing
Health Care Financing Administration - definitions of pricing terminology

HHS - OIG

Additional Analyses of the Actual Acquisition cost of Prescription Drugs
Final Report: "Variation in State Medicaid Drug Prices”

Omission of Drugs from the Federal Upper Limit List in 2001

Update: Excessive Medicare Reimbursement for Albuterol

Update: Excessive Medicare Reimbursement for Ipratropium Bromide

Final Report: “Addition of Qualified Drugs to the Federa] Upper Limit List"
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Dated: April 18, 2003.
Elizabeth M. Duke,
Administrator.
[FR Doc. 03-10834 Filed 5-2-03; 8:45 am]
BILLING CODE 4165-15-p

Developing the Complidnce Program
Guidance for Pharmaceutical
Manufacturers

On June 11, 2001, the OIG p

Wliched

to the industry and not to represent
binding standards for pharmaceutical
manufacturers.

a solicitation nouce seeking information

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General

and for developing
compliance program guidance for the
pharmaceutical industry {66 FR 31246},
In response to that solicitation notice,
the OIG received eight comments from
various outside sources. We carefully

i those as well as

CIGC

Phar

Program for
Manuf

AGENCY: Office of Inspector General
(OIG), HHS.

ACTION: Notice

SUMMARY: This Federal Register notice
sets forth the recently issued
Compliance Program Guidance for
Pharmaceutical Manufacturers

previous OIG publications, such as

Office of Insp G I's
Compli Program Guid:
Ph ieal T,

1. Introduction

The Office of Inspector General (OIG)
of the Department of Health and Human
Services is continuing in its efforts to
promote voluntary compliance
programs for the haalth care mdustry

for

other € program g

is

id
and Specra! Fraud Alerts. In additi

1o assist comp s that d el

we have taken into account past and
ongoing fraud investigations conducted

manufacture, market, and sell
phannaceutrcal drugs or blolog:cal

by the OIG's Office of Investigations and
the Department of Justice, and have

{phar
manufacturers) in developmg and
impl ing internal and

consulted with the Centers for Medi
and Medicaid Services (CMS) {furmerly

procedures that promote adherence o
ble statutes,

known as the Health Care F' g
ion). In an effort to ensure

developed by the Office of Insp
General (OIG). Through this notice, the
OIG is setting forth its general views on
the value and fundamental principles of
compliance programs for
pharmacentical manufacturers and the
specxﬁc elements that pharmaceutical
shoul ider when

Lha: all parties had a reasonable
opportunity to provide input into a final
product, draft compliance program

guid for the ph ical
industry was published in the Federal
Register on October 3, 2002 (67 FR

requxrements of the federal health care
programs? and in evaluating and, as
necessary, refining existing compliance
programs.

This guidance provides the OIG's
views on the fundamental elements of
pharmaceuucal manufncmrer

and pri

62057) for further and
vy

developing and impl ing an
effective comphance program,

FOR FURTHER INFORMATION CONTACT:
Mary E. Riordan or Nicole C. Hall,
Office of Counsel to the Inspector
General, {202) 619~2078.
SUPPLEMENTARY INFORMATION;

Elements for an Effective C

that each pharmaceutxcal ‘manufacturer
should con§1der when creating and

Program
‘This compliance program guidance
for pharmaceutical manufacturers
contains seven elements that have been
4

impl an effective compliance
program. This guide is not & compliance
program. Rather, it is a set of guidelines
that pharmacsutical manufacturers
should consxder when develupmg and

widely ized as fi I to an or
B ackgronnd effective compliance program: evaluaung an exrsnng one. For these
« Implementing written policies and with an g
C id isa procedures; 1§ this guid; may
major initiative : of the OIG in its effort « Designating a compliance officer serve as a benchmark or comparison
to engage the health care cc yin  and li i against which to measure ongoing

preventing and reducing fraud and
abuse in federal health care programs.
The purpose of the compliance program
guidance is to encourage the use of
internal controls to efficiently monitor
adherence to applicable statutes,
regulations ang program requirements.
In the last several years, the OIG has
developed and issued compliance
program guidance directed at the
{following segments of the health care
industry: the hospital industry; home
health agencies; clinical laboratories;
third-party medical billing

« Conducting effective training and
education;

+ Developing effective lines of
communication;

» Conducting internal monitoring and
auditing;

efforts,

A pharmaceutical manunfacturer’s
implementation of an effective
compliance program may require a
significant commitment of time and
resources by various segments of the
organization. In order for a compliance

and
By to 3

» Enforcing slandards through well-
Y

problems and undenakmg corrective
action.
These el are i in

Yided

program to be effective, it must have the
support and connitment of senior
management and the company's
governing bady. In turn, the corporate
should strive to foster &

previous guxdances issued by the OIG.

culmre that promotes the prevention,
and

the durable medical equipment,
prosthetics, orthotics and supply

As with p y issue
this compham:e program guxdance
represents the OIG’s suggestions on how

1 of i of
problems. Although an effective
compham:e program may require a

industry; Medicare+Choice pharmaceutical turers can the
izations offering c d care blish internal is to ensure long-term beneﬁts of estab}rshmg a
plans; hospices; nursing facilities; ly

individual and small group physician
practices; and ambulance suppliers.
Copies of these 1

adherence to applicable rules and
The of

this g guxdance should not be viewed as

y or as an exchusive discussion

guidances can be found on the OIG Web
site at http://oig.hhs.gov/fraud/
complianceguidance.html.

of the advisable elements of a
1i The d is

outwe)gh the initial costs.

In a continuing effort to collaborate
closely with the pharmaceutical
industry, the OIG published a notice in

od, )

3 {End

i1ICE Progr
10 present Y g

TAB1

eppear st end of document)
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the Federal Register soliciting

o An increased Tikelilood of

and rec dations on
what should be included in this
compliance program guidance,?
Fo]lowmg our review of comments

pr ing. or at lesst identifying, and
correcting unlawful and unethical
behavior at an early stage;
» A mechanism to encourage
ta report p 1 problems

received in to the soli

notice, we pubhshed draft complisnce
guidance in the Federal Register in
order to solicit further comments and
recommendations.? In addition to
considering the comments received in
response to that solicitation notice and

Pl
J
and allow for appropriate internal
ingu _I%and corrective action; and
ough early detection and

reporting, minimizing any financial loss
to the government and an:
correspondmg financial Joss to the

the draft compli in
finalizing this guxdance we reviewed
previous OIG publications, including

016 adv:sory opm)ons ﬂsxafe harbor

3
}

relating to the federal anti-kickback
statute,® Special Fraud Alerts, as well as
reports issued by the OIG's Office of
Audit Services and Office of Evaluation
and Inspections relevant to the
pharmaceutical industry. {These
materials are available on the OIG Web
page at hitp://oighhs gov) In addition,
we relied on the experience gained from
investigations of pharmaceutical
manufacturers canducted by OIG's
Office of Investigations, the Department
of Justice, and the state Medicaid Fraud
Control Units. We also held meetings
with four groups of industry
stakehold Phar ical Research

Y.
The OIG recognizes that tha

establish payment; (2) kickbacks and
other illegal remuneration; and {3)
compliance with laws regulating drug
samples. The risk areas are discussed in
greater detail in section ILB.2. below,
The compliance measures adopted by a
pharmaceutical manufacturer should be
tailored to fit the unique environment of
the company (including its
organizational structure, operations and
resources, as well es prior enforcement
expenence) In short, the 016G
that each p
f: should adapt the

ical

of 8 o e
program may not em)rely eliminate
improper conduct from the operations
of a pharmaceutical manufacturer.
However, a good faith effort by the
company to comply with applicable
statutes and regulations as well as
federal health care program

: d q

objectives and principles underlying the
measures outlined in this guidance to its
own particular circumstances.®

.G
A. The Basic Compliance Elements

The 0IG believes that every effective
must begin with a

Program E}

effective cumi:hance program,
significantly reduces the risk of
unlawful conduct and any penalties that
result from such behavior.

B. Application of Cc

5

Program

formal commitment by the
pharmaceutical manufacturer's board of
directors or other governing body.
Evidence of that commitment should
include the allocation of adequate

Guidance
Given the wide diversity within the
pharmaceutical industry, there is no
single “best”” pharmaceutical
i

and Manufacturers of America (PhRMA}

and pharmaceutical manufacturer

representatives; bealth plan : and health
lan

er compliance program. The
QIG the cc tes of this

ati ble for
ion of the ¢
and the identifi of an
individual to serve as a compliance
officer to ensure that each of the
ded 9 3ol

1 N

is

dd d. Once s has

industry ‘and the differences among
industry members, Some

Tepresentstives uf pharmacy benefu

{PBMs) and rep ives of
the American Medical Association
{AMA) and jts member ion:

phar | manufacturers are small
and may have limited resources to
devote to compliance measures.

been undertaken, a compliance officer
should immediately be chosen to
gversee the implementation of the
complisnce proj

The elemems%rs\ed below provnda 8

Conversely, other comp are well-

A. Benefits of ¢ Compliance Program

The OIG believes a comprehensive
compliance program provides a
mechanism that addresses the public
and private sectors’ mutual goals of
reducing fraud and abuse; enbancing
health care provider operational
functions; improving the guality of
health care services; and reducing the
cost of health care. Attaining these goals
provides positive results to the
pharmaceutical er, the

d, large multi
corporations with a wrde}y dispersed
work force Some compames may have

already in place, others only now may
be initiating such efforts. The OIG also
recognizes that pharmaceutical

manufacturers are subject to extensive
regulatory requirements in addition to
fraud and abuse-related issues and that

upon n which an effecuve compliance
})rogram may be built. Further, they are
ikely to foster the development of &
corporate cu]mre of compliance. The
016 that full impl ion
of all el may not be i diatel
feasible for all pharmaceutical
manufacturers. However, as a first step,
a good faith and meaningful
commitment on the part of the

many pha.rmaceuhcal

will

have addressed these ¢

34 5
ly contribute to the program'’s
iy :

through

B
Accordingly, , the OIG strongly

government, and individual citizens
alike. In addition to fulfilling its legal
duty to avoid submxmng false or
inaccurate pricing or rebate information
10 any federal health care program or
engaging in illegal marketing activities,

encourages pharmaceutical

P
1 is imol

As the
< by Lt - i L d
that commitment should filter down

manufactures to develop and impl
or refine {as necessary] cc

through to every employee

and e phar

elements that uniquely address the areas
of potential problems, common concern,
or high risk that apply to their own

a pharmaceutical urer may
gain lmportam addmonal beneﬁls by

D {or, as applicable, to the U.S.
operanons of their cumﬁames)
For

“J

althoug| they are not

ey

program. The benefits may

» A concrete demonstration to
employees and the community at large
of the company’s commitment to honest
and responsible corporate conduct;

ive of all p 1 risk areas, the
OIG has identified three major potential
risk areas for pharmaceutical
manufacturers: (1) Integrity of data used
by state and federal governments to

manufacturer, as applxcable for the
particular individual,

Ata minimum, a comprehensive
compliance program should include the
following elements:

{1) The development and distribution
of written standards of conduct, as well
as written policies, procedures and
protocols that verbalize the company's
commnmem o comphanca {e.g. by

dh e to 3
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program as an element in evaluating
management and employees) and
address specific areas of potential fraud
and abuse, such as the reporting of
pricing and rebate information to the
federal health care programs, and sales
and marketing practices;

(2} The designation of a compliance
officer and other appropriate bodies
(e.g., a corporate compliance committes)
charged with the responsibility for
developing, operating, and menitoring
the compliance program, and with
authority to report directly to the board
of directors and/or the president or
CEO;

{3) The development and
implementation of regular, effective
education and training programs for all
affected employees;

(4) The creation and maintenance of
an effective line of communication
between the compliance officer and all
employees, including a process {such as
a hotline or other reporimg system) to

At a minimum, thre polieies and
procedures should be provided to all
employees who are affected by these
policies, and to any agents or
contractors who may furnish services
that impact federal health care programs
{e.g.. contractors involved in the co-
promotion of a manufacturer's
products).

1. Code of Conduct

Although a clear statement of detal)ed
and substantive policies and p

manufacturers, Importantly, the
identification of a particular practice or
activity in this section is not intended
1o imply that the practice or activity is
necessarily illegal in all circumstances
or that it may not have a valid or lawful
purpose underlying it.

This section addresses the following
areas of significant concern for
pharmaceutical manufacturers: {1}
Integrity of data used by state and
federal governments to establish

isat the core of & comphance program,
the OIG recommends that
phar f: ers also

payment 5 {2) kickbacks and
other illegal remuneration; and {3)
compliance with laws regulating drug

develop a general corporate of

Tfu does not create any

ethical and compliance pnncxples that
will guide the company’s operauons
One common expression of

statement of principles is the code of
conduct. The code should function in
the same fashion as 8 constitution, i.e.,
as a document that details the
f\mdamemal principles, values, and

k for action within an

receive g and the
adoption of pmcedures to protect the
anonymity of complainants and 1o
protect whistieblowers from retaliation;

{5) The use of audxts and/or other risk
evaluation techni

organization. The code of conduct for a
pharmaceutical manufacturer should
articulate the company’s expectations of
commitment to compliance by
employees, and agents,

compliance, identify prob]em areas, and
assist in the reduction of identified
problems;

(6) The development of policies and

and should summarize the broad ethical
and legal principles under which the
company must operate. Unlike the more
detailed policies and d e
code of conduct should be brief, easily

proced\xres addressmg the non-
orr of i

or entmes excluded from participation

in federal hea!lh care programs, and the

sdwal

dable, and cover general principles
apphcable to all employees.
As appropriate, the OIG strongly

ppropriate di 34
action against employees or contmcmrs
who have violated company policies
and procedures and/or applicable
federal health care program
requirements; and

7) The development of policies and
procedures for the investigation of
identified instances of noncompliance
or misconduct. These should include
directions regarding the prompt and
proper response to detected offenses,
such as the injtiation of appropriate

ges the participation and
involvement of the pharmaceutical
manufacturer’s board of directors, CEO,
president, members of senior
management, and other personnel from
various levels of the organizational
structure in the development of all
aspects of the compliance program,
especially the code of

new law or legal obligations, and the
discussions that follow are not intended
to present detailed or comprehensive
summaries of lawful and unlawful
activity. Rather, these discussions
should be used as a starting point fora
manufacturer’s legal review of its
particular practices and for
development of policies and procedures
1o reduce or eliminate potential risk.

a. Integrity of Data Used To Establish
or Determine Government
Reimbursement. Many federal and state
health care programs establish or
ultimately determine reimbursement
rates for pharmaceutjcals, either
prospectively or ively, using
price and sales data directly or
indirectly furnished by pharmaceutical
manufacmrers The govemment sets

on

tha: the data pmvxded are complete and
accurate. The knowing submission of
false, fraudulent, or misleading
information is actionable. A
pharmaceutical manufacturer may be
liable under the False Claims Act? if
government reimbursement (including,
but not limited to, reimbursement by
Medicare and Mediceid) for the

turer’s product depends, in

Management and employee involvement

whole or in part, on informstion
d or reported by the

in this process a strong
and explicit commitment by
jance with

manufacturer directly or indirectly, and
turer has knowingly {as

to foster
b

corrective action and pr
measures and processes to report the
offense to relevant authorities in
appropriate circumstances.
B. Written Policies and Procedures
In developing a complisnce program,
every pharmaceutical manufacturer
should develop and distribute written
iance standards, proced , and
pracuces that guide the company and
the conduct of its employees in day-to-
day operations. These policies and
procedures should be developed under
the direction and supemsmn of the
1 afficer, the
and

1

P

pplicable federal health care program
Italso the
need for all employees to comply with
the organization’s code of conduct and
policies and procedures.

2. Specific Risk Areas

This section is intended to help
pradent pharmaceutical manufacturers
identify areas of their operations that
present potential risk of liability under
several key federal fraud and abuse
statutes and regulations.® This section
focuses on areas that are currently of
concern to the enforcement

defmed in the False Claims Act} failed
to generate or report such information
completely and accurately.
Manufacturers may also be liable for
civil money penalties under various
laws, rules and regulations, Moreover,
in some circumstances, inaccurate or
incomplete reporting may be probative
of liability under the federal anti-
kickback statute.

Where appropriate, manufacturers’
reported prices should accurately take
into account price reductions, cash
discounts, free goods contingent on 2

and is not intended to address al]
potential risk areas for phar:

, rebates, up-front
payments mupons goods in kind, free

d-price services, grants, or
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other price concessions or similar
benefits offered to some or all
purchasers. Any discount, price
concession, or similar benefit offered on
purchases of multiple products should
be fairly apportioned among the
products {and could potentially raise
anti-kickback issues}. Underlying
assumptions used in connection with
reported prices should be reasoned,
consistent, and appropriately
documented, and pharmaceutical
manufacturers should retain all relevant
records reflecting reported prices and
efforts to comply with federal health
care program reguirements.

Given the importance of the Medicaid
Rebate Program, as well as other
programs that rely on Medicaid Rebate
Program benchmarks {such as the 340B
Program ®), manufacturers should pay
particular attention to ensuring that they
are cal ing Average Manufacturer
Price and Best Price accurately and that
they are paying apé)mpriale rebate
amounts for their drugs.?

In sum, pharmaceutical

arranging for or & ding the

ar or practice have the

purchase, lease, or ordering of any item
or service reimbursable in whole or part
by a federal health care program. The
statute extends equally to the
solicitation or acceptance of
remuneration for referrals. Liability
under the anti-kickback statute is
determined separately for each party
invelved. In addition to criminal
penalties, violators may be subject to
civil monetary sanctions and exclusion
from the federal health care programs.
Under certain circumstances, a viclation
of the antj-kickback statute may give
rise 10 }iability under the False Claims
Act.

Although lisbility under the anti-
kickback statute ultimately turns on a
party’s intent, it is possible to identify
arrangements (Lr practices that may

potential to be a disguised discount to
circumvent the Medicaid Rebate
Program Best Price calculation?

« Does the arrangement or practice
have a potential to increase the risk of
overutilization or inappropriate
utilization?

» Does the arrangement or practice
raise patient safety or guality of care
concerns?

Manufacturers that have identified
problematic arrangements or practices
can take a number of steps to reduce or
eliminate the risk of an anti-kickback
viclation. Detailed guidance relating to
a number of specific practices is
available from several sources. Most
importantly, the anti-kickback statute
and the corresponding regulations
establish a number of “'safe harbors” for

presenta P 1 for abuse.
Initially, a manufecturer should identify
any remunerative relationship between
jtself {or its representatives) and persons
or entities in a position 1o generate
federal health care business for the

facturers are responsible for
ensuring the integrity of data they
generate that is used for government
reimbursement purposes.

b. Kickbacks and Other lllegal
Remuneration—A. General
Considerations. Pharmaceutical
manufacturers, as well as their
employees and agents, should be aware
of the federal anti-kickback statute and
the constraints it places on the
marketing and promotion of products
reimbursable by the federal health care
programs, including, but not limited to,
Medicare and Medicaid. In the health
care sector, many common business
activities, including, for example, sales,
marketing, discounting, and purchaser
relations, potentially implicate the anti-
kickback statute. Phan ical

urer directly or indirectly.
Persons or entities in a position to
generate federal health care business
include, for example, purchasers,
benefit managers, formulary committee
members, group purchasing
organizations {GPOs), physicians and
certain allied health care professionals,
and pharmacists. The next step isto .
determine whether any one purpose of
the remuneration may be to induce or

including personal services and
management contracts, 42 CFR
1001.952{d), warranties, 42 CFR
1001.952{g}, discounts, 42 CFR
1001.952(h), employment, 42 CFR
1001.952(i), GPOs, 42 CFR 10801.952(j),
and certain managed care and risk
sharing arrangements, 42 CFR
1001.952(m), {1}, and (u). Safe harbor
protection requires strict compliance
with all applicable conditions set out in
the relevent sofe harbor. Although
compliance with a safe harbor is
voluntary and failure to comply with a
safe harbor does not mean an
arrangement is illegal, many

can be structured to fit in

reward the referral or
of business payable in whole or in part
by a Federal health care program.
Importantly, a lawful purpose will not
legitimize a payment that also has an
unlawful purpose.

Although any arrangement satisfying
both tests requires careful scrutiny from
urer, the courts have

manufacturers and their employees and
agenis should be aware that the anti-
kickback statute prohibits in the health
care industry some practices that are
commeon in ather business sectors. In
short, practices that may be comman or
longstanding in other businesses are not
necessarily acceptable or lawful when
soliciting federal health care program
business,

The anti-kickback statute is a criminal
prohibition against payments (in any
form, whether the payments are direct
or indirect} made purposefully to
induce or reward the referral or
generation of federal health care
business. The anti-kickback statute
addresses not only the offer or payment
of anything of value for patient referrals,
but also the offer or payment of
anything of value in return for
purchasing, leasing, ordering, or

a
identified several potentially
aggravating considerations that can be

safe harbors, and we recommend that
pharmaceutical manufacturers structure
arrangements to fit in a safe harbor
whenever possible. Other available
guidance includes special fraud alerts
and advisory bulletins issned by the
OIG identifying and discussing
particular practices or issues of concern
and OIG advisory opinions issued to
specific parties about their particular

useful in identifying ar at
greatest risk of prosecution. In
particular, manufacturers should ask the
following questions, among others,

arrang Parties may
apply for an OIG advisory opinion using
the procedures set out at 42 CFR part
1008. The safe harbor regulations (and

about any prob} or
practices they identify:

* Does the arrangement or practice
have a potential to interfere with, or
skew, clinical decision-making? Does it
have a potentjal to undermine the
clinical integrity of a formulary process?
If the arrangement or practice involves
providing information to decision-
makers, prescribers, or patients, is the
information complete, accurate, and not
misleading?

» Does the ar

panying Federal Register
preambles), fraud alerts and bulletins,
advisory opinions (and instructions for
obtaining them), and other guidance are
available on the OIG web site at
ht?://oig.hhs,gav.

. Key Areas of Potential Risk. The
following discussion highlights several
known areas of potential risk. The
propriety of any particular arrangement
can only be determined after a detailed
examination of the attendant facts and

i The identificati

P
have a potential to increase costs to the
federal health care programs,
beneficiaries, or enroliees? Does the

ofa
given practice or activity as “suspect” or
as an area of "risk” does not mean it is
necessarily illegal or unlawful, or that it
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cannot be properly structured to fit ina
safe harbor. Nor does it mean that the
practice or activity is not beneficial from
a clinical, cost, or other perspective.
Rather, the areas identified below are
those areas of activity that have a
potential for abuse based on historical
law enforcement experience and that
should receive close scrutiny from
manufacturers. The discussion
highlights potential risks under the anti-
kickback statute arising from
pharmaceutical manufacturers’
relationships with three groups:
purchasers {including those using
formularies) and their agents; persons
and entities in a position to make or
influence referrals (including physicians
and other health care professionals); and
sales agents.

(1) Relationships with Purchasers and
their Agents—{a} Discounts and Other
Remuneration to Purchasers,
Pharmaceutical manufacturers offer
purchasers a variety of price

health care. Thus, the anti-kickback
statute contains an exception for
discounts offered to customers that
submit claims to the federal health care
programs, if the discounts are properly
disclased and accurately reported. See
42 U.S.C. 1320a-7b(b){(3){A}; 42 CFR
1001.952(h). However, to qualify for the
exception, the discount must be in the
form of a reduction in the price of the
good or service based on an arms-length
transaction. In other words, the
exception covers only reductions in the
product’s price. Moreover, the
regulations provide that the discount
must be given at the time of sale or, in
certain cases, set at the time of sale,
even if finally determined subsequent to
the time of sale (i.e., a rebate).
Mamufacturers offering discounts
should thoroughly famihiarize
themselves, and have theur sales and
marketing personnel familianze
themselves, with the discount safe
harbor a1 42 CFR 1003.852(h} fand, if

ons and other ion to
induce the purchase of their products.
Purchasers include direct purchasers
{e.g., hospitals, nursing homes,

, the safe harbors for price
reductions in the managed care context,
42 CFR 1001.952(m), {1}, and {u)). In
particular, manufacturers should pay

ion to the di safe harbor

pharmacies, some ph: ), as well
as indirect purchasers {¢.g., health
plans). Inducements offered to
purchasers potentially implicate the
anti-kickback statute if the purchased
products are reimbursable to the
purchasers, in whele or in part, directly
or indirectly, by any of the federal
health care programs. Any remuneration
from a manufacturer provided to a
purchaser that is expressly or in;;plied]y

requirements applicable to “sellers" and
“offerors” of discounts. Under the safe
harbor, sellers and offerors have specific
obligations that include {i) informing a
customer of any discount and of the
customer’s reporting obligations with
respect to that discount, and (ii}
refraining from any action that would
impede a customer's ability to comply
with the safe harbor. To fulfill the sale
: - .

related to a sale p ially imy
the anti-kickback statute and should be
carefully reviewed.

Discounting arrangements are
prevalent in the pharmaceutical
industry and deserve careful scrutiny
particularly because of their potential to
implicate the Best Price requirements of
the Medicaid Rebate Program. Because
the Medicaid Rebate Program in many
instances requires that states receive
rebates based on the Best Price offered
by a pharmaceutical manufacturer to
other purchesers, manufacturers have a
strong financial incentive to hide de
facto pricing concessions to other
purchasers 1o avoid passing on the same
discount 1o the states. Because of the
potential direct and substantial effect of
such practices on federal health care
program expenditures and the interest
of some manufacturers in avoiding price
concessions that would trigger rebates to
the states, any remuneration from a
manufacturer to a purchaser, however
characterized, should be carefully
scrutinized.

Discounts. Public policy favors open
and legitimate price competition in

harbor req s will
need to know how their

eliminates normal financial risks), the
arrangement would raise kickback
concerns. For example, the anti-
kickback statute would be implicated if
a manufacturer were to couple &
reimbursement support service with a
promise that a purchaser will pay for
ordered products only if the purchaser
is reimbursed by a federal health care

program.

Educational Grants. Pharmaceutical
manufacturers sometimes provide grant
funding for a wide range of educational
activities. While educational funding
can provide valuable information to the
medical and health care industry,

turer grants to purch

GPQs, PBMs and similar entities raise
concerns under the anti-kickback
statute. Funding that is conditioned, in
whole or in part, on the purchase of
product implicates the statute, even if
the educational or research purpose is
legitimate. Furthermore, to the extent
the £ has any inf] over
the sut of an i

a
p
or the presenter, there is a risk that the
educational progr'rim may be used for
inappropriate marketing purposes.
'I%preé]uce the risks thaya gr;‘ant
program Is used improperly 1o induce or
reward product purchases or to market
product inappropriately, manufacturers
should separate their grant making
functions from their sales and marketing
functions, Effective separation of these
functions will help insure that grant
funding is not inappropriately
influenced by sales or marketing
motivations and that the educational
purposes of the grant ere legitimate.
Manuf should establish

submit claims to the federal health care
programs {e.g., whether the customer is
a managed care, cost-based, or charge-
based biller). Compliance with the safe
harbor is determined separately for each

party.

Product Support Services.
Pharmaceutical manufacturers
sometimes offer purchasers certain
support services in connection with the
sale of their products. These services
may include billing assistance tailored
to the purchased products,
reimbursement consultation, and other
programs specifically tied to support of
the purchased product. Standing alons,
services that have no substantial
independent value to the purchaser may
not implicate the anti-kickback statute.
However, if a manufacturer provides a

objective criteria for making grants that
do not take into account the volume or
value of purchases made by, or
anticipsted from, the grant recipient and
that serve to ensure that the funded
activities are bona fide. The
manufacturer should have no control
over the speaker or content of the
educational presentation. Compliance
with such procedures should be
documented and regularly monitored.

Reseorch Funding. Manufacturers
often contract with purchasers of their
products to conduct research activities
on behalf of the manufacturer on a fee-
{or-service basis. These contracts should
be structured to fit in the personal
services safe harbor whenever possible.
Payments for research services should
be fair market value for legitimate,

ble, and

service having no independent value
{such as limited reimbursement support
services in connection with its own
products) in tandem with another
service or program that confers a benefit
on a referring provider (such as a
reimbursement guarantee that

y services. Post-
marketing research activities should be
especially scrutinized to ensure that
they are legitimate and not simply 8
pretext to generate prescriptions of a
drug. Prudent manufacturers will
develop contracting procedures that
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clearly separate the awarding of
research contracts from marketing.
Research contracts that originate
through the sales or marketing
functions—or that are offered to
purchasers in connection with sales
contacts—are particularly suspect.
Pharmaceutical manufacturers
sometimes provide funding to their
purchasers for vse in the purchasers’
own research. In many cases, the
research provides valuable scientific

health care professionals™-determines
the drugs that are covered and, if tiered
benefit levels are utilized, to which tier
the drugs are assigned. So Jong as the
determination of clinical efficacy and
appropriateness of formulary drugs by
the formulary commitiee precedes, and
is p to, the ideration of
costs, the development of & formulary is
unlikely to raise significant issues under
the anti-kickback statute.
Formulary support activities,

and clinical information, imp:

clinical care, Jeads to promising new
treatments, promoies better delivery of
health care, or otherwise benefits
patients. However, as with educational
grants, if linked directly or indirectly to
the purchase of product, research grants
can be misused to induce the purchase
of business without triggering Medicaid
Best Price obligations. To reduce risk,
manufacturers should insulate research
grant making from sales and marketing
influences.

Other remuneration to purchasers. As
already noted, any remuneration from a
manufacturer provided 1o a purchaser
that is expressly or impliedly related to
a sale potentially implicates the anti-
kickback statute and should be carefully
reviewed. Examples of remuneration in
connection with a sale include, but are
not limited to, *prebates” and “upfront
payments,” other free or reduced-price
goods or services, and payments to
cover the costs of “converting” from a
competitor’s product. Selective offers of
remuneration {f.e., offers made to some
but not all purchasers} may increase
potential risk if the selection criteria
relate directly or indirectly to the

Tuding related jons with
patients and physicians to encourage
compliance, are an integral and
essential comp of ful
pharmacy benefits Proper

1o PBMs that are based on, or otherwise
related to, the PBM's customers’
purcheses potentially implicate the anti-
kickback statute. Protection is available
by structuring such arrangements to fit
in the GPO safe harbor at 42 CFR
1001.952(j). That safe harbor requires,
among other things, that the payments
be authorized in advance by the PBM's
customer and that all amounts actually
paid to the PBM on account of the
customer’s purchases be disclosed in
writing at least annually to the
customer. In addition, arrangements
with PBMs that assume risk may raise
different issues; depending on the

utilization of a formulary maximizes the
cost-effectiveness of the benefit and
assures the quality and appropriateness
of the drug therapy, When provided by
a PBM, these services are part of the
PBM’s formulary and benefit
management function—a service
provided 1o its customers—and
markedly different from its purchasing
agent/price negotiator role. Most
importantly, the benefits of these
formulary support activities inure
directly to the PBM and its customers
through lower costs.

To date, Medicare and Medicaid
involvement with outpatient drug
formularies has been limited primarily
1o Medicaid and Medijcare ged care
plans. In light of the safe harbors under
the anti-kickback statute for those

are ar the

: P for such
arrangements may be available under
the managed care safe harbors at 42 CFR
1001.852{m), {t} and {u).

* Formulary placement payments.
Lump sum payments for inclusion in &
formulary or for exclusive or restricted
formulary status are problematic and
should be carefully scrutinized.

In addition, some manufacturers
provide funding for purchasers’ or
PBMs’ formulary support activities,
especially communications with
physicians and patients, While the
communications may indirectly benefit
the manufacturer, the primary economic
beneficiary is typically the formulary
sponsar. In other words, the
manufacturer's dollars appear to replace
dollars that would or should be spent by
the sponsor, To the extent the

ged c:
financia) arrangements between health
plans and pharmaceutical
manufacturers or, where the pharmacy
benefit is managed by s PBM, the
among the three parties,

vohime or value of b
n addits .

urers ma.

with purchasers to provide services to
the manufacturer, such as data
collection services, These contracts
should be structured whenever possible
1o fit in the personal services safe
harbor; in all cases, the remuneration
should be fair market value for
legitimate, reasonable, and necessary
services,

{b) Formularies and Formulary
Support Activities. To help control drug
costs while maintaining clinical
appropriateness and quality of patient
care, many purchasers of
pharmaceutical products, including
indirect purchasers such as health
plans, have developed drug formularies
to promote rational, clinically
appropriate, safe, and cost-effective drug
therapy. Formularies are a well-
established tool for the effective
management of drug benefits. The
formulary development process-—
typically overseen by a committee of
physicians, pharmacists, and other

ar

have received relatively little scrutiny.
However, as federal program
expenditures for, and coverage of,
outpatient pharmaceuticals increase,
scrutiny under the anti-kickback statute
has also increased. Several practices
appear 1o have the potential for abuse.

* Relationships with formulary
committee members. Given the
importance of formulary placement for
a manufacturer’s products,
unscrupulous manufacturers and sales
representatives may sttempt to
influence committee deliberations. Any

ation from a er O its
agents directly or indirectly to person in
a position to influence formulary
decisions related to the manufacturer’s
products are suspec; and should be
: \

b ers’ payments are linked to
drug purchases directly or indirectly,
they potentially implicate the anti-
kickback statute. Among the questions
that should be examined by &
manufacturer in connection with these
activities are: Is the funding tied to
specific drugs or categories? If so, are
the categories especially competitive? Is
the formulary sponsor funding similar
activities for other drug categories? Has
funding of PBM activities increased as
rebates are increasingly passed back to
PBM customers?

{c} Average Wholesale Price. The
“spread’ is the difference between the
amouni a customer pays for a product
and the amount the customer receives
upon resale of the product 1o the patient
or other payer. In many situations under
the federal programs, pharmaceutical
manufacturers control not only the
arnount at which they sell a product to
their customers, but also the amount

carefully ser facturers
should also review their contacts with
sponsors of formularies to ensure that
price negotiations do not influence
decisions on clinical safety or efficacy.
* Payments to PBMs. Any rebates or
other payments by drug manufacturers

those who purchase the
product for their own accounts and
thereafter bill the federa) health care
programs will be reimbursed. To the
extent that a manufacturer controls the
“spread,” it controls its customer’s
profit.
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Average Wholesale Price (AWP) is the
benchmark often used to set
reimbursement for prescription drugs
under the Medicare Part B program. For
covered drugs and biologicals, Medicare
Part B generally reimburses at “95
percent of average wholesale price.” 42
U.5.C. 1395u{o). Similarly many state
Medicaid programs and other payers
base reimbursement for drugs and
biologicals on AWP. Generally, AWP or
pricing information used by commercial
price reporting services to determine
AWP is reported by pharmaceutical
manufacturers.

If a pharmaceutical manufacturer
purposefully manipulates the AWP to
increase its customers’ profits by
increasing the amount the federal health

GPOs or PBMSs, arfange Yor the purchase
of} those preducts, These remunerative
relationships potentially implicate the
anti-kickback statute. The following
discussion focuses on relationships with
physicians, but the same principles
would apply when evaluating
relationships with other parties ina
position to influence referrals,
including, without limitation,
pharmacists and other health care
professionals.

Manufacturers, providers, and
suppliers of health care products and
services frequently cultivate
relationships with physicians in a
position to generate business for them
through a variety of practices, including
gifts, entertainment, and personal

care programs reimburss its
the anti-kickback statute is implicated.
Unlike bona fide discounts, which
transfer remuneration from a sellertoa
buyer, manipulation of the AWP
transfers remuneration o a seller’s

i di froma

services comp
These activities have a high potential for
fraud and sbuse and, historically, have
generated a substantial number of anti-
kickback convictions. There is no
substantive difference between

ion from a pharmaceutical

purchaser (the federal or state
government). Under the anti-kickback

manufacturer or from a durable medical

statute, offering toea
purchaser or referra) source is improper
if one purpose is 1o induce the purchase
or referral of program business. In other
words, it is illegal for a manufacturer
knowingly to establish or
inappropriately maintain a particular
AWP if one purpose is to manipulate
the “spread” to induce customers to
purchase its produet.

In the light of this risk, we
recommend that manufacturers review
their AWP reporting practices and
methodology to confirm that marketing

iderations do not infi the
process. Furthermore, manufacturers
should review their marketing practices.
‘The conjunction of manipulation of the
AWP to induce customers to purchase a
product with active marketing of the
spread is strong evidence of the
unlawful intent necessary to trigger the
anti-kickback statute. Active marketing
of the spread includes, for example,
sales representatives promoting the
spread as a reason to purchase the
product or guaranteeing a certain profit
or spread in exchange for the purchase
of a product.

{2} Relationships with Physicians and
Other Persons and Entities in a Position
to Make or Influence Referrais.
Pharmaceutical manufacturers and their
agenis may have a variety of
remunerative relationships with persons
or entities in a position to refer, order,
or prescribe—or influence the referral,
ordering, or prescribing of—the
manufacturers' products, even though
the persons or entities may not
themselves purchase {or in the case of

equipment or other supplier—if the
T fon is i ded to g

any federal bealth care business, it
potentially violates the anti-kickback
statute.

Any time a pharmaceutical
manufacturer provides anything of
value to a physician who might
prescribe the manufacturer's product,
the manufacturer should examine
whether it is providing a valusble
tangible benefit to the physician with
the intent to induce or reward referrals.
For example, if goods or services
provided by the manufacturer eliminate
an expense that the physician would
have otherwise incurred {i.e., have
independent value to the physician), or
if items or services are sold to a
physician at less than their fair market
value, the arrangement may be
probl ic if the arr is tied
directly or indirectly to the generation
of federal health care program business

squerely in o sofe harbor to be
protected. In addition, arrangements
that do not fit in a safe harbor should
be reviewed in light of the totality of all
facts and circumstances, bearing in
mind the following factors, among
others:

« Nature of the relationship between
the parties. What degree of influence
does the physician have, directly or
indirectly, on the generation of business
for the manufacturer? Does the
manufacturer have other direct or
indirect relationships with the
physician or members of the physician’s

groug}

« Manner in which the remuneration
is determined. Does the remuneration
take into account, directly or indirectly,
the volume or value of business
generated {e.g., is the remuneration only
given to persons who have prescribed or
agreed to prescribe the manufacturer’s
product)? Is the remuneration
conditioned in whole or in part on
referrals or other business generated? Is
there any service provided other than
referrals?

¢ Volue of the remuneration, Is the
remuneration more than trivial in value,
including all gifts to any individual,
entity, or group of individuals?1° Do
fees for services exceed the fair market
value of any legitimate, reasonable, and
necessary services rendered by the
physician to the manufacturer?

s Potential federal program impact of
the remuneration. Does the
remuneration have the potential to
affect costs to any of the federal health
care programs or their beneficiaries or to
lead to overutilization or inappropriate
utilization?

» Potential conflicts of interest,
Would accep of the
diminish, or appear to diminish, the
objectivity of professional judgment?
Are there patient safety or quality of
care concerns? If the remuneration
relates 1o the dissemination of
information, is the information

for the urer. M , under
the anti-kickback statute, neither a
legitimate purpose for an arrangement
(e.8., physician education), nor 2 fair
market value payment, will necessarily
protect remuneration if there is also an
illegal purpose {i.e., the purposeful
inducement of business).

In light of the obvious risks inherent
in these arrangements, whenever

ible prudent facturers and

Ve accurate, and not misleading?
These concerns are addressed in the

PhRMA Code on Interactions with
Healthcare Professionals (the “PhRMA
Code""), adopted on April 18, 2002,
which provides useful and practical
advice for reviewing and structuring
these relationships. {The PhRMA Code
is available through PhRMA’s Web site
at httpy//www.phrma.org.} Although

1i with the PhRRMA Code will

p
their agents or representatives should
structure relationships with physicians
to fit in an available safe harbor, such
as the safe harbors for personal services
and management contracts, 42 CFR
1001.852(d}, or emplayees, 42 CFR

not protect 