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PRESCRIPTION DRUG PRICES: ARE WE GETTING
OUR MONEY’S WORTH?

TUESDAY, JULY 18, 1989

. U.S. SENATE,
SpECIAL COMMITTEE ON AGING,
Washington, DC.

The committee met, pursuant to notice, at 9:38 a.m., in room 628,
Dirksen Senate Office Building, Hon. David Pryor (chairman of the
committee) presiding.

Present: Senators Pryor, Shelby, Reid, Graham, Kohl, Cohen,
Pressler, Grassley, Wilson,. Simpson, Warner, and Kassebaum.

Staff present: Portia Porter Mittelman, staff director; Christo-
pher C. Jennings, deputy staff director;. Dawvid> Schulke, chief of
oversight; and John Monahan, investigator.

OPENING STATEMENT BY SENATOR DAVID PRYOR, CHAIRMAN

The CHAIRMAN. Good morning, ladies and gentlemen. This morn-
ing we begin a series of hearings that will explore three questions:
One, what is the value of the prescription drug products we buy?
Two, what.are the benefits of these +drugs as compared to their
costs? And three; what.can we do to make certain that we are
paying a fair price? From the tiniest baby in Americato the oldest

. citizen.inour country, it is an issue that affects.all of 8.

First;d=must say I'm sorely disappoimtad-that -we will be unable
to adequately pose and ultimately amswer these questions this
morning because those companies that manufacture these drugs
chose not to come to this hearing. They chose not to testify today
even though we changed the timing of this hearing to accommo-
date the ~conflict <of schedules of company spokespersons. They
should, it-would appear;~want to be present to make themselves

" available to be a part of this dialog

-Many of these companies who proclaim the benefits their drugs
produce evidently refuse in public to talk about the profits that
they ireap. When ‘it comes to boasting .of their profits to Wall
-Street, the drug companies.can be heard loud and clear, but they
are awfully quiet when it comes to discussing the prices they
charge on Main Street.

Only one of the 18 drug manufacturers that was invited is
present today. Those invited today who are not-here include: Amer-
ican Home Products Corp., Barr Laboratories, .Bolar Pharmaceuti-
.cal, Eli Lilly and Co., Geneva Generics,: Inc.,-Glaxo, Inc., Marion
Laboratories, Inc., Merck Sharp and Dohme, Pfizer, Rugby-Darby

. "Group: Gompanies, Inc., -Schein *Pharmaceutical, Schering-Plough

@
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Corp., Smithkline Beckman Corp., Squibb Corp., Syntex Corp., The
Upjohn Co., Vitarine Pharmaceuticals, and Warner Chilcott Lab-
oratories.

I also believe the public should hear some of the firms' reasons
for not appearing today. One reason, in an answer to my request
was, “We believe that a hearing is not an appropriate forum in
which to elucidate the very complex issues you raise.” I wonder
what the proper setting might be?

The second response that we got, and another I think you might
be interested in: “The data you have requested on international -
prices are of limited analytical value.” Now, I appreciate this re-
sponse, trying to save our time, but I would also think the Commit-
::iee would like to draw its own conclusion as to the value of this

ata.

Why do companies fear this particular public forum? These com-
panies are strong, their profits are phenomenal. Let me read you
what Wall Street is saying about these manufacturers. The Wall
Street analysts at Hambrecht & Quist, Inc. said: “The profitability
for the pharmaceutical industry has been consistently above that of
the Standard and Poors 400, the main industrial sector of the
market. If anything, this gap has widened over the past 10 years.”

An analysis of industry profit data shows that the top manufac-
turers earned steadily increasing profits from 1986 through 1988,
while their taxes actually went down during the same 3 years. This
data shows that 11 top U.S. drug makers had an average stock
earnings record better than 78 percent of American manufacturers.

Wall Street investment analysts, at Le Rothschild, Unterberg,
and Towbin, said as recently as 1986:

Since the late 1970s—but most noticeably in the last 3 years— pricing has become
the major force in generating revenue growth for drug companies.

Why are these companies relying on price increases when they
could be generating new sales with breakthrough drug products
that actually heal the sick? Here’s what the London Economist
said in 1987: _

Most recent drug product launches have been “me-too” drugs which do not find
new markets but simply provide substitutes for older products. They are viewed

with increasing impatience by regulatory authorities, who see “me-toos’ as unneces-
sarily fancy versions of adequate drugs.

The Economist further summarizes the problem for the drug
companies this way: “ ‘Me-too’ drug products are evidence of the
drug companies’ poverty of inspiration. While ‘me-toos’ may keep
the companies’ new product rosters looking healthy, their value-to
the consumer is open to question.”

Now, to be fair, since the drug companies have refused to show
up this morning, I will make one of their arguments for them. Re-
search and development for new drugs is very expensive. And I
agree. I think all of us do. On the chart ! farthest to my right you
will see one of the industry’s latest advertisements, claiming that it
costs $125 million to bring what they call a new drug to the
market. This is one of a series of advertisements the Pharmaceuti-
cal Manufacturers Association is running.

1 See appendix 1, p. 339 for charts used in hearing.
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Now, the point of this ad is to remind us that the high prices we
pay for many prescription drugs are our investment in expensive
research and development, or R&D as our tax laws label it.

I Joeked into the research this ad is based upon, though, and
what the ad doesn’t tell us about the new drugs they say cost $125
million to develop is that they represent only about one-fourth of
new drugs brought to market by the drug companies. The other 75
percent of the so-called new drugs are actually streamlined ver-
sions of old drugs; thus, the label of me-too drugs.

The drug companies want us to believe that it takes $125 million

to invent the next penicillin, or a cure for AIDS, or treatment for
Alzheimers. All of us would consider a cure for these diseases a
-bargain at $125 million. I would like to take this opportunity to
-personally recognize the hundreds of those scientists, researchers,
and technicians who daily fight the battle- against such dreaded dis-
eases.

But let’s be honest with each other. Most new drugs are not
breakthrough drugs. In fact, for every breakthrough product they
invent, American drug companies bring 24 drugs.to=the market
that provide little or no therapeutic gain over already-marketed

- drugs, according to ratings by the Food and Drug. Administration.

Some people call these “me-too” drugs because they represent a
company’s attempt to jump into.a profitable market for an existing
drug therapy. If we look at the.next chart, closest to me, the one
labeled the “The Me-Too Factor,” you will see that of the 348 new
drugs brought to the market by the top 25 drug companies between
1981 and 1988, 292 of these 348 were classified by the Food and
Drug Administration in the so-called “C”’ category.2

These companies produced a total of only 12 “important” new
drugs, and 44 other products that make what FDA called a
“modest contribution” to existing therapies. This translates to the
fact that 84 percent of new drugs fall into FDA’s “C” category,
making “little or no” contribution to anything but the bottom line
of a profit and loss statement.

The story is the same if you consider the value of the minority of
new drugs, called “new molecular entities,” referred to by the
PMA, the Pharmaceutical Manufacturers Association, in their ads.
About 60 percent are rated by FDA as me-too drugs with question-
able benefits no matter how you slice it.

And folks, the situation gets worse because the prices established
by drug companies for these modest and insignificant new drugs
are anything but modest and insignificant in their pricing. The
next chart, labeled “Drug Price Increases Outpace Inflation, 1981
to 1988,” graphically illustrates how price increases by drug manu-
facturers outpaced the general inflation rate. In fact, from 1981
through 1988 the prescription drug inflation rate of 88 percent
dwarfed the general inflation rate of 28 percent. The Wall Street
investment analysts I mentioned before, Hambrecht & Quist, Inc.,
said last year: “New drugs are priced higher, in most cases sub.
stantially higher, than older medications.”

2 See appendix 1, p. 339 for charts used in hearing.
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Manufacturers claim they need exorbitant prices in order to pay
for their research and development expenses. Once again, let’s be
honest with one another. The American public is footing much of
the bill for these companies’ research and development costs.

Fact: Through the use of the R&D tax credits, special expensing
and allocation rules, and the possession tax credit for Puerto Rico,
drug companies annually receive tax breaks well in excess of $1
billion. For example, in 1985, even before the 1986 tax bill, drug
companies received R&D-related tax breaks of almost $1 billion,
representing more than 24 percent of their tax expenditures.

Fact: Between 1984 and 1987, the American pharmaceutical in-
dustry’s effective tax rate decreased by more than 27 percent.

Fact: The 1986 tax law provided even more liberal incentives for
the drug companies in research and development and other tax
breaks and subsidies.

Fact: Since 1981, R&D tax credits for just two drug companies in
America added up to $93 million.

So let’s be honest with ourselves. When the pharmaceutical man-
ufacturers talk about research and development, let’s talk about
who really is paying for the research and development costs, the
American taxpayer and the American consumer. :

American physicians often do not realize that new drugs cost
more than the drugs they are already buying. In fact, I am told
that the costs of these new and largely duplicative drugs contribut-
ed significantly to CBO’s recent increase in cost estimates for the
Medicare drug benefit program. We have a lot to learn about drug
companies in this country. |

What do people pay for the same drugs in other countries? How
are Americans faring, for example, with our European friends?
Let’s take a look at thé next bar graph, “International Drug Price
Comparison, Weighted Average Retail Price Per Brand Drug,
1987.” It shows that Americans pay as much as five times more
than European citizens pay for the same prescription drugs.

Here in the United States the price you pay for a prescription
drug depends on who you are and what kind of deal you can strike
with the manufacturer. The final chart, entitled “Range of Market
Prices for Prescription Drugs,” shows how hospitals and the Veter-
ans Administration get the best prices. Who gets the worst prices?
Medicaid, Medicare, and the general-.public buying at the pharma-
cies get the worst price, because the pharmacists have to pay the
very highest price. : ‘

I have graphically, I hope, something else to illustrate here.
After all the charts and after all the graphs and all the words, it
comes down to this. We have here the published list price for
Motrin, for example. Here’s that published list price. T'll put that
right there. : .

[Demonstrating bottle of Motrin.] . ) .

The CHAIRMAN. Here’s what Medicare would pay for that
Motrin: $29. Here’s what the hospital pays, $8 for the same bottle.
Here’s what the Department of Veterans Affairs pays, $5. So we
see a vast range of price variation between the various prices that
the drug manufacturers charge to these prospective customers.

Let me also state that the local pharmacist at the local drug
store, the person who is out there in the trenches every day, in the
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foxhole, selling drugs to Aunt Minnie and Cousin Joe and whoever,
this druggist is the one who has to almost on a weekly or monthly
basis tell those consumers that their prices are going up yet once
again. Now, why is it that we're seeing those tremendous price in-
creases when the druggist himself, as we will see later in another
chart, is receiving only a few pennies, only a few cents more, for a
prescription which is backed up by Medicare and other governmen-
tal programs?

- We have a lot of questions to answer. We have several Senators
here. I will use the early bird rule. I will call on Senator Wilson of
California first.

[The prepared statements of Senator Pryor, Senator Heinz, and
‘Senator Bradley follow:]
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This morning we begin a series of hearings that will explore
three questions: (1) What is the value of the prescription drug
products we are buying; (2) wWhat are the benefits of these drugs as
compared to their costs; and (3) What can we do to make certain
that we are paying a fair price.

First, I must say that I am sorely disappointed that we will be
unable to adequately pose and ultimately answer these guestions
because those companies that manufacture these drugs chose not to
come to this hearing. They chose not to testify today even though
we changed the timing of this hearing to accommodate the conflict
of schedules of company spokespersons. They should want to be
present to make themselves available to be a part of this dialogue.

Many of these companies who proclaim the benefits they produce
evidently refuse in public to talk about the profits they reap.
When it zomes to boasting of their profits to Wall Street, the drug
companies can be heard loud and clear, but they are awfully quiet
when it comes to discussing the prices they charge on Main Street.

Only oﬂe of the 18 drug manufacturers that was invited is
present today. The firms invited today are:

AMERICAN HOME PRODUCTS CORP. RUGBY-DARBY GROUP COMPANIES, INC.
BARR LABORATORIES SCHEIN PHARMACEUTICAL, INC.
BOLAR PHARMACEUTICAL SCHERING-PLOUGH CORPORATION

ELI LILLY AND COMPANY SMITHKLINE BECKMAN CORPORATION

GENEVA GBRERICS, INC. SQUIBB CORPORATION

GLAXO IRC. SYNTEX CORPORATION

MARIOM. LABORATORIES, INC. THE UPJOHN COMPANY

MERCK SEARP & DOHME VITARINE PHARMACEUTICALS
PFIZER INC. . WARNER CHILCOTT LABORATORIES

I also believe the public should hear some of the firms’ reasons
for not appearing today:

"He believe that a hearing is not an appropriate forum in
which to elucidate the very complex issues you raise.”
(Since when is a public hearing not an appropriate forum to
examine complex issues?)
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"The data you have requested on international prices are of

“ limited analytical value.* (Although I appreciate them -
trying to save us time, I would.like the Committee to draw
its own conclusion.)

Why do.companies fear this public forum? The companies are
strong; their profits are phenomenal. .Let me read you. what Wall
Street is saying  about thesé manufacturers. The Wall Street
analysts Hambrecht and Quist say:

* "The [profitabdlity) for the pharmaceutical industry has been
consistently above that of the [Standard and Poors] 400, the
main industrial sector of the market. If anything, this gap
has widened over the past ten years.*

-An analysis of industry. profit data shows that the top
manufacturers earned steadily increasing profits from 1986 through
1988, while their taxes went down during the same three years.
This data shows that. eleven top 'U.S. drug makers had an average
stock earnings record better than 78% of . American manufacturers.

Le Rothschild, Unterberg, and Towbin, Wall Street investment
‘analysts, sa’d in 1986:

"Since the late 1970s - but most noticeably in the last three
years - pricing has become the major force in generating
revenue growth [for drug companies]...*

Why are these companies relying on price increases, when they
could be generating new sales with breakthrough drug products that
heal the sick? Here’s what the London Economist said in 1987:

"Most recent [drug] product launches have been ‘me-too’
[drugs], which do not find new markets, but simply provide
substitutes for older products. They are viewed with
increasing impatience by regulatory authorities, who see
‘me-toos’ as unnecessarily fancy versions of adequate drugs.”

‘The Economist summarizes the problem for the .drug companies
this ways:.- Lo R
"’Me-too’ [drug] -products' are evidence of the drug companies*’
- poverty of inspiration... While ‘me-toos’ may keep the
companies’- new products rosters looking healthy, their value
to the. consumer is open to question."

Now, to.be fair, since the drug. companies have refused to show
up today, I will make one of their arguments for them. Research
and. development for new drugs is .very expensive. On my right is
one of the industry’s advertisements, claiming that it costs $125
million to bring what they call a "new drug" to market.

[REFER TO APPENDIX B OF AGING COMMITTEE STAFF BRIEFING PAPER]
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The point of the Ad is to remind us that the high prices we pay
for many prescription drugs are our investment in expensive
research and development -- or "R&D" as our tax laws label it.

I looked into the research this ad is based on, though, and
what the ad doesn’t tell you is the "new drugs" they say cost $125
million to develop represents only about one-fourth of new drugs
brought to market by the drug companies. The other 75 percent of
so-called new drugs are actually streamlined versions of old drugs.
Thus, the label of "me-too" drugs.

The drug companies want us to believe that it takes $125
million to invent the next penicillin, or a cure for AIDS, or
treatment for Alzheimers’ disease. All of us would consider a cure
for these diseases a bargain at $125 million. And, I would like to
take this opportunity to personally recognize and praise the long
hours and hard work put in by researchers, scientists, and techni-
cians who daily fight the battle against such dreaded diseases.

But, let’s be honest here. These drugs are not "breakthrough"
drugs. In fact, for every breakthrough product they invent,
American drug companies bring 24 drugs to market that provide
little or no therapeutic gain as rated by the Food and Drug
Administration.

Some people call these "me-too" drugs because they represent a
company’s attempt to jump into a profitable market for an existing
drug therapy. 1I1f we look at the next chart [REFER TQO APPENDIX A OF
AGING COMMITTEE STAFF BRIEFING PAPER], you will see that of the 348
new drugs brought to market by the top 25 American drug companles
between 1981 and 1988, 292 were "me-too” drugs.

These companies produced a total of only 12 “Important” new
drugs and 44 other products that make what FDA calls a “"Modest"
contribution to existing therapies. This means 84% of new drugs
fall into PDA’s "C* category, making "little or no* contribution to
anything but the bottom line of a profit and loss statement.

The story is the same if you consider the value of the new -
drugs referred to by the PMA in their ad: about 60% are rated by
FDA as "me-too* drugs with qnestionable benefits no matter how you
slice it. .

But it gets worse, because the prices established by drug
companies for these "modest" and "insignificant" new drugs are
anything but "modest” and "insignificant®. Chart 3 [REFER TO
APPENDIX D OF AGING COMMITTEE STAFF BRIEFING PAPER] graphically
illustrates how drug price increases outpace the general inflation
rate. PFrom 1981 through 1988, the prescription drug inflation rate
of 88 percent dwarfed the general inflation rate of 28 percent.

The Wall Street investment analysts I mentioned before, Hambrecht
and Quist, said last year: \
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"New drugs are priced higher, in most cases substantially
higher, than older medications."

Manufacturers- claim they need exorbitant prices in order to pay
for their research and development expenses. The truth is, though,
- that the American public is footing much of the bill for companies’
R&D costs.,

FACT: Through use of R&D tax credits, special expensing
and allocation rules and the possession tax credit,
drug companies annually receive tax breaks well in
excess of $1 billion. (For example, in 1985, drug

. companies received R&D related tax breaks of almost
§1 billion, representing more than 24 percent of
such tax expenditures).

FACT: Between 1984 and 1987, the pharmaceutical
industry’s effective tax rate decreased by more
than 27 percent.

FACT: The 1986 tax law provides even more liberal
incentives for drug companies.

FACT: Since 1981, R&D tax credits for Just two drug
companies added up to $93 million.

A survey done by the Leonard Davis Institute of Health
Economics at the University of Pennsylvania found that American
consumers do not realize that new drugs cost more than the drugs
they are already buying. 1In fact, I am told that the costs of
these new and largely duplicative drugs contributed significantly
to CBO’'s recent increase in cost estimates for the Medicare drug
benefit. We have a lot to learn about drug companies in this
country.

What do people pay for the same drugs in other .countries? Take
a look at«the chart on my.right [REFER TO APPENDIX F OF AGING
COMMITTEE STAFF BRIERING PAPER], titled "International Drug Price
Comparison®. It shows we .pay.ss much as five times more than
European citizens pay.for prescription drugs.

And here in the United ‘States, the price you pay for a

* prescription drug depends on-who you are and what kind of a deal
you can strike with the manufacturer. The final chart [REFER TO
APPENDIX H OF AGING COMMITTEE STAFF BRIEFING PAPER) entitled "Range
of Market Prices for Prescrfption Drugs® shows how hospitals and
the Voterans cAdministration:get the best prices, and Medicaid,
Medicare and thenpublic buying at pharmacies get the worst prices,
because the -pharmacies have.to pay high prices. :

We’ll be learning-a lot more about these and other issues from
our witnesses today.- I look forward to hearing from them and
beginning the process toward.-assuring we as a nation are getting
our money’s worth from our investment in prescription drugs.
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NEWS FROM

'SENATOR JOHN HEINZ=——=

SPECIAL COMMITTEE ON AGING

Senate Hart 628 Washington, D.C. 20510-6400 (202) 224-1467

July 18, 1989 Madelyn Glist
. (202)224-1467

OPENING STATEMENT SENATOR JOHN HEINZ (R-PA)
SENATE AGING COMMITTEE HEARING ON
PRESCRIPTION DRUG COSTS
18 JUuLY 1989

Mr. Chairman, I too am concerned about the potentially
oppressive costs of prescription drugs for America’s aged and
thank you for calling this hearing today.

A few weeks ago, an 82-year-old constituent in New Cumberland,
Pennsylvania wrote me about the burden of paying for the 100
pills she must take every month. Even with a medigap policy,
Mrs. C writes, she pays hundreds of dollars out-of -pocket
annually for drugs, and the cost creeps up by 10 percent or more
each time she gets a refill.

Mrs. C is typical of millions of older Americans whose fixed,
limited incomes increasingly are eroded by rising drug costs.
Of the $9 million seniors spent for prescription drugs in 1986,
$7.3 million ~- or more than 4 out of every 5 dollars -~ came
from their own pockets.

By including a prescription drug benefit in the Medicare
catastrophic Act, Congress acknowledged the considerable burden
of drug costs on the elderly, a burden that studies have shown
actually prevents many seniors from getting the medications they
need. As currently structured, more than 5 million elderly,
each of whom presently spends over $600 a year on medication,
would be helped by this benefit.

I am concerned over new estimates from the Congressional Budget
Office (CBO) that suggest the prescription drug benefit is too
costly for the government to finance with current revenues. As
the principle author of this legislation, I remain convinced
that the benefit not only is necessary, but that it is
financially feasible. I have asked CBO to revisit their
calculations. :

In addition to the financial protections provided under the drug
benefit, the Catastrophic law also establishes a unique,
nationwide tracking and reviewing system that allows pharmacists
to monitor the prescription drug regimens of Medicare
beneficiaries. More than 250,000 elderly are hospitalized for
adverse drug reactions or side effects from over-the-counter
drugs each year. The Drug Utilization Review (DUR) program can
save both lives and dollars by preventing such hospitalizations.

Senator Wilson and I have introduced legislation, S. 859, to
fine-tune what we believe are some of the shortcomings of the
DUR program as written into Catastrophic, including safeguarding
the confidentiality of data and making better use of existing
technology from the Department of Defense. I hope we will be
able to deal with these recommendations as part of the
reconciliation process.

(over)
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Mr. Cheirman, on-thezissue of fine-tuning, you have joined
Senator Wilson and me in expressing some serious concerns about
the Health Care Financing Administration’s Request for Proposal
(RFP) for.the 'DUR system. HCFA’s vision of a DUR falls far
short of Congressional intent and underestimates the
technological feasibility of a comprehensive system. The
General Accounting Qffice (GAO) is about to release a report on
this subject. I would hope that Acting Administrator Hays will
be open to amendments to the RFP as called for by the GAO
findings.

Congress has applied cost containment measures to hospitals and
physicians under Medicare. There is no question that drug costs
deserve similar evaluation and that Congress may need to
legislate to control the rate of increases. Today’s hearing is
an important step in evaluating the extent of the problem and
the relative weight of the caugses. Again, I.commend you for
bringing us together this morning and would urge you to schedule
a second hearing on the DUR in the near future.
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SENATOR BILL BRADLEY TESTIMONY
PRESCRIPTION DRUG HEARING y
SENATE SPECIAL COMMITTEE ON AGING

JuLY 18, 1989

Mr. Chariman, I thank you for holding this hearing today.
Prescription drugs represent a major and growing cost for the
Nation's elderly. And they provide significant benefits in
terms of length and quality of life.

Mr. Chariman, we have an enormous task before us -- how
can you contain rising health care costs while at the same
time improve the quality of health care provided to senior
citizens? I believe the prescription Qrug benefit adoption
last year as part of the Medicare Catastrophic Coverage Act
was a good step in protecting the elderly from health care
costs. But clearly more will need to be done in the years
ahead.

I have a couple of questions that I would like to submit
for the record to Louis B. Hays, the Acting Administrator of
the Health Care Financing Administration.

As a general rule, what are the costs to the health care
system and benefits to consumers to treat disease conditions
with drugs rather than surgery or hospitalization? Can you
identify drugs which have saved Medicare money because they
have replaced surgery or hospitalization? Can these savings
be quantified? Are there drugs that cost Medicare money and
do not demonstrably improve the quality of life of Medicare
bgneficiaries? -

There are many ways to control costs for goods and
services, whether it be through regulatory control, the free
market or public ownership of a product. 1In the US, we have a
system of‘patented brand name drugs and generic drugs. We
often have a number of drugs in the same therapeutic category
used to treat a particular condition. How effective is ouf
current system of generic/brand name drugs in controlling
costs? What is the impact on costs and on benefits to
consumers when there are only several brand name drugs

available to treat a specific disease?
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STATEMENT OF SENATOR PETE WILSON

Senator WiLson. Mr. Chairman, thank you very much. I must
say that was a remarkable opening statement. I think it reveals
the need for the hearing. I commend you for conducting it.

Mr. Chairman, I would like to say at the outset that I am happy
to be able to welcome a constituent, Dr. George Rathmann, chair-
man of the board of Amgen, Inc., a company from Thousand Oaks,
CA. Amgen is a truly significant entrepreneurial biotechnology
firm, one really entering the market, and one‘that has gained great
national attention in recent weeks with the Food and Drug Admin-
istration’s approval of Epogen, its first commercial product and one
that provides treatment of the severe anemia often associated with
chronic kidney failure.

So if you're suffering from a lack of witnesses in other areas, you
have one here that I think will be both relevant, and one whom I
am pleased to introduce to the committee.

I will be required to be absent through a part of the testimony in
order to be on the floor for the State authorization bill. But let me
just say that the steady and continued growth in prescription drug
costs, as you have rather dramatically indicated in one of your
charts, not only significantly outpaced the rate of the general infla-
tion, but also significantly the cost of both hospital and physician
services. Inflation in prescription drug prices is of great and
mounting concern in both the public and the private sectors. For
many businesses the cost of prescription drug coverage is the fast-
est growing component of their health benefit packages with the
exception of what they provide by way of mental health and sub-
stance abuse coverage. .

The continued escalation of prescription drug prices has particu-
lar relevance to the Federal Government, as you have indicated, as
it prepares to implement a comprehensive outpatient prescription
drug program for elderly Americans under the Medicare Cata-
strophic Coverage Act. In anticipation of the Medicare prescription
drug benefit, Mr. Chairman, we are indeed well-advised to explore
the factors behind prescription drug pricing increases and to exam.
ine the means of obtaining prescription drugs at the best possible
price. .

One cannot help but be struck by the data to be shown this
morning, some of which you have shown in your opening state-
ment, that demonstrate the wide range of market prices paid for
brand name prescription drugs. As the data will show, the Depart-
ment of Veterans Affairs, for example, obtains prescription drugs
at a significantly lower cost than those expected to be paid by Med-
icare once the drug benefit is implemented. ’

And while differences exist in the Department of Veterans Af-
fairs and the Medicare Program in terms of their respective pre-
scription drug purchasing abilities, I believe we must thoroughly
explore the extent to which Medicare can organize itself to obtain
the best possible price for prescription drugs.

At the heart of this hearing, Mr. Chairman, is the question of
what can be done to restrain the costs of prescription drugs. Rising
drug prices alone, however, do not tell the whole story behind over-
all prescription drug expenditures. The. misutilization and inappro-
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priate prescription of drugs play a role as well. Therefore we also
must. vigorously explore other cost containment strategies to rein
- i prescription drug expenditures.

In this regard it is essential that Congress take full advantage of
technolegy to monitor the utilization and appropriateness of outpa-
tient prescription drugs. Inappropriate and excessive prescriptions
are particularly a problem for the elderly who, given the greater
likelihood of being under the supervision of more than one physi-
cian and of taking multiple medications, are at greater risk of ad-
verse drug reactions and interactions. In a report issued by this
committee last year, as many -as 120 million drug prescriptions for
older Americans may have been inappropriate, at a cost of over $2
billion for the drugs themselves. By preventing inappropriate and
excessive drug prescriptions, a prospective drug utilization review
system will result in a.substantial financial savings, but more im-
portant by far, in avoidance of inappropriate and perhaps harmful
_medication. While considerable savings will result-due to the dis-
continuation or modification of drug prescriptions, even greater
savings will come through avoiding the unnecessary and costly
drug therapy-related hospitalizations and remedial care that result
from this inappropriate drug prescription. And most importantly,
obviously, drug utilization review will save tens of thousands of
older Americans from the needless pain and suffering that comes
from adverse drug reactions and interactions.

Recognizing the potential of drug utilization review, Congress di-
rected the Department of Health and Human Services to imple-
ment a drug utilization review system as part of the new Medicare
prescription drug benefit.

Given my belief in the potential of drug -utilization review and
concerns that the Health Care Financing-Administration’s drug
utilization review implementation plans were not consistent with
Congressional intent, I authored legislation to clarify requirements
of the drug utilization review program to ensure a comprehensive
state-of-the-art system with-adequate privacy and confidentiality
safeguards. :

I am very pleased that you, Mr. Chairman, and the ranking
member, Senator Heinz, have joined me in sponsoring this legisla-
tion and I'm confident that prospective, comprehensive drug utili-
zation review will play a major role in our efforts to restrain the
costs of Medicare’s prescription drug benefit.

In closing, Mr. Chairman, I look forward to this Committee’s ex-
amination of prescription drug manufacturers’ pricing practices. It
is clear that as the Federal Government becomes a major purchas-
er of prescription drugs through the Medicare Program, we must
gxplore strategies for being a prudent and efficient buyer of such

rugs. :

In addition, I am hopeful that in the course of considering the
broad question of controlling costs of Medicare’s prescription drug
benefit, this Committee will have the opportunity in the future to
fully explore drug utilization review systems’ potential to save mil-
lions of dollars in unnecessary Medicare costs and to save thou-
sands of elderly Americans from needless pain and suffering.

Thank you. - .

The CHAIRMAN. Senator Wilson, thank you for your contribution.
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Let us see if we can sort of lay down a little rule—I should have
mentioned this earlier—if we can basically limit our opening state-
ments to around 3 minutes. I hate to call time on my colleagues.

Senator Reid.

STATEMENT OF SENATOR HARRY REID

Senator Reip. Thank you, Mr. Chairman, for providing members
of this committee with an opportunity to examine the current
crisis in prescription drug costs. I'd like to acknowledge and extend
my thanks to those witnesses that are going to appear.

We've all heard horror stories from people in our home States—
the cost of monthly prescription drugs, suddenly, for example, in-
creasing by two-fold, sometimes more than that; monthly prescrip-
tion bills surpassing monthly food bills, or worse, supplanting food
bills. Our elderly, in particular, must frequently choose between
going hungry at the end of the month or refilling an essential but
costly prescription.

As we discussed the various options for resolving the Medicare
Catastrophic Act controversy, we considered reducing benefit levels-
in order to accommodate lower taxes for seniors. One benefit which
would be sure to go would, of course, be the very expensive pre-
scription drug benefit. If we do away with the Catastrophic Act, as

hope we do, or if we remove some of the more costly benefits, in-
cluding the drug benefit, the need to stop rising drug costs will be
all the more urgent. Affordable prescription drugs are vital to this
Nation’s health.

Mr. Chairman, in your opening statement you talked a lot about
the profits that these companies make. And certainly this is some-
thing we must review closely, but we also must understand that
these drug companies are getting little, if any, help from the Gov-
ernment. Any expenditures they make in developing these new
drugs are coming from their own corporate accounts.

Mr. Chairman, several members of this committee—I know that
there are some that have had family members that have been ill—
have looked for these specialized drugs. Speaking for myself the
last little bit, I have had some experience with this with two mem-
bers of my family. Even though the drugs were very expensive, I
was very happy that the manufacturing companies went the extra
distance to come up with these specialized drugs.

So it’s a difficult balance that we have to make, that is, to make
sure that these companies have the proper incentives to continue
trying to come up with some of these drugs, as you have illustrat-
ed, these new drugs.

I think it goes without saying, Mr. Chairman, that striking a bal-
ance is difficult. There is an entirely new subject that we need to
be concerned about, and that is what the Government should be
doing to help these companies develop these new products. We
know that approximately one-third to one-fourth of all prescription
drugs come from the rain forests, but yet the rain forests are being
destroyed. So, this problem, even though it indicates that people
are paying a lot for drugs—and I acknowledge that, and recognize
that we have to do something to stop the spiraling costs—we also
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have to be concerned that there is an incentive for these drug com-
panies to continue manufacturing and developing new products.
The CHAIRMAN. Thank you very much, Senator Reid.
Senator Grassley. :

STATEMENT OF SENATOR CHARLES GRASSLEY

Senator GrassLey. Thank you, Mr. Chairman.

. Tt appears that the recent reestimate of the cost of the Cata-
strophic Health Care Act shows that the surplus which we recently
thought would be available for reducing the cost of that program to
the taxpayers has disappeared. It was this surplus which was ex-
pected by some Senators to allow for the rollback in the rates so as
to respond to the anger of those that will pay the supplemental
premium. As I understand it the surplus disappeared because rees-
timates of the program costs showed that the prescription drug
berg:(fl'lt ‘was going to be much more expensive than we had antici-
pated.

-1 gather that the witness from the Health Care Financing Ad-
ministration will say today that these Congressional Budget Office
estimates, that have been back and forth on both ends of the court
over the last month, are in keeping with what the Administration
‘has been projecting for program costs for some time. It seems
pretty clear that if drug prices-escalate at a rapid rate, costs for
the prescription drug program—assuming that we let it go into
effect and that it is legislated—will present the Congress and the
Administration with some unpleasant choices.

If the past-is any guide to the future in our public life, all that
we have to do, Mr. Chairman, is look to what has been happening
to hospitals and doctors and the Medicare program in recent years
to get an.indication of what could be happening to drug manufac-
turers and pharmacists seon enough. And that is simply that when
the Federal Government gets into a program, we have a way of
helping drive up prices. Unfortunately, it’s probably going to be dif-
ficult to achieve a consensus on-thisssubject, because it is very con-
troversial.

~Weidhave in.our public debate on. the -subject ‘sharply different
viewszon the sources of the.problem. On the one hand, some think
that drug manufacturers have aggressively exploited their price

policies, which leads to very rapid inflation in drug prices. Price in-

creases in prescription drug products have run as high as 10 per-
cent per year until just the last -couple years and that’s consider-

ably in excess of the Consumer Price Index. : .

Now, manufacturer profits on prescription drug products run as
high as 15 percent according to some information in recent reports
from HCFA. On the other hand, it.is clear that it is risky and ex-
pensive to develop new products. Relatively few of the great many
-products in which- investments are made even make it into the
market.

The new drug approval process, which is long and complicated,

_ and contributes to delays in getting a new product to market, and
after new drugs make it to the market they have patent protection
for a-relatively short period of time before.cheaper generic drugs
make it to the market. With possible commencement of the new
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Medicare Prescription Drug Program, these issues all take on
added importance. So, of course, it’s very good that we hold this
hearing. However, I don’t know whether we can expect an answer
to this problem as long as the Federal Government is a driving
force in the cost of health care generally, and that’s going to be as
true as ever of this prescription drug program.

The CHAIRMAN. Senator Grassley, thank you very much.

Senator Shelby.

STATEMENT OF SENATOR RICHARD SHELBY

Senator SHELBY. Mr. Chairman, I'll try to be brief.

First of all I want to commend you, Mr. Chairman, for holding
this hearing. I believe it’s very important, and very important to
the American people, and especially the elderly.

The issue of prescription drug pricing is of interest to all of us,
but it impacts significantly upon the elderly, as the chairman has
pointed out. Many seniors are not limited to just one medication
each day, but are often taking several drugs at one time. For exam-
ple, approximately 6.7 million elderly are taking three or more pre-
scription drugs each day, or at one time, and one-third of the pa-
tients in nursing homes receive eight or more drugs daily, Mr.
Chairman.

Also, we know that the seniors over age 65, only 12 percent of
the population in this country, consumed 32 percent of the 1.53 bil-
lion prescriptions written in 1984. And that was in 1984; since then
this figure has risen significantly. I'm sure, Mr. Chairman, that
this figure has increased. Given these statistics, it is not difficult to
imagine the tremendous price tag associated with obtaining medi-
cation in this country.

However, I also truly believe that drugs are a very cost-effective
part of health care. A properly prescribed drug regimen can pre-
vent the onset of more serious illnesses and can often preempt hos-
pitalization. But soon many elderly individuals will be priced out of
the market. I've talked to many local pharmacists in my State of
Alabama who carry from month to month some of the elderly cus-
tomers who cannot afford some of their prescriptions, knowing the
serious consequences which may arise without the prescribed medi-
cation.

With passage of the Medicare Catastrophic Coverage Act last
year, Medicare will cover a portion of the costs of prescription
drugs. Therefore it is important to understand the pricing policies
and develop mechanisms for cost containment before the program
is fully implemented. I'm particularly interested in pricing differ-
ential practices, as you are, Mr. Chairman.

I'm anxious to hear from our distinguished panel of witnesses
this morning, and I would particularly like to thank Mr. Rath-
mann for appearing before this committee. As the chairman men-
tioned, several other pharmaceutical manufacturers were invited
but declined the offer. I think they should be here.

The CHAIRMAN. Thank you very much, Senator Shelby.

Senator Cohen.
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STATEMENT. OF SENATOR WILLIAM COHEN
Senator COHEN.. Mr=Chairman, I have a-very brief statement

- which I would like to insert in the record.

. This hearing is important to the elderly, to the taxpayers, and
certainly to the drug ‘manufacturing industry- itself,.and I will de-
prive the waiting audience of* further remarks from me so that we
can move on.

[The prepared statement of Senator Cohen follows:]
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Senator William S. Cohen
The Importance of Understanding Rising Prescription Drug Costs

I would like to commend the Chairman‘for holding a hearing
on this very relevant subject.

Prescription drugs are becoming an increasingly important
part 9f the medical care provided in -this country. As the costs
of medical care of. risen dramatically, the nation has searched
for more efficient and effective ways to provide care.
Increasingly, we are finding it possible and beneficial to use
prescription drugs as an alternative to some medical procedures.
Prescription drug treatment has not only become a more comfort-
able form of treatment in some cases, but it is less costly.
Patients benefitting from drug treatment may experience less pain
and be able to'return to normal daily routines quicker than they
have in the past.

While prescription drug treatment may be a less costly
form of treatment for certain ailments, the costs have still
been rising. This is of particular concern to our elderly
population who often have to bear the burden of paying for drugs.
And, as the e;derly consume a large portion of the prescription
drugs purchased, it is they who are most adversely affected by

the rising prices.
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The high cost of prescription drugs is also becoming more
of a concern to the government as we have-decided to embark N
on a major expansion of Medicare. It is crucial for us to under-

7

stand the nature of prescription drug pricing before we begin
providing the prescription drug benefit through Medicare begin-
ning in 1991. We are well aware of the difficulties we are
having controlling the costs of ‘Medicare. It is-essential that

government not add to the problem of medical care inflation

because of our presence in the prescription drug marketplace.

-phat will only make our health care woes worse. Today, we will
learn how to obtain a favorable spriee for prescription drugs that

benefits consumers and is "fair to pharmacists and manufacturers.
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The CuairmanN. Thank you very much, Senator Cohen.
Senator Kohl.

STATEMENT OF SENATOR HERBERT KOHL

Senator KoHL. Thank you, Mr. Chairman. I'd like to commend
you for your leadership on this issue.

We have nothing short of a crisis, as we all know, in American
health care costs. By and large it is those among us who are least
fortunate and least able to pay who seem to bear the brunt of the
costs. I've heard, as most people have, too many horror stories from
senior citizens. In my own State of Wisconsin there’s an elderly
lady from Reedsburg who wrote in just last week and said, “I pur-
chased 12 pills for $34 less 10 percent,” and she said, “This is ridic-
ulous, can’t we do something about it?”” And there’s the pharmacist
who tells about senior citizens doing without their prescriptions be-
cause they can’t afford them, or those trying to make the prescrip-
tions last longer by cutting their doses in half.-

There is a pharmacist’s cooperative that sent out prebid letters
for competitive pricing on multiscurce, nongeneric drugs and didn’t
get one taker. They seem to be doing their share to reduce the
price of the drugs to the consumer. Most pharmacists are even ab-
sorbing some of the costs, so what is the problem?

Well, I don’t claim to understand everything about the pharma-
ceutical business, but I do understand on a fundamental and moral
level that people have a right to quality health care and that mil-
lions of people on low and fixed incomes are getting squeezed out. I
understand that Government has solne responsibility with the
public purse. As a major purchaser of health care, the Federal Gov-
ernment has to do the most it can with the least amount of money.
That means getting a competitive price on prescription drugs.

As a businessman, Mr. Chairman, I know that business needs in-
centives to invest in things like research and development and to
be innovative. I know that there are certain fixed costs that have
to be covered, and I know that shareholders expect a certain return
on investment. So I can appreciate the value of Federal incentives
like patenting rights and research and development tax credits, as
well as the importance of profitable marketing strategies. But how
are all of these concerns balanced out there in the marketplace?
Who is looking out after the concerns of the elderly woman from
Reedsburg, WI? Who is asking if the product is worth the price,
and who out there, Mr. Chairman, is setting the rules of the game?

I look forward to hearing the testimony of these witnesses in an
effort to get a better sense of the answers to these big questions.
Thank you, Mr. Chairman.

The CHAIRMAN. Senator Kohl, thank you very much.

Senator Pressler.

STATEMEN™ OF SENATOR LARRY PRESSLER

Senator PRESSLER. Mr. Chairman, in the interest of time I shall
put my statement in the record. However, I want to commend you
for holding this hearing.

Also I want to state that small, independent, small town pharma-
cists are not guilty of the price problem. They frequently are
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unable to obtain the same discounts that are available to large pur-
chasing groups. They are at the mercy of the large companies. I be-
lieve this may be an example of large companies engaging in price
fixing. We need to determine if that is the reason.

I commend the one company that has appeared here today. I
hope we will have the cooperation of all manufacturing companies.
Also, I note from the one chart here that American citizens are
paying two to three times as much for their drugs than do people
in the developed Western European nations. This is a surprise. We
talk about the cost of medical care in this country; prescription
drug costs are a critical part of the problem. I commend the chair-
man and the committee for its investigation of this problem.

[The prepared statement of Senator-Pressler follows:]



PRESCRIPTION DRUG PRICING
STATEMENT FOR SENATE AGING COMMITTEE
JULY 18, 1989

LARRY PRESSLER

MR. CHAIRMEN: MANY THANKS TO THE CHAIRMEN FOR HOLDING THIS
HEARING ON THE PRICING OF PRESCRIPTION DRUGS. I aM PLEASED THAT
THE SENATE AGING COMMITTEE IS EXAMINING THE REASONS FOR THE HIGH
COST OF PRESCRIPTION DRUGS.

MY CONSTITUENTS ARE CONTINUOUSLY REMINDING ME OF HOW
EXPENSIVE IT IS TO PURCHASE MEDICATIONS. I UNDERSTAND THAT COSTS
ARE HIGH. HOWEVER, I, LIKE MANY 'OTHERS, DO NOT UNDERSTAND THE
COMPLEXITIES INVOLVED IN THIS ISSUE.

RETAIL PHARMACISTS ARE CONCERNED ABOUT THE COST OF
PRESCRIPTION DRbGS. THE INDEPENDENT SMALL TOWN PHARMACISTS, IN
RURAL SOUTH DAKOTA, ARE UNABLE TO OBTAIN THE SAME DISCOUNTS THAT
ARE AVAILABLE TO LARGE PURCHASING GROUPS.

WE NEED TO EXPLORE THE INTRICATE, ;ET SENSITIVE DIMENSIONS OF
ASSOCIATED WITH THE HIGH COST OF PRESCRIPTION DRUGS. I HOPE THAT
TODAY'S HEARING WILL ENLIGHTEN US ON THE MANY FACETS OF THIS
PROBLEM. I LOOK FORWARD TO HEARING THE TESTIMONY OF OUR EXbERT
WITNESSES
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The CHAIRMAN. Thank you, Senator Pressler.
Senator Warner.

STATEMENT OF SENATOR JOHN WARNER

Senator WARNER. Thank you, Mr. Chairman. I'll submit my
statement to the record.

I think that my colleagues have carefully summarized the prob-
lem. On the one hand you've got one of the strongest industries in
America, one that is contributing in a positive way to our negative
balance of payments, -one that has attracted attention from all over
the world because we are the world leader in producing some of
the finest prescription drugs to care for the ill. On the other hand,
we've got a segment of our society least able to pay that seems to
be bearing a disproportionate burden of the costs.

It would be my hope that the expertise that these industrial
giants have brought to bear on not only on the balance of pay-
ments but also the finest of drugs can now be turned to this ques-
tion of marketing. Let that expertise try and guide the Congress in
seeking a solution in this marketing problem rather than our strik-
ing out on our own in these uncharted waters. Clearly, there is a
problem. Clearly, there is a solution. Help us find it.

[The prepared statement of Senator Warner follows:]



SENATOR JOHN WARNER
July 18, 1989

SPECIAL COMMITTEE ON AGING

"PRESCRIPTION DRUG PRICES: ARE WE GETTING OUR MONEY'S WORTH?"

MR. CHAIRMAN, I AM PLEASED THAT THE COMMITTEE
IS TAKING THIS TIMELY ACTION IN EXAMINING PRICING PROCEDURES FOR
PRESCRIPTION DRUGS. WITH THE ADVENT OF MEDICARE COVERAGE OF
PRESCRIPTION DRUGS BEGINNING IN 1991 AND THE VAST OUTLAYS THIS
WILL INVOLVE, WE MUST EﬁDEAVOR TO FULLY UNDERSTAND PRICING AND
PRODUCTION POLICIES OF THE PHARMACEUTICAL INDUSTRY. WHAT,
EXACTLY, ARE WE IN FOR - - CAN WE INDEED PROJECT THE ULTIMATE

IMPACT ON THE MEDICARE TRUST FUNDS.

I UNDERSTAND THAT THIS IS MEANT TO BE AN INITIAL HEARING IN A
LENGTHY OVERSIGHT INITIATIVE. THERE IS NO ACCOMPANYING
LEGISLATION PROPOSING SOLUTIONS TO IDENTIFIED PROBLEMS. WE ARE
HERE TO GET WHAT FACTS WE CAN TO BETTER ASSIST THE CONGRESS IN

MEETING THE DEMANDS OFITHE NEAR FUTURE.

I HAVE BEEN IMPRESSED WITH THE INFORMATION PROVIDED TO THE
COMMITTEE BY THE DEPARTMENT OF VETERANS AFFAIRS (DVA). THROUGH
BOTH OF THE DEPARTMENT'S PROCUREMENT ARMS - - THE DEPOT SYSTEM
ACQUIRING BULK PHARMACEUTICAL COMMODITIES AND THE FEDERAL SUPPLY
SCHEDULE SYSTEM DIRECTLY NEGOTIATING FOR PRO?RIETARY AND GENERIC
DRUGS --, DVA REPRESENTATIVES HAVE BEEN ABLE TO SECURE

SIGNIFICANT PRICE DISCOUNTS.

DVA IS PRACTICING PROVEN MARKETPLACE SKILLS IN NEGOTIATING ON
A COMPETITIVE BASIS WHEREVER POSSIBLE. THE KEY, OF COURSE
INVOLVES COMPETITION AND VOLUME. WHAT THE COMMITTEE SEEKS TO
EXAMINE IS WHETHER ON NOT THESE MARKETPLACE TECHNIQUES CAN BE
ADAPTED FOR PURPOSES OF OTHER GOVERNMENTAL PROGRAMS, PRINCIPALLY

MEDICARE.
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THE EXAMPLE PROVIDED FOR THE COMMITTEE IN THE VITAL NEW DRUG
EPOGEN- MAY BE A GUIDE, BUT IT ALSO MAY PROVE TO BE AN EXCEPTION.
THE BEALTH CARE FINANCING ADMINISTRATION (HCFA) HAS AGREED TO A
SIX MONTH DEMONSTRATION GUARANTEEING A NEGOTIATED PRICE FOR THE
DRUG WHEN ADMINISTERED IN KIDNEY DIALYSIS. THIS IS AN
ESTABLISHED MEDICARE-COVERED PROCEDURE, A CAPTIVE MARKET, IF YOU

WILL, IN WHICH IT IS RELATIVELY SIMPLE TOC IDENTIFY COSTS.

WHAT REMAINS TO BE SEEN, HOWEVER, IS HOW THESE MARKETPLACE
PRINCIPLES CAN BE APPLIED FOR THE AVERAGE MEDICARE BENEFICIARY
PURCHASING VARIETIES OF PRESCRIPTIONS FOR THE ENTIRE RANGE OF
MEDICAL CONDITIONS. I AM HOPEFUL THAT THIS MORNING'S HEARING WILL
SET US ON THE ROAD TO PROVIDING FOR MEDICARE BENEFICIARIES THE

BEST DEAL WE CAN IN SECURING AFFORDABLE PRICING FOR PRESCRIPTION

DRUGS .

MR. CHAIRMAN, THANK YOU AGAIN, AND I LOOK FOWARD TO
PARTICIPATING IN WHAT WILL SURELY PROVE TO BE A VALUABLE

INFORMBITION GATHERING PROCESS.
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The CHAIRMAN. Senator Warner, thank you.
Senator Graham.

STATEMENT OF SENATOR BOB GRAHAM

Senator GRauAM. Thank you, Mr. Chairman. I wish to cornmend
you for these very important hearings. I ask permission to submit
an opening statement for the record. .

Mr. Chairman, I would encourage this committee to look at the
efforts which have been taken by a number of States. I see that
we're going to have the State of Kansas represented today, where
the effort has been made to use the ability of the State and large-
scale purchases to the benefit of the older citizens of those States. I
believe there are some important lessons there that can be applied
at a national level.

Thank you, Mr. Chairman. I think this will be a very construc-
tive series of hearings. -

[The prepared statement of Senator Graham follows:]



B0OB GRAHAM
FLORIDA

Mnited States Denate

WASHINGTON, DC 20510
OPENING STATEMENT OF SENATOR BOB GRAHAM

UNITED STATES SENATE SPECIAL COMMITTEE ON AGING
washington, D.C.
July 18, 1989
Hearing on Prescription Drug Pricing

I share -Chairman Pryor's concern over the ever increasing cost of
prescription drugs. As Senator from the State of Florida,
representing three million elderly Floridians, I am pleased to
participate in this hearing.

Health care costs, in general, have been continually rising for
older Americans. On the average, they account for 16 percent of
personal income, ciose to $1900 per year. For three out of four
seniors in our nation, prescription drugs are the largest out-of-
pocket expense they must pay.

Rising health care costs and an aging population create increasing
pressures on public and private health care financing programs.
While health care needs are increasing, the resources available to
meet those needs are not. Because drug prices have been rising
faster than economy-wide inflation since the 1970's, it is
imperative that we study this component of health care costs.

1 look forward to hearing-from our panel of distinguished

.witnesses today. Their considerable expertise and testimony will

help to us to better understand how prescription drugs are priced,
and what role their pricing plays in overall health care costs.
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The CHAIRMAN. Senator Graham, thank you very much for your
statement.

Senator Kassebaum.

STATEMENT OF SENATOR NANCY LANDON KASSEBAUM

Senator KasseBaAum. Thank you, Mr. Chairman. I'd like to ask
that my full statement be made a part of the record.

You obviously can tell by the interest in this hearing that you’ve
touched a very sensitive nerve, and I think it's a very important
and timely hearing. I would just like to say, Mr. Chairman, briefly,
that T have a rather parochial interest in this hearing. Although
you have many fine witnesses testifying this morning, I’'m particu-
larly proud of one from Kansas, Winston Barton, the head of our
State’s SRS program. He is accompanied by John Alquest, the

- Commissioner of Income Maintenance and Medical Services at-
Kansas SRS.

It is an innovative program that we have in Kansas that he will
be speaking about. It has attracted a lot of attention and I am sure
it 'will be of great interest to the committee. It’s a great pleasure to
have Mr. Barton testifying here this morning.

[The prepared statement of Senator Kassebaum follows:]

31-352 0 - 90 - 2
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Prescription Drug Prices
Special Cormmittee on Aging
U.S. Senate
Senator Nancy Landon Kassebaum
July 18, 1989

- I would Yike to thank Chairman Pryor for calling this very timely
and important hearing on the alarming rise of prescription drug prices.

- Prescription drug prices in this country are projected to jump about

- 9 percent in 1989. By comparision, the overall consumer price index is

expected to rise only about 5 or 6 percent. Such rapid growth in drug
prices has been going on for several years now, and shows only nominal
signs of siowing down, _ -

- As the implementation date for Medicare's new prescription drug
benefit looms ever closer, it is imperative that we focus on the reasons
for these price increases and begin examining ways to control them.

- Beginning in 1991, the Medicare program will be obligated to pay a
significant portion of the drug costs incurred by the nation's elderly. As
we are all aware, this benefit is rapidly shaping up to be much more
expensive than anyone ever anticipated. Just last week, for example, the
Congressional Budget Office released a report predicting a $4.7 billion
shortfall in the catastrophic drug benefit by 1993. Clearly, the problem
of rising prescription drug costs is one we can i11 afford to ignore.

- 1 certainly appreciate the fact that pharmaceutical manufacturers
must invest heavily in costly research in order to continue producing new
and better drugs. Such medical innovation is vital to the nation's health
—-and it seems to me entirely reasonable that drug companies be allowed to
pass at least some of this cost on to consumers.

- Nevertheless, there are those who seriously question whether the
current rate of price increases can be fully explained by increased
expenditures on research and development. Some would even go so far as to
suggest that the free market is not working in the drug industry today.
These are serious questions, and I am hopeful that the witnesses here today
can help this committee arrive at some valid answers.

- We will hear today from a number of panelists well qualified to
address the issue of rising drug prices. One of these, I am pleased to
say, is Winston Barton, secretary of Social and Rehabilitation Services in
my home state of Kansas.

- In his two years as secretary, Mr. Barton has nurtured the ,
development of an innovative procedure for controlling drug expenditures in
the Kansas Medicaid program. Using a system of soliciting bids from drug
manufacturers, Medicaid in Kansas has begun to save significant sums of
taxpayers' money. Although it is still in its infancy, the Kansas Medicaid
"bid" program appears to hold significant promise, not only for my state,
but for the nation as well.

- 1 commend Mr. Barton for his pathbreaking work, and I look forward
to his testimony, as well as that of the other witnesses. Thank you.
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The CHAIRMAN. Thank you, Senator Kassebaum.
I believe Senator Simpson is next.

STATEMENT OF SENATOR ALAN SIMPSON

Senator Simpson. Well, Mr. Chairman, what have you been up
to? I mean, I just was gone for a few weeks——

The CHAIRMAN. I think this is the largest crowd of Senators that
‘we've ever.had at an Aging hearing. Thank you.

Senator-SiMpsoN. Did you count the cameras?

The CrairMaAN. I have not counted them. [Laughter.]

Senator SimpsoN. It’s important. Seven camera hearings are
pretty good. But I think you’ve done well.

Well, my friend, you’re embarked on one now, and Senator Pryor
and I came to this remarkable place at the same time, the same
year, and I have the deepest respect for him. I admire what he

* tries to do in this committee.

I will ask, "Mr. Chairman, that the full text of my remarks
appear in therecord as if read in full.

We-certainly have a vexing issue here in front of us. Catastroph-
ic~Health Care. We went through the anguish of crafting that bill;
we heard the figures. You know, ‘not everyone over 60 is in dire
poverty in the United States. And I do get so tired of listening to so
many special interest groups somehow trying to impel us along the
road that everybody over 60 is in poverty, and just barely scratch-
ing through in this terrible society. That’s not true.

There are people who are in poverty, but we spend a lot of time
-trying to find them to help them, or else we wouldn’t have a
budget of $1.2 trillion and a vote on a debt. limit extension next

- month of $3.2 trillion. Now, that’s what the debt limit extension of
the United States is, and we’ll vote on it next month, and it's $3.2
trillion. We are a pretty generous country. Unfortunately, we have
people who don't always play the game like others should.

‘I don’t know what we’ll find here, Mr. Chairman, but the drug
bemefit is an important part of Catastrophic, and we’re going to
review that.. These great- divergences in price are rather stunning
to me.: I chaired the Veterans’ Affairs Committee. I Jjust don’t know
‘how you can take the same pill and peddle it at eight- different
price levels, and how that’s right. And I really am interested in the
difference between R&D and revenue, and profit, and I think it
would be well worth investigating to see what we will come up
with. And ifswe find that, as we crafted it, the Catastrophic Act as-
sures that Government will pay ‘top premium dollar, 'm going to
‘be totally offended by that if that's the gimmickry that goes on,
and these are the same guys that come shrieking around and hang-
ing around our office like.poor relatives asking about the deficit.
[Laughter.]

. They are-in it up to their ham- hocks if that’s the case. I think I
want to be right in the middle, helping to see what we can do with
that.

And I thank you, Mr. Chairman.

[The prepared statement of Senator Simpson follows:]
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Prepared statement of Senator Simpson

Thank you, Chairman Pryor, for calling this important and timely

hearing on prescription drug prices and purchasing arrangements.

The new coverage of prescription drugs enacted under the Catasgrophic
Coverage Act is an important addition to the Medicare benefit package.
However, CBO’s recent cost estimates of the drug benefit suggest that,
using the reimbursement formula spelled out in the law, we will have
great difficulty supporting that benefit with scheduled revenues.

Under the existing reimbursement formula, in fact, the program will run

a deficit of nearly $3 billion by 1992.

Mr. Chairman, the drug benefit is important -- some argue that it is
the most important -- protection for senior citizens contained in the
néw Catastrophic law. However, some are already arguing for repeal of
this benefit based on'deficif projections for the program. Before we
take such drastic action, Mr. Chairman, perhaps we should reexamine
whether our reimbursement mechanism assures efficient purchases on

behalf of beneficiaries and guarantees maximum value for the dollar.

The federal government, by its sheer size, has awesome purchaéing power
and thus ought to be able to negotiate some of the best prices in the
market -- without resorting to some sort of regulatory price fixing
scheme. However, recent investigations by this Committee, HHS, and
other Congressional committees suggest that we may have crafted a

Medicare payment policy for prescription drugs that virtuaily assures

that Medicare will pay top dollar for pharmaceuticals.

In addition, while crafting the Catastrophic Act, the Committees paid
little attention to the relative value of the thousands of drug
.products for which Medicare will pay under this new law. Mr. Chairman,
that is not wise policy. If this Committee’s inquiry reveals that we
have crafted a policy that has the federal governmeﬂt paying
exhorbitant prices for pharmaceuticals of guestionable value, then we

should revisit that policy.

Thank you, Mr. Chairman. I look forward to hearing from our witnesses.
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The CHAIRMAN. Thank you, Senator- Simpson.
Our first panel is here today. I'm going to limit each witness to 3
minutes.

-Well, let me first.tell you folks about our first panel. Our first
panel consists of persons who can get, or at least try to get reduced
prices not only, Senator Simpson, for the Government, but also for
the consumer. Our first witness is Dennis Styrsky, Chief of Phar-
maceutical Products Division at the Department of Veterans Af-
fairs, who will discuss what price discounts are at the Veterans Ad-
ministration. We salute you, by the way, Mr. Styrsky, at being able
to receive them. A

Next ‘will be Winston Barton, Secretary of the Kansas Depart-
ment of Social and Rehabilitation Services, who will describe his

- State’s innovative Medicaid bidding program, unlike any other in

H

the country, and also the mixed success that he has had in obtain-
ing-reduced pricing from the drug manufacturers.

The final member -is William Mincy, a partner in the Lenco
Group consulting firm, who will describe how well the retail phar-
macy buying groups have fared in securing discounts from the drug
manufacturers.

The full body of your statements will be placed in the record, as
will all opening statements of our members of the Aging Commit-

" tee this morning.

Mr. Styrsky, you see the little green light. That means you're on.
That’s your warning, and then I'm going to have to cut you off in 5
minutes.

STATEMENT OF DENNIS STYRSKY, CHIEF, PHARMACEUTICAL
PRODUCTS DIVISION, MARKETING CENTER, DEPARTMENT OF
VETERANS AFFAIRS, HINES, IL

Mr. Styrsky. Mr. Chairman and members of the tommittee, I am
pleased to be here today to discuss .the issues-related to prescrip-
tion drug pricing and the Department of Veterans Affairstprocure-
ment program for prescription drugs.

Our mission is to provide drugs by the most economic method of
supply to the Government customer by either contracting for depot
stock or -Federal supply schedule. -In contracting for our .depot
stocked single source pharmaceutical products, discounts~vary from
22 to 90 percent when compared to the average wholesale price, the

-variance being based on the manufacturers’ pricing policies and

willingness to negotiate for a market -they possess. - For -multiple

- source drugs we typically obtain discounts ranging-from 39 to 93

percent.

We have analyzed the cost of drugs from-1981-tothe present for
items in our depot distribution system. It is difficult to identify a
trend in the cost because variables such as competition have a dra-
matic effect. It is relatively safe to identify single source drug costs
as increasing annually.

We believe the contracting efforts by the Department of Veter-
ans Affairs support efficiency and effectiveness in eur program,
since we have contained overall drug -costs within' or cbelow the
total marketplace. The effect of competition for» multiple source
drugs is evident through cost reduction. Multiple source drug



34

prices have declined in our depot system an average of 51.7 percent
below those prices paid in 1981 for the comparable brand name
item.

In preparation for single source drug negotiations we obtain as
much information as possible concerning the current pricing of the
drugs for which we are contracting. This is accomplished by re-
viewing commercial publications such as the Drug Topics Redbook
and a monthly publication which provides updates on brand name
prices from Medispan. We also review the current Producer Price
Index and prior year pricing as a minimum to prepare ourselves

- for negotiation. Generic drugs are reviewed the same way, but
there is no question that the existence of competition is the driving
force in negotiating the best prices for generics. Market awareness
and price analysis confirm the reasonableness of the contract
-award, but if the offerors were not in direct price competition, the
Department of Veterans Affairs would be in a less advantageous
position.

Recently the Waxman-Hatch Act has had a positive influence in
stimulating the introduction of generic drugs and the effect is very
noticeable. Competition and large volume are the keys to favorable
prices. Qur negotiations are always carried out with the best inter-
est of the Government in mind while recognizing the need for a
win/win end result,

The Department of Veterans Affairs negotiates and manages its
Federal supply schedules for drugs and pharmaceuticals under the
format prescribed by the General Services Administration. Obtain-
ing a Federal supply schedule contract for a proprietary product
line on a multiple award schedule requires the disclosure  of dis-
counting practices for all classes of trade. Bidders complete a dis-
count schedule and marketing data section of the solicitation with
this information. We have developed a computer program which
performs a price analysis of the drugs and compares the Govern-
ment’s position to the most favored customer supplied by the of-
feror. It also determines a negotiation objective for Government
based on the analysis and prices offered other customers. The use
of this program has enhanced our ability to negotiate under the
Federal supply schedule and obtain better pricing for the Federal
customer. : ’

Our generic drug Federal supply schedule identifies the specific
items we intend to have under contract. Offerors provide a price
only. Since no disclosure data exists, we determine an average com-
mercial price from all suppliers identified through the Redbook.
This represents the maximum price determined  reasonable for
Government, and negotiations are conducted with suppliers to
obtain an equal to or better price. If this is attained, the item is
awardable. If not, no award is made to that supplier.

Our Federal supply schedule assignments are of the multiple
award type because there are subtle differences even in therapeutic
equivalent drugs. Buffering agents and tablet compression can be
variables that are not addressed by the compendia.

Generally the Department of Veterans Affairs obtains discounts
through its Federal supply schedule program averaging 41 percent
for single source prescription drugs and: 67" percent for multiple
source drugs when measured against wholesale prices. We wish to
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- emphasize that these prices represent the cost to the Government
through commercial distribution channels and not drugs owned
and distributed through depot stock.

Up to this point T have emphasized the positive factors in the De-
partment’s drug acquisition program; however, we do have to con-
.tend with certain adversity such as manufacturers that choose not
" to participate in either the Federal supply schedule. or our -depot
distribution program. We meet these circumstances by seeking-al-
ternative sources that may_.be manufacturing the products which
the Department requires. Success is unfortunately very limited.

The single:problem .encountered in negotiating with manufactur-
ers generally relates. to the market share Department of Veterans
Affairs Medical Centers represent.

- The CHAIRMAN. Mr. Styrsky, I apologize. I'm going to have to—
‘our red light is on. We do have some questions and the full body of -
your statement will be placed in the record. I really appreciate
your testimony, and we salute the VA for this very,-very good
* buying program.

-[The prepared statement of Mr. Styrsky follows:]3

3 See appendix 2, p. 348 for further information and answers to questions by the Department
of Veterans Affairs.
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STATEMENT OF.

DENNIS M. STYRSKY

CHIEF,- PHARMACEUTICAL PRODUCTS DIVISION
MARKETING CENTER
DEPARTMENT OF VETERANS AFFAIRS
BEFORE THE
SPECIAL COMMITTEE ON AGING
UNITED STATES SENATE

JuLy 13, 1¢39
Mr. Chairnan an? Members of the Committee: i

I an pleased to be here today to discuss the issues related, to prescfipt}on

drug pricing and the Department of Veterans Affairs procurement program for

prescription drugs.
The Department of Veterans Affairs contracts and obtains drugs for i;s depot
distribution program in support of the Mecdical Center netwogk and other
Government ordering offices. Also the Department has been delegated the
Fede;al Supply Schedule responsibility for drugs ané¢ pharmaceuticals. We
accomplish this by cost effective use of two nultiple award Federal
Supply Schedules, a commerci;l style catalog which is primarily for
proprietary product lines and a Schedule of known generics with substantial
use potential. This' organizational structure provides total commodity

management and a full overview of the Federal drug marketplace.

Our mission is to provide drugs by the most economic method of supply to the
Government customer by either contracting for depot stock‘or Federal Supply
Schedule. In contracting for our depot stocked single source pharmaceutical
products, discounts vary from 22% to 90% when compared ‘with the average
wholesale price, the variance being based on the manufacturers' pricing
policies and willingness to negotiate for a market they posséss. For multiple
source drugs we typically obtain discounts ranging from 39% to $3%, but most
multiple source drugs in our depots §re currently being purchased with
discounts of greater than 80% from Average wWholesale Price. ﬁe have analyzed
the cost of crugs from 1981 to the present for items in our depot distribution
system., It is édifficult to idéntify a trend in cost because variables such as
re .
competition have a dramatic effect. It is relatively safe to identify single

source drug costs as increasing annually.
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The VA and the Department of Defense have been actively involved in Shared
Procurement for drugs and medical supplies since 1978. The Departments
consolidate their requirements and assign contracting responsibility to one
subordinate office, either the VA Marketing .Center or Defense Personnel
Support Center, Directorate of Medical Materiel, The program has been
effective in maintaining reasonable prices for drugs. The Public Health
Service was added to the agreement in 18984 and has been a user of the
contracts negotiated by 'VA and Dob. Public Health Service has become actively
involved in contracting through the vaccine .acquisitions for childhood
immunization. The. Public Health Service's role is being expanded and soon

they will absorb a greater ‘portion of the contracting responsibility for drugs

‘previously done by VA and poD.

We would like to address three drugs on :he committee's list. Atenolol, 50
mg, 100's, pDilitiazem Tabs, &0 mg, 100's, ané Digoxin Tabs, .25 mg, 1000's are
single source drugs that have been in the Department's depot gdistribution
system for different periods of time. We have contracted for Atenolol since
1985, and it is currently costing the Department of Veterans Affairs 34% more
than it did in 1985. Dilitiazem Tabs has been in the depot system since 1983,
and the price has increased a total of 28% over the six year period. ‘Digoxin
bas increased 656% Since 1981 as. a directed: source procurement .for. the brand
name Lanoxin vb};t I-.i‘s Still 22% below the Averager Wholesale Price. These drugs
overall are well within and belov‘z the Producer Price Index for prescription
drug products which has increased an average of $.5-13% annually for the past

10 years.

We believe the drastic increase in the price of Digoxin is related to the
exceptionally low priee that existed during the early 1980's. Increased
demand associated with -an aging population necessitated price adjustments for
profitability in a relatively short time. Digoxin is reviewed arrhua’lly prior
to contract award and the pricing offered VA is consistently the best price

available.

We believe the contracting efforts by the Department of vVeterans Affairs
support efficiency and effectiveness in our program since we have contained
overall costs wi‘thi'n or below the total marketplace. The effect of
competition for multiple source drugs is evident through. cost reduction.

Hultiple scurce drug prices have declined in- our depot -system an average of

*51.7¢ below.those prices paid ‘in 1981 for the comparable brand name item,
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In preparation for single source drug negotiations, we obtain as much
information as pcssible concerning the current pricing of the drugs for which
we are contracting. This is accomplished by reviewing conmercial publications
such as the "brug Topics Redbook® and a monthly publicatiocn which provides
updates on brand name prices from *Medispan*. We also review the current
Producer Price Index and prior year pricing as a minimum to prepare ourselves
for negotiation. Generic drugs are 'reviewed t'he same way, but there is no
question that the existence of competition is the driving force in negotiating
the best 4ptices for generics. Market awareness ané price analysis confirm th2
reasonableness of the contract award, but, if the offerors were not in direct
price competition, the Department of Veterans Affairs woulé be in a less
advantageous position. The Waxman Hatch Act has had a positive -influence in
stimulating the introduction of generic drugs and the effect is very
noticeable. Competition and la'rge volume are the keys to favorable prices.
Our negotiations are always carried out with the best interest of the

Government in mind while.recognizing the need for a *win/win® end result.

The Department of Veterans Affairs negotiates and manages its Federal Supply
schedules for DPrugs and Pharmaceuticals under the format prescribed by the
Génetal Services Administration, Obtaining a Federal Supply Schedule contract
for a proprietary product line on a multiple award schedule requires the
disclosure of discounting practices for all classes of trade. Bidders
complete a Discount schedule and Marketing Data section of the solicitation
with this information. We have developed a computer program which pe‘rforms a
price analysis of the drugs and compares the Government's position to the
*most favored customer® supplied by the offeror. it also determines a
negotiation objective for Government based on the analysis and prices offered
other customers. The use of this program has enhanced our ability to
negotiate under the Federal Supply Schedule and obtain better pricing for the

Federal customer.

our generic drug Fede‘ral Supply Schedule identifies the 'specific items we
intend to have under contract. Offerors provide a price only. Since no
disclosure data exists, we determine an average commercial price from all
supplie.rs jdentified through-the ®Redbook®. 'This represents the maximum price
) determined reasonable for Government, - and negotiations are condhcted with
suppliers to obtain an equal to or better price. .If this is attained, the
item is awardable., If not, no award is made to that supplier. Our Federal
supply Schedule assignments are of the multiple award type because there are
subtle differences even in therapeutic equivalent drugs. puffering agents and

tablet compression can be variables that are not addressed by the compendia.
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To substantially strengthen the Government's ability to obtain lewer prices,
we have required all manufacturers and distributors interested in contracting
under the proprietary Pederal Supply Schedule program to provide their actual
commercial salesadata to the Government. for any item they propose to include
in their contract. Items with less than. $2,000 in annual sales to Government
will not be considered for award, nor will a contractor- who cannot provide
more than $25,000 annually in ‘total Government sales. The significance of
these thresholds relates to the need for the specific item. The annual

sales must exceed the Small Purchase Authority prescribed in the Federal
Ac;:;uisition Requlations. Failing in either of these categories makes the cost
to negotiate, award and administer a contract unfavorable for the Department
of Veterans Affairs since any Federal ordering office could make a single
purchase under the Small Purchase Authority for the entire Government,

Conversely, we idsntify those products for which the Government makes

substantial purchases, and we negotiate on the strength of this volume.

Generally the Department of Veterans Affairs obtains discounts through its
Federal -Supply Schedule program averaging 41% for single source prescription
drugs and 67% -for multiple source drugs when measured against wholesale
prices. We wish to emphasize that these prices represent the cost to the
Government through commercial distribution channels and not drugs owned and

distributeqd through depot stock.

We are reducing the cost to contract with the Government by eliminating
duplication of contracting within the Department of Veterans Affairs. Our
goal is to make our organization more effective by bringing basic business
principles and procedures into Government contracting. Use of Federal Supply
schedulé requote and tiered pricing procedures established by the General
Services Administration has given us. the ability to reduce the costs
associated with doing business with Government. This has established the
significance of the Federal Supply Schedule contract, and, through this ang
tracitional contracting methods, we maintain total support for the Department

of Veterans Affairs and all other Executive Branch Federal activities.
The benefits of the requote/tiered pricing procedures are:
1.

Establishes through Multiple  Award Federal Supply Schedule the broadest

conpetitive base from which single award contracts can be awarded.
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2,
Accomplishes all special program functions more economically and efficiently

such as adding items in support of central distribution.

3.
Presents a single face to industry of total Government requirements through a

uniform method of contracting with one primary Government contracting activity.

4,
Reduces duplication of effort and resources by Government and Industry to

provide pharmaceuticals for various delivery systems.

5.
laximizes Government leverage in negotiations and provides the needed
flexibility to react and acquire generic equivalents when they enter the

marketplace resulting in guick response to changing market conditions and

lower cost.

Up to this point, I have emphasized the positive factors in the Department's
drug acquisition program; however, we do have to contend with certain
adversity such as manufacturers that choose not to participate in either the
Federal Supply Schedule or our depot distribution program. We meet these
circumstances by seeking alternative sources that may be manufacturing the

products which the Department requires. Success is unfortunately vefy limited.

The single problem encountered in negotiating with manufacturers generally
relate_s to the market- share Department of Veterans Affairs Medical Centers
represent. 2 decade ago, VA was 1 of the 5 largest customers to the
pharmaceutical industry. Today, due to the consortia, buying gro;:ps and
Health Maintenance Organizations, it is not even among the 10 largest buying
organizations in the United States for drugs and pharmaceutical products. We
believe the t.he closed system of drug acquisition by the Department of
veterans Affairs in its business dealings assist us in overcorning the this

obstacle when negotiating our prices.

For the convenience of the committee, the responses to the six questions

forwarced by the staff are attached.

I appreciate the opportunity to provide this information to the committee.
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The CHAIRMAN. Mr. Winston Barton, Secretary of the Kansas De-
partment of Social and Rehabilitation.
Mr. Barton.

STATEMENT OF WINSTON BARTON, SECRETARY AND CHIEF EX-
ECUTIVE OFFICER, KANSAS DEPARTMENT OF SOCIAL AND RE-
HABILITATION SERVICES, ACCOMPANIED BY JOHN ALQUEST,
COMMISSIONER, KANSAS MEDICAL PROGRAM

Mr. BarTON. Thank you, Mr. Chairman, and members of the
committee. I am Winston Barton, Secretary of the Kansas Depart-
ment of Social and Rehabilitation Services. With me is John Al-
quest, our Commissioner of Income Maintenance and Medical Serv-
ices. SRS is an umbrella agency responsible for public social serv-
ices, which includes the Medicaid Program in Kansas.

The primary reason. I am here today is that I believe we all have
an obligation to consider ways to contain or reduce expenditures in
the Medicaid prescription drug program. We must address the rate
of inflation in the cost of drug products and the need to provide a

- balanced health care program for the needy within the limits of
‘State .and national resources. Available funding for health care
services is not unlimited.

The major area of the program I want to -report to you this
morning relates ‘to our efforts in establishing .bidding: procedures
which we feel are unique. You have a copy of our report that re-
veals details on the program. Therefore, I will not elaborate so
-much on how it works, but briefly describe some of the obstacles
we have encountered in starting this initiative.

Our bid program is somewhat different than traditional bid pro-
grams in that the State does not buy directly from pharmaceutical
‘-manufacturers. The mechanism is, however, quite simple. First, we

. dssue-an invitation to bid; the bid winner is selected; a sole source
" contract is signed; the providers, the physicians and pharmacists,
are notified of which products are covered, and told of.the compa-
rable products that_are not covered; claims are submitted by the
pharmacist to the-State for each prescription dispensed utilizing
. the National Drug Code; the State Mediczid fiscal agent calculates
- the units and cost from the providers, - that’s the pharmacist who
submits a claim to the State; the bid winner, the-manufacturer, is
invoiced for the difference between the accepted bid. and the reim-
bursement amount from the claims submitted by the pharmacist;
the bid winner, the -manufacturer, reimburses the State on a
amonthly or quarterly basis the difference between-the bid and the
" amount paid to.the pharmacist by the State.

-In this system,; everyone participating wins. The pharmacist has
purchased his supply from his usual source and is paid his usual
cost..The recipient obtains his prescription without delay. SRS has
reduced the final cost of the drug product. The bid winner can be
assured of a steady volume of business during the term of the con-
tract.

‘The major obstacle in starting the program was the strong resist-
ance from .the major pharmaceutical .companies. The brand name
companies have generally not been interested in bidding. In a
recent discussion with a pharmaceutical representative it was sug-
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gested that his company should support a Medicaid bid program
and become very competitive, not only in Kansas, but in all States.
His reply was simply that his company was not interested. It was
difficult to understand why a company would not be interested in a
potential national bid contract that could exceed $200 million an-
nually for one drug. v

One reason pharmaceutical companies are not interested is that
it will cut into their profits, especially if they lose the bid. As you
know, most medical providers who serve Medicare and Medicaid re-
cipients do not make a profit, and many lose money. For example,
hospitals and nursing homes would probably go out of business if
their total patient load were Medicaid and Medicare clients be-
cause Government payments frequently do not cover costs. Physi-
cians in many States receive only about one-half their normal fees
when they care for Medicaid recipients. Most pharmacists are for-
tunate to cover actual costs when they fill prescriptions for Medic-
aid recipients. I contend that pharmaceutical companies are the
only entity in the health care field that do not pay their fair share
in meeting the health care needs of the poor of this country.

Bidding of prescription drugs has a much greater cost savings po-
tential than we have developed so far in Kansas. Our State expend-
itures in fiscal year 1989 will exceed $27 million for prescribed
drugs for Medicaid recipients. Nationally, over $2.8 billion is spent
annually by the Federal and State Governments for prescribed
drugs for Medicaid recipients.

Our bid program in Kansas will only save a few hundred thou-
sand dollars this year, primarily due to the lack of participation by
the pharmaceutical companies. However, I believe there’s a poten-
tial savings in Kansas of $2 million to $4 million annually. On a
national level the savings to the State and Federal Governments
could be in the hundreds of millions of dollars.

Kansas pays over $2 million a year for ulcer medicine that we
refer to as H2 antagonists. If the State could receive a bid savings
of 25 percent, which is very realistic, the State could save $500,000
on this one drug. Nationaily, States pay over $200 million for the
ulcer medicines for Medicaid recipients. A 25 percent savings
would be $50 million. Expand that savings to other prescribed
drugs, and it is not difficult to realize the potential savings.

I believe the Kansas bid program could be designed to fit the
needs of most all State Medicaid programs and—of great concern
to you and your committee, Mr. Chairman—it could be made to
work in the Medicare Program. o

Mr. Chairman, I have two recommendations on how your com-
mittee can help States develop their bid programs. One, encourage
the Health Care Financing Administration to promulgate regula-
tions that encourage States to implement bid programs. Two,
through legislation provide a higher FFP for prescribed drugs to
States that contain or reduce cost through bidding.

And finally, Mr. Chairman, I recommend you encourage HCFA
to actively seek ways to incorporate a bidding procedure in the
Medicare Program.

Thank you, Mr. Chairman.

[The prepared statement of Mr. Barton follows:]
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State of Kansas
Department of Social and Rehabilitation Services
Winston Barton, Secretary

The Kansas Medicaid Prescription
Drug Bid/Contract Process

The Kansas Medicaid bid/contract program for pharmaceuticals administered by the
State Department-of Social and Rehabilitation Services (SRS) is an innovative
appreach to cost containment for the Medicaid Prescription Drug Program. The
bidding process, however, has been ‘in use in other applications such as

hospitals and buying cooperatives for many years.

This program is -a combination of a standard invitation for bid and contract
"award along with the "chargeback" system used by buying. groups. The difference
between the Kansas Medicaid Bid/Contract Program and other ‘bid programs is that
the Medicaid .Program does not take .delivery of drugs. Cost concessions from
drug manufacturers are based on claims subuiitted by Pharmacy Providers for
. speci-fied products, -which have been dispensed to Medicaid recipients from the
pharmacies'- regular inventory. The bid winning manufacwrer is then dinvoiced by
the Medicaid Program for the difference between the reimbursed inventory cost
and the coﬁtracted -price. This "adjustment" payment is returned to the Kansas

Department of* Social and Rehabilitation Services.

The -rationale for development of a Medicaid Bid/Contract Program is that many
' state-agencies and institutions providing heaith care services, and specifically
pharmacy services, receive discounted -pricing for drug products from
pharmaceutical manufacturers :LnA response to requests for bids. Reduced cost
pharmaceutical contracts.are also available to many other not-for-profit as well

as for-profit health care organizations; but they, likej;he Kansas institutions ,
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take possession of the drugs contracted. The question was how could the
Medicaid Program receive the reduced cost benefit from these or separate bids
without violating federal antitrust laws, such as the Robinson Patman statutes

on discriminatory pricing?

The concept developed is a system that does not interfere with normal drug
distribution channels nor pricing practices to pharmacies by manufacturers or
drug wholesalers, and thus Robinson Patman is not violated. This concept does
not alter the reimbursement system or the level of 'payments to phan;:acy
providers. The bid arrangement and cost adjustment 1is between the
pharmaceutical manufacturers and SRS. Tl'{is is a unique appréach to containment
of ‘drug product costs which has not been impleménted b)" any other Medicaid

program. Projections of potentiai cost savings are‘signifiéanr,, Attachment (1).

This program seeks to reduce costs at a logical point in the distribution
channel. The providerv pharmacieé' dis;ﬁensing fees have remained reiatively
flat, but the cost of the total érogram has doubled within a few years due to
continuing price increases by pharmaceutical manufacturers. This is true- even
though recipient benefits have been r'educed._ Many drugs are now going off of
‘pa(:ent, ﬁth a consequent reduction in cost of availability due to a competitive
market, but the newly-marketed drugs aré so e)fpensive as to cause double-digit
inflation in total péeséription drug cost each year. If the extraordinary
inflation of drug costs is to be cont;rolled, it must be at. the. manuf‘act(xring
level. The bid program reduces costs without Sacrificing quality or hurting
providers of pharmacy services. However, it has been met with much resistance
from individual companies and special interest groups of the pharmaceutical

industry.
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Although a few br.'and name pharmaceutical companies have submitted bids, most
have reacted negatively when asked to give the state social services agency the
benefit of the lower costs charged to other public and private institutions.
Individually and through their primary trade association, ‘t.he Pharmaceutical
Manufacturers Association (PMA), they have actively fought against the concept
of bidding for Medicaid contracts even when they are competitively bidding for
other government and private contracts. Lobbying of the state 1egisléture
concerning pharmaceuticals has been heavy in Kansas as well as‘ in other states

where some form of cost control of pharmaceuticals has been actively pursued.

While the above-described concept has been received with significant"resistance
from the brand name pharmaceutical manufacturing community, it is of interest
that during the late 60s and early 70s a very similar type of arrangement was in
effect with many of the major pharmaceutical manufacturers. During this time
period, they provided to the agency a cost adjustment, percentage rebate, or
participation payment (whatever term may be appropriate), based on the dollar
volume of their products reimbursed to pr‘oviders. of pharmacy services for
Medicaid prescriptions. One consideration provided to manufacturers for
participation in the program was that their total product line would be included
as covered- services. This program was discontinued primarily due ;:o thé desire
.of‘ manufacturers. A reason for their reluctance to continue participation at
that time was pressure they felt from phax:macy practitioners cdncerning
discriminatory pricing practices. However, other multi-tier pricing structures
by pharmaceutical manufacturers are still common. Recent information on pricing
indicated some companies currently have eight different classes or tiers:
retailers, wholesalers, chain wholesalers, mail order, nursing homes, Health

Maintenance Organizations (HMO), hospitals and physicians.  Although not




46

necessarily ranked in the order l}isted, retailers invariably will have legal '

~ access only to the highest levels of wholesale. prices.

The multisource (generic) pharmaceuticalrmanufacturers, individudlly and through
the Generic "Pharmaceutical Industry Association (GPIA), have not to our
knowledge actively lobbied against our b‘id program. In fact, they seem to
- recognize the realities of this competitive opbortunity. They clearly
uriderstand their disadvantage in programs where the prescriber can override

maximum cost limits.

.. One of “the most controversial, but certainly one of the most cost-effective,
facets. of the Kansas bid program is competitive bidding of therapeutic alternate
producta. . First, I must explain that this program does not require or imply
that. thespharmacist~ substitute, drugs..that are-not generically equivalent. 'In
other wo'rds, - therapeutic substitution -by the pharmacist is not involved.
Howéver , the pharmacist will, on occasions when the prescriber orders a drug-not
covered due to the -bid program, contact the prescriber'A and suggest that a new

order for the covered product be issued.

Therapeutic alternates are drugs that are neither generically (nér
therapeutically (by FDA- standards) equivalent. Therapeutic alternates are
different dm‘:gtentities that are used to obtain the same results. For example,
none of the Histamine-Two Antagonist (HZA) drugs that are currently -available
for treatment of ulcers .are generic or therapeutic equivalents. However,
) unbiased experts indicate that they can all be used "to obtain the same results.

The Kansas Medicaid Program did not receive an acceptable bid from the H2A
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manufacturers, so the manufacturer with the lowest price on these therapeutic

alternates was selected to be the sole source provider for one year.

Another therapeutic alternate class did have an acceptable bid. The multiple
brand and genericl products of sustained-release potassium chloride that are
available make it a highly competitive field in which to market a new - or old -
product. A npew brand fram a ’reputabie manuf‘actureriwas accepted on the
bid/contract program. In sustained-release form, most of the potassium products
are neither generically or therapeutically equivalent. They are, however,
therapeutic alternative products for potassium supplementation. This brand has
more recently been declared by the FDA to be therapeutically equivalent to the

reference product.

In addition to therapeutic alternates, bids are invited for generically
equivalent products. Generic equivalent drugs can be further divided into
multisource products for which the patent has expired, and licensed duplicate
drugs. Duplicate drugs are generically equivalent drugs sold under more than
one brand name, and marketed by different subsidiaries of the patent holder, or

by different companies under license from the patent holder.

When a sole-source contract is in effect, only the specific National Drug Code
(NDC) numbered products contracted for are covered. Other products, whether
they are generically or therapeutically equivalent, or are therapeutic
alternates, are noncovered as specified in the contra;:t. To rfephrase my earlier
Statement, the pharmacist is not authorized to change a prescriber's order, even
when it is for a product noncovered due to the bid program. The pharmacist may,

however, contact the prescriber to obtain a new prescription for the covered
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product, so that it can be dispensed and billed under the Medicaid Prescription

Drug Program.

The original group of drugs for which bids were invited in 1987 was selected to
represent several. therapeutic classes, ,and different marketing categories
(prescription required or no prescription required), as well as therapeutic
alternate drugs, and, of course, génerically equivalent drugs, from both

multisource manufacturers and licensed. duplicate. drugs.

Not all drugs, -either branded or multisource, will have therapeutic.alternates
available. The list of "biddable" drugs is not infinite, but it can be expanded

over the list used each of the past two years.

The Kansas-Medicaid Prescription Drug Bid Program has delayed its.bid invitation
»=%for 1989-1990 because of interest expressed by several states in joining in a
=t »ﬁossible multistate bid program. We have developed a questionnaire for
distribution to determine if enough interest exists to undertake such a concept
on a multistate basis. Kansas Attorney General-Opinion #8974, Attachment (2),
concerning such a multistate. program nas been received, and we will proceed to

determine the commitment 6!‘ other states to this concept.

‘daA-lettermsttachment. (3), is enclosed, with information similar to that sent to
other. states wno have requested data about the Kansas Bid Program. I have also
enclosed, Attachment (4), the ‘invitation for bid letter from March, .1888 which
gives the full details of the contract. Item 10 on Page 3.d4Tusthe Special

.Conditions section defines. therkey—provision of Adjustments 4o -Contract Payment.
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The obvious incentive for a manufacturer to bid is that the agency will inelude
as covered pharmacy program services only those products with a successful bid.
The bid winner becomes the sole-source provider for the term of the contract.
This, of course, translates into a significant increase in the bid winner's

sales.

The Kansas program is two years old, and covers only a half-dozen products.
Bidding has the potential to produce much greater savings to the Medicaid

Program than has currently been demonstrated.
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Federal Upper Limits (FUL) on Drug Reimbursement

The aggregate upper limits of payment for drugs as specified by HHS, HCFA, in b2
CFR, U47.331 and 332, refers to both multiple-source drugs specifically listed,
and "other drugs", which include those multiple-source drugs not specifically
listed and other-than-multiple-source drugs. “"Other Drugs" are limited in
reimbursement to the Estimated Acquisition Cost. (EAC). Since definitions of EAC
vary from state to 'state, reimbursement levels for "other drugs" may .not be

consistent between the states.

An enclosed copy of HHS Secretary Sullivan's recent letter to- Charles West of
the National Association of Retail Druggists (NARD), Attactment (5), indicates
that an.unmodified Average Wholesale Price (AWP) will not be acceptable as the
Estimated Acquisition Cost (EAC). -Despite the very active opposition by

pharmacies and their organizations, we feel that most pharmacists will accept

- the decision to -reimburse at an Estimated Actual Acquisition Cost (ERAC) .if an

adequate dispensing fee, based on actual costs, is funded.

The federal government and many states developed Maximum Allowable-.Costs (MAC)
several years back. The- federal MAC was not expanded until the new Federal
Upper Limits (FUL) was implemented in October -1987. Many states, however, took
the lead in ‘broadening the scope of pharmaceutical cost control using State
Maximum Allowable Costs.(SMAC). Some SMACs are little different ‘from Average
Wholesale Price (AWP):, and few are as low as the FUL, but many states also SMAC

a- broader list of drugs than required by the FUL. regulations. States have
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implemented many other cost-containment measures, also. Kansas has taken the

lead in implementing a Medicaid Bidding Program as a cost reduction program.

The portion of this regulation which concerns those multiple-source drugs.
specifically listed under Section 447.332 1is certainly the subject of many
criticisms by provider pharmacies, their suppliers an;i Medicaid programs.
Generally, the criticisms are towards the mechanisms, more than the philosophy
of setting "ceiling" prices, however. There are, of course, many prescribers
and recipients who resent having their prerogatives restricted in any manner.
There are pharmacies, likewise, which resent the restrictions and the extra work
that inevitably goes with any restriction. There are also those partisans of
the brand name manufacturers who do not believe the FDA ratings on therapeutic
equivalency of generically equivalent drugs. In today's marketplace these types
of objections usually result from some form of self-interest or refusal to
accept reality. The need for reasonable and consistent cost control is clearly

" evident.

. There are many objections voiced to the mechanisms of implementation of cost
limits for drugs listed pursuant to Section 447.332 that do need more
consideration. Listed below, not necessarily in order of importance, are

several problems ‘generated by the Federal Upper Limits (FUL).

Availability to the pharmacy provider of the listed drug at or below the listed
cost. The federal formula of 1503 over the lowest cost found anywhere
nationally sounds generous, and may be in a highly competitive wholesale market
area such as Baltimore. Such availability is not consistent nationally. Many

pharmacists from rural states have complained about lack of availability at
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appropriate prices in their region. For those pharmacists who can buy their
products at the lower prices available, a potential 50% markup on cost is extra

gross profit that the less fortunate pharmacies will not receive.

. The aggregate ' features of reimbursement .audits make it essential to have
sophisticated computerized capability to track the 400 drug entities currently
‘listed f(usually with multiple NDCs). If one drug is not available at the
Federal »Upper :Limit (FUL), or for other reasons the FUL is not implemented,
other drug prices can be cut below the FUL. However it is not Just é simple
exchange. The volume of each drug's use and the respective variances above and
below the -FUL must balance out at payments- no ‘greater in aggregate than if all
were reimbursed ~at the listed price. Simply stated, it is complicated to
implement any variance, no matter how important such a variance ‘might be. For
.our system, we found .it necessary to purchase a previously unneeded pricing
.service, and .make extensive computer programming additions. It still takes too
long to calculate the effect any variatiensin pricing will have or to implement
new price lists during the- unreasonably short. time allowed ' before the
implementation .date. The pharmacies must, of counse,+be notified of the. new

prices on a timely basis, also.

Another factor is updating costs based on market conditions as they change.
When the lowest available cost increases coincidentally with, or -shortly after a
new price list is published, the pharmacy may. be either reimbursed at less than
-his cost - or more likely - will refuse to dispense, and the recipient is denied

a benefit.

Some states have statutes that prevent the pharmacist from -dispensing
generically for certain drug classes, such as the Schedule II narcotics. Also
many individual pharmacies, as well- as both prescribers and <their ‘patients,
object to the ﬁrinciple of "brand exchange". for specific products, as may be
necessary to -stay within the cost limitations. While this feeling is
exceptior;allg‘yl str:ong for anticonv.ulsants and oral contraceptives, it also occurs
with almost any multisource drug. Much of this .involves emotional feelings,
rather than factual considerations. It is, however, a' frequently.heard argument

that will probably continue as long. as.ceiling costs continue.
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Kansas Medicaid Prescription Drug Cost Reduction Program

SUMMARY

There are many forms of cost controls that can be, and have been, implemented.
This testimony centers on reduction of costs through bid contracts and ceiling

costs as implemented both at the state and federal levels.

The bid program promotes competition, and does not eliminate the possibility of
brand name drug versions of generically available pr'oduci:s being the low bid.
Invariably a cost ceiling such a. SMAC or FUL will eliminate the brand names on
‘the basis of published cost. The Pharmaceutical Manufacturers Association (PMA)
and their brand name manufacturer members have not acknowledged this bidding

system as a competitive opportunity.

The formulas for selecting and pricing drugs for the multisource list creates
numerous inequities between (1) drug products listed and those similar products
not listed and (2) in availability within cost limitations in different

geographic regions.



ATTACHMENT (1)

‘Bid Adjustments. Received and Projected

Projected Fiscal Impact of Medicaid Bid Program based on the one.year, eleven
months histoty of "Adjustments” received as-of May 30, 1989.

. Products Adjustment Projected Average
Fiscal On Bid Products Dollars Adjustment Savings
Year Call Contracted  Received ° Dollars Per Product
1987 20 1 $ 1,255 —_— -_—

1988 20 1 52,688 —-— —
87/88 20 1 53,943 -— $53,943
1989

11 mos. 20 6 $145,172 $158,369 $26,395
1990 150 30 —— $791,850 $26,395

projected projected

csl
07/07/89 g




55

1988-1989 BID CONTRACT DRUGS

.. Brand Representative Bid/
Drug Representative Average Generic Average Contract
Class Brand Generic Wholesale Wholesale Net
(& Usage) Name Name Price Price Price
Antibiotic Keflex Cephalexin  $0.76U46 $0.4785 $0.2095
for 250 mg cap
infections
Antibiotie Keflex Cephalexin 1.5026 0.9209 0.4075

500 mg cap
Diuretic for Dyazide Triamterene/ 0.5657 0.3863 0.2688
-blood pres- HCTZ 50/25 cap
sure
Diuretic Maxzide Triamterene/ 0.4095 0.2790 0.2000
HCTZ 75/50 tab
Diuretic Zaroloxyn Metolozone 0.2321 No generie 0.1198
5 mg tab tab
Antacid Ampho jel Aluminum 0.0099 0.0082 0.0051
for ulcers, Hydroxide ml ml ml
ete.
Potassium Micro-K ‘Potassium 0.0905 0.0713 0.0425
Supplement Chloride Su- ecap/tab cap/tab tab
for use with stained Re-
some diur- lease/10mEq
etics
Bronchodi- Theolair Theophylline 0.0265 0.0068 0.0040
lator for 80mg/ 15ml ml ml ml
breathing '
problems

A commonly prescribed representative brand name is shown followed by the generic
name of the drug entity, with the dosage form and dose. The three cost columns
list the then current brand cost and a representative generic company's cost,
both at Average Wholesale Price (AWP) and the final net cost to the state under
the actual contract.

Notes: The cost figures are by dosage unit (tablet or capsule) for the oral
solids, and by milliliter volume (ml) for the liquids. Some brand and generic
prices have changed since these contracts were signed, but the bid price
remained constant. There are no generies of metolozone, but there are two brand
names of the product marketed by different companies.

EES:csl
06/26/89
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¥ ANSAS SOCIAL ANU
=eHaGITATION SERVICES

e N 5 1888
STATE OF KANSAS OFFICE OF THE
SECRETARY

- OFFICE OF THE ATTORNEY GENERAL .

2ND FLOOR KANSAS JUDICIAL CENTER. TOPEKA 66612-1597

ROBERT T. STEPHAN Main PHONE (913} 296-2215
ATTORNEY GENERAL June 14, 1989 CONSUMER PROTECTION. 2063751
TELECOMIER, 2066296

‘ATTORNEY GENERAL OPINION NO. B89-_74

Winston Barton, Secretary

Social and Rehabilitation Services
Docking State Office Bldg., 6th Floor
Topeka,.Kansas 66612

RE: Commerce and Trade -- Monopolies and Combinations
in Restraint of Trade -- Discrimination in Price;
Discrimination; State Drug Bidding Program;
participation by Other S5tates

Monopolies and Unfair Trade -- Restraint of Trade;
General Provisions -- Unfair Trade

Synopsis: Although tbe.propo;éd drug bid program raises
serious antitrust guestions, it is our opinion that
it does not represent a per se violation of
antitrust laws. Under a rule of reason analysis
the proposed bid program may survive an antitrust
challenge. The proposed program should be
conducted in a manner that renders the market more,
rather than less, competitive.and does not allow
one manufacturer -to -unlawfulty possess market power
to the exclusion of its 'competitors. Cited herein:
15 U.S.C. § 1-27.

:= Dear Secretary Barton:

.~ You request our ‘opinion concerning.a proposed pha:maceutical
bid program and extension of that bid program to other states
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wishing to participate. You specifically ask whether the bid
process and the extension of the process to other states
violates antitrust laws.

Pursuant to conversations with and correspondence from the
Department of Social and Rehabilitation Services (SRS) and
its legal staff, we understand that the bid process works as
follows: SRS solicits and accepts separate bids on each of
certain specific drugs from any and all manufacturers of that
drug; each drug is separately bid; bids will be accepted on
the generic equivalent as well as the therapeutic version of
each drug; the manufacturer who submits the winning bid on
eack drug will become the only manufacturer of that drug that
SRS will reimburse (when that manufacturer's brand of the
drug is used by Medicaid/ MediKan recipients); only one
manufacturer for each type of drug will be so designated and -
SRS will not reimburse for brands of the same drug
manufacturad by unsuccessful bidders; when a participating
provider-pharmacist dispenses the designated drug tc a2
Medicaid/MediKan recipient, that Medicaid/MediKan

recipient must pay a flat co-payment fee to the pharmacist;
the provider-pharmacist then submits a claim to SRS; SRS
reimburses the participating provider-pharmacist for the costs
of the designated drug that the co-payment fee did not

cover; SRS then takes all the claims it has received from
participating provider-pharmacists and submits those claims
and amounts to the bid wirner for each drug; the winning drug
manufacturer then gives a rebate to SRS for the difference
between the amount SRS paid to the provider-pharmacist and
the amount of the winning bid price.

For example: (1) the winning bid is accepted from a
manufacturer at $1.00 per unit for drug 2; (2) drug 2z is sold
by the manufacturer to a participating provider-pharmacist for
$2.50 per unit; (3) a Medicaid/MediKan recipient buys drug Z
from that participating provider-pharmacist, who charges a
retail price for the drug of $5.00 per unit; (4) the
Medicaid/MediKan patient pays the required flat fee

co-payment of .50 cents per unit; (5) the participating
provider-pharmacist submits a claim for the unpaid cost of the
drug, $4.50 or $2.00 (dependert upon whether SRS reimburses
wholesale or retail costs); (6) SRS submits a claim to the
winning manufactiuirer for the difference between the
provider-pharmacist claim ($4.50 or $2.00) and the winning bid
($1.00), $3.50 or $1.00. The amount paid from the winning
ranufacturer to the state is characterized as a rebate. The
rebate paid to SRS from the winning bié manufacturer will be
paid to the state general fund.
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SRS believes this bid program will result in cost

containment for the state and has used this drug bid procedure
for almost two years. Approximately 85% of all Kansas
pharmacies participate in supplying drugs to

Medicaid/MediKan recipients.

Certain.unavailable information may have a significant impact

‘upon the .permissibility of the proposed bid program: details
concerning geographic market; the relevant market share and

. market power; the intentions of the participating states or
other entities; the exact nature of the interstate cooperation
agreement; each participating state's enabling legislation;
and the length of time the bid and the interstate agreement
will be in effect. As we do not have specific information
concerning these and other possible fact issues, this opinion
is general in nature and is limited to a discussion of

_antitrust principles as they apply to the facts currently
before us. It is hoped that the discussion contained herein
will provide guidance and allow.SRS to conduct the bid
program procedure in -accordance~with and mindful of-antitrust
principles.

You state that the details and terms of a multi-state
program have not been established. Because many states are
interested in participating and because the successful bid
winner's brand could become the only brand that states will
reimburse Medicaid recipients for, the successful bid winner
could significantly increase or assure itself of a large
market for each drug. The geographic market, market share and
relevant market for each successful bidder cannot be
ascertained at this point. Nevertheless, it is obvious that
should 2 significant number of.states participate
nonsuccessful bidders could potentially lose or be precluded
from obtaining a significant amount of business.
Nonsuccessful bidders would be.able to sell sheir product to
pharmacies wishing to stock their brands<and pharmacists
_remain able to sell any brand of drug. to the general public or
to state and federal aid recipients, but any Medicaid
recipient wishing to have the state pay drug costs will have
to purchase the:approved brand. Thus, pharmacists have a
strong incentive to stock adeguate- quantities of that brand
and Medicaid recipients are extremely likely to reguest that
brand.

The general purpose of antitrust laws is the subject of much
discussion between legal authority :and economists. Broadly
and generally stated, antitrust laws seek to promote,
encourage ard maintain competition and to prevent harmful
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monopolies. See generally City of Chanute, Kansas v.
Williams Natural Gas Compan , 678 F.Supp. 1517 (Kan. 1988);

54 Am.Jur.2d Monopolies § 1 (1971); 58 C.J.S. Monopolies
§ 15 (1948). '

The Sherman Act, 15 U.S.C. §§ 1-7, forbids monopolizing trade
in broad and general terms. Violation regquires the possession
of monopoly power in a relevant market and the knowing
intentional acquisition of that power by two or more
conspirators. McKenzie v. Mercy Hospital of Inde endence,
Kansas, 854 F.2d 365, 367 (10th Cir. 1988) . The Clayton

Act, 15 U.5.C. §§ 12-27, prohibits specific anticompetitive
behavior outside the broad scope of the Sherman Act. See
generally 54 Am.Jur.2d Monopolies § 111 (1971). The —
Clayton.2Act seeks to promote competition through protection
of viable, small and locally owned businesses.  Ford Motor
Companv v. United States, 405 U.S. 562, 92 s.ct. 1142, 31
L.Ed.2d 432 (1972). The Robinson-Patman Act was enacted to
strengthen sections of the Clayton Act and seeks to protect
small businesses unable to purchase in quantity. See FTC

v. Morton Salt, 334 U.S. 37, 68 S.Ct. 822, 92 L.E4d. 1196
(1948) . State antitrust laws vary in scope and application
and each participating state must examine its own antitrust
laws.

In order to determine whether a particular action violates
antitrust laws it becomes necessary to characterize the
questioned or challenged activity. Antitrust principles look
at two types of anticompetitive relationships, horizontal .
and vertical. Horizontal restraints are arrangements between -
entities operating on thé same level; manufacturers, suppliers
or buyers. The proposed interstate drug bidding arrangement
could be characterized as a horizontal arrangement between two
entities operating on the same level, i.e. states as_buyers

or irnsurers. Practices that may result irn a prohibited
horizontal restraint include price fixing, boycotts of a
product, manufacturer or customer, and mergérs resulting in a
monopoly. See Vakerics "Antitrust Basics”, pp. 6-1

through 6-49 (1988). Vertical restraints are conditions or
restrictions agreed to, imposed or directed at entities
operating at different levels. Vertical relationships which
may exist in the proposed drug bidding program include the
relationship between the states and the drug manufacturers,
the states and the provider-pharmacists, the states and the
general public, and the states: and the benefit recipients.
Vertical restraints include dictating resale prices, Arizona
V. Maricopa County Medical Society, 457 U.S. 332, 102 S.ct.
2466, 73 L.Ed.2d 48 (1982), or non-price restraints ‘such as
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territorial or customer restrictions, price discrimination,

_exclusive dealing or requirement contracts, and tie-ins.

Antitrust restraints that may be implicated by the proposed
bid program include price fixing, boycott, price
discrimination, and requirement contract considerations.

Price fixing restraints are traditionally considered per se
illegal, while non-price restraints are more often subject to
the rule of reason. Courts currently evidence a reluctance to
impose a per se rule unless there is clear evidence of

intent to monopolize or: otherwise hinder helpful .competition.
Rather, courts now frequently use a ‘rule of reason.analysis to
Getermine antitrust violations. Under the "rule-~of rreason”
the legality of restraints on trade is determined by weighing
all the factors.in-a case, such as the history of the
restraint, the evil believed to exist, the reason for adopting
the particular remedy and the purpose or ends thought_to be
attained. Blacks Law Dictionary 1196-(5th ed. 1979).

Generally price fixing is any combination formed for the
purpose and effect of raising, depressing, pegging, or
stabilizing the price of a commodity. United States V.
Socony Vacuum Oil Company, 310 U.S. 150, 223, 60 S.Ct. 811,
84 L.EA. 1129 (1940). Sharing information on prices may also
result in improper price fixing. See United States V.
Container Corporation of America, 393 U.S. 333, 89 §.Ct. 510,
3T L.E4d.2d 526 (1969). However, where ‘third parties are-not
affected bv the price fixing scheme, a rule of reason will
usually be applied. .Medical Arts Pharmacy v. Blue Cross and
Blue Shield, 675 F.2¢ 502 (2d Cir. 1982). See

enerally Hjelmfelt, "Antitrust and Regulated Industries”,
pp. 42-45 (1985).

The proposed bid program does not appear to be a.vertical or
horizontal price fixing scheme. The states are a large buyer
or buyers seeking the lowest price on a commodity. If the
states were considered competitors there could be a possible
horizontal price fixing charge against them.. However, the
proposed drug bid program does not.dictaterand will not
automatically affect the price charged tosand paid by
participating provider-pharmacists to the drug manufacturer.
Moreover, the resale price to the general public or benefit

.recigients is not dictated by the drug bidding program. The

bid reflects the price at which each manufacturer
independently agrees to ultimately provide the drugs to the.
state or states. The states ask that each manufacturer fix
its own individual price, and the states remain free to either
accept or reject each bid. Thus, the price is fixed by the
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manufacturer not by the states, and it is therefore unlikely
that a price fixing claim would succeed.

Another possible antitrust principle that may be involved
concerns boycotts. A boycott is "a method of pressuring a
party . . . by withholding or enlisting others to withhold
patronage or services.” St. Paul Fire and Marine Insurance
Company v. Barry, 438 U.S. 531, 541, 98 S.Ct. 2923, 57
L.Ed.2d 932 (1978). A boycott may be illegal if it
impermissibly increases market strength through concerted
efforts.

The Fifth Circuit held that a per se rule would be applied
to boycotts only when there was evidence of an ’
anticompetitive motive, a commercial purpose rather an
industry self-regulation, and coercive economic pressure.
St. Bernard General Hospital v. Hospital Service
Association, 712 F.2& 978 (5th Ciz. 1983). When there is
no evidence of exclusionary anticompetitive purpose, intent
or conduct, a rule of reason generally applies. 2American
Medical Association v. United States, 130 F.2d 233 (D.C.
Cir. 1942}, affd. 317 U.S. 519, 63 S.Ct. 326, 89 L.EG.

434 (1943).

In the proposed drug bid program there is no obvious evidence
that the states or the provider-pharmacists are getting
together and refusing to deal with certain drug manufacturers
for an anticompetitive purpose. The articulated reason for
encouraging use of the successful bidder's brand by the ‘states
is to keep costs paid for these drugs at a minimum. The
intent to contain costs is not a refusal to deal but rather an
intent to obtain the most competitive price and thus to
premote and encourage competition among suppliers.

Using the rule of reason analysis, cost éontainment represents
a valid competitive purpose. Reasonable contract terms and
free and open access to the bidding process will lessen the
possibility of a successful boycott claim against the states.
However, the fact that only one manufacturer will be approved
for each drug, even if more than one drug manufacturer submits
the same low bid, undermines this cost containment argument
and purpose. Rather, the purpose of accepting only one
manufacturer appears to be either administrative ease or an
effort to increase the bargaining power of the states. We
strongly suggest that price containment purposes remain the
rationale and primary focus of the drug bidding program. Each
and every manufacturer of a required drug should be given an
equal cpportunity and be encouraged to compete for this

3
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‘business. No intent to exercise exclusionary
anticompetitive pressure should be evidenced or
contemplateé by participating states. If the states are
catisfied that the bid price of more than one brand is the
lowest price they can expect or get, it may be advisable to
award the business to more than one manufacturer.

The proposed drug bid program also resembles a requirement
contract, which is defined as "[a contract in which] one
agrees_to buy, for sufficient consideration, all the
merchandise of a designated type which the buyer may require
for use . . . one in which a party agrees to supply a specific
good which another party may need during a certain period for
an agreed price." Blacks Law Dictionary 1172 (5th ed.

1979}. 1In the proposed bid program, the state agrees to
ultimately pay the price of any drug used by a benefit
recipient if that recipient uses the brand of a successful
bidder. Thus, the insurer-state agrees to purchase all drugs
of a particular type that it requires from one manufacturer.
Reguirement contracts are examples of non-price vertical
restraints. The risk of antitrust problems increase in
relation to the relative market power created by a
recuirements contract. vakerics, "Antitrust Principles”

§ 7.1 (1988).

A reguirement contract may violate antitrust law if an
arrangement substantially lessens interbrand competition and
competitors are seriously hindered or foreclosed from an
available market for a significant period of time. See

Tampa Electric Company V. Nashville Coal Company, 365 U.S.
320, 81 S.Ct. 623, 5 L.Ed.2d 580 (1961); Standard Oil Company
of California v. United States, 337 U.S. 293, 69 S.Ct. 1051,
93-L.Ed. 1371 (1949). Several federal courts have examined
the concept of exclusive dealing or requirement contracts in
the health care field. These cases evidence a willingness to
permit these arrangements if competition is not substantially
lessened or a relevant market monopolized. See DosSantos

v. Columbus-Cuneo-Cabrini Medical Center, 684 F.2d 134¢

(7th Cir. 1982); wWhite and White, Inc. V. American

Hospital Supply Corp., 540 F.Supp. 951 (Mich. 1982),

Tev'd on other grnds, 723 F.2d 495 (6th Cir. 1983).

In Medical Arts Pharmacy of Stanford; Inc. V. Blue Cross &
Blue Shield of Conn., Inc., 518 F.Supp. 1100 (D. Conn.

1981), aff'd per curiam, 675 F.2d 502 (2¢ Cir. 1982),

the district court found that the defendant insurer was the
purchaser even though the insureds actually used and obtaired
the drug. The second circuit court seems to imply that if
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market share is large enough there may be sufficient monopsony
power exercised by one large buyer to sustain a competitive
seller's claim that a pharmaceutical purchasing agreement
obtained without collusion could be anticompetitive and a
violation of the Sherman Act. See also Sutliff, Inc.

v. Donovan Cos., 727 F.2d 648, 655 (7th Cir. 1984); .
Pan-Islamic Trade Corp. v. Exxon Corp., 632 F.2d 539, 547
(5th Cir. 1980}; Quality Auto Body, Inc. v. Allstate

Ins. Co., 660 F.2d 1195 (7th Cir. 1981) cert. den.

455 U.S. 1020 (1982). (Monopsony:; "a condition of ‘the market
in which there is but one buyer for a particular commodity.”
Blacks Law Dictionary 908 (5th ed. 1979).)

Most joint buying arrangements have potential efficiencies
which remove them from per se violaticn of antitrust laws.
Under the rule of reason, agreements or combinations may be
prohibited if they prejudice the public interest by unduly
restricting competition or obstructing the course of trade.
Reazin v. Blue Cross and Blue Shield of Kansas, Inc., €35
F.Supp. 1287 (Kan. 1986). 1In & 1987 paper presented to the
National Health Lawyvers Association Conference on Antitrust
Law in the Health Care Field, Michael L. Denger stated that
the Fecderal Trade Commission considers government insurance
programs to be purchasers of health care services, thus making
such programs part of a relevant market. However, Mr.

Denger noted that membership in a prepaid prescription drug
organization making up less than 30 percent of the retail
pPharmacentical sales in a geographic market will probably not
be challenged by the Justice Department. Other authorities
believe obtaining more than 17 to 20 percent of a relevant or
geographic market will result in an antitrust law violation.
It therefore becomes necessary to determine the geographic
market for each drug and of each manufacturer in the bid
program and what percentage of the relevant market will be
given to the winning manufacturer as a result of the proposed
bid program. This requires detailed factual information
-concerning the amount of a particular type of drug sold
nationally, and in each participating state or area, and what
percentage of those sales could, pursuant to this bid program,
be given exclusively to the winning manufacturer. When the
market share does not confer market povwer, anticompetitive
claims become less plausible. However, antitrust laws may
prohibit the proposed bid program if it allows one
manufacturer to obtain an unusually large share of a relevant
* “market, thus esserntially reducing or precluding all helpful
competition. The length of time that the agreement will allow
the winning maznufacturer to obtair this market share will also
be relevant.
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Unless a substantial share of a relevant market is foreclosed
for a2 significant period of time, or unless there is an

. anticompetitive purpose or intent, an exclusive dealing or

- regquirements contract will generally not present antitrust
problems under a rule of reason analysis. Vakerics at

§ 7.09. We therefore suggest that any agreement entered into
between the states or between an individual state and a
pharmaceutical manufacturer be for a limited time period and
initially allow every manufacturer equal access to this
particular market. Once the proposed bid program and the
degree of state participation is determined, an analysis of
the pertinent market data can be made. It is our opinion
that, under the rule of reason, unless there is an
anticompetitive intent or a large percentage of the entire
market for each particular drug will be foreclosed to other
manufacturers for a significant period of time, the proposed
drug bid program does not represent impermissible large scale
buyirg or a prohibited requirement contract.

15 U.S.C. § 13(a) discusses price discrimination. Most recent
price discrimination cases do not involve governmental
prosecution, but rather, are brought by parties allegedly
harmed by the behavior. Illegal price discrimination may be
alleged by nonparticipating states, pharmaceutical companies
who lose business, or members of the public or
provider-pharmacists who do not receive the same price.
Without specific information we cannot discuss the merits or
standing of such challenges. Generally, any unwarranted price
favoritism shown by suppliers to larger purchases not based on
permissible justifications or defenses may be a violation of
antitrust laws. See Gianelli Distributing Company V.

Beck and Company, 172 Cal.App.3rd 120, 219 Cal.

Rptr. 230 (1985); Jefferson Count Pharmaceutical

Association Inc. v. Abbbott Laboratories, 460 U.S. 150, 103
S.Ct. 1011, 74 L.EA.2d 882 (1983);.Portland Retail Drug
Association v. Kaiser Foundation Health Plan, 662 F.2d 641
{(9th Cir. 1981). .

The price paid by the pharmacist and the patient-purchaser for
each particular drug is not necessarily altered by the drug
bid program. Rather, the drug bid program establishes the
ultimate price that the state insurer will pay for the drug.
The same drug (with the same shipping, manufacturing and other
associated costs) will ultimately be made available to the
state at a potentially different and lower price than the
price paid by others. The provider-pharmacist will not
necessarily be charged less for the drugs used by
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Medicaid/MediKan recipients. Ultimately, however, others
may pay more for the same drug.

15 U.S.C. § 13b permits rebates from a cooperative association
to its members, producers, or consumers, but rebates may not
be used to violate price discrimination laws. See Bargain
Car Wash, Inc. v. Standard 0Oil Company, 466 F.2d 1163 (7th
Cir. 1972). The fact that the states are paying a
potentially lower price for the same drugs may not represent

~ price discrimination if a valid defense can be claimed. The
defendart (often the supplier) in an antitrust case can rebut
a claim ¢f illegal price discrimination by showing that there
are lower costs in serving this particular purchaser, changing
conditions allow a change in price, or competition is met and
justifies .the lower price. See Hansen, "Robinson-Patman
Law", LI Fordham L. Rev. 113 (1983).

Prices set or obtained by governmental entities may not
represent price discrimination if "the activity is of a
governmental nature. Generally, the Robinson-Patman Act
does mot :apply to sales made to the government. See
Gaslight Lompany of Columbus v. Georgia Power Company, 313
F.Supp. 860, 440 F.2d 1135, cert. den., 404 U.S. 1062, 92
S.Ct. 732, 30 L.Ed.2dé 750 reh. den., 405 U.S. 969, 92
S.Ct. 1162, 31 L.E4.2d 244 (1970). However, governmental
immunity is not extended to every act or every price set by a
governmental entity. See Jefferson County Pharmaceutical
Association, Inc. v. Abbott Laboratories, 460 U.S. 150, 103
S.Ct. 1011, 74 L.Ed.2d 882 (1983). Immunity from antitrust
taws exists for a governmental entity if (1) the challenged
restraint is one clearly articulated and affirmatively
expressed by state policy and (2) the policy itself is

. actively supervised by the state. See Russell v. City of

-Kansas City, Kamsas, 690 F.Supp. 947 (Kan. 1988).

-#sing the.analysis articulated in Russell, SRS and other
state .agenciescmay be able tc make a legitimate argument that
involvement in drug bidding programs is immune from antitrust
laws. Most social welfare agencies are given authority to
administer the state's medical programs and thus the argument
can be made that the legislature's authorization of that
administration either contemplated the resulting
anticompetitive effects or such activities were a reasonably
foreseeable consequence of the awthorization. However, those
challenging this activity may argue that .the legislature
allows SRS (and other equivalent agencies) to provide
medical .care, not to set prices in viclation of antitrust
laws. Jefferson County, 460 U.S. 150, 103 S.Ct. 1011, 74
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L.E4.2d 882 (1983), involved the sale of pharmaceutical
products to state and local government hospitals in
competition with private pharmacies. The Court, in a five to
four decision, held that these actions were not exempt from
the Robinson-Patman Act. However, the opinion noted that

wwe are not concerned with . . . state purchases for use in
traditional governmental functions . . . [nevertheless] we
conclude that the exemption does not apply where a state has
chosen to compete in the private retail market."” Id. at
153-154. 1In footnote seven the court. acknowledged that it was
not addressing whether sales by the state to indigents were in
competition with private enterprises. Thus, this remains an
unresolved issue. ’

Kansas legislators have given SRS broad authority in the

area of medical care benefits for gualified persons. This
delegation has allowed SRS much regulatory and discretionary
authority concerning implementation of the benefits program.
1f SRS authorities exercise this delegated authority by
participating in the drug bid program and the legislature does
rot act to limit this authority, it is our opinion that, even
if an antitrust law would otherwise be violated, governmental
immunity may allow SRS to take part in this program.

Agencies from other states who wish to participate in the
proposed drug bid program must individually examine whether
their state's policies and enabling acts authorize .
participating in such a program and whether the state actively
supervises its implementation.

In conclusion, although the proposed bid program raises
serious antitrust guestions, we believe it does not represent
a per se violation of antitrust laws. Under a rule of ’
reason analysis, the proposed drug bid program may survive an
antitrust challenge. The drug bid program should be conducted
so as to provide that (1) each manufacturer is given an equal
and meaningful opportunity to compete for this business, with
no voice in determining which manufacturer is selected, (2)
the participant states should not be competing purchasers who
conspire to fix a buying price, (3) objective bidding criteria
should be maintained, (4) each participant pharmacist, benefit
recipient and purchaser should remain free to select any and
all pharmaceutical providers with which they wish to contract,
(5) the winning manufacturer should not be allowed to possess
a market power that unreasonably excludes or eliminates all
competition, and (6) the terms of the agreement should be for
a reasonable and limited time period. If, under the rule of
reascn analysis, a potential antitrust violation remains a -
possibility, governmental immunity may nevertheless allow the
activity if: (1) each participating state agency has
authority to enter into such an arrangement; (2) the state
actively supervises the program; and (3) the anticompetitive
results are expected or foreseeable. Specific legislative
enactment allowing each aspect of the program could
effectively negate most claims that the participating states
violated antitrust laws.

Very truly yours,
R

7 - ‘ o
7 e

ROBERT T. STEPHAN R
ATTORNEY GENERAL OF KANSAS

Torcse A farecl L fotle

Theresa Marcel Nuckolls
_ Assistant Attorney General
RTS:JLM:TMN:bas




ATTACHMENT (3)

STATE OF KANSAS
Mixt Haroew, Governor
DEPARTMENT OF SOCIAL AND REHABILITATION SERVICES
Docking State Office Building, Topeka, Kansas 66612-1570
= (913) 296-3271

Winston Baston
Secretary

Tratema HunTER CoRDON

Special Assistant

Tim Owins

General Counsef

Ann ROtUNS

Public Iniormation

Director TEnclosed is the information you requested concerning the Kansas
L #Medicaid pharmaceutical bid and contract program. If you have

ominrative queations, please call me at (913) 296-3981.

L 5. Duscan

Cwunin;:nc: The Kansas Medicaid Bid Program for - pharmaceuticals has one

objective: to reduce the cost of pharmaceuticals the program pays

Adult Services for.

Jan Auen

o Bid programs are commonly used, and sometimes legally required for

Alcohol and Orug purchasing of many products and services. Both brand name and generic

Abuse Services pharmaceutical companies respond to bid calls from many sources.

2"""‘7 O'Domovan For-profit and not-for-profit organizations call for, and receive,

bids for pharmaceuticals. The difference between these bid programs
income Maintenance/ and ours is: they take delivery of the drugs and we do not.
Medical Services

fown Aquest Our program calls for a claim from the provider, which we reimburse,

Commissiones to be "adjusted" by the bid winner thru a‘ payment to the Medicaid

Menta) Healths Program. This is similar to the "chargeback" contractual systems used

Retardation Services between manufacturers, wholesalers, and buying groups.

AL Nemee

Comenissioner On the negative side of the Kansas Medicaid Bid Program for
. pharmaceuticals, there are three major points to consider. One is the

Services administrative time required. Another is the provider education

Gant Fameon necessary. The third, and most time-consuming, is dealing with the

Commixsioner opposition from manufacturers.

oy S Administration of any program does take time and money. Programs

Commissioner require education and "fire fighting". Individuals and companies
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that do not understand the program, or who feel it goes against their
self-interest, will fight and mount their own educational program in
opposition. This can greatly increase the administrative time required for the
program.

Any innovative program will have opposition. While, as stated above, our bid
and adjustment program is similar to many other bid or chargeback programs, this
concept has apparently never been implemented by a Medicaid Program. Many

ceutical companies are afraid it will work and they will have to compete
in a different manner, or lose a sizable share of their sales.

Included for your information is a "handout™ and presentation outline, I used at
the Reglon VII HCFA Program on Pharmacy Coverage Reimbursement last July.

One point to remember is that the Kansas program is "NDC Specific"; that is, the
pharmacist must submit a claim for the product, by National Drug Code (NDC)
number taken from the exact package dispensed, and this code must appear on the
Kansas Medicaid/MediRan Drug List. Identical products from other
manufacturer/labelers that do not appear on the Kansas Medicaid Drug List are
noncovered,

Sincerely,

E. Eugene Stephens, R.Ph.
Manager

Pharmacy and Hearing Services
Division of Medical Programs
csl
Enclosure

cc: Joyce Sugrue
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Region VII Medicaid Program Workshop
July 21, 1988

Kansas Medicaid/MediKan Pharmacy Bid Program
State Staff: Gene Stephens - Outline

I. Handout
Philosophy ~ encourage competition
Rationale - lower final cost tc State
Procedure - ask for bids
Scope - generic and therapeutic alternatives

Special Condition of Bid - adjustment to contract payment

II. Kansas Pharmacy Medicaid Background
Variable Professional Fee
Documented individual pharmacy cost - 85th percentile ceiling
Fee history
Relatively flat (compared to drug cost)
Cost study alternate years
No increase since 1985
Cost-containment Efforts
EAC
Direct Cost - 8 companies
AWP
Package size
SMACs
Bidding
Generic

Therapeutic Alternatives
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Region VII Medicaid Program Workshop
July 21, 1988

Kansas Medicaid/MediKan Pharmacy Bid Program

Philosophy:
To implement a cost contairment and cost reduction procedure by encouraging
competition between pharmaceutical suppliers to Medicaid Pharmacy providers.

Rationale:
Our providers frequently have-a higher cost base for pharmaceuticals than
many other classes of health care providers. The Medicaid/MediKan Program
reimburses the provider for these higher costs.

Procedure:
To request bids from pharmaceutical companies that will reduce the final
cost to the State of drugs dispensed to Medicaid/MediKan recipients, while
increasing sales volume for the bid winner.

Scope:

Bids have been requested and received for both generic equivalent drugs and
for therapeutic alternatives.

Note: We are not requiring or suggesting therapeutic substitution by the
R.Ph. is necessary for this program.

esl .
07/19/88 R
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ATTACHMENT (4)
STATE OF KANSAS

DEPARTMENT OF ADMINISTRATION
Division of Purchases

MIKE HAYDEN.

Langon Stace Omcs B -
Govenot

900 Jachsom
NICHOLAS B ROACH, Room 102 1
Drecior of Purchases Topera Xassas 545°2.1227
1913} 296-2376

Contract No. 27601

Date Mailed: March 14, 1988

Closing Date,
2:00 p.m., April &4, 1988

Contracting
Officer: Eileen Shaw, PP3

Telephone: (913) 204-3124

NOTICE TO BIDDERS

Invitations are hereby extended for bids on the attached prcposed
contract. .

TYPE OF CONTIRACT: Open End Contract XX Contract

ITEM: PHARMACEUTICALS: Medicaid/MediKan Propram

RGEMCIES: Department of Social and Rehabilitation Services. Topaksz.

jt4s

PERIOD OF CONTRACT: Mav 1, 1988 through April 30, 1989

GUARANTEE: None

Specifications and conditions for bidding and bid forms are attached.
The signature page and bid form are to be completed and returned in the
enclosed envelcpe not later than the closing date and time indicated.
Inquiries relative to this proposal should indicate the contract number
and be directed to the above Contracting Officer.

The State reserves the right to reject any or all proposals (bids) and
to waive technicalities.

OPEN END CCNTRACT: An Open End Contract shall be construved as a
contractual agreement between a supplier and the State of Kansas to
furnish an undetermined gquantity of a commodity (or service) in a given
period of time. This may be guided by an estimated gquantity based on
previous history or other means.

CONTRACT: A Contract shall be construed as a contractual agreement
between a supplier and the State of Kansas to furnish a predetermined
guantity of a commodity (or service) in a given period of time.
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Contract Proposal No. 27601
Page No. 1

SPECIAL CONDITIONS
FOR PHARMACEUTICALS: MEDICAID/HMEDIKAN PROGRAM

KANSAS DEPARTHENT OF SOCIAL AND REHABILITATION ISERVICES

The Kansas Department of Social dnd Rehsbilitalion Services (SRS}’
intends to reduce the number of covered pharmaceuticals and to be more
cost effective 4in providing awarded pharmsceuticals through this
{nvitation for bid. The Special Conditions are intended to cover en
agreement to adjust prices of specified "Pharmaceuticals" provided to
eligible recipients cf the Hedicaid/MediKan Program administered by the
Department of Social and Rehabilitation Services to & price designated
as the bid price. Tae adjustment is the difference between the price
paid by SRS to the retail pharmacy and the price submitted by the
vendor in their bid response. For information, SRS is asking for bids
only from manufacturc:s, -and not from wholesalers. See number 10 on
page 3.

State of Kansas General Conditions and Instructions on Bidding shall be
construed as part of these conditions.

Time of Letting: Sealed bids covering this proposal will be accepted
for consideration until 2:00 p.m. on April &4, 1988 and at that time
will be publicly opened.

Awards: Awards will be made, by each item, after all bids have been
tsbulated and each item given thorough considerstion by the Drug
Utilization Review (DUR) Committee. The DUR Committee will judge which
product would be least expensive overall based on per diem use of the
starred items at the price bid per unit. This should ensure a fair
evaluation between drugs which are not identical. SRS reserves the
right to award as a group like items and/or companion items and
reserves the right to awsrd on alternate bids.

Submitting Bids: Each bid shall be completed on one of the attached
bid forms in accordance with the Instruction Sheet and submitted in the
envelope provided herewith. The bidder shall identify his bid by
inserting his name &nd address in the space provided on the outside of
the envelope. The bid shall be delivered to the Department of
Administration, Division of Purchases, Landon Building, Topeka, Kansas
66612, not later than the time scheduled for the opening of the bids.

Contract: The successful bidders will be required to enter into a
written contract with the State of Kansas.

Prices: Only one may be quoted for "each product offered, in the
packaging (unit) closest to that given in the specifications attached.
See "INSTRUCTION SHEET" for quoting more than one product for the same

item of the ,vape__cificatiqns. Bid prices shall remain firm for the
contract period.
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Contract Proposal No. 27601

Page No. 2

SPECIAL CONDITIONS - continued

7. Qualified or Conditiona} Bids: Vendor specified minimum_ order
quantity conditions are considered conditional bids_and_are_subject to
rejection. Bids requiring multiple products or product 1lines as a
condition of award will be rejected.

8. Quantities: The quantities indicated herein are estimated for the
total period of the proposed contract. Estimates are based on usage by
Medicaid/MediKan recipients. SRS reserves the right to resward any
drug procuct if the msanufacturer fails to supply the estimated
quantities. If estimated needs are greater or . less than quoted, SRS
assumes no responsibility to compensate the successful bidder for any
difference in anticipated revenue.

9. Reguirements and Specifications:

(8) All products bid must conform to the specifications as designated
herein.

(b) All products for which bids are submitted must conform to the
requirements of the specifications and formulae as_ designated
herein; and where applicable must meet current standards _of the
U.S. Pharmacopeia, The Board of Health of the State of Kansas
and/or its appropriste divisions and must be guaranteed as to
meeting all requirements, regulations and comparison data eas
outlined in the Federal Food, Drug and Cosmetic Act and/or the
Federal Food and Drug Administration. The manufacturer of
products bid must have an FDA approved New Drug Application (NDA)
or an spproved abbreviated New Drug Application (ANDA).

(c) The Hanufacturer's name  and item stock number of the
manufacturer or distributor must be shown on the bid sheets for
esch item whether bidding on specifications or an alternate
otherwise the bid will not be considered. All bids must indicate
the actual manufacturer of that product on the bid response form

~ provided. The State Division of Purchases ‘must be informed in
writing of any change in manufacturer during the contract period.
Changes in manufacturer are subject to approval by the Drug
Utilization Review Committee.

(d) The manufacturer/distributor certifies they are covered by a
product 1liability insurance -policy which includes provisions
extending to the provider pharmacies and SRS.

(e) Awards will be made on the basis of one uniform brand product for

all strengths or types of package specified for a particular
dosage form.
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SPECIAL CONDITIONS - contipued

10. Adjustment to Contract Payment: Provider pharmacies will continue to¢
buy drugs and be reimbursed for Medicaid/MediKan prescriptions as
usuel. Adjustments (charge-bscks) to the contract will be made by the
manufacturer to SRS. A statement will be sent monthly from SRS to &
successful bidder providing the following information:

(a) Units of each awsrded drug dispensed.

(b) Amount reimbursed (by SRS) .to pharmacies of each drug.

(¢) Amount calculsted at bid price of each drug.

(d) Amount owed to SRS (the difference between b and c¢) of each drug.
(e) Total amount owed to SRS (by the successful bidder).

(f) Time period covered.

(g) Year-to-date totals.

(h) Mailing address.

11. ldentification of Payment: The manufacturer should identify the
adjustment to contract payment by noting the contract number on the
check.

12. Interest on Late Payments: Interest shall be charged on accounts
that are 30 days overdue at the rate of 2% monthly.

13. Time_ Period Covered: Bid prices will be firm for one year
Successful bidders will be expected to make adjustments to the contract
(in the form of payment to SRS) for Medicaid/MediKan prescriptions
dispensed during that time. Adjustments (charge-backs) could be
requested by SRS from an awarded vendor up to 6 months after contract
period is ended based on previous dates of service which occurred
during the contract period.

14. Container Size: Bids are being requested based on specific container
sizes, but this is not intended to limit ‘pharmacies to purchasing only
that container size. An adjustment to the contract will be based on
units dispensed and be independent from contsiner size used by the
pharmacy.

15. In the event no acceptable bids are received, SRS intends to select a

single supplier for each' described category based on current prices or
to establish one price for each product.

-C -
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SPECIAL CONDITIONS - continued

16. Pre-Bid Conference: A Pre-Bid Conference will be held for potential
bidders, beginning at 3:00 p.m. on March 23, 1988 in the Division of
Purchases conference room on the lst floor of the Landon State Office
Building, 900 Jackson, Topeka, Kansas.

Attendance at the Pre-Bid Conference is not mandatory for vendors
wishing to submit a bid, but all bidders are strongly encoursged to
attend. Those interested in attending the conference should contact
Eileen Shaw at (913) 296-3124 by Monday, March 21, 1988.

The purpose of this conference is to allow potential bidders to ask
questions arising from their review of this bid proposal. Questions
will not be allowed after the Pre-Bid Conference.

17. uestions Regarding the Implementstion of _this Contrsct: All
questions regarding the Implementstion of this contract should be
submitted to:

Katie Hauck, Administrator

Division of Medical Programs

Kansas Department of Social and
Rehabilitation Services

Docking State Office Building, 628-$

Topeka, KS 66612

(913) 296-3981

18. Questions_ Regarding the Requirements: SRS will accept questions
concerning this bid proposal in writing prior to the Pre-Bid
Conference. In eddition, questions will be accepted st the Pre-Bic
Conference. Questions that bear on substantial contractual issues will
be answered in written form as an addendum to the bid proposal within
five (5) working days after the conference. All orgenizations who
received the bid proposal will receive the addendum. No questions may
be submitted after the Pre-Bid Conference. Bidders shall not contact
any SRS personnel regarding this bid proposal after the Pre-Big
Conference.

19. Addendum to the Bid Proposal: The state reserves the right to amend
the bid proposel prior to the due date. If it becomes necessary to
revise any part, an addendum shall be provided by certified mail to all
potential bidders who have requested & copy. All bidders shall include
acknowledgement of all addenda, as part of their bid quotation.
Failure to acknowledge addends may be grounds for disqualification of &
bid quotation.

20. Termination of the Contract: SRS reserves the right to terminate
this contract providing written notice has been given to the contractor
at least thirty days prior to such proposed termination date.

21.

Cost Liability: SRS essumes no responsibility and no lisbility for
costs incurred by vendors prior to issusnce of an sgreement or contract

- D -
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PHARMACEUTICALS
INSTRUCTION_SHEET

Enclosed are:

1 copy Special Conditions for Pharmaceuticals: Medicaid/HediKan Program
1 copy Bid Response Form and SRS Specifications for "Pharmaceuticals”

1 pre-addressed envelope

Read Special Conditions and Specifications before making out bids.

The items listed on the combinstion Specifications and Bid Response
Form are generally in alphabeticel order. Please pay particular
attention to the special conditions snd instructjons associated with
a1l products for which bids are requested as a “therapeutic group" or
. "therspeutic drug class". Responses on these items must be made in the
space associated with the appropriste generic name in the mein listing.

Completing bid: All bid information must be typewritten. Make sure
all information is legible. It is important that all instructions be
followed eccurately. . 4

a. Complete signature sheet by:
1. Listing legal name of firm, telephone number, address, city,
and state.
2. Meking sure form is signed and persom signing indicates his
‘title. .
b. Complete bid form as follows:
1. Enter in this order: Brand name, manufacturer's name,

manufacturer’s catalog number, supplier's (bidder's) catalog
number. Supplier's number alone or the use of "as specified”

are not acceptable. Jf bidding an alternate product, list
any deviations from Specificstjons.
2. Bid unit price only. Under the 'packeging" column show

what that unit is. The unit quoted should be thet given in
the Specifications or as close thereto as is aveilsble in the
product bid.  Awards can be made on units "approximating'
those given in the Specifications.

3. On the additional blank forms provided, the bidder may offer
two bids, one on a product designated in the Specifications
for that item, and one on an salternste product, (not
listed). (See paragraph 6 in the Special Conditions for
bidding alternate products). For the purpose of establishing
the total bid on the item, the high of the two bids shall be
used. .

4., Remove all pages "not bid". Return only those pages of the
"Bid Form" having items quoted for bid.
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Contract Proposal No. 27601
Page No. 6

INSTRUCTION SHEET - continued

5. Recheck signature page and make certain thst al) information is filled
in and that it is SIGNED by an authorized person.

6. Please note the bid specifications contsin two «(2) alphabetized
sections. The first section contains specifications for which awards
will be made by therapeutic class. The second is the main body of
pharmaceutical specifications for drng products. Every attempt
possible has been made to accurately reflect the estimated usage for
these pharmaceuticals.

7. Bids must be delivered to the Department of Administration, Division of
Purchases, Landon State Office Building, Topeka, Kansas 66612, not
leter than 2:00 p.m., April 4, 1988.

-
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Contract Proposal Number 27601

I1TEM: PHARMACEUTICALS: Medicaid/MediKan

Program - Dept. of-Social & Rehab.
Services

DEPARTHENT OF ADMINISTRATION
DIVISION OF PURCHASES
LANDON STATE OFFICE BUILDING
800 Jackson, Room 102 N
TOPEKA, KANSAS 66612-1220

SIGNATURE _SHEET

24060A VR s

Gentlemen:

we submit 2 proposal to furnish requirements during the .contract period in azceo
with the specifications and Schedule of Supplies.

LISAL NAME OF -PERSON, FIRY OR CORPORATION:

£:RM TELIPHONE NUMBER: AREA CODE LOCAL NUMBER
LIORESS:
CITY & STATE: : 21P CODE

5. 5. or FEIN Number

SIGNATURE:

TYPED NAME OF SIGNATURE:

TITLE:

DATE:

1f awarded a contract and purchase orders are to be  directed to an address other than
above, indicate mailing address and telephone number below:

ADDRESS:

CITY & STATE: . ZIP CODE _

TELEPHONE: AREA CODE NUMBER

_—




STATE OF KANSAS Contraci Proposel hig, 27607
Department of Adwin{stration Page Nu. g
Division of Accomzs and Reﬁrts
Da-16ba Rev, 1-8
CONTRACTUAL PROVISIONS ATTAOHENT .

leaporiant: This form wxlns aadatory contract p{ov!slms 3G oyst be attached to or Inc
r gt s

The undersigned parties aaree that the Iollovhgegmvlslms are hereby Incorporated Into the contrac: to v itk
attached and made a part tl ng dated the day of 1 .

1.

any contract. L, $ 1s aitachec 0 ihe vendor/coniracior's stancar
that form myust be altered to contain the following provision:

“The provisions found in Contractual Provisions Attachaent (form Da-1462) |
which s sttached hereto and exmed.% the parties to this agreement, afe
heredy incorporated in this contract @ade 3 part hereof.™

ereof, said contract
TERMS HEREIN CONTROLLING PROVISIONS

T 1s eleressly QT e Lerws of each and every provision in tnis s iachment shall
Over the temms of v'zagtner conflicting provision in my olher documerm telating to end & p
in which this sttac t is incorporated.

AGREEMENT WITH KANSAS LAY
I contractual 3gretnenls shall be subject to, govemes by,
Sas .

Kan:

evall and ¢
of inz con

ad construed according to the laws of the State of

TERMINATION DUE TO LACK OF FLMOING MPPROPRIATION .

, In e jgment of the Ditecto: of ACCOUNts and Rezorts, State Desasiment
funds are rof appropristed to continue the function performed in this agreement
charges hereunder, State may terainate this agreerent at the end of its current
give writien notice'of temination to cootractor at least 30 days prior to the end
and shall give such notice for a gnala'rneerlod prior to the end of such fiscal

4 5 ice shall required Enor to %0 days before t’h

ght . at the end of such fiscal year.
State wiil pay to the contractor al X’E?u:l.’ contracty
nf

3ny e

- ayments in:
iscal yzar sla!us contractual tharges Incidenta to the retum gfyany such
tate, title to any such equipnent shall revert to contract

10
K:n. The termination of the contract pursuant to this paragraph sh.
agency or ine contractor.

DISOLAIMER OF LIABILITY
Nelther the ate of Kansas nor any agency thereof shall hold harmless or indemalfy any cont
l{ility whatsoever.

ANTI-DISCRIMINATION QLAUSE
Tne coniractor agrees: (a) to comply with the Kansas Act Against Discrimination (K.S.,A. 44-1001 et se3.) =2 to
mt ciscriminate ﬁains‘. ay person who pe:!oms woTv hereunder, because of race reuglon, color, ser, physica)
iated to such person's ability to engage in this work, national cr!gin of andestry; 45 1A

in all solicitstions or advertisements for eneloye:s = 7
L repo out at k.S.a 1 Suop. 82-1031; {d) to inciude those pri
swbconiract or purchase order sc that they are b nding upon h t

T
comzly with the r!porti'\? Teauirements of (c) adove or i the contractor s found guilt
sich act by the Kansas Comission on Civil Rights, shall constitute a breach of the con
Clﬂttllet‘.l terminated or suspended 1n whdle or in part by the O
Acninistration,

Parties to this contract undzrgand that subsections (d] through (e} of this paragrash nyx
aoplicable to a contractor who ewp. .'§-=r ¢ four enployees or whose contrac: with this agen:
Kansas state goverrment total less than 5,000 -

ing this ffscal year,
ACCIPTANCE OF CONTRACT . .
Tnis contract shall not be considered accepted, epproved or otherwlise effective until the statwt rily reculrec
approvals and certifications have been given.

MBITRATION, DAMACES, WARRANTIES

Netwithsiancding an mguage to the contrary, no Interpretation shall be allowsd to fing t
a3ecy thereol has agreed to binding arpitration, or the payment of danages or penaliles upon t

a contingency. Furfner, the State of Kansas shill not sqrie to ?ay lttorne! fees and late payment charg

;n Yrovls on will be given effect which sttempts to excl e, modi disclela or otherwise attempt to 1i
A,

led varranties of merchantability and fitness for a parficular purpose.

e
mit
REPRESENTATIVE'S AUTHORITY YD CONTRACT

y $ ;‘n ny s document e representative of the contractor thereby represents that such pe
suthorized by the contractor to execute this document on behalf of the contractor and that the con
to be bouno the provisions thereof,
RESPONSIBILEITY FOR TAXES

e ate o ansas shall not be responsible far, nor Indemnify m contractor for, eny federal
taxes which may be imposed or levied won the subject matter of t‘ls contract.

son is duly
tor agrees

, state or local

DESRMNCE
The State of Kansas shall not be Tequired to purchase, any {nsurance against loss or dna%e to any personal
?mperty to which this contract relates, nor shall this contract require the state to estadlish' a ~self.
nsuflnce‘ fund to protect aallnsl ony such loss or danage. Subject to the provisions of the Kansas Tort Claims
Act (K.S.8, 1979 Stop. 75-6101 et seq ), the vfndor or 1

n iessor holds

age.
essor shail .bear the risk of my loss or damage to any
personal property which vendar or title.

STgrature

Yendor/Contractor: - Agercy Head/Authorized Representative:
DATE Signature . Date

Titie

TItTe
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INFORMATION D INSTRUICTIONS

This form is used to collect Small Business Procurerent data. Thereforz, § 13 neczassly for tne Certification

Statoment to be conpleted and the type of business be marked for esch transaction.

TYPE OF BUSINESS (Please mark the appropriate bozx{es).
i iy i |OTHER THEN SMALL BUSINESS ! IND:i-PROFIT
! | YO-EX-OWNED | IMINCRITY i

iR GIZAPRED

CERTIFICATION STATEMENT

KSA 1984 S.pp. 75-6003 et. seq., Kansas Small Buslness Procurement Act stastes & business musi meet the
followlng requirements {n order to be Certified and considered & snall business.

(a) MUST BE A SMALL BUSIMESS. *5mpll business® means a buslaess which Is irdeoedently owned and opersted
ot doninwt in Its field of operation and is not an affiliste or division of » larger business.

(b) MJST BE A BUSINESS. ~Business” mess: (1) An entity organlzed for profit, tncluglng but not limited to,
an individusl, partnership, corporstion, jolnt venture, asso=lation or cooperative; or {2) » boma figz nonprofit
organization opersting primarily for the hesgllitation, renabllitation or employment of hancdiczposd persons which
employs at least five handicapped persons for every nonhzndicapped persen who is olrectly engaged In the
manulacture =nd processing of products by the nonprofit organl zstion. -

() WMJST NOT BE DOMINANT IN ITS FIELD OF OPERATION. "poninant in its field of opsration” means exsrz
controllling or msjor influence fn 2 kind of business activity in vhich 8 number of businesses are engaged.
following businesses shall be desmed dominent in thefr field of operation snd, therefore, do not qualify as small
business uxier this progran: {1) menufscturing businesses which smploy more then flfty {50) persons ad have in
the preceding three (3) fiscal years exceeded three milllon dollars (83,000,000) gross income snually;  (2)
General construction businesses which in the precesing three {(3) fiscel years excesded four millton doliass
(54,000,000} gross income annually: (3) All other acn-manufacturing businesses which employ mere tnan
twerty-five (25) persons and have in the preceding three (3) fiscal years exceeded -one milllon five hundred
thousand dollars ($1,500,000) gross income mnually.

ing 2
The

(d) HJST NOT EE A AFILIATE QR DIVISION OF A LARGER BUSINESS. warriliate or dlvision of a largzr businzss®
mess & business which is a subsidlary of or ownes in part by e larger business wich 1s dominant §n 1ts flelc of
operdtion, or which is owned ir excess of twenty percent (20%) by the partners, officers, directors, majorily
shareroiders, or their equivalent, of s larger business which is domlnent in its fleld of operation.

(e) MINORITY. *Minority person” means a eitizen of the Unlted States w0 1s Negro, Hispanlc, priental,
frericean Indlan, Eskimo, or Aleut.

(f) HANDICAPPED. *Handicapped person”™ means wny person wo: (1) Has & temporary or permanent physical
dissoiilty that requites the use of 2 wheelchalr, walker, braces or crutches; (2) Has temporsrily or pemanently
lost the use of one or both legs; (3) 1Is detemined o certified by s prysicien to be severely restricted In

.mobility, elther terporarily or permanently, by 8 pulmonary of cardlovescular disebility, arthritic condltion oF

orthopedic or neurological imosimment, (&) Is sfflicted with or subject to eny physicel or mental impalprent, of
both, shether congenital or due to = injury, dlsease or 11lness of such charmcter the impalmment constltutes L}
herdicap in obtalning otployment or in retsining employment,

(g) MINGRITY BUSINESS. “Mimority business® mesns 8 business which more than 50X is pwned by a minority person
or persons.

(h) WOEN-OMED. "women-owned business™ mems & business whicncmore-then S0 {3 owned by 8 woman or wonen.

1 heredy certify that my business qualifies -as a small business as per the foregolng requirsments, wd that my
responses to the sollcitation are sccurate to the dest’ of my knowledge. -

Signature of Business Owner

Federal Tax I. D. No., or Soc. Ses. No.
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Contract Proposal No. 27601
Page No: 9

STATE OF KANSAS

DIVISION OF PURCHASES

SRS Pbarmaceuticals: Medicaid/MediKan Program

Preduct Specificstions and
Bid Response Form

Table of Contents

Pages

Section I: Selected products for which awards will be made by i
therapeutic class . . . . . . . . . . ... .. .. 1 -5

Section Il: Pharmaceutical specifications for other drug
products . . . . . . . L. L. 6




| ® . STATE OF KANSAS - DIVISION OF PURCHASES VENDOR_CODE
| BID RESPONSE FORM
\
i PAGE 1 \
i
3
3 CONTRACT: Pharmaceuticals: Medicaid/HediKan NO. 27601 PERIOD: From 5/1/88 Through &4/30/89
\
| PACKAGING NDC NUMBER AND .
| ITEH DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
| NO. necessary) NEEDS ARE BI1DDING -
§ HISTAMINE H2 ANTAGONIST DRUG CLASS
‘ It is the State of Kensas' intent to obtain bids for the
‘ histamine H2 antagonists noted below. Product descriptions,
‘ strengths and package sizes are noted. The Drug Utilization

Review (DUR) committee will review these items as therapeutic

equivalents and reserves the right to sward on a group basis’

for one brand based on bids submitted on the starred items.
| .
i 1. Cimetidine 200mg tablets (Tagamet) 100 btl 920 btl
i 2. Cimetidine 300mg tablets 100 btl 14,700 btl
1
| 3. Cimetidine 400mg tablets 60 btl 7,000 brl

4. *Cimetidine 800mg tablets 30 btl 1,200 btl

‘ 5. Cimetidine 300mg/2ml Inj., 8ml vial 1 vial 120 vial
| 6. Cimetridine 300mg/5ml Liquid 8 oz btl 925 btl
|
1 7. Ranitidine 150mg tablets (Zantac) 60 bel 30,000 bt}

28




STATE OF KANSAS - DIVISION OF PURCHASES VENDOR CODE
BID RESPONSE FORM

* PAGE 2
CONTRACT: Pharmaceuticals: Medicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89
PACKAGING NDC NUMBER AND
EM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
0. necessary) NEEDS ARE BIDDING
*Ranitidine 300mg tablets (Zantac) 30 btl 15,000 btl
. . [0 ]
Ranitidine 2Smg/ml Inj., 10ml vial 1 vial 120 vial w
Famotidine 20mg tablets (Pepcid) 30 btl 30,000 brl
*Famotidine 40mg tablets 30 btl 15,000 btl
Famotidine 10mg/ml Inj., 2ml vial ' 1 vial 100 vial
Famotidine 10mg/ml Inj., 4ml vial 1 vial 150 vial |




STATE OF KANSAS - DIVISION OF PURCHASES VENDOR CODE
B1D RESPONSE FORH

PAGE _ 3
CONTRACT: Pharmaceuticals: Medicaid/MediKan NO. 27GQI PERIOD: From 5/1/88 Through 4/30/89
PACKAGING NDC NUBER AND
ITEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. necessary) NEEDS ARE BIDDING

ORAL .CEPHALOSPORIN DRUG CLAS3
[t is the State of Kansas' intent to obtain bids for the oral
sephalosporins noted below. Product descriptions, strengths
and package sizes are noted. The Drug Utilization Review (DUR)
-ompittee will review these items as therapeutic equivalents
and reserves the right to award on a group basis for one brand
sased on bids submitted for 500mg capsnules.

sephalexin (Keflex) or Cephradine (Anspor, Velosef)

™ Copsules: 250mg _ ) 100 cap/btl 2,700 btl
15. *Capsules: 500mg _ 100 cap/btl' 1,800 btl
16. Oral Suspension: 125mg/5ml, 100ml btl 1 btl 2,600 btl
\7. Oral Suspension: 250mg/5wl, 100ml btl ] -1 btl 4,500 btl

8. Oral Suspension: 500mg/Sml, 100ml btl 1 btl 100 btl

¥8



STAVE OF KANSAS - DIVISION OF PURCHASES

BID RESPONSE FORM

VENDOR CODE

PAGE 4
CONTRACT: Pharmaceuticals: Medicsid/MediKan NO. 27601 PERIOD: From $/1/68 Through 4/30/89
PACKAGING NDC NUMBER AND
ITEH DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID .PRICE
NO. necessary) NEEDS ARE BIDDING

HYDROCHLOROTHIAZIDE - TRIAMTERENE COMBINATIONS
Tt is che Sctate of Kansas' intent to obtain bids for the
products noted below. Product descriptions, strengths and
packsge sizes are noted. The Drug Utilization Review (DUR)
committee will review these items as theraspeutic equivalents
and reserves the right to sward on a group basis for one brand
based on the bids submitted.
19, Capsules: 25mg of hydrochlorothiazide and 50mg of 1,000 bt} 1,100 btl

triamterene (Dyazide)

20. Tablets: 50mg of hydrochlorothiazide and 75mg of 500 btl 2,200 btl

triamterene (Maxzide)

g8




STATE OF KANSAS - DIVISION OF PURCHASES

VENDOR CODE

B1D RESPONSE FORM

PAGE _ S
CONTRACT: Pharmaceuticals: Hedicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89

PACKAGING NOC NUMBER AND
ITEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. necessary) NEEDS ARE BIDDING

ALUHINUM HYDROXIDE, MAGNESIUM HYDROXIDE COMBINATIONS

It is the State of Kansas' intent to obtain bids for the
antacids noted below. Product descriptions, strengths and
package sizes are noted. The Drug Utilization Review (DUR)
committee will review these jtems and reserves the right to
award on a group basis for one brand based on bids submitted
on suspensions. Evaluation will be based on best dose per
15ml.
Aluminuo Hydroxide, Magnesium Hydroxide Combinations (Maalox,
Aludrox, Delcid, Kolantyl, Maalox-TC, WinGel, others)
21. *Suspension 12 oz btl 42,500 bt
22. Tablets 100 btl 4,800 btl

98



STATE OF KANSAS - DIVISION OF PURCHASES VENDOR CODE
BID RESPONSE FORM

PAGE __ 6
CONTRACT: Pharmaceuticals: Hedicﬂid/ﬂediKaA NO. 27601 PERIOND: From 5/1/88 Through 4/30/89
PACKAGING NDC NUMBER AND
ITEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. . necessary) NEEDS ARE BIDDING

GENERIC DRUG SPECIFICATIONS, SECTION II
The Drug Utilization Review (DUR) committee reserves the
vight to award on a group basis for one brand within a
category based on bids submitted on the starred itewms.

Aluminum Hydroxide Gel (Amphojel)

23, *Suspension: 320mg/S5ml 12 oz btl 2,275 btl

24. Suspension: 600mg/Sml 12 oz btl 1,750 bl

+ Aluminun Hydroxide, Magnesium Trisilicate, Alginic Acid, Sod.
Bicarbonate Combination (Gaviscon, Gaviscon-11)

25. *Teblets: Alum. Hydroxide 80mg, Magnesium ’ 100 bt1l 3,000 brl
Trisilicate 20mg, plus other ingredients

26. Tablets: Alum. Hydroxide 160mg, Magnesium 48 btl 350 brl
Trisilicate 4Umg, plus other ingredients

L8



STATE OF KANSAS - DIVISION OF PURCHASES

YENDOR CODE

B1D RESPONSE FORH

PAGE __17
CONTRACT: Pharmaceu:ic?is: Medicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89
i PACKAGING NDC NUMBER AND
1TEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. necessary} NEEDS ARE BIDDING
artificial Tear Solutions (1sopto-Tears, Tears Plus, Tears
Naturale, Soothe, others)
27. xSolution, ophthalmic: 15ml 1 btl 3,300 btl
28. Solution, ophthalmic: 30ml 1 Etl 1,000 btl
Griseofulvin Ultramicrosize (Fulvicin PG, GrisPEG)
29. Teblets: 125mg 100 btl 75 btl
30. *Tablets: 250mg 100 btl 140 btl
31. Tsblets: 330mg 100 btl 55 btl
Metolazone (Diulo, Zaroxolyn)
32. ©  *Tablets: 5mg 100 btl 580 btl

88



STATE OF KANSAS - DIVISION OF PURCHASES
BID RESPONSE FORM

VENDOR CODE

PAGE __ 8
CONTRACT: Pharmaceuticals: Medicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89
PACKAGING NDC NUMBER AND

ITEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE

NO. necessary) NEEDS ARE BIDDING
Nifedipine (Procardia, Adealat)

33. *Capsules: 10mg 100 bel 10,300 btl

34, Capsules: 20mg 100 btl 100 btl

Nitroglycerin Patches (Nitrodisc, Transdero-Nitro, Deponit,

Nitro-Dur II)
35. Patch: 2.5mg/24hr 30 box 1,100 boxes
36. *Patch: Smg/24hr 30 box 7,000 boxes
37. Patch: 7.Smg/24hr. 30 box 230 boxes
38. Patch: 10mg/24hr 30 box 3,700 boxes
39. Patch: 15mg/24hr 30 box 300 boxes

68



STATE OF KANSAS - DIVISION OF PURCHASES

BID RESPONSE FORM

VENDOR CODE

PAGE __9
CONTRACT: Pharmaceuticals: Medicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89
PACKAGING NDC NUMBER AND
ITEM DESCRIPTION (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. necessary) NEEDS ARE BIDDING
Potassium Chlofide (Slow-K)
40. Sustained release capsules Bmeg 100 bel 5,600 btl
41. *Sustained release capsules 10meq 100 btl 4,300 btl
42. Sustained release tablets 8meq 100 btl 11,200 btl
43. *Systained release tablets meeq 100 btl 11,600 btl

06



STATE OF KANSAS - DIVISION OF PURCHASES VENDOR_CODE
BID RESPONSE FORM

PAGE _ 10
CONTRACT: Pharmaceuticals: Medicaid/MediKan NO. 27601 PERIOD: From 5/1/88 Through 4/30/89
PACKAGING NDC NUMBER AND
ITEH DESCRIPTION . (correct if ESTIMATED BRAND NAME YOU BID PRICE
NO. necessary) NEEDS ARE BIDDING

Theophylline (Theo-Dur, SloPhyllin, Elixophyllin)

44, *Liquid: Elixir, Syrup or Solution 80mg/15m1 480mg/bti 100 bt}
45. Sustained relesse capsules 125mg . ‘ 100 bel 880 btl
46. *Sustained release capsules 250mg 100 btl i,200 btl
47. Sustained release tablets loémg 100 btl 550 bel
48. Sustained release tablets 200mg ] 100 bel 4,600 bt]

49, *Sustained release tablets 300mg 100 btl 4,800 btl

16
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Contract Propesal No. 27471
Page NKo. A

STATE OF KANSAS
DIVISION OF PURCHASES

GENERAL CONDITIONS AND INSTRUCTIONS ON BIDDING

A. GEONERAL CONDITIONS

N

ACCEPTARCE OR REXECTION AND AWARD OF BID: The State of Kansas reserves ine
right to accept oI Teject any or all bids or parts of bids, to welve &y
informality or technicality in bids, and unless otherwise specified t¢
accept any item in the bid. 1In case of error in ‘extension of prices or
other errors in calculation, the unit price shall govern. Award will oe
made to the lowest responsible bidder complying with conditions &n3
specifications of the invitation to bid.

F. 0. B. POINT: Unless otherwise specified, all bids will be F.C.Z.
fESTINATION. This term shall mean deliverad to a state agency's receiving
dock or other designated point as specified in the request for bids.

TAX: Unless otherwise specified, bid prices should not include
Excise Tax, State Sales Tax or Transportation Tax. The State of X
shall not be responsible for, nor indemnify a contractor for, any fes
state or local taxes which may pe imposed or levied upon the subject m

" of State purchases or leases.

BID AND PERFORMANCE GUARANTY: The Director of Purchases is authorize:z
Taw Lo prescribe the amounts of deposit or bond, if required,
submitted with a bid or a contract and the amount of bend, if requirzs,
pe given for the faithful performance of a contract.

Y o

L

¢

wnen a bid and/or performance guaranty is required, such requirements »iil
be clearly outlined in the invitation to bid.

Unless otherwise specified, the big and performance guaranty must be:
(a) Certified or cashier's check, or

(b) A Bid ang Performance Bond (this form furnished upon request) payz:le
to the State of Kansas. The Bid and Performance Bond must be filed witn an2
approved by the Director of Purchases of Kansas prior to closing date of sny

quotation for which such bond is to serve as guaranty.

RETURN (F GUARANTY: The guaranty of the successful bidder will be returned
after the contract has been completed by delivery and acceptance of, a1d
payment for goods and/or services. The guararty of the unsuccessful bioder
will be returned after -an award has been made to the successful bidde:.

LIQUIDATED DAMAGES: If the successful bidder fails or refuses to enter into
a contract oOr Tails to provide goods and/or services in asccordance with
terms and conditions of an accepted bid, then the State of Kansas may

require forfeiture of the guaranty as 1iquidated damages and/or removal fro®
the bid list.
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13.
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., Contract Proposatl No. 2760]
J Page No. B

DEFALT: Any vendor who defaults on Oelivery as defimed in the Prosusa:
form may, et discretion of State, be barred from bigding for a perios to pe
determined by the State.

NEX MATERIALS, SUPPLIES OR EQUIPMENT: Unless otherwise specifies, al]
materials, supplies or equipment offered by 8 bidder shall be new, unuge-
or of recent manufacture, first class in every respect, snd suitable fgr
their intended purpose; also, all equipment shall be assembled and fully
serviced, ready for operation when delivered. :

INSPECTION: The State reserves the right to reject, upon arrival at
destination, any items which do not conform with specifications under whicr
they were purchased. Sampling ang inspection may be made on items at S$Qurce
of supply. Suppliers may ask for an inspection of goods at point of
manufacture; however, suth inspection will be made for- convenience of tne
supplier, and the State reserves the right for final acceptance or rejection
et point of delivery.

PATENTS: The seller shall protect the State from any and all damages or
Iiability arising from alleges infringements of patents.

COMPLIANCE WITH KANSAS ACT AGAINST DISCRIMINATION: All bidders must agrae
anJ covenant as a condition of contract that they will comply, if reguir
by law, with provisions of K.S.A, 44-1030 el seq. and will obser
provisions-of the Kansas Act Against Discrimination.

vE

INSURANCE:  The State of Kansas shall not be required to purchase any
Insurance against loss or damage to any personal property, nor shall tne
state establish. a "self-insurance" fund to protect against any such loss or
gamage. Subject to the provisions of the Kansas Tort Claims Act (K.S.:.
1979 Supp. 75-6101 et seq.), the vendor or lessor shall bear-the risk of a0y

loss or damage to any personal property in which vendor or lessor hoiss
title.

PBLIC REDORDS: A complete public recors file of each biZ transaction is
maintained for at least five (5) years by the Division of Purchases. Af:ier
a bid is awarded and filed, the file is available for review by interested
parties during regular business hours.

B. GENERAL INSTRUICTIONS TO BIDODERS

1.

BID FORMS OR REQUEST FOR QUOTATION: Bids. should be submitted only on forms
provided by the State. The big must be ‘received in the office of tne
Division of Purchases not later than the date-and time scheduled for closing
of the bid.

EQUIVALENT BIDS: When brand names or trade names and model numbers followed

y the words "or equivalent™, or "or approved equsl” are used in the bid
invitation, it is for the purpose of item identification snd to establish
stendards for quality, style and features. Bids on equivalent items of
substantially the same quality, style and features are invited. However, to
receive consideretion, such equivalent bids must be accompanied Oy
sufficient descriptive literature end/or specificstions to clearly igentify
the units and provide for competitive evaluation. -

31-352 0 - 90 - 4
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ACCEPTANCE OF BIDS: Bids are invited on the basis that acceptance of the
offer to furnisnh articles as described in the invitation shall constitute a
contract between the bizder and the State of Kansas, which will bind the
bidder to furnish and deliver articles for which the offer is accepted. 1If
specifications and contents of the proposal cannot be complied witn, a
bidder may elect not to bid.

SAPLES: Samples of items when required, must be furnished at no expense to
the State; and, if not destroyed in the evaluation or testing process, will
be returned at bidder's expense, if requested.

UNIT PRICES: Prices must be stated in units of quantity specifiez.

DISCONT: All offered discounts will be considered in determining the low
bid.

PREPARATION OF BID: Each bid must be legible and properly signed. Prices
3re to be entered in spaces provided on the bid form. Mathematicel
extensions snd totals shall be indicated where reduired. In cases of errors
in extensions or totals, the unit price will govern.

SIGWATURE (F BIDS: Each bid must give the complete mailing address of
Didder and oe signed by him with his legal signature. Bids by partnersnips
must be signed by one of the members of the partnership or by an authorizesd
representative. Bids by corporations must be signed in the name of the
corporation followed by signature and title of the president, secretary, or
other person authorized to bind it in the matter. The names of &ll persons
signing should be typed or printed below the signature.

MARKING AND MAILING BIDS: Bids must be securely sealed in envelopes
provided or other suitable envelopes addressed and marked on the outside as
required by the invitation, including name and agdress of bidder, quotation
number and closing date. Telegraphic or telephone bids are not acceptadle
unless specifically provided for in the bid invitation.

TIME FOR RECEIVING BIDS: All bidding will close promptly at 2:00 p.m.
Tentral Standard or Daylight Savings Time, whichever is in effect at Topeka,
Kansas, or other designated bid opening site on the date specified in the
invitation to bid. Formal bids received prior to time of closing will be
securely kept, unopemed until closing time. The State will accept no
responsibility for prematurely opening of a bid not properly identified on
outside of envelope as requested.’ -

MDIFICATION (F BIDS: Telegraphic or written mdificat{ons of bids already
submitted will be accepted by the Division of Purchases if received prior to
the date and hour scheduled for closing of bids.

WITHDRAWAL OF BIDS: A bid may be withdrawn on written, telegraph or
personal request received from 8 properly identified bidder prior to tne
date and hour scheduled for closing of bids.
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BICOERS PRESENT: At the date and hour schesuled for closing, bid pricec
will be made public for information of interestes bidders who may be present
either in person or by representative. Such information is not to be
construed as meaning low bidder has met all specifications as set out in
invitation to bid.

CAUSE FOR BID REXLTION: Any bid may be rejected for justifiable rezson,
Including but not Iimited to the following:

(a) Failure of bigder to sign bid form.

(b) Irregularities of any kind.

(c) Alteration of bid form.

(d) Obvious errors on Jart of the bidder.

(e) Failure to submit required big guaranty.

(f) Failure to furnish requested pricing or other information.

(g) Submission of a late bid.

(n) Offering of alternates not.called for in the invitation to bid.

(i) Failure to comply with F.0.B. requirements.

NOTICE OF AVARI:): Depending upon the type of purchase transaction, the
Division of Purchases issues either a Purchase Order or a Contrazt to

successful bidders.

O¥WNGES:  Changes in any request for quotation, purchase order or contract
may be made only upon written approval from the Director of Purchases.

INVOICES AND PAYMENTS: After furnishing acceptable goods or services,
vendors may obtain payment by presenting invoices to the receiving state
agency.

DAla6a: Kansas Contractual Provisions. Attachment, Form DAl46a attacned,
must be signed and is made:a part of this contract.

Bidders should .be aware that the varjous state- agencies (Departments,
Boards, Commissions, Institutions, etc.) have delegated authority for making
certain small purchases of goods and services, and all opportunities to big
do not originate in the Division of Purchases. .

Bids with an estimated value in excess of $10,000.00 are advertises in the
Kansas Register. Interested .bidders may contact Kansas ster, Secretary
of State; State Capitol, Topeka, Kansas, 66612 for subscription 1nformat_jon-

July, 1987
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ATTACHMENT (5)

AE ¥

THE STCRCAARY OF HUALYH AND HUMAN sTrvicLs — 3 -9 KL10:33

—aaminC1D®, DL 20181

Wy 1819

Chacles ¥est, P.D;

Pxecutive Vice ?x?u}em‘.

Tho Natimal Assoiiaticn of Retall Druggists
205 Daingerfield Koad

Mexandria;’ Virginia 22314

Dear Dr. Hcsel

zmmmﬂhgmm,mdwummzz, 1989, letters regurding The
Baalth Care Pimancing Aaninistraticn‘s (BCPA) menagoment of the Yedicaid
rescription dng benafit. 1 apgreciste your good wishes on oy
sppointzent and apologize for the delsy in my rooponsa.

The central issves which you raisc relote to the hictory and intest of the
Medicaid requisticns that govern the methods and standards that apoly to
Btate Modicaid agencics' determinations of prescription dnxg poyzedt
Totes. mspcdficr\xlet)\utywadixtss is the ona that deals with a
State's ogter=ination of “ewtimited scqaisitich costs® (EAC) now cdified
at 42 CPR 447.301. The rule provides that the PAC must be the State's
best wmmmmmddmm@imwn‘mmda.%m
itmhﬂmaﬁdcdmammbledimhqfccinmwm
thepe.rmiptlmpnywrwlllo-od, or which mry be allowed, wder a
State Hedicaid progexd. .

The original Medicaid peyment policy in this regard (i.e., ingredient cost
plus a dispensing foc) was put imo effect April 1976, when final drug
ymet mlestodtdicctantDuMiceofPrcpooedeﬂmm that
\Jaspubl_hhcdin}bvurber197l. m;;mpoeedr\ﬂesnﬂdhavereqd_md
that swmmbljﬂ\d:qume\ttccsubydeminm;theamx
soquisition ccots of such products, The preacble to the proposed rules
explained that rost States were using average wolesale prices (ARY) as
Mm@ﬁ;hdinmtimﬂym&udwﬁiﬂ such as the Red
Pock or Blue Bock. The prearhle language enphasized that these standard
wbl&uhcdprimm{xqwﬂlyb\fhtedurdinmofmlmm
pharpacies, FPor this reasm, State Medi
use the actual soquisition cost. m,mmmmmmed
Fule noted the aduinistrative problems States would confront to’ getemins
the actual drug product scquisition costs. Therefore, the £inalizule »es
Todified to regaire an “estisated scquisition cost® which was Bescribed as
*tho Medicaid agency's Dest essimte of the Tooc genenilly ‘and Garently
paid by fnrudrv;mkecadcraolﬂbyapardmluﬁ:’:z:.cem
urlabelerinthe;ndaqeuimcfdnx;mstfmqmuypmﬂnéédw
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.* In addition, the prexmlelangusge Teftératad that the
published AP 18 not an scoeptable messure becouse it is frequently inflated
and does not reflect the varicus incentives, sales promoticns, 8iscomts amd

. allowmances (other than disdounts for cash or pronpt payment) that Are..=
. “‘routine terss of purchasing in the drug merketplace,

* Revised Medicaid rulesifcs payment for prescription drugs were published in
July 1967." Trey became eZfective i October 1987, ° In theoe rules BAC plus
the dispensing fee serves 2s the sggreqate upper payrent ‘lim{t standard

- eguinst which'the Stote program's actwl preocription drug payments for
Bingle-socurce and certain multiple-source drugs are reasured, The sxme

» basic policy and the gubatance and text of the roqulations ac they apply to

EAC were retained,

Yaur-descripticn of the official actions of farmer KCPA Mninistra
Dr. Corolyic Davis-and Ynepector Cenwrsl Richard Kuccarow concarmning the
revision of the.Medicaid gegulations 18 incomplete. During the pericd
1984-85, the Office of Inspectar General wrged HCPA £0 ‘take actich to pursue
a Mdicid initiative recomendod by that office, The {nitistive was the
result of the Tnspector General's Audit Agency Report which found that
published AP Jevels overstated the prices that phanmcies actually Py for
drugs by approcimately 16 percent on aversge, - One of the recammendations .
sas that the Medicaid requlsticns be revised to preclude the general use of
T AP, BCPA believed thot revision of the requlations ahould swait decisions
cn the £indings of a specinl task force that was appointed to review the
odsting prescription drug regulstions. Moreover, BPA eglalned that the
States' use of A<P as a screen to which a perventage reduction would be
eppiied was an acceptable method to establish the EAC. .

There was also sax discassion about vhether a national policy ahould be
adopted to require that the Medicaid TC be expressed as NP minus a
specific percent. The consensus was thot this, too, would require nosice
and coment ruleraking. “Consequently, the reccorendations to revise the
requlaticns to eclicitly preclude the general use of the AP, or to define
Medicaid EAC as AP mimis a ppecific percent, were rot adopted,  However,
the initiative to provide States greater assistance in the deterriration of
an eppropriate B2G was adopted. Since this merely involved the application
of the existing rules in light of the best available {nfarmation, pew
rulemking was no: pecessary. In fact, the Inspector General's repart wes
sent to all State Medicaid agencles as » progran dssuance in Septecter 1984.

I hope the preceding provides the nccessary background, insight and
rclarification of the Federsl reqQuirmments as they apply to the {ssuves you
.. taised in your letters. For these roasons, I1.40 not believe it is
i Mppropriate to place a8 moratorium on KCFA's program saministretion

" activities to enforce the Medicaid prescription’drug payment rules,

Sincerely,

Louls W. Bullivan .
louis W. Sullivan, M.D.
Secretary



98

Glossary Page 1

AAC - Actual Acquisition Cost.

This is "net/net." Inventory cost after all buying group and individual
discounts, early payment discounts, free goods, credits, premiums, and
chargebacks are deducted. It is very difficult to obtain an accurate AAC and to
be useful, it has to be an average. As an average, AAC could be referred to as
Estimated Actual Acquisition Cost, or (EAAC). Estimated Acquisition Cost (EAC)
frequently has a different’ definition however. Refer to listed definition of
EAC. The recently completed study, done for Kansas Medicaid by Myers and
Stauffer, is probably the best estimate of EAAC done in recent years.

In 1988, under a contract with Kansas SRS, Myers and Stauffer started a study to
define the actual acquisition cost of the 300 highest volume and highest
total-cost drugs by National Drug Code (NDC). A total of 400 drug packages were
studied. The study was completed in early 1989, but left some questions still
unanswered, 'so several new investigative .regressions were performed. The
resulting-data is currently contained in numerical and regression analysis chart
format. Darrell Stauffer is currently drafting a narrative article to explain
the analysis. -

AAWP - Average of AWPs.

There are three pricing update services for pharmaceuticals: Blue Book, Red
Book and MediSpan. Each uses different sources to average the wholesale
prices. The AAWP is an average of the averages. Although not frequently used
as a reference, it is probably a more accurate catalogue price list of wholesale
cost averages. ’

AWP - Average Wholesale Price.

This term in years past meant what retail pharmacists paid to their
wholesalers. Their net cost was no more than 24 below AWP for the average
independent pharmacy in the post-World War II years. The chain stores reputedly
received more than 2% cash discount. Generally, however, their cost savings
were due to Direct Purchasing, where thzy could save the 16 2/3% wholesale
markup. The chains did their own warehousing after purchasing huge quantities
direct from the manufacturers. -

In the last 20 years, wholesalers have become very competitive, giving large
discounts to their better customers initially, and now to almost all customers.
Wholesalers have increased their volume of sales, from two -primary sources
(aside from eliminating their competition). (1) The wholesalers have made it
financially practical for both independents and chains to reduce or discontinue
direct purchasing and use a "Prime Vendor" concept. (2) They are servicing the
retail "buying group cooperatives" that have developed in the past five years.
The AWP concept has remained, but discounts have lowered the net acquisition
cost well below AWP.
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HCFA recently completed a successful suit against Louisiana Medicaid for its
reimbursement policy of using an "urmodified" AWP as Estimated Acquisition Cost
(EAC). It is unknown whether HCFA will pursue the policy of requiring a
discounted AWP for Medicaid since AWP is the pricing base stated for the
Medicare Catastrophic Prescription Drug coverage when it goes into
implementation. This dichotomy in HCFA policy (between Medicaid and Medicare)
has not been explained, and it is unknown whether it will continue.

AWP Minus.

Recognizing the myth of AWP, same third party programs now use the phblished AWP
as a baseline, and subtract a percentage, using varying formulas.

DESI - Drug Efficacy Study Implementation.

A federal study of the 1970's in which drugs were rated as effective, probably
effective, possibly effective, or not effective. After final implementation,
many drugs rated "less than effective" were forced off the market although many
are still marketed. After October 30, 1981, the federal match was disallowed
for any such drugs, and Kansas Medicaid removed them from the Drug List on
November 30, 1981. New drugs have been added to the list sporadically since
then.

DP - Direct Pricing.

Products are purchased direct from the manufacturer, at a cost savings over
purchasing from a wholesaler. This term means the same as in the past, with the
same 1 or 2% cash discount available for prompt payment. A great many
pharmacies, both independent and chain, now utilize a prime vendor wholesaler
rather than buying direct, and have reduced their overall costs to a level very
close to DP. We still reimburse at DP for eight companies' products.

Drug Entity.

A drug, or specified combination of drugs packaged as a mixture; and defined by
the generic name/names. A drug entity may be a sole source or brand name
product, or it may be a multisource or generic product.

EAC - Estimated Acquisition Cost.

A figure that is defined by differeant sources as AWP, AWP minus, DP catalogue
price, WAC plus, AAC, or a combination of these. We define it as MediSpan's
listed DP for eight companies' products, and MediSpan's listed AWP for other
drugs. (For FUL and SMAC drugs we reimburse the lower of the EAC or the
FUL/SMAC price.).
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FUL - Federal Upper Limits.
Also shown in some pricing referénces as HCFA FFP.

(1) A list of multisource drugs, specified by HCFA, for which we cannot
reimburse more, in aggregate, than the cost would be if reimbursed at
the FUL listed price.

(2) A less well-defined 1list of other drugs (essentially all others),
either multisource not on the first list, or sole-source drugs, for
which payment should not exceed acquisition cost.

The FUL system replaced the old federal MAC (Maximum Allowable Cost) and became
effective in October, 1987. The second complete list of multisource FUL drugs
became effective on July 1, 1988. The third new list was implemented June 1,
1989. Each successive new list, while using the same formula to arrive at the
FUL price, has shown dramatic decreases on allowable reimbursement of some of
the listed drugs. Each new list has also included new entities. Each new list
has allowed an unrealistically short lead time to implement - and notify
providers. . .

NDC - National Drug Code.

The assigned eleven-digit number that defines the manufacturer/repackager (five
digits), the drug entity (four digits), and the specific package (two digits).
SMAC - State Maximum Allowable Cost.

The "ceiling" price the Kansas Medicaid Program will rej.fnburse for a drug
entity. .
U&C - Usual & Customary Cost.

The price which the pharmacy normally charges to non-Medicaid preseription
clients.

WAC - Wholesaler Acquisition Cost.

Some wholesalers have scrapped AWP, and list their acquisition cost, to which

they add a variable markup. Their catalogues show their cost, not their selling
price to the pharmacist, which leaves questions when used as a reference point.

WAC Plus.
The WAC plus a percentage, as specified by some third party payors.

EES:esl
06/28/89




101

The CHAIRMAN. Thank you, Mr. Barton.

Mr. William Mincy, partner of the Lenco Group. Mr. Mincy is
going to tell us about how retail pharmacists and buying groups
have fared in securing discounts from the drug manufacturers.

Mr. Mincy.

STATEMENT OF WILLIAM MINCY, PARTNER, THE LENCO GROUP,
TALLAHASSEE, FL

Mr. Mincy. Thank you, Mr. Chairman and distinguished mem-
bers of.the committee. My name is William Mincy. I'm a partner of
the Lenco Group. Thank you for the opportunity to appear here
today to address the issue of prescription drug prices.

During the past 5 years I've been involved in the development
and operation of retail pharmacy group purchasing programs serv-
. ing the needs of some 2,300 independent pharmacies throughout

the Nation.

Allow me to begin by discussing the reasons why retail pharma-
cies have consolidated their purchases in order to negotiate com-
petitive prices. Retail pharmacies, especially the smaller independ-
ently owned pharmacies, have found themselves faced with situa-
tions where they cannot. and.could not compete on equal footing
with their competitors on-the. acquisition of pharmaceutical prod-
ucts.

Reasons for this situation include the fact that.certain entities
enjoy special pharmaceutical purchasing considerations because of
their class of trade, profit, or not-for-profit status, or.sheer. size. Ad-
ditionally, increased emphasis on cost containment by the Medicaid

" programs, the insurance industry, and the business community
have provided incentives for retail pharmacies to seek methods to
purchase pharmaceutical products at the best available prices or
face economic ruin. In fact, individual retailers are paying the pre-
mium price so that these other entities can realize special pre-
ferred prices. In short, group purchasing programs-were developed
as a survival mechanism by the retail pharmacies themselves. so
that they can effectively compete and remain profitable.

It is estimated that more than 15,000 retail pharmacies currently
participate in group purchasing programs throughout the Nation
in an attempt to negotiate competitive prices from pharmaceutical
manufacturers. The framework of the retail pharmacy group pur-
chasing programs may vary from group to group-or State to State.
However, the fundamental concept of consolidating -purchases and
committing purchases in return for better prices remains the cor-
nerstone of the movement. ‘

In general, group purchasing program member pharmacies pur-
chase certain negotiated products from specific drug wholesalers at
special contract prices negotiated between the group’s negotiator
and participating pharmaceutical manufacturers and suppliers.
These specific drug wholesalers, or what we call prime vendors,
contract with group purchasing programs to purchase, warehouse,
and distribute the products at these special contract prices. The
prime vendor wholesaler purchases the products at the normal pur-
chase price. Purchases between member pharmacies and wholesal-
ers and between the wholesalers and the pharmaceutical manufac-
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turers are tracked on specialized reports to safeguard against prod-
uct diversion.

Another set of special reports, called chargeback reports, are gen-
erated by the wholesalers back to the manufacturers so that credit
is given to the wholesaler for products sold to member pharmacies
at the negotiated contract prices.

The benefits that member pharmacies realize from group pur-
chasing programs include several things: No. 1, reduced product ac-
quisition costs; No. 2, reduced total inventory investment; No. 3, in-
creased inventory turnover and control; and No. 4, reduced product
ordering and inventory management expenses. To date, group pur-
chasing programs have provided these benefits to their respective
member pharmacies in the extremely competitive, multisource or
generic drug product market. Participating manufacturers offer
contract prices to the group purchasing programs in return for in-
creased market share and for promotional purposes.

Pharmaceutical manufacturers of single-source and brand name
multi-source drug products have, for the most part, declined to par-
ticipate with the group purchasing programs. Their reasons for
nonparticipation include a perceived lack of commitment or buying
discipline by the member pharmacies; number two, the class of
trade that retail pharmacy is classified as; and number three, re-
duced profits. These reasons are quite confusing to member phar-
macies and to the group purchasing program administrators in
light that the majority of these same pharmaceutical manufactur-
ers participate in contract purchasing programs with hospitals,
health maintenance organizations, and mail order pharmacy com-
panies that often compete directly with the retail pharmacies. A
complete change in the manner drug products are sold and market-
ed will occur if pharmaceutical manufacturers decide to participate
fully in group purchasing programs, benefiting consumers, retail
pharmacies, and the pharmaceutical industry.

In summary, group purchasing programs have successfully pro-
vided the vehicle for retail pharmacies to compete effectively in
today’s health care marketplace. Pharmaceutical manufacturers
have likewise benefited from increased sales and gains in market
share as a result of their participation. :

The continued viability of group purchasing programs will be
linked to their ability to impact product sales and market ghare
and improve member pharmacy’s buying commitment.

Thank you for .the opportunity to appear before the committee
today. I'm prepared to answer any questions that you have.

The CHAIRMAN. Mr. Mincy, thank you.

I'm going to invoke the 3 minute rule on questions. I'll invoke
the same rule myself. I will start out with a couple of questions for
Mr. Barton.

In Kansas, in this very innovative program that you have, why
do you think that the brand name drug manufacturers don’t like
the program, or conceivably even refuse to participate?

Mr. BarToN. Well, Mr. Chairman, the key reason I mentioned in
my talk is the possible loss of profit. Right now, the way the Medic-
aid Program works, not only in Kansas but in all States, the State
pays whatever the manufacturer charges the _pharmacist. If his
retail price is $50 for this drug a so-called “H: Antagonist”, the
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State pays it. They have nothing to gain unless they win the bid,
but they're afraid of losing money. That’s the key reason.

The CuaIRMAN. Would the consumer in Kansas save a great deal
of money if the drug manufacturers would eompetitively bid or par-
ticipate in this program?
~ Mr. BarTON. Oh, absolutely, especially in Medicaid, and if Medi-
care joins the program there will be a significant savings. The tax-
payers of the State will be the big savers, and. ultimately those are
our citizens.

The CHAIRMAN. Mr. Barton, what has happened in the Kansas
General Assembly on the State legislative level with regard to the
program? Are there any obstacles there, or does the Kansas legisla-
ture support this concept? What is the status today?

Mr. BartoN. Well; Mr. Chairman, there’s been .a -tremendous
‘number of lobbyists in this State, also in your ‘home State of Ar-
kansas. . There was a bill introduced into our legislature that was
. going to prohibit us from having-basically a restricted formulary.
The bill said that we could not restrict.our formulary which had a

fiscal note in Kansas of $20 million. Our total program is $27 mil-
“lion. ‘A proviso was put in our appropriation bill that prohibited us
from bidding drugs in Kansas. That was later removed before it
finished the legislative process. So there’s this tremendously strong
lobby, not only in Kansas but in other States, to prohibit State
Medicaid agencies from even trying a program such as this.

The CaairmanN. All right.

Mr. Mincy, let me shift to you if I might, just a moment, and my
- 3 minutes are about up. What .has been the response.of ‘the drug
- manufacturers. in dealing with these combinations; lets say, or
these groups who want to purehase drugs less expensivély? What's
"been the response of the manufacturers?

Mr. Mincy. The generic manufacturers have been extremely sup-
portive of us, and -have seen us as a viable method of them gaining
market share. The brand name manufacturers have, for -the most
part, declined to participate because -of either the class of trade
issue that I've mentioned before, or they are.afraid of the loss of
profits that we -would cause by providing these services.to the re-
tailers who constitute the majority of their purchasers.

The CuaRMAN. All right.

I don’t know if we have a chart on “this, but I have a chart and
I'm going to get some copies for the committee, showing what the
pharmacist since ‘1982, at the .local" corner drugstore, is getting
from Medicaid reimbursement to dispose prescriptions from behind
the counter. In 1982 he or she-was getting $3.04. Today they’re
getting $3.32 for the same amount of time and the same work.
Where the price of the drug itself in 1982 was $6.13, that same
drug today is $11.07.

Now, what’s going on here? The pharmacist is pretty well in a
squeeze. The drug companies keep going up in their prices. Why all
these price increases?

Mr. MiNcy. Mr. Chairman, -that’s exactly the situation the phar-
macists today find themselves in. We have to go out and talk to the

4 See appendix 1, p. 339 for charts.
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consumer daily. We look quizzically at 11, 12, 18 percent price in-
creases every year. And it is unfortunate that the consumer has to
confront the pharmacist, and the pharmacist has to confront their
wholesalers and manufacturers. We have no recourse but to pass
those increases onto the consumer. That’s the reason for us band-
ing together. .

The CHAIRMAN. Mr. Mincy, my time is up. I may want to come
back to a line of questions here.

I believe Senator Grassley is next on the list. I'm using the early
bird rule. Some of our birds have left, but anyway, we’ll go to Sena-
tor Grassley.

Senator GRraAssLEY. Dennis, you described the volume discount
that the Veterans Administration and the Department of Defense,
are able to obtain from drug manufacturers, and you.noted that
the Veterans’ Administration can get larger discounts when there’s
competition between companies marketing versions of the same
. pharmaceutical. .

Are there differences among the single source drugs in the size of
the discount that the VA is able to get, and are you able to say
what factors determine the size of the discount you get? And just
as a for instance, are you able to obtain such discounts on pharma-
ceuticals that have just been approved—by just approved I mean
just a few weeks or months ago, for marketing by the Food and
Drug Administration? _

Mr. StyRsky. That’s a multianswer type question. 1t depends
largely on the manufacturers themselves and their attitudes
toward the Federal marketplace. I'm answering in reverse order.

New drugs that enter the marketplace—there are manufacturers
who are very receptive to introducing those drugs immediately to
our Federal supply schedule program, or even our depot program.
There are also manufacturers who choose not to enter those drugs
into any form of fixed price, whether it's a Government market or
otherwise, and much like every other consumer, we are out there
in the marketplace fighting for a best price on a local hospital-by-
hospital basis. _

Volume discounts range again, and that’s becoming more stand-
ard practice, the discounts.

Senator GRASSLEY. You say it varies from company to company,
and that’s perfectly legitimate, because they are in a position to
make the decision of who they want to do business with, and under
what circumstances as far as bids are concerned. Could you specu-
late why some companies might, and others might not?

Mr. STYRsKY. It's easier to speculate——

Senator GRASSLEY. With a drug just off of the FDA approval list?

Mr. Styrsky. It's largely, I think, due to the population, and does
the drug fit the population. Will it have an effect on the training?
And of course, Veterans Hospitals are a vast training ground for
the future physicians in America: So they do like to see their prod-
uct introduced there. .

Senator GrASSLEY. Would there be any factor like some compa-
nies having a policy not to do this because they want to recoup the
cost of research, where other companies might not be inclined to
recoup that cost in a hurry?

Mr. Styrsky. It could be their policy.
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- Senator GrassLEY. But you don’t really know?

Mr..Styrsky. No. What we would hear. is that they don’t want to
fill out a Government solicitation.

* Senator GrASSLEY. And you don’t feel you.-know enough about it
to speculate on that point?

Mr. Styrsky. That’s correct.

Senator GrassLEY. OK.

"Are there any other differences that you might think of, factors
that determine the size of discount you get?

Mr. Styrsky. Basically our ability to analyze the marketplace
and our- relative position in that marketplace. That’s been a big
help to us.

- The CHAIRMAN. Senator Grassley, I hate to do this, but I'm going
to invoke the 3 minute rule on all of us.alike. And if you will stay,
in a moment we’ll come.back to you, if that’s all right.

" Senator GrassrLey. Yes, that’s fine.

. The CHairmaN. All right.

Senator Kohl.

Senator Konr. Thank you, Mr. Chairman.

Mr. Mincy, why is it that the VA, the hospitals, other organiza-

- tions are able to get.drugs at prices that are negotiated and cheap-
~zer than what the retail operation—I mean what is it, is there some-
- <c#thing in the nature of the system, something——

'Mr. Mincy. It's quizzical to me also, Senator. We have tried to
provide the mechanism, the framework of bidding, distribution, of
buying commitments, the same way that profit -and not-for-profit
hospitals work, and that the VA works that we're familiar with,
and HMOs work. And for whatever reasons we're told that we
don’t apply, that. we don’t meet the criteria, or that it’s against cor-

- porate policy at this time to deal with a: retail pharmacy buying
- groupsor the retail pharmacies.
- Semater KonL. Is there some pereentage ‘as to how much of the
- .= produgt-is sold at the retail level versus these other levels? Do you
- have an idea? Are you the big source of sales: for them, and.is that
-why they don’t want to do business with you?

- Mr. Mincy. Yes, sir. I think if you look at the phammracy market,
. that the chain of independent pharmacy markets.stilt:constitutes

the majority of how comsumers receive-their medications. today.

And certainly the pharmaceutical manufacturers receive the ma.

jority. of their profits through the sale through community and

chain drugstores.

Senator KoHL. Is it that.in the nature of the business they go out
and create a brand preference at. the:zetail level, and that’s how
they can afford-not towo business-with-you? Because they know
‘you have to carry their product, and so they.can take the biggest

- price from you, because as a result of their advertising-they create
that brand preference?

Mr. Mincy. Most of the marketing activities by pharmaceutical
= -manufacturers are still directed toward the physician who writes
"¢ the prescription: And then the pharmacist-is responding to the pre-
- zscription ‘order _and will stock the products that the physicians

 want for dispensing to the patients. So, we're responding to what
the physician wants to serve his patients.
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Senator KoHL. So do they then do it by getting the brand intro-
duced at the level of the physician to the patient, and doing it as
inducement, a price inducement, and then they're able to use that
leverage at the retail level? Is this why it’s happening? -

Mr. Mincy. There’s not very much price inducement at the retail
level, sir, from a pharmacist’s standpoint.

Senator KoHL. Right.

I said use the inducement at the other levels, a price inducement
at the other levels to create the brand introduction, and then they
don’t have to induce—they don’t have to use the leverage at your
level, because it’s already been accomplished?

Mr. Mincy. That’s very possible, sir.

Senator KoHL. Well, you must have some ideas. I mean, you
think about it all day long, I'm sure.

Mr. Mincy. My ideas, sir, are that the special prices that are
given to HMOs and hospitals, and the Government and the VA and
so forth, are being in effect carried by the retailers. We're paying
the premium. : T

Senator KonrL. Yes. . :

Mr. Mincy. And I believe that there needs to be some investiga-
tion into that. :

Senator KoHL. Do you agree, just quickly, Mr. Styrsky? Do you
think he’s somewhere close to analyzing the situation correctly?

Mr. Styrsky. I don’t know. Maybe partially. :

Senator KonL. Or do you think they’re just doing a bad job, and
you're doing a good job?

Mr. Styrsky. No. I think we’re talking two different systems, be-
cause we do deal in volume purchasing and storage on the part of
the Government, and redistribution.

The CHAIRMAN. Senator Kohl, T hate to call time on you, but you
can come back and ask other questions in just a moment. We're
going to try to go by our rule.

I think our next Senator is Senator Warner.

Senator WARNER. I'm going to pass for a moment.

The CHAIRMAN. Senator Warner is going to pass. I think, then,
Senator Graham.

Senator GRAHAM. Thank you, Mr. Chairman.

Mr. Barton, in your dealings with the pharmaceutical industry
have you experienced any difference where you're dealing with a
company that has a single source drug as opposed to those compa-
nies which are providing one of a multiple source?

\Mr. BARTON. Yes. And I wanted to make a comment on that. The
generic companies have not given us any problem at all. They're
very receptive to our bid program in Kansas. But the single
sources, basically they don’t want to talk to us. One of the reasons
they don’t, Senator, is that we’re not buying the drug directly.
We're basically a rebate program. They use that as the reason that
they're not interested; they will not participate because we're not
warehousing it like the Veterans’ Administration is. And that’s one
of the reasons they won’t participate. But I don’t know that I can
tell any major difference other than resistance from the single
source brands.
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Senator GRAHAM. ‘One of the-charts in back of us here,5 ‘the one
that shows different ‘countries, indicates a very-significant differen-
tial in the international price comparison. Have you explored the
purchase of drugs from non-U.S. pharmaceutical firms where their
drugs are authorized for use in the United States?

Mr. BarToN. Not to any great -degree.And it’s interesting seeing
that chart, comparing the other chart that’s up there, in that the
pharmaceutical companies have had a tremendous increase, while
our local pharmacists has not.

And the numbers there are true. In our Medicaid Program, we
pay whatever the pharmacist is charged for the drug plus a dis-
pensing fee. In Kansas, that fee has gone up maybe 5 or 10 percent
in the last 5 years..But the charts-indicate, drug costs have gone up
tremendously. But the Medicaid program in Kansas, has not had
the money to increase the rates to the pharmacists. We've had to
hold his fee low, because we have to pay the cost of the drug.

Senator GRaHAM. I think the point of this chart is that for in-
stance on:the average in the European Economic Community, the
weighted average of retail price per brand—I'm not certain what

_ - the base here is, but it was roughly one-third of what the same
- weighted average was in the United States. Are there any prohibi-
tions on your applying your program of bidding to non-U.S. manu-
facturers of equivalent drugs which are authorized for use in the
United States?

Mr. BartoN. If they are FDA approved we can purchase the
drugs. We have not actively. gone out and sought those, but if they
are FDA approved, yes, we can buy them. .

Senator GRaAHAM. Are there any reasons why you have not ex-
plored that?

Mr. BarToN. No, I'm not aware of any, but it’s something that
I'd be very interested in looking at.

Senator GraHAM. What about the Veterans Administration?
Have you utilized non-US. pharmaceutical companies where
they’re providing equivalent U.S.-approved drugs?.

Mr. Styrsky. Where they have been approved by the Food and
Drug Administration, yes, we have, Senator.

Senator GRAHAM. And what'’s been your experience in the use of
non-U.S. pharmaceutical manufacturers’ products?

The CHAIRMAN. Senator Graham, could he come back and
answer that question in one moment, if we abide by our 3-minute
rule? I hate to cut you off.

Senator Kassebaum is next. _

Senator Kassepaum. I'll be glad to give a minute of my time.

The CHAIRMAN. All right.

She’s going to yield you for a minute, Senator Graham.

Mr. Styrsky. The foreign manufacturers that we've utilized,
we’ve had no problems with the product in terms of acceptance or
effectiveness.

Senator KasseBauM. Does the VA buy a large percentage of its
drugs from foreign manufacturers?

Mr. Styrsky. Not a large percentage, no, Senator.

5 See appendix 1, p. 344.
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Senator KassesauM. Do you know about what it is?

Mr. Styrsky. Of foreign manufacture, I would say it's probably
less than 1 percent. :

Senator GRAHAM. Have you been able to get about the same dis-
count from foreign manufacturers that you have been able to from
the United States, and what is the comparable absolute cost, that
is, after discount of similar drugs, U.S.-produced versus non-U.S.
produced? _ )

Mr. STYRSKY. The foreign manufacturers that we have dealt with
have been in the competitive arena, so we're not really talking
about a proprietary or a sole source drug.

In being competitive, yes, they are very competitive. And in some
cases, extremely competitive.

Senator GRaHAM. Well, if they are very or extremely competi-
tive, why do they only represent 1 percent of your purchases?

Mr. STyrsky. There aren’t enough of them in the American
market. _

Senator GRAHAM. There aren’t enough foreign pharmaceutical
firms that are——

Mr. Styrsky. They may not be holding approved NDA’s or
ANDA'’s to market in this country. ‘

The CHAIRMAN. If we could come back to this line of questions
from Senator Graham in a moment. ‘

Senator Kassebaum.

Senator Kassesaum. Thank you.

Mr. Barton, I would like to ask, it is clear why the pharmaceuti-
cal companies have objections to the Kansas plan, but what re-
sponse have you had from doctors? I would think there might be
some objections from them as far as interference with their right to
prescribe drugs of choice. )

Mr. BAarTON. That's a very good question, Senator. We have had
some resistance from the doctors, not as much as you might think,
because one of the ways that we have tried to work with the doc-
tors—we are not practicing medicine in the Medicaid agency, but if
a doctor feels that a drug that’s not on formulary is necessary for
that client, we grant exceptions to the doctor. All he has to do is
tell us why his patient should have one drug versus another, and
then we will approve it. So, probably 95 percent of the doctors in
Kansas are happy with the program.

Senator KAsSEBAUM. Some of those who don’t like this program
bring up the antitrust issue. I am aware that the Attorney General
in Kansas has cautiously concluded that we are not in infringe-
ment there. Nevertheless, do you have any comments regarding
the possible anti-trust problems of expanding your bidding program
into the much larger Medicare field? Would not there be a real
danger of an antitrust worry as far as stifling competition?

Mr. BartoN. There is some concern for some drugs, like the
ulcer medicine that’s used by the elderly. If we had a Medicare
contract and we had a Medicaid contract that covered all States,
we would probably have more than 30 percent of the market share
of that drug, so there could possibly be that question. But I think
that's a long way down the road. If we can get the program started,
we'll worry about that later. But I don’t think it’s a major problem
for the first 2 or 3 years. .
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Senator KasseBaum. Thank you. L

The CHAIRMAN. By unanimous consent I am going to grant an-
other minute to Mrs. Kassebaum, because you’ve been so generous
in giving us of your time. .

Senator Kassesaum. Well, the next question is sort of for any-
body who wants to answer on the panel. And it’s a little bit longer
one.

It has to do with the Canadian system. And maybe I should save
this for the next panel. I don’t know if any of you are familiar with
the s?ystem of granting royalties in lieu of a patent over a period of
time?

I'll wait until the next panel.

The CHAIRMAN. I do think, Senator Kassebaum, after the next
panel there will be someone qualified to.talk about the Canadian
system. )

Senator KasseBaum. Well, I'll reserve my extra time for then.

The CHAIRMAN. Thank you, Senator Kassebaum.

Senator Simpson.

Senator SiMPsoN. Thank you, Mr. Chairman.

It's been very interesting to listen to the Kansas experiment
there. Senator Kassebaum had commented on that and talked
about that. .

I have been deeply involved in VA activities. I used to chair the
committee, and then was the ranking member. But I ask Mr.
Styrsky, how much staff do you use? How long does it take to pre-
pare for your negotiations? What’s involved? Can you give me a
quick one on that, please? Is it a big operation in the VA?

Mr. Styrsky. The Pharmaceutical Products Division consists of
20 people total. Our responsibility encompasses approximately $750
‘million in annual contracting. Preparing for negotiations is done
about 180 days prior to the actual expiration date. And that starts
in various phases; market research, past prices, current prices, and
then actually sitting down and negotiating.

Senator SiMpsoN. It must be an awesome process, how you deter-
mine prices offered to most-favored customers, other seemingly pro-
prietary information, use of a formulary. Who decides which prod-
ucts deserve the favored spot? :

Mr. Styrsky. Well, the physician is ultimately the one who de-
cides the product to be used in VA. Our charge is to make it avail-
able to him at the most economic price.

Senator SimpsoN. Do the pharmaceutical people have pretty good
access to the physicians as they discuss those products?

Mr. StyrsKy. I'm sure they do, yes.

Senator StMPsoN. Do you think Medicare could achieve the same
discount rates, 41 percent for single source prescriptions, 67 per-
cent for multiple source? Do you think they could get that?

Mr. Styrsky. I honestly don’t know, Senator. That's a different
system and I don’t feel qualified to answer.

Senator SiMpsoN. Is there any reason that manufacturers might
not want to participate in similar negotiations with Medicare?
Would they be less willing to divulge proprietary information to
HCFA, or would the lure of a multibillion-dollar lock on a certain
national product be too enticing?

Mr. Sryrsky. That, again, I don’t think I'm qualified to answer.
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Senator SiMpsoN. Well, I think these are things that we need to
find out. And I’m going to mess around in it myself.

The CHAIRMAN. Thank you. Senator Warner.

Senator WARNER. Thank you.

Mr. Mincy, the underlying tone, what we've heard thus far—and

'm not suggesting the witnesses have provided the testimony, but
in preparation of all of our papers and this hearing—is that the
drug companies are out there just lying in the bushes gouging the
poor people. And I've talked to & number of the major manufactur-
ers and I don’t think that intentionally is true. But I cannot get a
grip on why the normal market forces of competition are not driv-
ing this market in the same directions, say, as television sets or
automobiles or other commodities which we deal with. Is there a
difference from other products in the competitive forces in this
marketplace?

Mr. MiNcy. Senator, some of the differences are the products
themselves. The research that goes into the development of a prod-
uct says that a certain chemical entity will meet a certain disease
state, or a desired outcome is going to come from that particular
product. There may not be any other products that can provide
that same one. '

Senator WARNER. So they’ve got a monopoly then?

Mr. Mincy. To some effect. They were smart enough, they were
industrious enough to go and develop a product that could meet
that particular entity’s need. And to that I've .always applauded
them, and will continue to. '

Where we have been successful, and where market pressures
really show a result, is in the more competitive multiple source
products, where in fact we go and show them what our buying
volume can be for a period of time, we show them the method of
distribution, we provide reporting mechanisms so that we can pro-
tect against diversion. And many manufacturers, even some of the
so-called brand name manufacturers, have participated. But it’s
been an arduous journey.

We've tracked the success of hospital buying groups for some 12
to 15 years. They likewise had a difficult time getting started.
V;/le’ve been in existence for 5 to 6 years now, and it’s starting to
show.

Senator WARNER. Let’s see if another witness wants to comment
on just the marketplace and the forces within it, the driving com-
petition. ;

Mr. BARTON. Senator Warner, I would love to comment on that.
That’s a very good question you ask: Why doesn’t the economic
principles drive this? And one of the reasons is that physicians pre-
scribe the medicine (and I've heard from many physicians), but
they are not paying the cost.® There are four pharmaceutical com-
panies, for example, that sell the ulcer medicine. They don’t mind
competing with each other. They're going to go out and see that
provider and convince that provider their drug is best. But it’s the
client or the client’s insurance company that’s paying for that
drug. The client is not the one who decides what drug is going to be

Pr‘;For further information, see appendix 4, p. 570, Study of Physician Perceptions of Drug
ces.
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used. And that’s one of the reasons the economic principles will not
necessarily work in the drug market.

Senator WARNER. So the consensus is, normal economic princi-
ples just don’t control this unique market?

Mr. BarTon. Right.

You normally don’t ask how much is this drug going to cost. A
lot of people won’t if the insurance company is paying for it.

Senator WARNER. Anyone else want to tackle that? '

[No response.]

Senator WARNER. Let me ask in the minute left here——

The CHAIRMAN. You have a minute left.

Senator WARNER. You’re participating, the Public Health Service
is participating in the DBA and the procurement partner. Are
t}flfgre?some savings in the PHS system as a result of that joint
effort?

Mr. Styrsky. PHS has received the same benefits that DVA and
DOD have received. Yes, Senator.

Senator WARNER. I thank the Chair.

The CHAIRMAN. Senator Warner, thank you.

Now if I might, I'm going to take 3 minutes. Let’s turn once
again to our friend in the bottle here, Mr. Motrin. There we have
the Medicare paying $29 for that bottle of Motrin, and the VA
paying $5. Now, Mr. Styrsky, has anyone from Medicare, Medicaid,
HCFA, anyone else, ever come to you and said, Mr. Styrsky, how
do you buy all this so cheaply, all these drugs? I mean, this is not
jlﬁst?one, this is just an example. Have they ever asked you about
this?

Mr. Styrsky. No, they have not.

The CuarmaN. Has there ever been any indication that there’s
an interest in saving some money in the Medicare program?

Mr. Stvrsky. They have not contacted me. .

The CHAIRMAN. Does HCFA, for example, know what Medicare is
paying for this bottle of Motrin?

Mr. Styrsky. I don’t know.

The CHAIRMAN. So they haven’t expressed an interest, as far as
you know, in finding out how you purchase so inexpensively?

Mr. Styrsky. No, sir, that’s right.

The CrarMAN. Now, I'm going to place five letters in the record
to bolster Mr. Barton. One is from Glaxo, one is Marion Laborato-
ries, Roche Laboratories, Parke-Davis, and Bristol-Myers. The
PACE Alliance was evidently trying to get some competitive bid-
ding going on pharmaceuticals. These were dated mostly in July
1988, 1 year ago. One letter, for example, says, “currently, our
policy at Glaxo is not to bid to retail pharmacies or retail pharma-
cy buying groups,” which substantiates your claim. And this other
one from Marion Laboratories says, “we will be unable to offer a
quotation at this time as our current bidding policy precludes our
offering quotations to organizations such as yours.”

Further, Roche Laboratories stated: “Current policy does not
permit us to offer prices to your trade category at this time.”

And so it goes on and on, and I will place these five letters in the
record at this point. I think they bear out what you have said, that
they have been most uncooperative in attempting to deal.

[The five pharmaceutical company letters follow:]
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P.0. BOX 8480 * KANSAS CITY, MISSOURI 64114-0480 * 816-966-4000

:ﬁ_ _H_\ 'MARION LABORATORIES, INC.

July 19, 1988

pace Alliance, Inc.

. Retail Pharmacy Purchasing Group
600 Lawrence Ave., Suite 2A
Lawrence, KS 66044

Attention:- Mr. B.K. Wyatt, RPh, President/CEO

Gentlemen:

We have received your invitation to offer quotations on a number of Marion
products.

We will be unable to offer a quotation at this time as our current bidding
policy precludes our offering quotations to organizations such as yours.
Because the world of healthcare is.undergoing many rapid changes, we are
attempting to examine all options and avenues for distribution of our
products before changing any of our present policies. At this time,
therefore, we must respectfully decline your invitation to bid.

Thank you for contacting us.
Sincerely,

MARION LABORATORIES, INC.

Corporate Affairs

JDT/rk
788a/9
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PAR KE‘DAVIS

ivision of Warner-tambert Compa

July 19, 1988

Dr. Cuntds J. Woods, R.Ph.
Pace Alldance, Inc.

600 Lawrence Avenue

Suite 2A

Lawnence, KS 66044

Dear Dr. Woods : .
Thank you §¢on the opportunity 1o bid on the annual pharmaceutical.
requirements 0§ Pace Alliance, Inc. UWe negret to advise you that -
Parke-Davds policy precludes our enterdng Anto such an arrangement
at this time.

We appreclate 1the opportunity and 2zhank you forn yourn continued
dnternest 4in Pcm_k_e-Da.uu .

94%) ~

Lisa M. Recchla
Supervdson, Pricing

182 Tabor Road  Morris Plains, New Jersey 07950 {201) 540-2000
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BRISTOL-MYERS
U.S. PHARMACEUTICAL AND NUTRITIONAL GROUP
EVANSVILLE, INDIANA 477210001 TELEPHONE (8121429-5000

July 20, 1988

Pace Alliance, Inc.

Retail Pharmacy Purchasing Group
600 Lawrence Avenue, Suite 2A
Lawrence KS 66044

Gentlemen:

This will.acknowledge receipt of _your request dated July 14, 1988. We
are pleased- to have been selected by Pace Alliance, Inc. and offered an
opportunity to bid. I regret, however, that at this time we are unable
to comply with your request. ’ :

Current Company policy precludes our instituting bid prices with customers
other than those within the already established approved guidelines. Pace
Alliance, Inc. does not presently fall within those parameters.

The pharmaceutical industry, however, is undergoing a great deal of change
and Mead Johnson/Bristol-Myers is no exception. Our customer policy has
never been subject to more intensive evaluation than at this time, and
if a policy change should result which would impact favorably .on
your request, you will be notified immediately.

In the interim, if I can ever be of service, please don't hesitate to call.
Sincerely,

e

Walts
Supervisor, Pricing

MJW/bb
enc.

BRISTOL LABORATORIES + BRISTOL-MYERS ONCOLOGY - BRISTOL-MYERS INSTITUTIONAL PRODUCTS
MEAD JOHNSON NUTRITIONALS « MEAD JOHNSON LABORATORIES « MEAD JOHNSON PHARMACEUTICALS
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Roche Lahoratories
@ a division of Hoffmann-La Roche Inc. 340 Kingsland Street
Nutley, New Jersey 07110-1199
Direct Diat
July 20, 1988

Curtis J. Woods, R.Ph.

Vice President

Pace Alliance, Inc.

600 Lawrence Avenue, Suite 2A
Lawrence, KS 66044

Dear Mr. Woods:

Thank you for your recent invitation to bid on various pharmaceuticals.
Current policy does not permit us to offer prices to your trade
category at this time. However, we would like to remain on your
bidders mailing 1ist should our policy change.

We appreciate your interest in Roche pharmaceuticals, if we may be
of any further assistance, please do not hesitate to contact us.

Sincerely,
Jacqueline H. Sutton
Administrator,
Pharmaceutical Bids & Contracts
JHS/1s
cc: S. Cofoni  w/attachment

M. Goodson " N
J. Henry # "
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Gilasto

Glaxo Inc.

-

July 27, 1988

-

Mr. Curtis J. Woods, R.Ph.
Vice President

Pace Alliance, Inc.

600 Lawrence Avenue

Suite 2A

Lawrence, KS 66044

Dear Mr. Woods:

Thank you for your solicitation for special pricing.
currently our policy at Glaxo is not to bid to retail
pharmacies or retail pharmacy buying groups. Should our

position change in the future, we will be happy to work with
you.

Please accept our apologies and thank you for your interest
in Glaxo.

Sincerely,

Pricing
DJID/ct

cc: Ted Kambour
Nancy Benevento

Five Moore Drive, P.O. Box 13358 Research Triangle Park, NC 27709 ® Telex 802813 @ Telephone (919} 248-2100
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The CHalrMAN. Now, once again I'm going to yield back my 12
seconds, and we’ll start at the first, Senaior Grassley.

Senator GrassLEy. Well, just one question.

Dennis, can you give us some sense of the magnitude of VA pur-
chases that would allow you to negotiate such volume discounts as
you do? I don’t think that’s been brought out. What percentage of
the market, or how much do you buy?

Mr. Styrsky. I think the key issue is how much we buy. In our
system we have a redistribution, and through our depot redistribu-
tion system we purchase annually, approximately, $240 million in
drugs, prescription drug products. And we do buy in larger quanti-
ties. It's very economic for the manufacturer. There are three dis-
tribution points and a single billing point. So there is an economy
involved there that assists us greatly in our negotiations.

Senator GrassLEy. Do you know what percentage of the total
market for prescription drugs that is in the country?

Mr. Sryrsky. The Government market is approximately 5 per-
cent of the total market.

Senator GRASSLEY. Mr. Chairman, I'm done.

The CHAIRMAN. Thank you, Senator Grassley.

Senator Kohl.

Senator KoHL. I just have a single question here, by way of a
statement and a comment. :

For the single source nitroglycerin patch, which is known as
Nitro Dur, according to my information, hospitals pay as little as 1
cent for 30 patches, the VA pays $4 for 30 patches, and the cost to
the retail pharmacist is over $30 for 30 patches. A cent, $4, $30.
Can anybody make any sense out of this? Does anybody want to
tell us something about how the system works, or the equities of it,
or the remedies for that? '

Mr. Barton.

Mr. Barron. Especially in the example you gave, hospitals; most
pharmaceutical companies will give hospitals their.drugs free, no
bidding at all, because they want the training physicians to get use
to it, and student physicians to get used to prescribing that drug.
And so that’s one of the reasons they get it almost free, and why
others don't, I don’t know. I'd be glad to yield.

Mr. Styrsky. I would agree as far as the hospitals, it’s a great
source of introduction to their product.

Mr. Mincy. The same, Senator.

Senator KoHL. So, what we're getting out of this is that it is—
and not necessarily to be condemned, but it's a marketing strategy
that the pharmaceutical companies use, introduce the product for
whatever it costs you, at its first point of usage, and then create
that demand, and then exact the profit at the end level. I mean, as
I say, this is not illegal. It’s not necessarily incorrect. But that’s the
way the system works.

The CnalrMAN. Thank you, Senator Kohl.

Senator Kassebaum.

Senator Kassepaum. I think the response of Mr. Barton to Sena-
tor Warner’s question really hits the nail on the head. You can't
have economic comPetition when your own pocketbook isn’t really
affected. When you've got third party providers, a person doesn’t
sense or feel financial responsibility. I think that sums it up.
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Senator WARNER. Could I just ask one further question?

The CHAIRMAN. Senator Warner.

Senator WARNER. I'm still concerned about the uniqueness of
this marketplace. What about foreign competition? We’ve watched
the American television industry. We started it, we built it, we lost
it. Automobiles—we started, we built it, and we darned near lost it.
We're getting it back. Now, we've got a great industry here, before
Congress gets in and meddles around perhaps with laws and regu-
lations. I'd hate to see us lose the quality that we're getting. Maybe
the price isn’t good, but nobody’s arguing quality, are they? We've
got the best in the world.

What about foreign competition? Is that.a factor in this market?

‘Mr. Mincy. It’s not from my standpoint, sir. .

Mr. BarToN. It’s not in ours either, but it could be. I think it

very much could be.

Senator WARNER. Are there certain laws prohibiting it? The Ger-
mans have been preeminent in chemicals and things.

Mr. Barton. If FDA approves it, Medicaid agencies can use it.

Senator WARNER. They can use it. But they have not been a
factor in trying to bring about a balance of prices in this market
thus far? _

[Shaking of heads.] )

Senator WARNER. Thank you very much.

The CHairRMAN. Thank you, Senator Warner.

I want to thank the panel this morning. We're going to leave this
record open for about 7 days so if there are any follow-on questions
we can submit them in writing to you. And we're very, very indebt-
ed for your testimony and for your constructive education of the

.committee today. Thank you very much.

Our- next witness, ladies and gentlemen, is Mr. Gerald Mossing-
hoff, who is president of the Pharmaceutical Manufacturers Asso-
ciation, Washington, DC. How -are you, Mr. Mossinghoff? We appre-
ciate your attendance today. We fook forward to your statement,
and then I'm sure the committee will have questions.

STATEMENT OF GERALD MOSSINGHOFF, PRESIDENT, PHARMA-
CEUTICAL MANUFACTURERS ASSOCIATION, WASHINGTON, DC

Mr. MossiNgHOFF. Thank you, Mr. Chairman. I appreciate very
much this opportunity to appear before this Committee, and I hope
my comments will be helpful to the Committee. I do have several
observations that I hope I can make on some of the graphics, Mr.
Chairman, that you displayed at the beginning of the hearing.

Major diseases that are among the most chronic and intractable
in our society now primarily afflict older Americans. These include
lung and colon cancers, Alzheimer’s disease, osteoarthritis and os-
teoporosis, to name just a few of the many. Recent surveys by PMA
determined that research-based pharmaceutical companies have

" 991 medicines in human tests that are waiting approval by the
“Food and Drug Administration to treat 23 of these diseases. I've at-

tached to my statement a publication which shows the exact clini-

_cal status of these 221 medicines, and I summarize them in table 1

of my statement.
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Older Americans need these new medicines in development, and
they need even more the advanced therapies now in the very early
stages of development. Fully one-half of the $7.3 billion of private
research funds being invested by PMA companies- this year in re-
search and development is devoted to medicines for diseases that
primarily afflict older Americans. Figure 1 shows the total re-
search and development expenditures of PMA companies which
have doubled every 5 years since 1970, and compares those to the
expenditures of the NIH for all biomedical research. This year we
outstripped NIH in the dollar amount of research and develop-
ment.

In human terms the new medicines that will result from our in-
dustry will have a profound effect on how long Americans live and
their quality of life in their later years. But these medicines will
also have an enormous economic impact. They will save billions of
dollars in the rest of the health-care system.

We hope that, as the committee continues its consideration of the
research-based industry, it keeps three key characteristics in mind.
One is that ours is a comparatively small and highly competitive
industry. If the worldwide sales of PMA companies were combined
in one hypothetical company, that company would be ranked no
higher than seventh among the Fortune 500, That’s all the compa-
nies that PMA represents. No company commands more than 8
percent of the market, and sales of 22 companies must be combined
to reach 75 percent of the market. And as Senator Warner noted,
we're proud that it is an -industry that has a positive trade balance
rather than a negative trade balance.

Second, PMA companies devote a far higher percentage of their
sales to research and development than any other high-technology
industry in the United States. Last year the industry invested 16.3
percent of sales in research and development, an increase from 10
percent in 1965. The industry standard, according to recent arti-
cles, is 3.4 percent. So we're three or four times that, at least, in
terms of R&D to sales.

Finally, the industry’s share, and this is extremely important, of
the U.S. health-care dollar has decreased sharply from 12.4 percent
in 1965 to 6.8, roughly half, in 1987 » as illustrated in Figure 3 of my
statement.

Mr. Chairman, I hope the rest of my statement can be put in the
record. I would like to use my 5 minutes to comment on some of
the graphics that you displayed.

he CHAIRMAN. Feel free to do so.

Mr. MossiNGgHOFF. First I would respectfully submit, and it’s
with great respect, Mr. Chairman, that the me-too factor chart is
pretty misleading. The ratings of A, B, and C are set by the Food
and Drug Administration. A priori, when a drug comes in, they set
that and it determines how it paces through the FDA.

In the C category are whole new classes of drugs: ACE Inhibitors,
for example, approved during the 1980’s and Calcium Channel
Blockers, which could very well obviate very expensive bypass sur-
gery. On one of your charts that I saw, you had Zantac, and well
you should, because that’s the highest volume drug sold in the
world. That was a 1-C drug when it went to FDA. So I would
submit that although your figures are obviously accurate, they are
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Association

GERALD J. ‘MOSSINGHOFF
PRESIDENT
PHARMACEUTICAL MANUFACTURERS ASSOCIATION
. BEFORE THE
SPECIAL COMMITTEE ON AGING
UNITED STATES SENATE
- JULY 18, 1989

Mr. Chairman and Members of the Committee:

I am Gerald J. Mossinghoff, President of the
Pharmaceutical Manufacturers.Association. PMA represents more
than 100 research-based pharmaceutical companies that discover,
develop and produce most of the prescription medicines used in
the United States. I appreciate this opportunity to appear
btefore the Special Committee during these hearings. I hope ny:
comments will be helpful to the Committee.

Mr. Chairman, as this Committee keenly appreciates, the
miracle medicines invented, developed and produced by America's
research-based pharmaceutical industry have been enormously
successful -in lengthening lives and in improving the quality of
life of older Americans and of people of all ages around the
world.

The death rates.from many diseases have declined
impressively in recent years.  In the cardiovascular. area --- the
diseases that are the leading killers of older Americans -- ‘the

. death rate has dropped 42% dn the last 20 years. ~-Medicines have
played- an' important role in that progress, starting with the
thiazide diuretics of the 1960s through the.beta blockers of the
. 1970s to today's calcium channel blockers, ACE inhibitors and
cholesterol-lowering and anti-clotting drugs.

while progress -against hypertension, stroke and ather
- cardiovascular diseases. has been impressive, that group of
{llnesses still afflict millions of people in the prime of their
seniority. And the aging of America has created new and even
more demanding challenges for our whole system of health care,
including the -pharmaceutical industry. - Major diseases that are

among the most chronic and intractable im our society now .

. primarily afflict older Americans. These include lung and colon
cancers; Alzhelmer's Disease;. ostecarthritis, and osteoporosis,
to name just a few. Recent surveys by PMA determined that
compantes have 221 medicines in -human tests or awaiting approval
by the Food and Drug Administration to treat 23 diseases that

. primarily strike the elderly, as’ summarized in Table 1. A
tabulation of the overall results of the PMA surveys is attached
to my statement, giving the clinical status of each new medicine.
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based on this a priori rating set at the beginning of the time before
they’ve had any serious review, and they don’t recalibrate it, be-
cause all it is is a method for pacing drugs through.

I might also add that we’ve got our Medical Director, Senior Vice
President John Beary, with us. These so-called “me-to0” drugs, and
that’s clearly something of a pejorative term that is used, have
enormous differences in terms of side effects and profiles. Many
people can tolerate one drug in a certain class, but not another. So
I don’t think the medical profession would regard these “me-too”
drugs as anything like a superfluous addition. They’'d regard them
as a valuable part of the armamentarium.

Secondly, I would note that the $125 million that is on your
chart of our advertisement is based on a study by Professor Wig-
gins that was done for PMA, but is independently confirmed by
two or three other studies that I could cite. One was by Stanford
Research Institute a very quick-look study, but that didn’t consider
the time value of money. And obviously when you invest money
over a 10-year period, the cost to the company is more than just
the out-of-pocket expense.

And then, finally, I don’t believe—I again respectfully submit—
that Motrin which you showed would cost the amount somehow at-
tributed to it for Medicare, because that’s off-patent. That’s ibupro-
fen. Generic substitutes are on the market, and under the formula
that the Cengress adopted, the median generic price would be the
one that would be paid, not $29. So, I think, while I'm not challeng-
ing the fact there may be examples, I don’t think Motrin is a good
example because that’s an off-patent drug at this point.

Mr. Chairman, I would like to say one last thing about the prices
internationally. And that is that they vary all over the lot, because
all countries have different systems of regulation, drug approval,
time of regulation. On page 10 of my statement, Table 2, I show the
differences within the European Common Market, which is a rela-
tively homogeneous set of 12 European countries for a basket of
100 drugs. The prices vary from $61 in Portugal to $146 in the Fed-
eral Republic of Germany. And the average comes right about in
the middle.

Finally, the average earning power has to be considered. U.S.
citizens pay less than at least two countries, West Germany and
France, where there are very rigorous regulations, and pay less per
capita for drug expenditures a year. And that’s shown in table 3 of
my statement and explained in detail in footnote 3 on how we
reached that conclusion.

Mr. Chairman, that concludes my very brief opening statement.
However there’s a lot more I would like to tell the committee.

[The prepared statement of Mr. Mossinghoff follows:]
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- New Medicines for Older Americans Survey

Companies n
Medicines 221

Cardiovascular Disease Cancer Other
°  Hypenension 38 Colon -20 Depression 16
Congestive Heart Failure 28 Breast 16 Alzheimer's Disecase 15
Coronary Artery Disease/ 17 Lung 14 Rheumatoid Arthritis 15
Angina . Skin 1 Osteoarthritis 10
Atherasclerosis 9 Prostate 10 Osteoporosis 10
Arthythmia 8 Mouth (Oral Cavity) 1 Parkinson'’s Discase 6
Peripheral Vascular 8 Other 25 Aduit Onset Diabetes 4
Discase Glaucoma 3
Heart Attack (Coronary 7 Gout 2
Thrombosis; Myocardial
Infarction)
Stroke (Cerebral Thrombosis) 6
Other 2

Table 1

Older Americans need these new medicines now in
development. . And they need even more the advanced therapies now
in the very early stages of research. As you recently pointed
out, Mr.. Chairman, we spend over $167 billion a year to treat
medical conditions of the elderly, and we must “"learn how to
better treat and prevent the .diseases that toosoften accompany
old -age." History confirms that the vast majority of new
medicines needed by the elderly will come from the research-based
pharmaceutical industry.

Fully half of the $7.3 billion.of private funds being
invested by PMA companies this year in research and development
is devoted to medicines for diseases that primarily afflict older
Americans. Figure.l shows the total research and development
expenditures of PMA companies since 1977, and compares those
expenditures -- which have doubled every five years since 1970 --
with the total research and development spending of the National
Institutes of Health for all biomedical research.

R&D Expenditures by NIH and PMA Members
$ Billions 1979-1988

1977 1978 1979 1980 1981 ‘1982 1983 1984 1983 1986 1987 1988°*
Saurce: Nationa! lnsirutes of Health and PMA Annual Survey *Estimared

I National Institutes of Health

[ PMA Member Companies
- Figure 1
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In human terms, the new medicines that will result from
our industry's R&D will have a profound effect on how long
Americans will live and on their quality of life in their later
years. But these new medicines will also have an enormous
economic impact. Alzheimer's Disease, virtually unrecognized a
generation ago, has been estimated to cost our nation more than
$50 billion a year -- about twice the entire annual U.S. sales of
PMA members. Former Secretary of Health, Education and Welfare
Joseph A. Califano, Jr. recently estimates that "each one-month
reduction of dependency for our citizens over 65 means a $4
billion savings in annual health care and custodial costs alone."

We hope that this Committee will keep in mind three key -
characteristics of the research-based pharmaceutical industry as
these hearings proceed:

(1) It is a comparatively small and highly competitive
industry. If the worldwide sales of PMA members were to be
combined in one company, that company would rank no higher than
seventh among the Fortune 500 companies. No company commands
more than 8% of the U.S. market, and the sales of 22 companies
must be combined to reach 75% of that market.

(2) PMA companies devote a far higher percentage of their
sales to R&D than any other high-technology industry. Last year,
the industry invested 16.3% of its sales in R&D, an increase from
10.2% in 1965, as shown in Figure 2. 1In a staff report issued in
1987, Chairman Waxman's House Subcommittee on Health and the
Environment estimated that over 34% of the sales revenues
resulting from price increases of prescription drugs from 1982
through 1986 was invested back into R&D. No other U.S. industry
can match that record.

.(3) The industry's share of the U.S. health-care dollar has
decreased sharply from 12.4% in 1965 to 6.8% in 1987, as
illustrated in Figure 3. And to my knowledge no one seriously
questions the fact that this small share of the health-care
expenditure pays for the most cost-effective form of medical
therapy. For example, in its first 10 years, the anti-ulcer drug
Tagamet saved $4 billion in the United States. alone.

In your letters announcing this hearing, Mr. Chairman,
you indicate that the Committee will consider three matters:
prices of pharmaceuticals, differential pricing in the United
States and price differences of pharmaceuticals inter-
nationally. Let me discuss these matters in turn.

R&D Expenditures as a Percentage
of U.S. Pharmaceutical Sales
2D % (Includes U.S. sales plus exports)
of Sales

17 =

16.3%

1963 1970 1973 1930 i983 1988
Eximated
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Drugs (and Other Nondurable Medical Products)
as a Percentage of National Health Care Expenditures

% of Nationa!
Health Expenditures
13 '

1963 1970 1975 1980 1983 1987
Sousce: Health Care Financing Administranion

Figure 3

Prices of Prescription Drugs

Although the cost of prescription drugs represents a
declining portion of this nation's health-care expenditures, as 1
have noted, the prescription drug price index has increased more
in the past several years than the overall Consumer Price Index.
I should point out, however, that: the prescription drug price
index is.still below the CPI established in 1967; &4hat is, drug
.prices are=less today than in 1967 when compared to the m"all-
items" -compenent of the 1967-based CPI.

As an association of competitors, PMA does not -- and
under the antitrust laws cannot -- involve itself in the pricing
pecisions of our members. But I can note that the period of time
/during which our companies can recover their enormous investment
in research and development through sales revenues is being
dramatically compressed due to a number of converging forces.
Foremost is the unprecedented surge in competition from generic
products as soon .as.the patent on the pioneer.drug expires,
spurred by the Drug Price Competition and Patent Term Restoration
_Act of 1984.  That Act, together with generic drug substitution
laws in the states, results.in a virtual collapse of the market
.for a brand-name drug soon after the-patent on.the drug expires.
Because generics can be made so cheaply, this has drastically
shortened the product life cycle of brand-named drugs. The Drug
Price Competition and Patent Term Restoration Act itself is
analogous to.a two-act play. We have already seen the economic
effects of the pro-generic substitution part of the play. The
second act of the play -- having to do with patent term
restoration -- is only now beginning. Only five of the 61
pharmaceutical- patents whose terms have been extended would have
expired by now had extensions not been granted. And no patent
has been extended more than two years because of ‘the way the law
was written.

. Other major forces which shorten the time during which-
the companies can recover their sizeable R&D expenses include the
intense competition within the research-based ‘pharmaceutical
industry to develop and-market.new patented drugs, long delays in
FDA's .approval of new drugs and .increasing foreign competition
from both developed countries that have targeted this industry
and newly industrialized countries that blatantly condone patent
piracy. As noted in a May 13 article in The Econpomist, " . . .
during the past decade the profitable lifetime of drugs has
declined while the costs of testing and marketing, which now must
be worldwide in order to recoup big investments, have escalated.”
Professor Steven N. Wiggins of Texas A&M has estimated that the
average cost to bring a new medicine from discovery to the
pharmacy exceeds $125 million.
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With respect to price increases of prescription drugs

" in recent years, the largest single factor in manufacturers'
costs, but not the sole factor, has been the sharp increase in
investments in Rs&D. Figure 4 compares the prescription drug
price index, established at the 1982-84 base, to an "R&D index"
based on that same starting period. R&D spending in our industry
far outstrips the price index. Costs of labor, materials, taxes
and promotion have also increased.

Increases in R&D vs.
Increases in Drug Prices

Index
Value
{1982 - 1984 = 100.0)

5 -1

175 ——

130 ——

. 0
1 ﬂ
too

1983 1986 1987 1988

&:uu:&umd'hhu&uii:ndmnu\whwy

B cprrx INDEX

O RaD INDEX :
Figure 4

Differential Pricing in the United States

The Chairman's letter of invitation to this hearing
asked a number of questions concerning the sales of prescription
drug products at different prices to different types or classes
of buyers. The subject area generally addressed by the
Chairman's letter is frequently referred to as "differential®
pricing, and we feel it is very important to the Committee's :
deliberations that it understand the background and context of
that term.

Differential pricing is regulated by the Robinson-
Patman Act, enacted in 1936 to equalize the commercial power of
larger purchasers and smaller, independent buyers. The Act
prohibits sellers from unlawfully discriminating in price by
making price differences unlawful where the effect of the
differences may be to lessen competition, or to tend to create a
monopoly in any line of commerce or to injure, destroy or prevent
competition. Differential prices resulting from differences in
the cost of manufacture, sale or delivery are not prohibited, nor
are differential prices to meet competition.

In addition, the Congress in 1938 enacted the Nonprofit
Institutions Act exemption to Robinson-Patman that exempts non-
profit institutions,. including charities, schools and hospitals,
from the ban on selling at a different price so long as the
purchases are for the institution's own use. This Act embodies
the strong public policy in favor of allowing sellers to provide
products at lower prices to charitable purchasers. Several
Federal Court cases have defined the application of the Nonprofit
Institutions Act to the pharmaceutical industry, with the last
major case decided in 1984. Apparently the law, which has been
in effect for over 50 years, is well understood by all parties in
the pharmaceutical marketplace an is not generating any
significant level of litigation.

31-352 0-90 - 5



126

with respect to sales to government agencies, it is
important to note the very different nature of a buyer who
assumes the responsibility for distribution, warehousing,
shipping and follow-up services as opposed to an individual
retailer or small group of retailers who take on almost none of
that burden.

In general, it seems clear that over the years many
sellers, including sellers in the pharmaceutical industry, have
used the flexibility afforded by the Robinson-Patman Act to meet
competition in the marketplace and to observe the special status
of "not-for-profit" or charitable organizations.

with regard to both domestic and international prices,
your letter sets "AWP," the published Average wholesale Price, as
the standard of comparison. This can lead to quite erroneous
conclusions. The 1984 Health and Human Services Inspector
General Report documented the fact that most retailers purchase
products at prices often well below AWP. 1In a six-state survey
of pharmacies, the Inspector General found that 99.6% of drug
purchases were made at prices averaging 16% below AWP. These
drug purchases ranged from as little as .23% below AWP to as much
as 42% below AWP.

In the Finance Committee and Conference Committee
deliberations on the drug provisions of the Medicare Catastrophic
Coverage Act of 1988, the artificial nature of AWP was noted, and
provision was made in the Act, with the full support of the PMA,
for Government surveys to determine actual prices.

Price Differences Internationally

Clearly, there are differences in the absolute prices
of pharmaceutical products from country to country. Comparisons
cannot stop at the absolute price levels alone. Because there is
not a single, free, world market for pharmaceuticals, price
differences country-by-country are unavoidable. Currency
fluctuations are a major cause. One company's analysis shows
that a hypothetical product introduced in eight foreign countries
in 1982 at the exact same price of one U.S. dollar, would in 1988
be sold at prices which differed by more than 300% due to
currency fluctuations alone. These price differences country-to-
country -- resulting solely from currency fluctuations -- are
shown in Figure 5. -

Exchange Rate Effect
Product Intro 1982 at Equivalent of $1

Price (USD)
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There are many other reasons for international price
differences beyond currency fluctuations. These include
differing approval times, differing standards of medical
practice, differences in customary dosages, packaging
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differences, varying patterns of wholesale and retail markups
and, of course, widely different price control and reimbursement
schemes. One further major difference between the U.S. and
virtually all other markets is the high cost associated with
product liability and the tort system in the U.S.

In a recent study of prices on the European Common
Market,? overall price levels for a basket of over 100 drugs
varied widely, as shown in Table 2.

Countries Classified According to Prices of Drugs
When Compared With Average Retail Prices
in the European Community (in European Currency Units)

Total price for Index

the sample of EEC average
Country selected drugs is 100
Portugal 962.8 61
France 1075.9 68
Spain 1081.5 69
Greece 1115.6 71
Italy 1228.8 78
Belgium 1339.4 es
Luxembourg 1500.7 95
United Kingdom 1739.9 110
Ireland 1860.4 118
Netherlands’ 2067.9 131
Denmark 2227.3 141
Germany 2304.2 146

Table 2

Furthermore, the study showed that prices for
individual products varied significantly in different Common
Market countries. Again, several factors account for variations,
both within the Common Market and for countries outside of it.

In Sweden, for example, there are no privately owned
pharmacies. The Government manages the distribution system and
- placves -rigorous controls on all the participants. In my view,
there is little if anything in the Swedish system that commends
itself to U.S. adoption.

France also has a distribution system quite different
from curs. The French Government strictly limits the number of
pharmacies that can exist, basing ‘the number on a strict ratio to
the number of persons in a village or town, essentially elimi-
nating competition between pharmacy outlets. Manufacturers'
pricing is also strictly controlled. -According to recent
studies, this system has damaged France's indigenous research
capability. Between 1961 and 1977 France was second only to the
United States in drug discoveries. It has now slipped to fifth
place after being overtaken by Japan, West Germany and Italy. I
can report from personal conversations with French officials that
efforts are underway to review their system and hopefully redress
this imbalance.

In 1969 Canada amended its patent laws to establish
compulsory licensing of pharmaceutical patents, rendering patents
virtually useless as an incentive to innovation. The robust
Canadian pharmaceutical R&D enterprise quickly atrophied. Last
year, with encouragement from the U.S. Government, Canada moved
toward harmonizing its patent laws with those of other developed
countries by modifying the compulsery licensing provisions. That
was an first important step, but the Canadian system of
protection still falls short of the standards of other developed
countries.
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The relative purchasing power of the people of the
several countries must also be considered to get a total picture
of the different prices of pharmaceuticals in these countries.
For example, the average French worker must work approximately

‘ two hours and 30 minutes to pay for an average French prescrip-
tion, whereas a U.S. worker need only work for one hour and 11
minutes to pay for an average U.S. prescription. Even in Sweden,
which has tight government controls, an average Swedish
prescription represents an hour and 22 minutes of earning power.

In a similar vein, Table 3 compares the number of hours
a "production worker in manufacturing” (the standard used for
international comparisons by the Bureau of Labor Statistics) must
work to earn the equivalent of the cost of the annual per capita
drug expenditure in each of the six European countries listed in

the Chairman's request for data in connection with these
hearings. The number of hours of work to earn that equivalent
varies from a low of 9.32 in Sweden to a high of 17.19 in West
Germany. PMA's estimate of the number of/hours a U.S. worker
must work to pay for an annual per capita drug expenditure in the
U.S. is 16.03 hours.

Another major factor in intérnational markets is that
some countries, most notably Brazil, /Argentina and India,
blatantly condone patent piracy and provide either no patent
protection or totally inadequate patent protection for our
companies' inventions. In this regard, PMA has filed several
petitions with the U.S. Trade Represhntative, and we are hopeful
that those petitions and either the threat of or actual trade
sanctions will help convince patent pirate countries to live up
to their responsibility to protect intellectual property. PMA
actively supported the intellectual property provisions of the
1988 Omnibus Trade Act, and we welcome the support key members of
this Committee have provided in reinforcing the actions of the
U.S. Trade Representative. We hope that those actions --
including the naming of flagrant patent-pirate nations to a so-
called "priority watch list" under the special 301 procedures --
will result in those countries agreeing to live up to their
responsibilities as a fair trading partner of the United States.

* * * -

Mr. Chairman, that concludes my prepared statement. I
would be pleased to respond to any questions you may have.

.Annuai Drug Expenditures Compared with
workers Earning Power (Local Currency)

Work Hours Needed

1987 Drug 1987 Average to Cover Annual
Expend{itures Population Hourly Per Capita Drug
Country (billions) (millions) Compensation Expenditure
W. Germany 31.8 60.989 30.33 17.19
France 69.5 55.596 74.68 16.74
Switzerland 2.5 6.573 25.48 14.93
Italy 12,530 57.351 15,732 13.89
U.K. 3.8 56.845 5.47 12.22
Sweden 7.5 95.99 9.32

8.383

Table 3
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FOOTNOTES

! The landmark case interpreting the applicability of the
Nonprofit Institutions Act to the pharmaceutical industry is
Abbott Laboratories v. Portland Retail Druggists Association,
Inc., 96 S.CT. 1305 (1976). The Supreme Court held that the
Nonprofit Institutions Act exemption for purchases of supplies by
a nonprofit hospital for its "own use" does not exempt all of
such a hospital's drug purchases from the Robinson-Patman Act.
The exempt purchases are those that reasonably may be regarded as
used by the hospital for the care of its patients. The Court
classifed several categories of sales and uses as being within or
without the "own use" exemption.

A second major Federal Court interpretation of the Nonprofit
Institutions Act was made by the Ninth Circuit in Mario de Modena
dba Sixth Avenue Pharmacy v. Kaiser Foundation Health Plan, iInc.,
743 F.2d 1388 (9th Cir. 1984). The Robinson-Patman ACE
allegations in this case were quite similar to those in Abbott
Laboratories above. The defendants were a number of relate
corporations, including regional health plans, regional medical
groups and nonprofit hospitals, as well as several pharmaceutical
manufacturers. The Court of Appeals affirmed motions for summary
judment finding that the defendants were not liable for -violating
the Robinson-Patman Act because  they were within :the exception to
that Act created by the Nonprofit Institutions Act. The Court
specifically found that drug purchases made by the Kaiser group
for resale to their members were exempt from the Robinson-Patman
Act. However, the Court found that purchases made by the group
for resale to non-members were not within the Nonprofit
Institutions Act exemption.

There were two additional Federal Court cases decided during the
1980s that are almost identical in form and substance to the
Abbott Laboratories case above: Mountain View Pharmacy v. Abbott
Laboratories, 630 F.2d 1383 (10th Cir. 1980) and Rudner v. Abbott
Laboratories, 664 F.SUPP. 1100 (N.D. Ohio 1987). “In Mountain
View Pharmacy, the Court of Appeals affirmed a District Court
dismissal of the complaint against all but two defendants. The
Court found that the complaint did not provide defendants with
sufficient notice for a responsive pleading. The case was
eventually settled without trial with respect to the two
remaining defendants. In Rudner, after a District Court denicl
of the defendants' motions for summary judgment, the case was
settled with respect to all defendants without further
proceedings.

There is just one other case during the last 15 years in the
Federal Court system involving allegations of Robinson-Patman
violations by pharmaceutical manufacturers, Jefferson Count
Pharmaceutical Association, Inc. v. Abbott Laboratories, 460 U.S.
150 (1983). This case was broug Y a trade association of
retail pharmacists and pharmacies against several manufacturers,
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the Board of Trustees of the University of Alabama, which
operated pharmacies in connection with its hospitals, and an
Alabama county hospital pharmacy. The defendants contended that
sales of pharmaceutical products to state and local government
hospitals for resale in competition with private retail
pharmacies were exempt from the Robinson-Patman Act. The Supreme
Court held that such sales are not exempt from the Act.

2 Drug Prices and Drug Legislation in Europe, An Analyis of the
Situation in the Twelve Member States of the European
Communities, G. Sermeus and G. Adriaenssens, Belgian Consumers'’
Union, Bureau of European Unions of Consumers (BEUC)/112/89,
March 1989, p. 412. PMA has not undertaken independently to
verify these data.

3 rphe first column--1987 Drug Expenditures--of the table "Annual
Drug Expenditures Compared with Workers Earning Power (Local
Currency)" consists of estimates provided by the Office of Health _
Economics of the Association of the British Pharmaceutical
Industry. Figures include prescription and over-the-counter

sales, in retail outlets and hospitals, and are shown in national
currenciles. '

The second column--1987 Population--is from Table No. 1378,
Population and Area, by Region and Country, Statistical Abstract
of the United States 1988, U.S. Department of Commerce, U.S.
Bureau of the Census.

The third column--Average Hourly Compensation--is from Table 3,
Hourly Compensation Costs in National Currency for Production
workers in Manufacturing, 34 Countries or Areas, 1975-1988, in
International Comparisons of Hourly Compensation Costs for
Production Workers in Manufacturing, 1975 and 1978-1988, U.S.

Department of Labor, Bureau of Labor statistics, March 1989.

The fourth column--Work Hours Needed to Cover Annual Per Capita
Drug Expenditures--was obtained by dividing drug expenditures- by
population, and then dividing that figure (per capita drug
expenditures) by average hourly compensation.

The prescription-drug expenditures portion of the U.S. estimate
of total drug expenditures was based on an unpublished PMA study,
Consumer Expenditures for Drugs, 1971-1985, by G. Trapnell and J.
Genuardl of Actuarlal Research Corporation. The over-the-counter
expenditures portion of the U.S. estimate was based on a Nielsen
Market Research Survey reported in the April 17, 1989 issue of
brug Topics. The number of hours a U.S. worker must work to pay

or an annual per capita drug expenditure was calculated in the
same manner as the estimates for all the other countries.
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221 Medicines in Development
to Treat 23 Diseases of Older Persons

MA'’s “New Medicines for

Older Americans” project

consisted of a series of
surveys of pharmaceutical compa-
nies 10 identify all medicines cur-
rently in clinical development for
diseases that primarily afflict older
Americans.

Here are the results of these
surveys:

® 221 medicines are in human
tests 1o treat 23 diseases that
primarily afflict older persons.

* An estimated $3.6 billion will
go into research on such diseases
in 1989—approximately half of the
industry’s projected $7.3 billion
research and development budget
for the year.

® Cardiovascular disease leads
all others as a target for research
spending and drugs in develop-
ment. Some 26 percent of all
research funds went into cardio-
vascular research in 1987; and 87
drugs are being tested for use
against heart disease, hypertension
and stroke,

® Cancer drugs are the second
largest category of drugs in
development for older persons.
Some 65 cancer drugs that are
now in human testing are intended
to treat cancers commonly associ-
ated with older persons. Colon,
breast and lung cancers are the
most frequently targeted cancers.

® Research also is strong on
medicines for the diseases that
most often result in loss of inde-
pendence for older persons. The
surveys showed 48 companies are
developing 69 new drugs that

Copyright © 1989 by the

will treat 9 diseases that often crip-
ple and disable older persons.
Among these are 15 drugs in devel-
opment for Alzheimer’s disease,
another 25 for arthritis, 10 for
osteoporosis and 6 for Parkinson’s
disease. Research on these discases
holds the potential for keeping the
elderly independent longer and
reducing the necessity for long-
term care.

* Biotechnology has given a
great boost to anti-cancer drug
research. 29 percent of anti-cancer
drugs identified are biotechnology-
based. A separate PMA survey
shows that half of all biotechnology
drugs are for cancer. Biotechnology
has become important 1o cancer
research because it helps explain
how cancers develop in the body
and enables researchers to boost
the body’s immune system to fight
cancers.

PMA sought and received the
cooperation of several organiza-
tions in this project: Alliance for
Aging Research, American Cancer
Society, American Diabetes Associ-
ation, Arthritis Foundation, College
of Cardiology, and National Coun-
cil on the Aging.

The “New Medicines for Older
Americans” project has revealed a
sizeable collection of new medi-
cines in tests for diseases that are
among the most chronic and
problematic in our society. With
the aging of its population, America
nceds research on these diseases
and the medicines this research
will produce.

Overview of Survey Results

PMA’s survey of medicines in
human testing for diseases that
commonly afftict the aging found
221 individual products, 54 of
which are being tested for use
against more than one discase,
resulting in 2 total of 301 research
and development projects.

Following is the number of
drugs being tested by diseasc:

Cardiovascular Disease

Hypertension 38
Congestive Heart Failure 28
Coronary Anery Disease/Angina 17
Atherosclerosis 9
Arrhythmia 8
Peripheral Vascular Disease 8

Heart Attack (Coronary Thrombosis;

Myocardial Infarction) 7
Stroke (Cerebral Thrombosis) 6
Other 2

Cancer
Colon 20
Breast 16
Lung 14
Skin 11
Prostate 10
Mouth (Oral Cavity) 1
Other* 25

“(drugs that bave potential for one
or more of the previous cancers;
indications not yet determined)

Other
Depression 16
Alzheimer’s Disease 15
Rheumatoid Arthritis 15
Osteoarthritis 10
Osteoporosis 10
Parkinson’s Disease 6
Adult Onset Diabetes 4
Glaucoma 3
Gout 2

Total 301

Permission to reprint is awarded if proper crodit is given,



132

IN DEVELOPMENT

NEW MEDICINES

——FOR OLDER AMERICANS———

Presented by the Pbarmaceutical Manufacturers Association

in cooperation with

Alliance for Aging Research, American Diabetes Association, Artbritis Foundation, and National Council on the Aging

Research on Aging Increases ‘
69 New Drugs in Testing
for 9 Debilitating Diseases

merica’s research-
based pharmaceutical
companies are

developing 69 new drugs
intended to treat 9 diseases that
* often cripple and disable older
persons. These drugs are being
developed by 48 companies.

Ten of the 69 drugs are being
tested for more than one indi-
cation, or use, resulting in 81
separate research and develop-
ment projects. These are listed
separately in the attached chart.

Three diseases that are lead-
ing causes of nursing home
admissions are targets for more
than half of the 81 research
projects identified in this PMA
survey:

® 25 drugs are in develop-
ment for arthritis (15 for rheu-
matoid arthritis and 10 for
osteoarthritis),

* 15 for Alzheimer’s disease,
and .

* 10 for osteoporosis.

Effective treatments for these
three debilitating diseases will not
only make life more livable in later
years, but reduce the costs
associated with long term care.

Also in development for dis-

eases that primarily affect older
persons are:

® 16 drugs for depression,
6 for Parkinson’s disease,
4 for adult onset diabetes,
3 for glaucoma, and
2 for gout. -

Adult Onset
Diabetes

Alzheimer’s
Disease

Arthritis

Third of a series
on
New Medicines
for Older Americans.

These findings are the latest
in the PMA “'New Medicines for
Older Americans' series that
seeks to identify all medicines
that have reached the human
test stage for diseases that have
a major impact on older
persons.

Earlier surveys identified 87

January 1989

drugs for heart disease, stroke
and hypertension, and 65 for
cancers common to older peo-
ple. The 221 medicines in
development by 77 companies
revealed by these surveys were
in 23 disease categories.

PMA member companies will
invest an estimated $7.3 billion
this year in research and
development. It is clear from
these surveys that an increasing
share of this research is going
into the chronic diseases
associated with aging.

With these surveys, we have
gained-insight into the enormous
commitment of the pharmaceuti-
cal industry to developing
important new drugs for the
treatment of diseases that
plague our older citizens. In the
next few years, as these
products emerge from the
industry’s research pipeline, we
will see important advances on
this critical medical frontier.

Gerald J. Mossinghoff, President
Pbarmaceutical Manufacturers
Association
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Alzbeimer’s Disease

(Morris Plains, NJ)

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS

Zacopride A.H. Robins (See also Parkinson's disease) Phase II
(Richmond, VA)

Guanfacine A.H. Robins (See also Parkinson’s disease) Phase [1

- {Richmond, VA)

BMY 21502 Bristol-Myers adjunct to therapy; Phase 1
{New York, NY) cognition enhancement

DuP 996 DuPont cognition enhancement Phase [
{Wilmingion, DE)

Milacemide G.D. Searle & Co. Phase 11
(Chicago, IL)

HP 029 Hoechst-Roussel Phase It
(Somerville, NJ)

HP 128 Hoechst-Roussel Phase 11
(Somerville, NJ)

HOE 427 Hoechst-Roussel Phase /11
(Somerville, NJ)

Nimotop®* * Miles, Inc. Phase 11t

Nimudipine (Elkhart, IN)

Acetyl-L-Carnitine Sigma-Tau, Inc. Phase |
(Newport Beach, CA)

Oxiracetam SmithKline Beckman Phase 11/111
(Philadelphia, PA)

Capoten* * Squibb Phase It

Captopril (Princeton, NJ)

5Q 29 852°* Squibb Phase 11
(Princeton, Nj)

Avan TAP Pharmaceuticals Phase |

Idebenone (N. Chicago, IL)

Tacrine Warner-Lambert Phase 111

Parkinson’s Disease

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Zacopride A_H. Robins {(Sec also Alzheimer's disease) Phase It
{Richmond, VA)
Guanfacine A.H. Robins (Sec.also Alzheimer’s disease) Phase 11
(Richmond, VA)
Talipexole Boehringer Ingelheim Phase 11
Pharmaceuticals
(Ridgefield, CT)
Motilium® Janssen Pharmaceutica adjunct to therapy Phase 111
Domperidone (Piscataway, NJ) (See also adult onset diabetes)
SK&F 101468 SmithKline Beckman Phase 1
(Philadelphia, PA)
Eldepryl Somerset . Inc. application submitted
Selegiline {Danville, NJ)
Hydrochloride

* *approved by the FDA for other indications
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Rbeumatoid Arthritis

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Dysprosium Cadema Medical Products Phase 11
Dy-165 FHMA {(Middletown, NY)
CGS10787D Ciba-Geigy : Phasc 1T
Prinomide (Summit, NJ) .
Voltaren®* * Ciba-Geigy once-a-day regimen Phase [T
Diclofenac sodium  (Summit, NJj) {Sce also osteoarthritis)
Tenoxicam Marion Laboratories Phase IH
(Kansas City, MO)
CP-606, 248 Pfizer (See also ostevarthritis) Phase 111
(New York, NY) - .
Azulfidine Pharmacia application submitied
EN-tabs** (Piscataway, NJ)
Sulfasalazine
Tifurac Sodium Syntex (See also osteoarthritis) Phase Il
(Palo Alto, CA)
RS-61443 Syntex Phase |
(Palo Atio, CA)
SPIRO-32® Unimed *  Phasel
Spirogermanium (Somerville, NJ)
Durapro® Wyeth-Ayerst (See also osteoarthritis, gout) application submitted
Oxaprozin (Philadelphia, PA)
G.D. Searle & Co.
{Chicago, iL)
Ultradol® Wyeth-Ayerst (See also osteoarthritis, gout) application submitted
Etodolac (Philadelphia, PA)
XomaZyme-H65* XOMA Phase |
MAb (Berkeley, CA)
Gout
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Durapro® Wyeth-Ayerst (See also osteoarthritis, rheumatoid application submitted
Oxaprozin (Philadelphia, PA) arthritis)

G.D. Searle & Co.
{Chicago, IL)

Uttradol® Wyeth-Ayerst (See also osteoarthritis, rheumatoid application submitted
Etodolac {Philadelphia, PA) . arthritis)
Adult Onset Diabetes
DRUG COMPANY " OTHER INDICATIONS U.S. DEVELOPMENT STATUS
HOE 490 Hoechst-Roussel Phase [
Glimepiride (Somerville, NJ)
Statil 1CI Pharmaceuticals adjunct to therapy; Phasc 11
Ponalrestat (Wilmington, DE) aldose reductase inhibitor
Merck, Sharp & Dohme
(Rahway, NJ)
Motilium® Janssen Pharmaceutica adjunct to therapy application submitted
Domperidone (Piscataway, NJ) (See also Parkinson’s disease) .
Alrecdase Wyeth-Ayerst - - . Phase l/application submitted

Tolrestat (Philadelphia, PA)
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Osteoartbritis
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Deflazacort Merrell Dow Phase H

(Cincinnati, OH) .
CP-66, 248 Pfizer (See 2150 rheumatoid arthritis) Phasc 11t

(New York, NY)
Tifurac Sodium Syntex (See also rheumatoid arthritis) Phase 11

(Palo Alto, CA)
Durapro® Wyeth-Ayerst (See also rheumatoid arthritis, gout) application submitted
Oxaprozin (Philadelphia, PA)

G.D. Searle & Co.

(Chicago, 1L)
Ultradol® Wyeth-Ayerst {See also rheumaroid arthritis, gout) application submitted
Etodolac (Philadelphia, PA)
Osteoporosis
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Ogen** Abbott Laboratories Phase HI

Estropipate {N. Chicago, IL)
Gestodenc Berlex Laboratories Phase I}
(Wayne, NJ)
IGF-1%/** Chiron Corporaiion Phiase |
(Emeryville, CA)
Ciba-Geigy
(Summit, NJ)
Estraderm® Ciba-Geigy Phase 111
Estradiol (Summit, NJ)
transdermal system
Osteo~F Colgate-Hoyt Phase 11}
Fluoride (Canton, MA)
Humatrope*/** Eli Lilly in clinical trials

T (Indianapolis, IN)

Slow-Fluoride Mission Pharmacal 2pplication submitted
sodium fluoride (San Antonio, TX)
ORTHO-EST Ortho Pharmaceuticals Phase I11
(Raritan, NJ)
*ORTHO-ESTPLUS  Ortho Pharmaceuticals Phase IJI
(Raritan, NJ)
Salmon Calcitonin Rorer Group intranasal dosage form; approved in Phase 111

(Fort Washington, PA)

injectable dosage form under brand
name Calcimar®

Rbeumatoid Arthritis

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Relafen Beecham Laboratories (See also osteoarthritis) Phase [1l/application submitted
Nabumetone (Bristol, TN)

Superoxide Bio-Technology General (Sce also osteoarthritis) Phase |

Dismutase* (New York, NY)

Immuneron®* Biogen Phase 11

Recombi (Cambridge, MA)

Gamma Interferon
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Glaucoma

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Optipress Burroughs Wellcome application pending

Carteolo! {Research Triangle Park, NC)

Ketanserin IOLAB Pharmaceuticals Phase |

Ophthalmic (Claremont, CA)

Timpilo® Merck, Sharp & Dohme Phase 111

{West Point, PA)

The content of this chart has been obtained through industry sources based on the latest information. Chart current as of January
20, 1989. The information may not be comprehensive, For more specific information about a particular product, contact the individual
company directly. For general information, contact the Pharmaceutical Manufacturers Association at (202) 835-3463. (If you did
ot receite your own copy of this issue of *‘Otber Medicines For Older Americans, " please write 1o the Communications Division
at the Pharmaceutical Manufacturers Association.)

GLOSSARY

Adjunct—A substance or drug that
2ids or helps another become effective
or more effective. An adjunct also aids
the delivery of a drug to a place
where it is most effective in the body.
Aldose reductase inhibitor—a cate-
gory of drugs being developed to
interfere with a series of biochemical

and pathological reactions. Their use
is intended to prevent the enzyme
aldose reductase from changing blood
sugar to sorbitol, interrupting the
build-up of sorbitol in tissues and
preventing cell destruction.
Application submitted—An applica-
tion for marketing has been submitted

by the company to the Food and Drug
Administration (FDA).

Phase 1—Safety testing and phar-
macological profiling in humans.
Phase II—Effectiveness testing in
humans.

Phase III—Extensive clinical trials in
humans.

Provided as a Public Service by the Pharmaceutical Manufacturers Association.

Copyright © 1989 by the

to repeint & awarded if proper credit is given.

Pharmaceutical
Manufg,‘clturers
Association

1100 15th Street, NW ® Washington, DC 20005 * Telephone (202) 835-3400



137

.
Depression
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Aropax Beecham Laboratories Phase I11
(Bristol, TN)
Prothiaden® The Boots Company Phase I
Dothiepin (Lincolnshire, IL)
Hydrochloride
Gepirone Bristol-Myers Phase 111
{New York, NY)
Nefazodone Bristol-Myers Phase HI
{New York, NY)
Wellbutrin® Burroughs Wellcome application submitted
Bupropion (Research Triangle Park, NC)
Hydrochloride
GR50360 Glaxo Phase 1/11
(Research Triangle Park, NC)
Moclobemide Hoffmann-La Roche Phase I
(Nutley, NJ)
1CI-169369 ICI Pharmaceuticals Phase 1l
(Wilmington, DE)
Ritanserin Janssen Pharmaceutica Phase 11
{Piscataway, NJ)
Maxitene Martec Pharmaceutical Phase 11
Femoxetine {Kansas City, MO)
Etonin™ McNeil Pharmaceuticai Phase 11}
Etuperidone (Spring House, PA)
ORG 3770 Organon Phase III
(West Orange, NJ)
Sertraline Pfizer application submitted

(New York, NY)

Fluvoxamine Reid-Rowell, Inc.

(Marietia, GA)

Phase 111

Deracyn™ Tablets  Upjohn
Adinazolam Mesylue  (Kalamazoo, MI)

application submitted

Venlafaxine Wyeth-Ayerst Phase 111
Hydrochloride {Philadelphia, PA)
Osteoartbritis
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Bromfenac A_H. Robins Phase 11
(Richmond, VA)
Relafen Beecham Laboratories (See also rheumatoid arthritis) Phase Il/application submitted
Nabumetone (Bristol, TN)
Superoxide Bio-Technology Genera (See also rheumatoid arthritis) * Phase 1
Dismutase*® (New York, NY)
Voltaren®* ¢ Ciba-Geigy :onceaday regimen Phase 111
Biclafenac sodium {Summit, NJ) .-{Sec aisorrheumaroid arthritis)
~ «Ontosein® DDI Pharmaceuticals Phase 111
“>Superoxide {Mountain View, CA)
- Dismutase—
Orgotein

*genetically engineered
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'A Guide to Diseases of -
Older Americans

Following is a guide to the diseases of older persons
that were involved in our series of surveys on
“New Medicines for Older Americans.”’

A ging can bring with it a complex set of health problems. These diseases deprive older persons of independence by
limiting their function—physically and mentally. Quality of life is affected due to pain, depression, and financial stress.
Arthritis 2lone cost the United States $8.6 billion, according to 1984 data from the Arthritis Foundation. Great psycho-
logical and economic stress is placed on families and other caregivers. Diseases of aging deprive society of productive
individuals and escalate health care costs. Some of these diseases are not well understood. In some cases, treatments are
not available or have limited safety and efficacy. Often older persons must take a variety of medications to help treat
their health problems, but medication to help one problem may exacerbate another. Thus there remains much to be
learned about diseases of aging and the search continues for safe and effective new treatments. -

ADULT ONSET DIABETES

A chronic diseasc characterized by
abnormal insulin secretion from the
pancreas, theteby causing problems
in metabolizing sugar. Sympioms
may include: excessive thirst, hunger,
urination, and weight loss. Diet,
exercise, and weight loss are often
sufficient to control this disease.
Insulin treatment is needed for only
2 minority of elderly diabetics. Oral
drugs are useful in some patients.
The American Diabetes Association
says that nearly 3.1 million people
over 65 had diabetes in 1987 and
that nearly 26,000 diabetic patients
over 65 were in nursing homes. More
than 80,000 deaths were estimated
to have been caused by diabetes in
1987. Total cost of institutional care
of diabetic patients of all ages was
$7.9 billion, the assocation estimates.
ALZHEIMER'S DISEASE

Chronic deterioration of ali mental
functions, with average onset around
age 65. It is progressive and rarely
reversible. Early manifestations include
decrease in attention span, impaired
powers of concentration, some per-

increasing hours of care over many
years lead to family stress, marital prob-
lems, bankruptcy, and the development
of physical disorders, as well as severe
depression and anxiety in the care-
givers. There are no medications
available that reverse the primary
characteristics of the disease. Drugs
are frequently used to treat symptoms
such as agitation, depression, and
psychosis. According to the Alzheimer's
Discase and Related Disorders Asso-
ciation, an estimated 2.5 million
Americans suffer from Alzheimer's
and more than 100,000 are estimated
to have died of Alzheimer’s in 1988.
The organization says that about $40
billion-$50 billion a year is spent
caring for patients at home and in
nursing facilities.

ARRHYTHMIA

Abnormal heart rhythm, usually
detected by an electrocardiogram.
Arrhythmias can be caused by
several factors, such as coronary
artery disease, heart valve problems
or hyperthyroidism.
ATHEROSCLEROSIS

A c disease in which deposits

sonality change and forgetful . It
is difficult to diagnose, so often is
not recognized at an carly stage. As
the disease progresses, there is loss
of compurational ability, word-finding
problems, difficulty with ordinary
activities such as dressing, cooking
and balancing the checkbook, then
severe memory loss and ultimately,
complete disorientation, social with-
drawal, and loss of independence.
The personality changes may include
aggressive owtbursts, inappropriate
sexual behavior, paranoia, and
depression. The *“death of the mind”
has been described by both patients
and family members as *‘the most
horrible death imaginable.”” The

of plaque containing fatty substances,
such as cholesterol, are formed within
the inner layers of the arteries. A
common name for it is ““hardening
of the arteries.” Atherosclerosis is a
progressive condition over decades,
chiefly affecting the arteries of the
heart, brain, and extremities. Its
complications, such as coronary artery
disease and strokes, are the major causes
of death in the United States.

CANCER

Cancer is second only to cardiovascular
disease as the leading cause of death
in older people. The single greatest risk
for most cancers is increasing age.
The American Cancer Society estimates

that nearly 1 miilion Americans were
diagnosed as having cancer in 1988
and more than half of them were
over age 65. Cancers most prevalent
among older people are: COLON
CANCER, which struck an estimated
105,000 persons in 1988 and proved
fatal for 53,500, 94% of those diag-
nosed with colorectal cancer were
over age 50; BREAST CANCER, with
about 135,000 new cases diagnosed
in 1988, 42,000 women died of the
disease, the incidence in women age
50 and older has been increasing
since 1950; LUNG CANCER, the
leading cause of cancer deaths,
incidence of lung cancer sharply
increases after age 55, there were an
estimated 152,000 new cases of tung
cancer in the United States in 1988
and approximately 139,000 deaths;
PROSTATE CANCER with an esti-
mated 99,000 new cases and 28,000
deaths in 1988, about 80% of pros-
tate cancers are diagnosed in men
over 65; SKIN CANCER including
the most serious type, malignant
melanoma, which occurs in about
27,000 people annually and causes
5,800 deaths; and MOUTH CANCER,
which was diagnosed in about
30,000 people in 1988 and killed
more than 9,000.

CARDIOVASCULAR DISEASE
Cardiovascular diseases that com-
monly afflict older persons include
arrhythmias, atherosclerosis, conges-
tive heart failure, coronary artery
disease, heart attack, high blood
pressure, peripheral vascular disease,
and stroke. Heart disease is the lead-
ing cause of death in the United
States, particularly among older per-
sons, and stroke ranks third. (See
more on the individual diseases
listed under their names.)



CONGESTIVEZHEART FAILURE
The end resutt of many different types
*-of heartdiscase. The heart cannot pump
blood out normally. This results in
“congestion (water and salt retenrion) in
the lungs, swelling in the-extremities,
and reduced blood flow to body tissucs.

CORONARY ARTERY DISEASE
Caused by atherosclerosis of the
arteries that supply the heart. Angina
(decreased blood flow to the heart
muscle) causes chest pain in the area
of the heart. Heart anacks and conges-
tive hean failure resutt from coronary
artery disease. It is the most common
cause of cardiovascular disability and
death in the United States.

DEPRESSION

May result from 2 number of bio-
logic, sociologic and psychotogic
factors associated with aging:
decreasing mental and physical abili-
ties, multiple medical problerns,
chronic pain, loss of independence,
change in lifestyle such as retire-
meni, death of fricnds and family
members, children moving away,
and economic insecurity. Early
dementia and depression may be
confused with one another. It is
characterized by: loss of interest or
pleasure in usual activities, sadness,
feclings of hopelessness, irritability,
poor appetite, insomnia, foss of
energy, and lack of concentration.
Suicidal thoughts may occur. Depres-
sion occurs in one-third of patients
with Parkinson’s disease and a sub-
stantial number of stroke victims. It
is treatable using social support,
psychotherapy and medication. About
8% of the 28.5 million people over 65
had symptoms of depression, according
to 1985 cstimates by the American
Psychiatric Association. Many patients
in nursing homes have psychiatric
disorders, including depression,
according to the association.
GLAUCOMA

An eye discase associated with
increased pressure within the eyc-
ball. If untreated, it may lead to per-
manent and complete blindncss. Its
onsct is insidious in older age groups.
There are no symptoms in carly stages.
Gradual loss of peripheral vision
over a period of years eventually
results in tunnel vision. 1-2% of
people over 40 have glaucoma; about
25% of these cases are undetected.
More than 1 million people over 65 in
1987 had glaucoma, according to the
National Center for Health Statistics.

Copyright €-1969 by the
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GOUT

A type of arthritis characterized by
an excess of uric acid in the blood.
Crystals of uric acid precipitate inside
the joint cavity and set off an atrack.
Attacks occur suddenly, frequently at
night, and often are accompanied by
great pain. The feet, ankles, and
knees are commonly affected, partic-
ularly the big toe. Proper drug treat-
ment can quickly terminate the
attack. About 95% of cases are in
men. About 1 million Americans
have gout, z2ccording to 1985 data
from the Arthritis Foundation.

HEART ATTACK

A blood.clot in an artery obstructs
blood flow and can cause a part of
the heart muscle to die due to oxygen
deprivation. Sudden death may occur.

HIGH BLOOD PRESSURE

More than 60 million adults in the
United States have hypertension.
Without treatment, it greatly increases
the incidence of cardiovascular disease,
stroke and kidney failure. In about 95%
of the cases, there is no known cause.

OSTEOARTHRITIS

A degenerative disease in which car-
tilage in the joints is worn away and
reactive bony deposits form. It is the
most common form of joint disease.
According to 1985 data from the
Arthritis Foundation, an estimated
15.8 million adults in the United
States suffer from it. Incidence of the
diseasc increases with age. It usually
involves large weight-bearing joints
such as those of the hip, knee and
lumbar spine, and tends to occur in
joints that are damaged by diseases
such as rheumatoid arthritis, by trauma
such as a fracture, by occupational over-
use, or by neurologic disorders.
Obesity may also play a role. In the
Iate stages, joints may become de-
formed, motion is limited, and pain
increases. It may require hip joint
replacement. Spine involvement
causes low back pain, which is the
most common cause of loss of work
among older people,

OSTEOPOROSIS

The most common metabolic bone
disease in older people. It may be
associated with other diseases such
as rheumatoid arthritis or with the
use of medication such as cortico-
sterioids. A reduction in bone mass
leads 10-fractures, especially of the
vertebrae, hips, and wrists. 6-8 million
white females suffer from it in the
United States. 25% of all white females

over age 70 eventually develop frac-
tures, loss of height, or chronic back
pain due to vertebral compression.
Collapsed or compressed vertebrae
produce “‘dowager’s hump." Fractures
€an cause catastrophic deterioration in
quality of lifc and staggering expenses.
The cost of hip fractures alone may
exceed $1 billion a year. Estrogen
replacement therapy, calcium therapy,
exercise, and other changes in lifestyle
can play 2 role in prevention and
treatment.

PARKINSON’S DISEASE

Chronic neurologic disease of unknown
cause, characterized by tremors,
rigidity, and an abnormat gait. There is
an imbalance in the body of dopamine
and acetylcholine, neurotransmitters
normally present in the brain. Drug
therapies may help restore this balance,
but they may also cause serious side
cffects. Some: patients with advanced
disease develop dementia. It is one of
the most common chronic neurological
diseases of later life. The United
Parkinson’s Foundation estimates that
the average age of onset is early
sixties; 3-5% of the population over 65
has Parkinson’s. The organization
estimates that about 10% of Parkinson's
patients go to nursing homes. In the late
stages of the disease, patients cannot
wash, dress, or feed themselves.

PERIPHERAL VASCULAR DISEASE
The obstruction of blood supply to
the extremities, particularly the legs,
caused by atherosclerosis.

RHEUMATOID ARTHRITIS

A chronic inflammatory disease of
unknown cause..It chiefly.affects the
synovial membranes—thin linings—
of the joints, primarily the small joints
of the hands, wrists, and feet; can
involve larger joints—the knees, ankles,
and cervical spine. Symptoms include
morning stiffness, joint swelling, and
pain. Can eventually cause joint
deformities. Incidence and preva-
lence of this disease increases with
age. Femnale patients outnumber males
almost 3: 1. Rheumatoid arthritis peaks
in males of age 60-69 and in females
50-59. More than 2 million people have
rheumatoid arthritis, according to 1985
data from the Arthritis Foundation.

STROKE

Usually caused by atherosclerosis. A
blood clot obstructs a major blood
vessel of the brain. It results in death
or serious brain damage, such as
paralysis or loss of speech.

t0 reprim is awarded if proper credit i given.
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65 Drugs in Development

Anti-Cancer Research Gaining
Momentum, Survey Shows

ixty-five cancer drugs that

are now in development are

targeted to treat cancers
commonly associated with older
persons—including breast, colon, lung,
mouth, prostate and skin cancers.

These 65 medicines are being
developed by 45 companies.

The figures indicate that 2 strong
anti-cancer research and development
effort is underway by the nation's
pharmaceutical companies— an effort
that is significantly enhanced by
biotechnology rescarch techniques.

At least 19 of these medicines—
29 percent—are biotechnology-based
drugs. Biotechnology has become
important to anti-cancer research
because it helps explain how cancers
develop in the body and enables
researchers to boost the body’s
immune system to fight cancers.

An earlier PMA survey of biotech-
notogy medicines in development
found that approximately 50 per-
cent—48 drugs—were targeted

against cancers that afflict all ages.

It seems clear that anti-cancer
research is gathering momentum,
although | must stress that the
therapeutic significance of these
medicines will not be known until
clinical studies are completed and
evaluated.

PMA joins the American Cancer
Society in hoping that this listing of
drugs in clinical trials will encourage
more patients to volunteer for these
trials.

This cancer drug survey is part of
2 broader PMA effort to identify all
the products that are being developed
to treat the principal diseases of
older Americans. We are attempting’
in these surveys to quantify the

extensive private sector research
against such discases.

The first survey in our *‘New
Medicines for Older Americans'
series identified 87 drugs that are

December 1988

breast cancer will be dizgnosed this
year, and 42,000 women will dic of
the disease. Since 1950, the rate of
death caused by breast cancer for
women age 50 and older has been

C 1y increasi

being developed by 47 ¢
for heart disease, stroke and
hypertension.

Cancer

Second of 2 series
on
New Medicines
for Older Americans.

Cancer is second only to cardio-
vascular disease as the leading cause
of death in older people. The American
Cancer Society estimates that
985,000 Americans will be-diagnosed
as having cancer in 1988, and more than
half of them will be over age 65.
Nearly 60 percent of the 395,000
Americans who will die from cancer
this year will be over age 65.

Among the findings in the survey:

® 14 of the 65 products are being
tested for more than one indication,
or use, resulting in 97 separate
clinical test projects, each of which
is listed in the chart.

» 25 products being tested arc for
unspecified forms of cancer (listed
under "‘Other”” in the chart).

® 20 drugs are being tested for
colon cancer, which will strike an
estimated 105,000 persons this year
and prove fatal for 53,500; 94 percent
of those diagnosed with colorectal
cancer will be over age 50.

* 16 drugs are targeted to treat breast

cancer. About 135,000 new cases of .

* 14 are intended to treat lung
cancer. Lung cancer is the most
common form of cancer in the
United States and the leading cause
of cancer deaths. The incidence of
lung cancer sharply increases after
age 55. There will be an estimated
152,000 new cases in the United
States in 1988 and approximately
139,000 deaths.

* 10 medicines are in tests or
awaiting approval for prostate cancer.
with an estimated 99,000 new cases
and 28,000 deaths in 1988. About 80
percent of prostate cancers are
diagnosed in men over 65 years old.

« 11 drugs also are in tests or
awaiting approval to treat skin
cancers, including the most scrious
type, malignant melanoma, which
occurs in about 27,000 people
annually and causes 5,800 deaths.

* 1 product is intended to treat
mouth (oral cavity) cancer, which
will be diagnosed in about 30,000
people this year, killing 9,100,

The final survey in our series of
“New Medicines for Older Americans™
will identify medicines in development
for arthritis, Alzheimer’s and other
diseases. This is scheduled for
completion January 31.

Gerald ). Mossinghoff, President

Pbarmaceutical Manufacturers
Association
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Cancer Products In Development

Breast Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Epirubicin Adria application submitted
(Columbus, OH)
Toremifene Adria Phase 1/111
(Columbus, OH)
Elobromol Amswiss Pharmaceuticals, Inc.  (See also lung, skin) Phase 1I
Dibromodulcitol {San Antonio, TX)
Granisetron Beecham Laboratories adjunct 10 chemotherapy (See also Phase |
43694 (Bristol, TN) colon, lung, prostate)
BMY 28090 Bristol-Myers (See also colon, lung, prostate) Phase 111
(New York, NY)
L-6 Monoclonal Bristol-Myers {Sec also colon, lung, prostate) Phase 1
Antibody {New York, NY)
Paraplatin Bristol-Myers (See also colon, lung. prostate) Phase 11/11
Carboplatin (New York, NY)
Proleukin Cetus (See also colon, lung, skin) Phase 11
Interleukin-2 (Emeryville, CA) .
APD. Ciba-Geigy Phase 11
CGS 16949 {Summit, NJ)
LY 186641 Eli Lilly (See aiso colon, lung, prostate) in clinical trials
Suifonylurea (Indianapolis, IN)
LYR8011 Difluorode-  Eli Lilly {See also colon, lung) in clinical trials
oxycytidine (Indianapolis, IN) -
LY264618 Eli Lilly {Sce also colon, lung) in clinical trials
(Indianzpolis, IN)
Fenretinide McNei! Pharmaceutical Phase I .
(Spring House, PA) \
MDL 18,962 Merrell Dow Phase 1 0
. (Cincinnati, OH) p
Tomosar SP Upjohn Phase 11
Menogaril (Kalamazoo, MI)
Liposomal Vestar Phase 11
Doxirubicin (San Dimas, CA)

Lyphomed, Inc.
(Rosemont, IL)

Colon Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS

Granisetron Beecham Laboratories adjunct to chemotherapy (See also Phase [

43694 (Bristol, TN) breast, lung, prostate)

BMY 28090 Bristol-Myers (See also breast, lung, prostate) Phase I/
{New York, NY)

L-6 Monoclonal Bristol-Myers {See also breast, lung, prostate) Phase 1

Antibody {New York, NY)

Paraplatin Bristol-Myers “(See also breast, lung, prostate) Phase /111

Carboplatin {New York, NY)

Panorex Centocor Phase 11

MAb 17-1A (Malvern, PA)

Proleukin Cetus - . (Sce also breast, lung, skin) Phase 11

Interleukin-2 (Emeryville, CA) "

CYT-103%Y CYTOGEN Corp. Phase [

(Princeton, NJ)

The content of this chart has been obtained through industry sources based on the latest information. Chart current 2s of December

1, 1988. The information may not be comprehensive. For more specific informiation about a particular product, contact the individual
company directly. For general information, contact the Pharmaceutical Manufacturers Association at (202) 835-3463. (If you did
not receive your own copy of this issue of *‘Cancer Products in Development, " please write to the Communications Division at
the Pharmaceutical Manufacturers Association.) .

Copyright © 1984 by the

Permission to reprin is awarded if proper credit & given,

’
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(drugs that bave potential for one or more of
Otber ibe previous cancers; indications not yet determined)

DRUG COMPANY INDICATIONS U.S. DEVELOPMENT STATUS
Sterccyt Pharmacia Phase i
P i i (Piscataway, NJ)
Speratinc™ Roberts Phase I
Spiromustine (Eatontown, NJ)
Granulocyte Schering-Plough adjuvant to chemotherapy Phase 1111
Macrophage Colony  (Madison, NJ)
Stimulating Factor Sandoz
(GM-CSF) (East Hanover, NJ)
Genetics Institute
(Cambridge, MA)
Carbetimer G.D. Searle & Co. Phase 11
(Chicago, IL)
Interleukin-4 Sterling Drug Phase 1
(New York, NY)
- Immunology Ventures
(Seartle, WA)
Liposomal Vestar Phase 1
Daunorubicin (San Dimas, CA)
AS101 Wyeth-Ayerst Phase 11
(Philadelphia, PA)
GLOSSARY

d—A i

Adjs —A or drug
that aids or helps another become cffective
or more effective. An adjunct also aids the
delivery of a drug to a place where it is
most effective in the body.

fol;rmzrkcling has been submitted by the
company to the Food and Drug
Administration (FDA).

Phase [—Safcty testing and phar-
macological profiling in humans.
Phase II—Effectiveness testing in humans.

- 4s:Phase H1—Extensive clinical trials in
“humans.

A Strong System is Needed to Recruit Participants
for Clinical Testing of Cancer Drugs

by Gerald P. Murpby, M.D., Senior:¥ice

his chart from the Pharma-

ccutical Manufacturers

Association of anti-cancer
drugs in clinical trials can help in at least
two ways with a very tough problem—
obtaining enough participants for
cancer drug clinical trials.

1. Doctors and patients are not suf-
ficiently aware of what drugs are
available and where they are being
tested. Information is the first step in
getting people into advanced treatment
programs. We have that information
now in a readily accessible form.

This chart contains comprehensive
information on cancer drugs in the
clinical test phase, and the American
Cancer Society will assist in getting it
to oncologists and their patients.

2. Some patients avoid clinical
trials, because they are under the

erroneous impression that the patient
may end up in a control group and
get a placebo instead of the experi-
mental medicine. Clearly, the patients
and their physicians must thoroughly
satisfy themselves concerning study
design, but the fact is, current practice
in cancer research involves the use of
standard treatment as the control. That
is, the new treatment is compared to the
existing standard treatment, if there is one.
‘The American Cancer Society advises
that such trials be viewed as being con-
sistent with the best medical care that
an individual with cancer can receive.
We are confident that this chart,
with its vatuable information about
drugs in development and their sources,
can lead to greater trial participation
by making it easier for physicians to
inquire about the trials and by satisfying

President, Medical Affairs, American Cancer Society

concerns about control group
treatment.

1t is apparent from the chart that
research-based pharmaceutical companies
are engaged in an enormous effort to
develop promising new therapies for
cancer. This list presents only a partial
picture of therapies in development—
only those that have progressed to
clinical trial stage. Yet it is clear that
the outlook for drug therapy has never
been more promising.

The eventual delivery of these drugs
from the laboratory to the patient
depends greatly on the clinical test
system to satisfy questions of safety
and efficacy. This system cannot be
permitted, through inadequate
available participants, to become the
weak link in speeding these drugs into
widespread use.

Provided s a Public Service by the Pharmaceutical Manufacturers Association.

Pharmaceutical
Manufacturers
Association

1100 15th Street, NW # Washington, DC 20005 * Telephone (202) 835-3400
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Colon Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS

Gamma Interferon Genentech (See also lung, skin) Phase
(S- San Francisco, CA)

Macrophage Colony ~ Genetics Institute (Sec also skin, other) Phase 1

Stimulating Factor {Cambridge, MA)

(M-CSF)

Monoctonal Genetics Institute Phase 1

Antibody (Cambridge, MA)

(NRCO—) NeoRx
(Seautle, WA)

Leucovorin Calcium  Lederle application submitted

(w/5-fluorouracil) {Wayne, NJ)

LY186641 Eli Lilly (See also breast, hing, prostate) in clinical triats

Sulfonylurea (Indianapolis, IN)

LY188011 Difluorode-  Elj Lilly {Sec also breast, lung) in clinical trials

oxycytidine (Indianapolis, IN}

LY264618 Eli Lilly (Sce also breast, lung) in clinical trials
(Indianapolis, IN}

MDL 72,175 Merrell Dow Phase |
(Cincinnati, OH)

Colon RE-186 NeoRx Phase |
(Scattle, WA)

Tauricyt Pharmacia Phase 11

Tauromustine {Piscataway, NJ)

(TCNU)

Ovamid™ Ribi I;munoChem Research Phase 1
(Hamilton, MT) .

Spiro 32 Unimed Phase {1

Spirogermanium (Somerville, NJ)

XomaZyme®-Mel Xoma {See also skin) Phase |
(Berkeley, CA)

Lung Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS

Neupogen™ Amgen adjunct to enhance effect of Phase i1

Granulocyte Colony  (Thousand Oaks, CA) chemotherapy .

Stimulating Factor

Elobromol Amswiss Pharmaceuticals, Inc.  (Sec also breast, skin) Phase II

Dibromodulcitol (San Antonio, TX)

Granisetron Beecham Laboratories adjunct to chemotherapy (See atso Phase 1

43694 (Bristol, TN} breast, colon, prostate)

BMY 28090 Bristol-Myers (See also breast, colon, prostate) Phase I/
(New York, NY)

L-6 Monoclona) Bristol-Myers (Sce also breast, colon, prostatc) Phase |

Aniibody (New York, NY)

Paraplatin Bristol-Myers (Sec also breast, colon, prostate) Phase [1/111

Carboplatin {New York, NY)

Interlevkin-2 with  Cetus Phase 1/11

Tumor Necrusis (Emeryville, CA)

Factor (TNF)}

Proleukin Cetus (See also breast, colon, skin) Phase I

Interleukin—2 (Emeryville, CA)

Gamma Interferon Genentech (Sec also colon, skin) Phase 1
{S. San Francisco, CA)

LY 186641 Eli Lilly (Sce also breast, colon, prostatc) in clinical trials

Suttonylurea (indianapolis, IN)

LY188011 Difluorode-  Eli Lidly (Sec also breast, colon) in clinical trials

oxycytidine (Indianapolis, IN)




» 32Etobromot
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Lung Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
LY264618 Eli Lilly (See also breast, colon) in clinical trials
{Indianapolis, IN)
Radinyl® Du Pont (See also mouth, other) Phase 1/l
Eranidazole (Wilmington, DE)
Roberts
{Eatontown, NJ)
CI-898 Warner-Lambert Phase ilI

Trimetrexate

(Morris Plains, NJ)

Moutb (oral cavity) Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Radinyl® Du Pont {Sec also lung, other) Phase 117111
Etanidazole (Wilmington, DE)

Roberts

(Eatontown, NJ)

Prostate Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Granisetron Beecham Laboratories adjunct to chemotherapy (See also Phase 1
43694 (Bristol, TN) breast, colon, lung)
BMY 28090 Bristol-Myers (See also breast, colon, lung) Phase 1111

{New York, NY)
L-6 Monoclonal Bristol-Myers (See also breast, colon, lung) Phase 1
Antibody (New York, NY)
Paraplatin Bristol-Myers (See also breast, colon, tung) Phase 11111
Carbopilatin (New York, NY)
Suprefact® Hoechst-Roussel application submitted
Buserelin (Somerville, NJ)
Zoladex 1CI Pharmaceuticals application submitted
Goserelin Acetate (Wilmington, DE)
LY 186641 Eli Lilly (See also breast, colon, lung) in clinical trials
Sulfonylurea (Indianapolis, IN)
Decapeptyl™ Organon, Inc. (See also other) Phase 1

(West Orange, NJ)
Eulexin® Schering-Plough application submitted
Flutamide (Madison. NJ)
Lupron . TAP Pharmaceuticals for.monthly injection application submitted

Leuprolide Acetate  (N. Chicago, 11)

Skin Cancer

DRUG COMPANY

OTHER INDICATIONS

U.S:DEVELOPMENT STATUS

-Bibromodulcito!

Amswiss Pharmaceuticals, Inc.
(San Antonio, TX)

(See also breast, lung)

Phase I

(Seattle, WA)

w/Rofcron® -A

- w* Proleukin Cetus (Sec.atso:breast; colon, lung) Phase 111

Interleukin-2 {Emeryville, CA)

Actinex Chemex Phase [1
{Denver, CO)

Gamma Interferon Genentech (See also colon, tung) Phase 111
(S. San Francisco. CA)

seMacrophage Colony - Genetics Institute (See also colon, other) Phase 1

Stimulating Factor (Cambridge, MA)

(M-CSF)

-2 Hoffmann-La Roche Phase 11111

Interleukin-2 - (Nuiley, NJ)
Immunex in combination Phase 1




Skin Cancer

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Roferon®-A Hoffrnann-La Roche Phase It
Interferon alfa-2a (Nutley, NJ)
RETIN-A® Ortho Pharmaceutical Phase 11
Tretinoin (Raritan, NJ)
Detox™ Ribi InmunoChem Research Phase i1
(Hamilton, MT)
intron A Schering-Plough application submitted”
Interferon-alpha2b (Madison, N))
XomaZyme®-Mel Xoma (Sce also colon) Phase 11

(Berkeley, CA)

(dr;ugs that bt;v:;potential Jor one or more o,
the previous cancers; Indicatio_ns not yet determined)

Other

DRUG COMPANY INDICATIONS U.S. DEVELOPMENT STATUS

BMY-25801 Bristol-Myers adjunct to chemotherapy Phase 11111
(New York, NY) .

BMY-28175 Bristol-Myers Phase [
(New York, NY)

Alkeran Burroughs Wellcome Phase i1
(Research Triangle Park, NC)

Piritrexim Burroughs Wellcome Phase 11
(Research Triangle Park, NC)

DuP-785 Du Pomt Phase 11
{Wilmingron, DF)

Radinyl® Du Pont (Sec also lung, mouth) Phase 1111 .

Etanidazole {Wilmington, DE)
Roberts
{Eatontown, NJ)

Tumor Necrosis Genentech Phase I

Factor (TNF) (S. San Francisco, CA)

Macrophage Colony ~ Genetics Institute (See also colon, skin) Phase 1

Stimulating Factor (Cambridge, MA)

(M-CSF) /

Granulocyte - Immunex N Phase 117111

Macrophage Colony  (Seattle, WA)

Stirnulating Factor Behringwerke A.G.

(GM-CSF) (subsidiary of Hoechst A.G.
Marburg, W. Germany)

Amonafide Knoll Pharmaceuticals Phase [
(Whippany, NJ)

Tumor Necrosis Knoll Pharmaceuticals Phase 1

Factor (TNF) (Whippany, NJ)

Fazarabine Lederle Phase I1
(Wayne, NJ)

Platinum | Lederle Phase |
(Wayne, NJ)

Platinum I¥ Lederle Phase |
(Wayne, NJ)

DOX 99 Doxo- The Liposome Company Phase 1

rubicin Liposomat (Princeton, NJ)

Plat 23 The Liposome Company Phase |
{Princeton, NJ)

Interleukin-2 Ortho Pharmaceutical in ctinical trials
(Raritan, NJ)
Amgen
{Thousand ks, CA)
Organon, Inc. (See also prostate) Phase 11

Decapeptyl™
. (West Orange, NJ)
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IN DEVELOPMENT

NEW MEDICINES

FOR OLDER AMERICANS

Presented by the Pharmaceutical Manufacturers Association

No. 1 Target of Research

Survey Finds 87 Drugs in Development
for Cardiovascular Disease

ardiovascular disease,
the leading cause of death
among older persons,
has become the number one target
for new drug research and
development by the UJ.S. pharma-
ceutical industry.

A new survey by the Pharma-
ceutical Manufacturers Association
shows 47 companies are developing
87 drugs for heart disease, hyper-
tension and stroke, more than are
being tested for any other discase.

Pharmaceutical companies spend
the largest portion of their
research and development invest-
ment—nearly 26 percent—on find-
ing medicines for heart and circu-
latory disease, accounting for
approximately $1.4 billion of the
industry’s $5.4 billion research and
development budget in 1987.

The PMA survey of heart discase
drugs in development is part of 2
series of surveys, ‘‘New Medicines
for Older Americans,”* conducted
by the association. The results
show products in the industry’s
research pipeline that are targeted
for discases that primarily afflict
older persons.

Details of the drugs in develop-
ment for other aging diseases will
be released by the PMA over 2
4-month period in a series of charts.

All the drugs in this first chart in
the series—Heart/Stroke/ Hyper-
tension—are in human test stages
or awaiting approval at the Food
and Drug Administration.

30 of the 87 products are being
tested for more than one indica-
tion, or use, resulting in 123 sepa-

rate research and development
projects. These are listed separately
in the attached chart. .
The most concentrated testing
and development is for hyperten-
sion. Some 38 products are being
tested for this use; all but 3 of them
are in the final stages of development.

Heart Disease
Stroke
Hypertension

First of a series
on
New Medicines
for Older Americans.

Many products being tested for
other cardiovascular diseases also
are tested for hypertension because
of its close association with other
heart diseases. According to the
Public Health Service, controlling
high blood pressure can be one of
the most effective means available
of saving lives because hyperten-
sion can lead to heart disease and
stroke.

The second most concentrated
area of testing is congestive heart
failure, the final and potentially
fatal result of heart and vascular
disease problems. There are 28
products in development for con-
gestive heart failure, two-thirds of
which are in .advanced develop-
ment stages.

There are 8 products in tests for
arrhythmia, 9 for atherosclerosis,
17 for coronary artery disease/

October 1988

angina, 7 for heart attack and 8 for
peripheral vascular disease.

Of the 6 products for stroke, 3
are versions of tissue plasminogen
activator (tPA), which already is
approved for treatment of heart
attacks.

Heart disease is the leading cause
of death in the United States, parti-
cularly among older persons, and
stroke ranks third. Some 36 per-
cent of ali U.S. deaths are the
result of heart disease and 7 per-
cent are the result of stroke.

Although the death rate from
cardiovascular disease has dropped
41 percerit in the past 20 years
from 363 to 213 per 100,000
population, the aging of the
population is likely to result in
increased incidence of cardio-
vascular disease.

[ am pleased to release this list
of the 87 new drug therapies that
are being developed for heart and
circulatory diseases by the nation’s
pharmaceutical industry.

New medicines for older
Americans hold the promise of
longer. better quality lives and also
can result in shorter hospital stays,
fewer operations, and continued
independence for older persons.
With the increasing numbers of
older persons in our socicty, this
clearly is one of our industry’s
most important challenges.

Gerald ). Mossinghoff, President
Pbarmaceutical Manufacturers
Association
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Cardiovascular Products In Development

.
Arrbythbmia
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
CK 1752 Berlex Laboratories Phase Il
Sematilide {Wayne, NJ)
Diprafenonc Berlex Laboratories Phase Il

(Wayne, NJ)
Lopressor Ciba-Geigy (Scc also coronary artery application submitted
Mecioprolol Tartrate  (Sumnmit, NJ) di: 1gir
Decabid Eli Lilly in human clinicals

i Indi olis, IN)

Cipratan Hoffmann-La Roche application submitted
Cifenline (Nutley, NJ)

Glaxo

{Research Triangle Park, NC)
Rythmol Knoll Pharmaceuticals application submitted
Propafenone {Whippany, NJ)
Recainam Wyeth-Ayerst Phase [11

- (Radnor, PA)

WY-48,986 Wyeth-Ayerst Phase [

(Radnor, PA)
Atberosclerosis
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
BMY 21891 Bristol-Myers (See also coronary artery disease) Phase |

(New York, NY)
HWA 448 Hoechst-Roussel (See also peripheral vascular disease) Phase 1}
Torbafylline (Somerville, NJ) L
15-Ketosterol Lederle Phase 1

(Wayne, NJ) .
Nilvadipine Lederle (Scc also hypertension) in human clinicats
(calcium channel {Wayne, NJ)

blocker)

TA 3090 Marion Laboratories (See also coronary artery “Phase 1

(Kansas City, MO) discase/angina, hypertension,

peripheral vascular disease)

DynaCirc Sandoz (See also hypertension) Phase I
Isradipine (East Hanover, NJ)
Pravachol Squibb application submitted
Pravastatin (Princeton, NJ)
Cardene Syntex (Sec also coronary artery Phase 11
Nicardipine (Palo Alio, CA) discase/angina, hypertension, stroke)
Ciprostene Upjohn (adjunct therapy for batioon angioplasty;  Phase 11
Calcium (Katamazoo, MI) sec also peripheral vascular disease)

Congestive Heart Failure

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Manoplax The Boots Company (See also hypertension) Phase III

Flosequinan, (Lincolnshire, IL)

BTS 49,465

The content of this chart has been obtained through industry sources based on the latest information. Chart current as of October
15, 1988. The information mzy not be compreherisive. For more specific information about a particular product, contact the individual
company directly. For general information, contact the Pharmaceutical Manufacturers Association at (202) 835-3463. (if you did
rot receive your own copy of this issue of *‘New Medicines for Older Americans,” please write to the Communications Division
at the Phar al & turers ] ’

Copyright © 1988 by the

10 repeint ks awarded if proper credit is given.
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Hypertension

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
DynaCirc Sandoz (See also atherosclerosis) application submitted
Isradipine (East Hanover, NJ)
Spirapril Schering-Plough (See also congestive heart failure) Phase (11
(Madison, Np
Sandoz
(East Hanover, PA)
Unicard® Schering-Plough application submitted
Dilevalol {Madison, NJ}
Carvedilol SmithKline Beckman Phase 111
SK & F 105517 (Philadelphia, PA)
Corlopam SmithKline Beckman {See also congestive heart failure) Phase 1l
Fenc (Philadelphia, PA)
SK & F 82526
Fosinopril Squibb Phase 111 compleied
{Princeton, NJ)
Zofenopril Squibb {Sce also congestive heart failure) Phase 111
(Princeton, NJ)
Cardene Syntex (Sec also atherosclerosis, coronary application submitted
Nicardipine {Palo Alto, CA) artery diseasefangina, stroke)
RS 93522 Syntex {See also congestive heart failure) Phase 1
(Palo Alto, CA)
C1-775 Warner-Lambert application submitted
Bevantolol (Morris Plains, NJ)
C1-906 Quinapril  Warner-Lambert (Set also congestive heart failure) Phase 111
Accupril (Morris Plains, NJ) N
GLOSSARY

Adjunct—A substance or drug that zids or
helps 2nother drug to 2ct.

Angina (pectoris)—A symptom of coronary
artery discasc. Nartowed coronary arteries
result in decreased blood flow to the heart
muscle typically causing chest pain in the
area of lh: heart.

A for
marketing has been submitted by the company
to the Food and Drug Administration (FDA).
Arrhythmia—Abnormal heart rhvlhm

glycoside is a drug that helps a failing heart
to pump more strongly. Although cardiac
glycosides, such as digoxin, are sometimes
used in treating congestive heart failure, there
is a fine line between their therapeutic and
toxic levels. Too much digoxin, for instance,
can cause anorexia, nausea and vomiting, head-
ache, vision problems and disorientation.

All of these symptoms can precede serious
cardiac toxicity, which most often manifests
itself as archythmias.

usually detected by an ¢lectroc:

Arrhythmias can be caused by several fac-
tors, such as coronary artery disease, heart
valve problems or hyperthyroidism.
Atherosclerosis—A common disease in
which deposits of plaque contzining fatty
substances, like cholesterol, are formed with-
in the inner layer of the arteries. A common
name for it is “*hardening of the arteries.”
Atherosclerosis is 2 progressive condition over
decades, chiefly affecting the arterices of the
heart, brain and extremities. Jts complications,
such as coronary artery discase and strokes, are
the major causes of death in the United States.
Balloon angioplasty—A balloon catheter is

C heart failure (CHF)—In CHF,
the end result of many different types of
heart disease. the heart cannot pump blood
out normally. This results in congestion
(water and salt retention) in the lungs, edema
in the extremities and reduced blood flow to
body tissues.

Coronary artery discase (CAD)—Alhcro-

obstructs the blood flow and can cause sud-
den death. In myocardial infarction, a part of
the heart muscle (myocardium) dies as 2
result of blood and oxygen deprivation.
Hypertension—More than 60 million adults
in the United Statcs have hypertension, also
known as high blood pressure. Without treat-
ment, it greatly increases the incidence of
cardiovascular disease—coronary artery dis-
case, heart attack, stroke and kidney faiture.
In about 95 percent of the cases, there iy no
known cause.

Peripheral vascular disease—The obstruc-
tion of blood supply to the extremities, par-
ticularly the legs, caused by atherosclerosis.
Phase I—Safety testing and pharmacological
profiling in humans.

Phase 11--Effectiveness testing in humans.
Phasc III—Extensive clinical trials in humans.
A blood clot that

sclerosis of the large and medi

arteries of the heart is the cause of most
CAD. The major complications of CAD are
angina pectoris. heart attacks and congestive
heart failure. It is the most common cause of
cardiovascular disability and death in the
United States.
Ed

inserted into a clogged or coronary
artery to improve blood circulation by dilating
the vessel, either by fattening plaque against
the artery wall or by breaking up the plaque.
Cardiac glycoside intoxication—Cardiac

ly Jarge amounts of fluid
build up in body tissues causing swelling.

obstructs (hc pulmonary artery, which trans-
ports blood from the heart 10 the tungs. More
than 90 percent of pulmonary emboli origi-
nate as clots in the deep veins of the lower
extremities. In some cases, they result in sud-
den death,

Stroke/cerebral thrombosis—Usually
caused by atherosclerosis, 2 blood clot

Heart attac
cardial infarction—A coronary (hrombosns
is a blood clot in an artery of the heart that

a major blood vessel of the brain,
resulting in death or serious brain damage,
such as paralysis or loss of speech.

Provided 25 2 Public Service by the Pharmaceutical Manufacturers Association.
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Congestive Heart Failure

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Bucindolol Bristol-Myers Phase I
(New York, NY)
Auriculin Atrial California Biotechnology Phase I ‘
Peptide (Mountain View, CA)
Wyeth-Ayerst
(Radnor, PA)
Benazepril Ciba-Geigy (Sce also hypertension) Phase 111
{Summit, NJ)
Indolidan Eli Lilly in human clinicals
{Indianapolis, IN)
Isomazote Eli Lilly in human clinicals
(Indianapolis, IN)
Dopacard Fisons Corporation Phase {11
Dopexamine {Bedford, MA)
Hydrochloride
Solution :
Arlix Hoechst-Ruussel (Also for cdema) application submitted
Piretanide (Somervitle, NJ)
Cardace® Hoechst-Roussel {Sec also hypertension) Phase {1}
Ramipril (Somerville, NJ)
Inhib H La Roche (See also hypertension) Phase 11
Cilazapril (Nutley, NJ) .
Glaxo
(Research Triangle Park, NC)
Carwin ICI Pharmaceuticals Phase 111
Xamoterol {Wilmington, DE)
(el ICI Pharmaceuticals Phase 1
153-110 (Wilmington, DE)
Perindopril McNeil Pharmaceutical {See also hypertension) Phase 111
{Spring House, PA)
Plendil Merck Sharp & Dohme {Sec also coronary artery Phase 111
MK-218/ {West Point, PA) disease/angina, hypertension)
Felodipine Astra Pharmaceutical
(Westboro, MA)
Perfan Merrell Dow Phase 1II
Enoximone (Cincinnati, OH)
Piroximone Merrell Dow Phase 11
MDL 19,205 {Cincinnati, OH)
ORF-22867 Ortho Pharmaceutical Phase 1
{(Raritan, NJ) N
Celectol Rorer Group (Sce also hypertension) application submitted
Celiprotol {Fort Washington, PA)
RGW-2938 Rorer Group Phase I
{Fort Wushington, PA)
Spirapril Schering-Plough (Sce also hypertension) Phasc HI
(Madison, NJ)
Sandoz
{East Hanover, NJ)
Corlopam SmithKline Beckman (Sce also hypertension) Phase Il
Fenoldopam— (Philadelphia, PA)
SK & F 82526
Zofenopril Squibb (Sec also hypertension) Phase 111
(Princeton, NJ)
Medorinone Sterling Drug Phase |
(New York. NY)
Milrinone Sterling Drug Phase 11

(New York, NY)
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Congestive Heart Failure

Vasomotor Activity

DRUG COMPANY OTHER INDICATIONS . i U.S.DEVELOPMENT STATUS
RS 93522 Syntex {Sec also hypertension) Phase 1
(Palo Alto, CA)
*Nicorandil Upjohn {(See also coronary artery Phase 11
(Kalamazoo, Mi) disease/anginz)
C1-906 Quinapril  Warner-Lambert (See also hypertension) Phase ITi
Accupril (Morris Plains, NJ)
Anaritide Wyeth-Ayerst Phase I
Peptide with (Radnor. PA)

Coronary Artery Disease/Angina

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Abbokinase Abbott Labs (See also peripheral vascular disease) Phase 1
Urokinase {North Chicago, IL)
Procardia® XL Alza (For angina only; see also application submitted
Nifedipine (Palo Alio, CA) hypertension)
Pfizer
{New York, NY)
Eminasc Beecham Laboratories application submitted
{Bristo}, TN)
Carvedilol Bochringer Mannheim (For angina only; see also Phase 1
SKF-105517 (Rockville, MD) hypertension)
SmithKline Beckman
(Philadelphia, PA)
BMY 2189t Bristol-Myers (See also atherosclerosis) Phase 1
(New York, NY)
Lopressor Ciba-Geigy (See also arrhythmia) application submitted
Metoprolol (Surmmit, NJ)
Tartrate
Bisoprolol Lederle (For angina only; sce also Phase 111
Fumarate (Wayne, NJ) hypertension)
TA 3090 Marion Laboratories (See also atherosclerosis, hypertension,  Phase 1
(Kansas City, MO) peripheral vascular disease)
McN-5691 McNeil Pharmaceutical (For angina only; see also Phase 11
(Spring House, PA) hypertension)
Vascor® McNeil Pharmaceutical application submitted
Bepridil (Spring House, PA)
Plendil Merck Sharp & Dohme (For angina only; see also congestive Phase 111
MK-218/ (West Point, PA) heart failure, hypertension)
Felodipine Astra Pharmaceutical
(Westboro, MA)
Amlodipine Pfizer (For angina only; see also application submitted
(New York, NY) hypertension)
Sulotroban SmittKline Beckman Phase 11
SK & F 95587 (Philadetphia, PA)
Cardene Syntex (For angina only; see also Phase 11
Nicardipine . (Palo Alto, CA) atherosclerosis, hypertension, stroke)
RS 43285 Syntex (For angina oaly) Phase 11
(Palo Alto, CA)
Nicorandil Upjohn (For angina only; see also congestive Phase 11
(Kalamazoo, M1) heart failure)
Betridi Wallace Laboratories (For angina only) Phase Il

(Cranbury, NJ)
McNeil Pharmaceutical
(Spring House, PA)
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Peripberal Vascular Disease

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Abbokinase Abbott Labs (Scc also coronary artery application submitted
Urokinase {North Chicago, IL) disease/angina)
Mg EDTA A.H. Robins Phase 11
(Richmond, VA)
Hoprost Berlex Laboratories Phase 11
(Wayne, Nj)
HWA 448 Hocechst-Roussel (Scc also atherosclerosis) Phase H
Torbafylline {Somerville, NJ)
Sufrexal/ Janssen Pharmaceutica {Scc also hypertension) Phase 1111
Ketanserin (Piscataway, NJ)
TA 3090 Marion Laboratories (Sec also atherosclerosis, coronary Phase I
(Kansas City, MO) antery disease/angina, hypertension)
Ciprostene Upjohn (Sce also atherosclerosis) Phase I
Calcium (Kalamazoo, MI)
Itazigrel Upjohn Phase 1l
{Kalamazoo, MI)

Stroke (Cerebral Thrombosis)

DRUG

COMPANY

OTHER INDICATIONS

U.S. DEVELOPMENT STATUS

Prolysis ( + PA)

Burroughs Wellcome

(Research Triangle Park, NC)

(See also heart attack)

application submitted

Tissue Genetics Institute {Sce also heart antack, other) Phase 11411
Plasminogen (Cambridge, MA) .
Activator Wellcome Biotechnology
(Beckenham, England)
Arvin Knolt Pharmaceuticals Phasc 11
Ancrod {Whippany, NJ)
ORG 10172 Organon Phase 11
(West Orange, NJ)
Cardene Syntex (Sec also atherosclerosis, coronary Phase 11
Nicardipine (Palo Alto, CA) artery diseasc/angina, hypertension)
Ticlid Syntex Phase iII
Ticlopidine (Palo Alto, CA)
Otber
DRUG COMPANY INDICATIONS U.S. DEVELOPMENT STATUS
Digidotc Bochringer Mannheim life-threatening acute cardiac glycoside  application submitted
Digoxin Immune (Rockville, MD) intoxication
Fab-Ovine
Tissue Genetics Institute pulmonary embolism (See also heart application pending
Plasminogen (Cambridge, MA) artack, stroke)
Activator Wellcome Biotechnology

(Beckenham, England)

Pharmaceutical
AMat_lufaxclmrers

1100 15th Street, NW Washington, DC 20005 ¢ Telephone (202) 835-3400
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Heart Attack

(Coronary Thrombosis; Myocardial Infarction)

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Tissue Biogen Phase 11
Plasminogen {Cambridge, MA)
Activator SmithKline Beckman
(Philadelphia, PA)
Superoxide Bio-technology General Phas;c n
Dismutase (New York, NY)
BM-13.177 Bochringer Mannheim Phase 11
SKF-95587 (Rockville, MD)

SmithKline Beckman
(Philadelphia, PA)

Prolysis ( + PA) Burroughs Wellcome

(Research Triangle Park, NC)

(See also stroke)

application submitted

Centorcx Centocor Phase 1
Anti-platelet {Malvern, PA)
MAb
Prourokil Collaborative Research Phase 1/l

(Bedford, MA)

Sandoz

(East Hanover, NJ)
Tissue Genetics Institute (See also stroke, other) Phase 117111
Plasminogen (Cambridge, MA)
Activator Wellcome Biotechnology

(Beckenham, England)
Hypertension
DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS
Hytrin/Enduron Abbott Labs Phase 11l
Terazosin/ {North Chicago, IL)
Methyclothiazide
combination
Bopindolol A.H. Robins Phase 11

(Richmond, VA)
Quanfacine A_H. Robins Phase 111

(Richmond, VA)
Minipress/ Alza application submitted
Prazosin XL (Palo Alto, CA)

Pfizer

’ (New York, NY)

OROS Alza application subrnitted
Potassium (Palo Alto, CA)
Chloride for
Potassium
Supplementation
Procardia® XL Alza (See also coronary artery application submitted
Nifedipine (Palo Alto, CA) discase/angina)

Pfizer

(New York, NY) .
Carvedilol .:Bochringer Mannheim (See also coroniry artery Phase 111
SKF-105517 +-(Reckville, MD) discase/angina)

SmithKline Beckman
(Philadelphia,PA)
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Hypertension

DRUG COMPANY OTHER INDICATIONS U.S. DEVELOPMENT STATUS

Manoplax Th: Boots  Company (See also congestive heart failure) Phase IH

Flosequi L IL)

BTS 49,465

Benazepril Ciba-Geigy '(Scc also congestive heart faiture) application submitied
(Summit, Nj)

Pindac Eli Lilly application submitted

Pinacidil (Indianapolis, IN)

Kerlone G.D. Searic and Company application submitted
(Chicago, 1)

Cardace® Hoechst-Roussel (Scc also congestive heart failure) Phase HI

Ramipril (Somerville, NJ)

Symcor Hocechst-Roussel application submitted

Tiamenidine HCI

(Somerville, NJ)

Baypress Hoffmann-La Roche application submitted
Nitrendipine (Nutley, NJ) -

Miles Inc. .

(West Haven, CT)
Inhibace Hoffmann-La Roche (Sce also congestive heart faifure) Phase 111
Cilazapril (Nudey, NJ) . -

Glaxo

{Research Triangle Park, NC) *
Inhibace Hoffmann-La Roche Phase 111
Cilazapril/HCTZ (Nutley, NJ)

Glaxo

(Rescarch Triangle Park, NC)
Sufrexal/ Janssen Pharmaceutica {Sec also peripheral vascular disease) Phase [1/1i1
Ketanserin (Piscataway, NJ)
Bisoprolol Lederle (Sec also coronary artery disease/ Phase 11
Fumarate (Wayne, NJ) angina)
Nilvadipine Lederle (See also atherosclerosisy in human clinicals
{calcium channel (Wayne, Nj)
blocker)
Cardizem SR Mazrion Laboratorics application submitted
Diltiazem HC! (Kansas City, MO)

Sustained Release

TA 3090 Marion Laboratories (Sec also atherosclerosis, coronary Phase 1
(Kansas City, MO) artery discase/angina, peripheral
vascular disease)
McN-5691 McNeil Pharmaceutical (Sce also coronary artery Phase 11
(Spring House, PA) diseasc/angina)
Perindopril McNeil Pharmaceutical (Sce also congestive heart failure) Phase Hi
(Spring House, PA)
Plendil Merck Sharp & Dohme (See also congestive heart failure, Phase IIi
MK-218/ {West Point, PA) coronary artery diseasc/angina)
Felodipine Astra Pharmaceutical
{Westboro, MA)
Amlodipine Pfizer {See also coronary artery application submirted
(New York, NY) disease/angina) *
Cardura Pfizer application submitted
Doxazosin (New York, NY)
Celectol Rorer Group (Sce also congestive heart failure) application submitted
Celiprolol (Fort Washington, PA) .
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The CHAIRMAN. Well, maybe you’ll have a chance with a few of
the questions here, Mr. Mossinghoff. I'll start off. Once again, we’ll
have the 3-minute rule, if we will have the timer placed on. We do
thank you for you coming today, Mr. Mossinghoff. Many of your
members that we invited did not. That is their prerogative. We
issued no subpoenas. '

Now, do you feel that Congress, philosophically, should have a
role in doing what we’re doing? Do we have a role in looking at the
prices that our consumers and taxpayers are paying for prescrip-
tion drugs, 'which are necessities of life?

Mr. MOSSINGHOFF. In some ways, Mr. Chairman, we welcome
these hearings, because I think it will give us a chance to show
what enormous benefit this declining share of the health-care
dollar is. It started off in 1965 at about plus 12 percent and now it's
down to about 6.8. And I don’t think anyone seriously questions
that that 6.8 percent of the health care dollar is the most cost-effec-
tive. If, by using one of these 1-C ACE Inhibitors, you're able to
obviate $40,000 heart bypass surgery, you've done a lot for the
system.” The drug budget might be a problem because that is ex-
fQensive therapy, but for the system you've done an enormous bene-
it.

So I no way question your right to look into this, and as I say, in
some ways we welcome this inquiry.

The CHAIRMAN. Some of your members I don’t think welcome the
inquiry, but that’s their preorogative, and won't go into this.

Now, you mentioned two or three of the C drugs that had been
classified C by the Food and Drug Administration, little or no use,
that they moved ultimately up into the A category. Out of the 292
C-rated drugs, classified by Food and Drug, 1981 to 1988, how many
of the C category drugs ultimately moved into the A category?

Mr. MossingHOFF. Well, Mr. Chairman, they don’t really move
into the A category. The 1-A, 1-B, and 1-C designation is given at
the beginning of the review process at FDA, and it controls the
pace of that review process. For example, AIDS now is 1 double A,
so it’s faster than anything else. Once the drug is approved, the
proof of the pudding here is in the eating, and the fact that Zantac,
which is a H2 anti-ulcer drug, moved in the world medical system
to number one, that was the real test. So it’s not so much the
movement—there is no movement in FDA. It's the fact that ACE
Inhibitors, Calcium Channel Blockers, Zantac, all these drugs are
clearly recognized by the medical system as being very, very signif-
icant breakthroughs. Now, FDA doesn’t go back and recalibrate.
After a drug is approved, they don’t go back and say, “Well we
should have made that ACE Inhibitor a 1-A.”

The CHAIRMAN. Well, I'm going to come back to that, but I'm
going to do one final question.

How do you explain an 88 percent rise in drug price inflation
versus the 28 percent general price inflation since 1981?

Mr. MossINGHOFF. Mr. Chairman, in my statement I point out
several of the factors that have to do with that. One of the key fac-

7 Committee staff note: In fact, “ACE inhibitors” are not used to obviate heart bypass surgery,
gccording to Thomas Graboys, M.D., of Harvard University, one of the foremost experts on med-
ical management as an alternative to heart bypass surgery.
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tors is the fact that the market for brand name drugs virtually col-
lapses, after the expiration of the patent, because of the Drug Price
Competition and Patent Term Restoration Act of 1984, Beginning
in 1984, our companies lost a major market share of the brand
name drug to the generics. That’s one of the forces. The delays at
FDA in approving new drugs is another force. And the fact is that
Act, which was passed by Congress in 1984, before I was at PMA, is
like a two-act play. The first part of it, the economic effects of ge-
neric competition, are being felt. The second half, which is patent-
term restoration, is only now beginning to be felt. Only 5 of the 61
patents on which the terms have been extended would be off
patent at this point.

The CHAIRMAN. Later on I'm going to show you a graph 8 that I
hope is correct that shows that when a patent expires after 17
years and a generic or generics come on the market in competition
that the patented drug, the formerly patented drug, the brand
name drug, still rises in price commensurate with the 8 9, or 10
percent per year.

Now, let’s see. I don’t know who is next. Senator Cohen, would
you like to—— :

Senator CoHeN. Well, just to follow up on that point, I mean,
how extensive is the use of generics, Mr. Mossinghoff?

Mr. MossINGHOFF. As I understand the last survey, about 40 per- -
cent of the prescriptions filled in the United States are filled with
generic drugs. o

Senator Conen. Well, how do you account for the Chairman’s
chart which will be forthcoming, that shows that continued rise in
the costs of the patented drug even after the patent has expired
compared to this penetration? I think you said, just repeated your
statement that the market for brand name drugs collapses once the
patent has expired. If that’s the case, how would you have a pat-
ented drug, or prescription drug, nongeneric, continue to rise on
the marketplace?

Mr. MossiNGHOFF. Well, the volume of the market drops, rela-
tively. The numbers I've seen are 50 percent in the first 2 years
that a product is off patent. The pricing strategies, Senator, I really
have to stay away from. PMA does not get involved. I'm sure there
are companies that reduce the price after the patent expires, and
obviously, there is no question there are companies that raise the
~price. But PMA cannot, does not, get involved in that strategy.

Senator CoHEN. If they raise prices would that indicate there’s
still a market for it?

Mr. MossINGHOFF. Well, I think there’s still a market, but the
volume of the market drops significantly for most brand name
drugs after the patent expires. .

Senator CoHEN. Would that mean that the price increase, then,
is designed to compensate for the drop in the volume?

Mr. MossiNGHOFF. I could only speculate, since we don’t get in-
volved, that that’s part of the pricing strategy of our individual
companies.

8 See appendix 1, p. 345.
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Senator CoHEN. Do your member companies themselves manu-
facture and sell generic drugs?

Mr. MosSINGHOFF. Yes, they do.

Senator CoHEN. And what sort of bottom line do they have as far
as a component of your member companies’ operation—how big a
component is it of those companies?

Mr. MossINGHOFF. I don’t know that answer, Senator. I don’t
know if PMA has that breakout or not. I think that a round
number is that PMA companies probably supply about half of the
generics sold in the United States, if that’s helpful to you. I will
attempt to get the other for the record, but I don’t know the
answer.

[Subsequent to the hearing, the following information was re-
ceived for the record:]

Question. What percentage of the generic market is held by PMA companies?

Answer. To determine the share of the mulitiple-source market held by PMA com-
panies, PMA compiled market-research data from IMS America on the top 26 multi-
plesource products. PMA restricted its analysis to those products and dosage forms
for-which FDA has judged generic competitors as bicequivalent. For two of the origi-
nal 26 multiple-source products, there are no bioequivalent versions currently ap-
proved for marketing.

Based on the remaining 24 drugs, PMA estimates that PMA members, including
the originator of the brand version, account for about 60 percent of both the pre-
scriptions and the units (tablets or capsules) for these drugs. The originator brand
alone represents about 50 percent of the prescriptions and units. For the generic
market—i.e., the portion of the market that does not include the originator brand—
PMA members account for about 25 percent of both the prescriptions and units.

Senator CoHEN. That's all I have right now, Mr. Chairman.

The CuairMAN. Thank you, Senator Cohen.

Senator Warner.

Senator WARNER. Thank you for the offer to come in here and
help today, because I do believe within your industry we can get
these answers. The absence, perhaps, of some of your members
today—I think you can speak for them having had an opportunity
to visit with you, and maybe at a subsequent hearing they can
come in and individually, after we frame the bigger picture, con-
tribute their knowledge. I would hope that would be the case, be-
cause right now there is this appearance -that there is some goug-
ing .and that perhaps the member companies are hiding. But 1
don’t think that’s the case. Are they?

Mr. MossINGHOFF. They're not gouging, Mr. Chairman.

Senator WARNER. Are they hiding?

Mr. MossiNGHOFF. No, they're not hiding either. I really believe
there was a genuine concern about discussion of proprietary infor-
mation here. ‘

Senator WARNER. This chart, you saw the flat, basic return to
the druggists, whereas the prices have gone up. Is there a reason
for that? : :

Mr. MossiNGHOFF. Well, the price increase, as I indicated, has to
do with a number of factors. The time during which the product
life cycle exists, the United States has chosen as a policy to use ge-
neric substitution as a cost-control mechanism. That decision was -
made in 1984. Most of the European countries do not permit phar-
macists to substitute generic products. They've chosen other ways.
France has a very tight price regulation. The United Kingdom con-
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trols profits in some way or another. So there is a mixed. bag of
how one would control prices, and I would say that it’s the forces,
the delays in the FDA, plus the enormous R&D expenditure, and
no one can deny that.

Senator WARNER. Let me go to another one. In your prepared
statement you mentioned that the so-called average wholesale price
is, not really an accurate standard of what pharmacists actually
‘pay for drugs. And this is what I was trying to get at. Why isn’t it,
and is there a better standard to use?

Mr. MossiNGHOFF. Well, the average wholesale price is not deter-
mined by our companies. It’s determined in part from surveys done
of our companies. It’s also done by other surveys, as I think testi-
mony today would indicate. The Inspector General of HHS did a
report, and I believe it was in 1986, that showed that in general
“average wholesale price,” the price published in the literature, is
about 16 percent higher than the price that pharmacists actually
pay for the products. In response to that while the Medicare biil
was pending, PMA suggested that the Secretary of HHS do actual
bi-annual surveys to determine what the real wholesale price is,
rather than relying on these published prices which are, I think ev-
eryone agrees, higher than the actual price that pharmacists pay.

Senator WARNER. You heard my questions to the previous panel
about .the marketplace and why the forces of competition aren’t
bringing a stronger pressure to adjust these prices downward. Is
there a -uniquerness to. this-market, different than, say, other com-
modities that our society has?

Mr. MossINGHOFF. I think there is, Senator. It’s a unique situa-
tion. I think, among other. things, the percentage of R&D is totally
unique in the United States and the amount of R&D——

Senator WARNER. To the credit of the industry that they’re put-
ting in. .

Mr. MossiNGHOFF. That’s right. And it is a highly competitive
market. As an example, I cite Tagamet, which was the forerunner,
and in fact the Nobel Prize was given to the discoverer of Tagamet,
an anti-ulcer drug. You couldn’t-tell the manufacturer that makes
it that there’s no competition, because Zantac, Pepcid, and Axid
are all on the market and they’re all anti-ulcer drugs. Now, it may
be that for a given patient your doctor would say that the Tagamet
is the right one, or Zantac is the right one, there are differences in
these, but it is an enormously competitive market, in many ways a
very diffuse market, very unique.

Senator WARNER: My:time is up, I see.

The CHAIRMAN. Yes. Senator Kohl.

By the way, I passed by Senator Kohl a moment ago and I apolo-
gize. It was your turn, Senator Kohl.

Senator KoHL. No problem.

Mr. Mossinghoff, I'd just like to establish some of the profit and
return on investment figures in your industry. According to my in-
formation, your industry is running a rate of profit at around 14.5
percent of sales, and about 29.5 percent return on investment? Is
that somewhere close?

Mr. MossINGHOFF. I have the Fortune magazine report which is
as good as anything PMA has. That says that in terms of return on

31-352 0-90 -6
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sales in- 1988, it was 13.5, in terms of return on assets it was 13.1,
in terms of return to stockholder’s equity it was 23.6——

Senator KoHL. In 19 what?

Mr. MossiNGHOFF. This is 1988. It was the one published, I guess,
in the April issue—— .

Senator KonL. Well, that’s not much different from the numbers
that I’'m using. I would simply like to suggest that in American in-
dustry those are very, very good numbers, unusually high, toward
the highest, not very many industries do better. All of those state-
ments you would agree with?

Mr. MossiINGHOFF. Well, on return to investors, which is really
the key, we are 16th among American industries, well below tobac-
co, toys, and other things.

Senator KoHL. Sixteenth out of how many?

Mr. MossiNgHOFF. Well, this is 16th, absolutely. We're number
16 in terms of return to investors.

Senator KonL. Well, that’s a pretty good number. I'm just sug-
gesting that your industry does extremely well and it’s not that
they don’t deserve to do well. I mean that’s not where I'm—but
we're certainly not in a situation here when we're talking about an
industry that has so many problems, that are up against so many
difficulties that they’re in any danger for any reason of falling off a
cliff and doing badly. They do extremely well.

Mr. MossINGHOFF. Well—

Senator KoHL. They are an investor’s favorite.

Mr. MossINGHOFF. Well, theé low rank of ours on total return to
shareholders is noted, obviously, on Wall Street. Being 16th, that’s
a very high-risk industry, I think as you would appreciate.

Senator Kont. Your price earnings, your PE ratio, which is an-
other hallmark of investor interest, is very high.

Mr. MOSSINGHOFF. Yes.

Senator Konr. Higher than tobacco companies.

Mr. MossINGHOFF. I don’t know that. I'll defer, obviously.-

" Senator KoHL. Yes.

Any comment on my question to the other panel about the cost
of Nitro Dur all the way from 1 cent at the hospital level to $30 at
the retail level? Is there any comment? -

Mr. MossiNGHOFF. Well, Senator, I've heard the same. We really
walk a wide ring around how our companies establish their pricing
policy. We really have to as someone who receives their informa-
tion on R&D and so on, we really have to keep a wide path be-
tween us and pricing policies. The testimony this morning sounded
reasonable to me, but I am in no way independently able to cor-
roborate it. Namely, it seemed to me that one cent was in effect a
donation to the hospitals. I mean, I think you'd agree with that
just objectively. But I don’t have a basis and can’t have a basis for
responding, and I'm sorry.

Senator KonL. I hope—my final observation—that one of the re-
sults of these hearings is that both the industry and the Govern-
ment and all parties concerned can find a way to have a win/win
situation where everybody is reasonably well satisfied. And I'm
sure that’s a great concern of yours, and I mean that sincerely,
that everybody is reasonably well satisfied that the correct forces
are working in a .proper manner, because otherwise unhappy
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things happen to everybody. And you don’t want that, and certain-
ly no other party wants that. And therezare, as"you can tell, some
-concerns about how the process is working.

Mr. MossINGHOFF. I understand, Senator.

The CHAIRMAN. Thank you, Senator Kohl.

Senator Kassebaum.

Senator KasseBAuM. Mr. Mossinghoff, I'd be curious what your
-opinion is of why the pharmaceutical companies are not wishing to
partici)pate in the bidding out system that the Kansas Medicaid is
trying’

Mr. MossiNgHOFF. Well, I can answer part of that. And I don’t
‘want to be oblique, but I really don’t know. And PMA, as you un-
derstand, cannot get involved in whether they do or don’t. That's

- an -individual corporate decision, and competitors can’t decide
whether they’re going to bid or not on a given program, collective-
ly. They have to make the decision independently. PMA works
very hard to rule out formularies. And indeed, we were successful
last year in the pendency of the Catastrophic Act, to rule out for-
mularies, which is generally recognized. as being second-class medi-
cine. _

It means that if there are four drugs in a given category, and
your doctor*wants to give you Drug C, but Drug A is the only one
on the formulary, that’s what you're going to get or you'll pay for
it yourself. And we were delighted to be able to convince Congress
that a formulary is not.a good .approach. I believe that in the
Kansas system, although. our ‘State people handle that, obviously,
‘more directly than I, they do set up formularies. And we are insti-
tutionally opposed to that:as being a way-to keep needed pharma-
ceuticals, diverse pharmaeeuticals, out of.the hands of the people
that need them.

Senator KasseBAuM. In the question of the marketplace, are
there any figures that show what percentage of the drugs are cov-
ered-under third party providers? Do you know?

Mr. MossiNGHOFF. I think—I apologize—there are numbers, and
I would attempt to provide those for the record and send them di-
rectly.toyou, but I'can’t answer that question. this morning.

[Subsequent to the- hearing, ‘the following information was re-
ceived for the record:]

Question. In the question of the marketplace, are there any figures that show
what percentage of the drugs are covered under third-party providers?

Answer. The most recent source.available for this data is the “Report on 1987 Na-
tional Health Expenditures”.prepared by the Health Care Financing Administra-

. tion..This report provides an estimate of outpatient.spending for drugs and medical
sundries as well as the percentage of this spending paid for by public and private
third parties. According to the HCFA actuaries, about 61 percent of spending in this
category is attributable to prescription drugs.

HCFA estimates that, in 1987, 25 percent of the total expenditures for drugs and
medical sundries was paid for by third parties. Assuming that none of the non-pre-
scription component of the drugs and medical sundries category is paid for by third
parties, about 41 percent of prescription expenses were paid by third parties. In
19717, according to the National Medical Care Expenditures Survey, only 25 percent
of prescription expenses were paid by third parties.

Senator KasseBaum. Thank you.

Now, I'd like to ask you about the approach tried in Canada.
Most of the highest priced drugs in the United States are those
that are under patent protection—and I can fully understand and
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appreciate the need for that patent protection. In Canada, as I un-
derstand it, there has been what is called a mandated licensing
system, where the drug manufacturer is required to lease out to
producers manufacturing the drug in return for royalties paid back
to the developer. What is your assessment of such a system?

Mr. MosSINGHOFF. Senator, you're right. There used to be com-
pulsory patent licensing in Canada. They enacted it in 1969. Last
year they turned away from what we think was a very mistaken
public policy and enacted what was called C-22. And that bill re-
stored the rights of a patentee to a market share in lieu of this ex-
tremely low 4 percent royalty. So that was done. We regard that in
the pharmaceutical industry as an important first step to bringing
their system into harmony with all the other developed countries’
systems in the world.

Senator KasseBauM. So the Canadian system really wasn't work-
ing?

Mr. MossiNgHOFF. Not at all. The research was drastically cut.
And we can provide this for the record, but I believe it’s true that
in the last decade Canada has not produced any new drugs, or at
least any new chemical entities. The data I have indicate that they
now plow back about 7 percent of sales in R&D, and it's their goal
under this new legislation, C-22, to get to 10 percent by 1996.
That’s still significantly less than the 16 percent that we invest in
the United States. And so, I think there was a recognition, and the
reason they enacted C-22 was I think a self-serving recognition on
their part, that they would have squeezed the industry so hard that
the industry, in effect, was nonproductive. It couldn’t exist under
those circumstances. I think even though C-22, as I say, is not up
to the standard of the United States, Germany, the UK, and the
European Patent System, it’s an important first step, and we hope
to work with them to improve their intellectual property protection
even more.

[Subsequent to the hearing, the following information was re-
ceived for the record:] .

4 Qudeslgion. How many new chemical entities have originated in Canada in the last
ecade’

Answer. According to the “Drug Product Index” (Vol. 1, 1988), published by Paul
de Haen International, Inc., three new chemical entities have originated in Canada
since that country adopted a system of compulsory licensing of pharmaceutical pat-
ents in 1969. The new chemicals—all of which were developed by Merck Frosst
Canada Inc.—and the year they were first marketed are: Blocadren (1973), Flexeril
(1979) and Technetium TC-99 (1980).

Senator KassesauM. Thank you, Mr. Chairman.

The CHAIRMAN. Thank you, Senator Kassebaum.

Senator Cohen.

Senator CoHEN. I have one more question.

Mr. Mossinghoff, the PMA lobbied very hard during the debate
on catastrophic health care to prevent drug benefits from being in-
cluded. And I might say that some of the tactics were resented by a
number of members on the Hill because there were misrepresenta-
tions made. But I was wondering about what the underlying philos-
ophy behind it was. Was it the notion that once something is in-
cluded as a benefit, it necessarily will follow that there will be an
attempt to put limits on the costs?
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Mr. MossINGHOFF. Senator, I really welcome that question. First,
PMA did not lobby to keep the drug benefit out of the bill. We lob-
bied against the House-passed bill. Our concerns today are about
whether the drug benefit, just the technology of the drug benefit,
can come into play by January 1, 1991. The House-passed bill
would have brought that benefit into effect 7 months ago. It would
have gone into effect at the first of this year. The House-passed bill
would have been hopelessly underfunded, and that was the thrust
of the PMA lobbying effort. And I would be happy to talk to you"
sometime at greater length about misrepresentations, because we
had a very high quality control, and I think that we can stand up
to everything we said in the lobbying effort.

But nevertheless, to set the record straight——

Senator CoHEN. Well, there-were letters coming from people who
never signed those letters, or agreed to sign letters that became the
subject of some controversy.

Mr. MossINGHOFF. And I understand there was a controversy
with respect to your State, and I would apologize for that, the mis-
understanding. But in any event, we did not lobby against the drug
benefit, we lobbied against the House-passed bill, which we thought
would have been hopelessly underfunded going in right from the
start, and even not implementable by the Federal Government. We
worked very hard with the Senate Finance Committee and, indeed,
endorsed the drug portion. We took no position on the catastrophic
portion. We endorsed the drug portion of the -Senate-passed bill,
and we worked even harder in the conference to make sure that
the Senate principles, which we thought were very responsive and
responsible, found their way into the final Act, which they did.

Senator CoHEN. Does PMA support the continuation of the pre-
scription drug coverage in the catastrophic health bill?

Mr. MossINGHOFF. Well, we continue to support a financially
soglnd drug benefit in the Catastrophic Act.

ow——

Senator CoHEN. Do you think the bill as it is written today is fi-
nancially sound?

Mr. MossincHOFF. Well,-Fve read the mostsrecent-reports of the
Congressional Budget-Office, and it casts serious doubts om whether
that is a financially.ssund bill. We haven't brought that to our
board of directors, but-PMA supports a financially sound, conserva-
tive drug benefit in the Medicare bill.

Senator CoHEN. Thank you; Mr. Chairman.

The CHAIRMAN. Thank you, Senator Cohen.

. Senator Heinz, who is the vice chair of this committee, of course,
has been:galled to a markup of the Banking, S&L bill, I guess we’ll
call it;-sowe’ll probably never see him again, period, ever. [Laugh-
ter.]

We'll just wave goodbye to John Heinzr But- first,-he wanted for
me to apologize to you, Mr. Messinghoff, and all the witnesses, and
-to the. committee, for not being able to be here. He’s also expressed
to me his concern about -some of the things that we're “talking
about today. He wanted me to ask this question. This is Senator
Heinz’ question: Like physicians, manufacturers are being called
on to take a hard look at their role in reducing rising health-care
costs. The physician community which is equally, if not more heter-
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ogeneous than manufacturers, has come to the table around pay-
ment reform and the development of practice guidelines. Question:
If a hearing such as this is not the forum for an exchange of ideas,
what other forum is there, and what areas of drug reimbursement
and pricing might we find some middle ground? That's Senator
Heinz' question.

Mr. MossiNnGHoFF. Well, I would think any of our CEOQ’s would
welcome the opportunity to meet confidentially and privately with
the leadership of this committee to discuss their proprietary infor-
mation, under appropriate confidential pledges. The materials that
were asked of them go to the very heart of their marketing strate-
gy. The answers are unknown to us at PMA, and indeed have to be
unknown to us, and it’s not one company. It's company A versus
company B versus company C in a very, very competitive environ-
ment. The board members of the PMA that I talked to about this
hearing had a very genuine concern about a public hearing, and
masking a drug, for example, masking Pfizer’s anti-arthritis drug,
wouldn’t mask it from anyone. I don’t care what you call it—Drug
A or Drug B—the market is very well understood by each of our
companies, the entire market.

So, I suspect that might be something that would be appropriate.
Another concern is that it’s an extremely complicated, in effect,
delicately balanced industry, the R&D expenditures and all the
rest. And I think they’d welcome you or any other Committee
member to their place and actually witness what goes into the de-
velopment of a new drug. ‘

The CHAIRMAN. If I saw it, ’m not sure I would know what I was
seeing. I appreciate that, Mr. Mossinghoff.

Now, you talk about confidentiality and pricing mechanisms, and
that the companies did not want to talk about prices, and they'd
meet in confidence, et cetera. In the U.S. Government, in the De-
partment of Commerce, Food and Drug Administration, anywhere
else, do your members have to file the pricing mechanisms and the
prices of the drugs they produce?

Mr. MossiNGHOFF. Not to my knowledge, Mr. Chairman.

The CHAIRMAN. What about Canada? Does the Canadian Govern-
ment require this?

Mr. MossiNGHOFF. Under this C-22 legislation, there is a require-
;nent that price comparisons with other countries be submitted

0——.—

The CHAIRMAN. Would you object if we had a similar regulation
(t)_r la})w on our books in this country to require this type of informa-
ion? )

Mr. MossINGHOFF. I really don’t know how to answer that. I
haven’t brought that to the board. I don’t think we would be anx-
jous to see the Government getting itself involved in the free
market. One of the hallmarks of the Medicare legislation was that
you would rely upon the market to provide the checks and bal-
ances.

The CHAIRMAN. Mr. Mossinghoff, the situation is this, the Gov-
ernment is one of the major customers that your industry has. Fur-
thermore, the Government, Medicare, is paying some of the highest
prices of anyone, much higher than, for example, hospitals are
paying, in fact sometimes several times more. We know nothing
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. about.the comparative prices. You refuse and your members refuse
to come here to tell us how these price mechanisms work. How else
are we to find out about it?

Mr. MossiNGHOFF- Mr. Chairman, my first recommendation
would be to discuss it in some ‘confidential forum with the people
involved, «and in sufficient length so that an appreciation could be
gotten, not under a 5-minute rule, because I would submit that
there’s no way the complicated forces couild be explained in any in-
telligible way in 5 minutes, or even in a hearing in a morning.

The CHAIRMAN. Well, as more and more Senators leave, we're
g}(:ing to expand that rule from 5 minutes, or 3 minutes, a little-fur-
ther.

. Senator Warner.

Senator WARNER. Well, let me just pick up on that. That’s the
unique way for us to conduct business, but I certainly, for one, am
willing to explere the opportunity. How would you suggest, do we
just sit in an informal—is this to protect the proprietary interests,
or——

Mr. MossINGHOFF. I really believe the protection that—as you
characterize it, the confidential forum would give—this one does
not——

Senator WARNER. Other than maybe the short, brief 5-minute
rule, or something?

Mr. MossINGHOFF. I think protection of confidentiality. Some of
the questions asked by the Chairman go right to the heart of com-
petitive pricing strategies. It’s the most delicate of proprietary in-
formation. And in an open forum—there was a proposal, I think
made in good faith by the committee and its staff, to mask drugs,
instead of calling them by their names, calling them Drug A or
Drug B. I would submit that it would take someone from a market-
ing staff about 30 milliseconds to know what drug you're talking
about, and what the information concerns: ’

Senator WARNER. Well, now let’s explore a little bit more. How
would you like to go about it? And I certainly will entertain it. And
perhaps other members of the committee likewise will do it.

Mr. MossingHoFF. Well, I'm really not——

Senator WARNER. Let’s just structure. What sort of a meeting
and how would you like to go about it?

Mr. MossiNGHOFF. The first thing I'd like to do, maybe, is discuss
it with my executive committee, because I think I'm getting way
out ahead of the board of directors.

The second thing, I would submit that I don’t think any of our
board members would be reluctant to come individually and talk at
some length to the Committee in an executive session. However, 1
can’t commit for the board, because it's obviously not something
that the board has considered.

Senator WARNER. But I think it’s important that we try and ex-
plore it together because, as I said in my brief opening statement,
the problem is clear. The segment of the society least able to pay is
burdened with these high costs. While it may well be clear, we're
searching to try and find the answer. And I think that this indus-
try, which is a very responsible industry, could help us in that
search. And I, for one, say that if it’s a confidential forum infor-
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mally that can crack this problem, let’s take a look at it. And I will
explore it. :

Mr. MossingHoFF. I will specifically bring it to our executive
committee.

Senator WARNER. And would you come back to me?

. Mr. MossiNGHOFF. I'll attempt to answer the question and come
back to you, Senator. ,

Senator WARNER. Would you come back to me, or other members
of the committee, whatever the case may be, the Chairman or oth-
erwise? I expressed to you a willingness to sit down in a confiden-
tial forum and try and see what we can do to——

Mr. MossINGHOFF. 1 appreciate that very much and I think our
board would appreciate that.

Senator WARNER. We'll do that.

Senator Cohen, my time is out. Did you want to follow on?

Senator COHEN. One question.

The importance of doing this, Mr. Mossinghoff, the chest pain
drug, Transderm Nitroglycerin, that’s available—my understand-
ing is that it is available to hospitals for 1 cent per unit, even
though at a pharmacy it costs some $32 per unit. Now, this rather,
I would say, drastic discount not only gets physicians and interns
used to using this particular drug, but more importantly it intro-
duces patients to this particular drug. Now, is that a marketing
strategy? .

Mr. MosSINGHOFF. Again, I would say—and both my common
sense and my knowledge of the industry tell me—yes. I know that
because our marketing people have told me that. But it sounds to
me like it’s not really a l-cent sale, but that the companies are
giving it to the hospital free, is the way I would characterize it.
And that makes sense to me, but I really am not in a position to
answer whether that’s their marketing strategy or not, because
they really don’t get into that in PMA. That’s an area of taboo for
our trade association of competitors. : '

Senator CoHEN. Well, I think that example is probably a good
reason why Senator Warner’s suggestion is imperative that we sit
down as soon as possible to try and explore some of these questions.

Senator WARNER. Thank you.

The CHAIRMAN. How many manufacturers of pharmaceuticals do
you have in the PMA, Mr. Mossinghoff?

Mr. MossingHOFF. Well over 100, Mr. Chairman.

The CHAIRMAN. Well over 100 companies. Now, what I under-
stand with discussions we've had with some of those companies,
and also the responses to our invitations for them to come was that
they evidently—and maybe I'm reading between the lines; tell me
if 'm wrong—they think the Government ought to keep hands off.
Is that what they think?

Mr. MossINGHOFF. I wouldn’t characterize it that way at all, Mr.
Chairman.

The CHAIRMAN. How would you characterize it? :

Mr. MossiNGHOFF. I-would say that a hallmark of the legislation
which PMA supported in the Senate and which we supported after
it came out of conference was that you would rely on marketplace
systems to deliver these drugs. This is not a single depot. You don't
just deliver the drugs, you use the whole system. There are two
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parts to the VA system. The non-depot part of that system com-
pletely cuts out the pharmacists—the local pharmacist is not at all
involved. The shipments go directly from the manufacturer to the
VA under a negotiated schedule. That’s a Government procure-
ment system. The hallmark of the Medicare legislation was that
you would rely upon the free-market forces, and, in fact, included
in the legislation is the fact that discounts of pharmacists, those
that are able to get discounts, should not be considered in deciding
the reimbursement.

The CHAIRMAN. All right, Mr. Mossinghoff.

Our Government has, in fact, relied on the marketplace system
or the free market system since 1981. We have seen an 88 percent
increase in drug prices. How do we explain that to our constitu-
ents? I come from a State, for example, that has an over 65 elderly
"population percentage, ranked fifth in the United States. How do 1
go back home and tell them that I'm looking after their interests
when your organization says hands off the marketplace, free enter-
prise, and I point to that chart and say, look, your drugs have in-
creased 88 percent? And for you to exist, for you to live, you’re
going to be paying 88 percent more than you paid in 1981, and
p}ll‘of})ts of the companies are at an all time high? How do I explain
that?

Mr. Mossinguo#F. Well, I would start by explaining it, and I
wish I had brought some charts—I wish I had brought some of the
figures from my statement. But I'd start by explaining to them
that from 1965 to the present, the expenditure for pharmaceuticals
have drastically sloped down from over 12 to about 6.8 percent of
total health-care expenditure. You've got to look at the whole
health-care system. If you spent a lot of money on an ACE Inhibi-
tor or a Calcium Channel Blocker, and that keeps your constituent
out of the hospital for a $40,000 by-pass operation, that’s money
well spent. And I would explain also that drugs today are cheaper,
they cost less than they did in 1967, when the 1967 Consumer Price
Index was set at 100."The numbers are that if from 1967 until now
were under a 1967 standard, would be about 370, we'd be about 350

-and the_rest of health care would be 520 plus. And so there are a
lot of very good explanations for this most cost-effective slice of the
health-care dollar.

The CHAIRMAN. Senator Warner, Senator Cohen, I apologize. I'm
going to extend this a little bit, and then we’ll have some exten-
sions on both sides.

Now you say that drug prices have gone down?

Mr. MossINGHOFF. I'm saying that drug prices today are cheaper
than they were in 1967.

The CHAIRMAN. For the same drugs?

Mr. MossINGHOFF. For the same basket of drugs.

The CHaIRMAN. What do you mean, basket?

Mr. MossiNgHOFF. Well, it's the. Bureau of Labor-Statistics’ con-
structs for these individual industries, where you take a represent-
ative basket of something, whether it’s drugs or tires, or automo-
tive parts, or whatever it is. That basket of drugs, in 1988, had an
index based on.1967 of 350. For all other items, the normal infla-
tion is at 370, and health care is at about 525. And there's no ques-
tion that there has been inflation—that’s one way to say it. And I
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can understand why the Committee would want to do that, but
there are other ways to say it, too.

We're a declining share of the health-care dollar, and we save
money. We're not the problem in the overall health-care problem.
We're the answer.

The CHAIRMAN. Mr. Mossinghoff, I've asked what you would tell
your constituents if you were a Senator and you lived in a State
with a major elderly population. If you were standing behind the
drug counter, and you were a druggist, and each month, almost, or
every 2 or 3 months, when the same people that you know and sing
in the choir with and have raised your children with, et cetera,
come in and you say, oh, I'm so sorry, your drugs have gone up
again—and they do, between 8 and 11 percent a year—if you were
a druggist out there in Camden, AR, what would you tell those cus-
tomers of yours?

Mr. MossiINGHO¥FF. I think I'd attempt to tell them what I just
said to you. But 'm not sure they’'d be terribly persuaded, because
that person has one thing on his mind. There already is a drug in
existence thanks to us, that’s why he’s at the counter. There’s a
drug in existence and he’d like to get that drug for nothing if he
could. He'd like you to pay him to take it, but he has to pay some-
thing for it, so it's a very difficult situation. I don’t deny that at all.

But there is an overall socio-economic viewpoint that we think
the Senate and the House had when they passed the Catastrophic
Act, and that is to rely on marketplace forces.

The CHAIRMAN. We're not talking right now about the Cata-
strophic Act, Mr. Mossinghoff. We're talking about everyday USA
out there, all across this country, and they’ve seen an 88 percent
increase in drug prices and they're wondering why and they're
wondering who is responsible.

Now they're really not only wondering, they're worrying, are
they going to be able to afford these drugs to keep them alive. It's
really that basic. :

" Now, remember, you're talking about the market ‘basket of 350
drugs. These folks that come into your drugstore, Mr. Mossinghoff,
they don’t want to buy a basket of drugs. They don’t know what a
market basket is. They don’t know what the GNP is. They don’t
know what's happened since 1968. They're worried about right
now. And we can’t explain nor can we justify these huge, enormous
increases in prices, at the same time in profits, at the same time in
tax subsidies by the American taxpayer, because all of these things
that our Government is now giving to the manufacturers is not
being passed on to the consumer, or to our Government.

Senator Warner.

Senator WARNER. Well, we certainly want to assure that person
that he's getting the best quality to be found anywhere in the
world, isn’t that correct?

Mr. MossSINGHOFF. It is correct. And the fact is that we're de-
lilghted that he could be at the counter, because that's the
place—— .

Senator WARNER [continuing]. Or a lot of them wouldn’t be there
were it not for the advancements that your industry has made in
the drugs? .
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Mr. MossiNGgHOFF. That’s exactly right. This committee, I guess,
probably knows more than any single institution in the United
States about the aging of .America. But most of that aging, or a
very high share of that aging, is because the magic medicines that
are developed by our companies have succeeded in treating the
acute illnesses that otherwise cause people not to age.

Senator WARrNER. But the Chairman has a legitimate question,
and you have offered to help get us the answer.

Mr. MosSINGHOFF. Yes.

Senator WARNER. Thank you.

The CHAIRMAN. By the way I've just been informed by the U.S.
Capitol Police—to show this is an issue that has touched a nerve or
a pocket book, or something—the U.S. Capitol Police said there
were 500 people waiting in the Russell Building in another room
waiting to get into this hearing. So, at any rate, there’s a lot of in-
terest in it.

Now, we mentioned a moment ago—in a moment I'm going to
ask you about page 7 of your testimony—I have sent to you, or
given. to your associates, I think, Mr. Mossinghoff, this chart. And
this chart indicates when a patent expires on a drug, say you've

.bad it for 17 years and.the patent expires on Brand X, we would
normally think that the marketing forces, the free enterprise
system that you've talked about, that we would see the price of
Brand X drug go down when there was competition by the gener-
ics. This chart does not indicate that. This chart indicates that the
p}rl'ic;a of Brand X, which is a brand drug, keeps going up. Why is
this? .

Mr. MossINGHOFF. Mr. Chairman——

The CHairMAN. R&D is out, you've had your patent for 17 years,
you've made a lot of dough-on that particular drug, and the price
still goes up. Why?

- Mr. MossiNgHOFF. Well; we don’t come anywhere near 17 years

-of protection on the patent.

The CHAIRMAN. Well, say 10 years.

Mr. MossINGHOFF. I don’t know what drug it is, and indeed as I
responded to Senator Cohen, we cannot, PMA cannot, get involved
in how our companies price. This says it's a typical drug, and I
assume it's a drug. I assume you could find other drugs where the
price goes down. But again, that’s not something PMA would in-
volve itself in. I assume it’s one drug.

The CHAIRMAN. Well, this is done by the Aging Committee, our
staff, so I know it’s accurate or they wouldn’t have done it. Maybe
we can come back to that in just a moment.

Let’s talk about taxes. Let’s talk about page 7. And if you would
like to review that page a moment. I'd like to ask you why, in your
statement, you would have this committee believe that the basic
taxes of the drug manufacturing industry have increased? Where
do you substantiate that?

Mr. MosSINGHOFF. I'm sorry, Mr. Chairman, but are you saying
the “costs of labor, material, taxes and promotion have also in-
creased?”

[Subsequent to the hearing, the following information was re-
ceived:]



168

Question. “I'd like to ask you why, in your Statement, you would have this Com-
mittee believe that the basic taxes of the drug manufacturing industry have in-
creased? Where do you substantiate that?”

Answer. The U.S. Bureau of the Census collects financial data for manufacturing
corporations and publishes these data for individual industries in the Quarterly Fi-
nancial Reports (QFR). The data are published in the form of income statements
and balance sheets. One of the data elements collected is “Provision for Current and
Deferred Domestic Income Taxes.”

The table below summarizes the tax data for the pharmaceutical industry pub-
lished by the Census Bureau for 1981 through 1988. Because these data are collected
through a statistical survey methodology, they are subject to some sampling varia-
tion. Thus, small differences in annual totals may not be meaningful. The data from
1981 through 1988, however, show an 86 percent increase in taxes for the industry.

Provision for Current and Deferred Domestic Income Taxes for the Pharmaceutical

Industry
{In millions of dollars]

Year: . Taxes
1981 $1,196
1982.... g 1,296
1983 1,680
1984 1,782
1985 ..... 1,655
1986 2,351
1987 2,280

1988 2,229

The CHAIRMAN. Yes.

Mr. MoSSINGHOFF. I'm trying to think where that came from. I
did not do a lot of work ‘on the taxes side in preparation for this
statement. And if I misled the committee, I apologize for that.

The CuAIRMAN. I don’t want to accuse you of misleading anyone.
I've known you a long time and we've been personal friends, and
we're going to be. We're not on the same side on this issue——

Mr. MossiNGHOFF. If I may, let me respond to that question for
the record.

The CHAIRMAN. Yes, sir.

Mr. MossiNGHOFF. And with great apology if it turns out not to
be the case.

The CHAIRMAN. Absolutely. I would like to have you take note of
the Tax Analysts Organization of Arlington, VA: “Found that over
the period of 1984 to 1987 the effective tax rate of the pharmaceuti-
cal manufacturers has declined 27 percent.”

Now, in your advertising—and I'm not accusing you of mislead-
ing—I must say that your advertisements disappoint me. And I've
seen all five of them. I clip your ads. And I bring them into the
office. Now, listen, talk to us about this. For example, you talk
about FDA. You're accusing FDA of the long pipeline. One reason
for the long pipeline in FDA—because this is what we’ve got to be
honest about—one reason FDA takes so long is that your organiza-
tions that you represent here today, the drug manufacturers are
clogging the FDA pipeline with drugs that add nothing to existing
therapies with C category drugs. We had a chart there just a
moment ago, I wish you would put back up there now, David, show-
ing how many C category drugs there are. You're clogging the—
you've given the system high cholesterol. They can’t do anything
else except look at these C drugs, and they're not having an oppor-
tunity to look at those drugs that relate to Alzheimer’s disease, to

’
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AIDS, and all the rest, because you're clogging them with the prof-
itable drugs. Is that right?

Mr. MossiNngHOFF. That’s not right, Mr. Chairman. For one, the
statement that the C drugs don’t do anything for anyone is just not
supportable. The C drugs, as I've indicated, and we will provide in-

‘formation for the record, the C drugs are determined—going into

FDA. And I don’t see how you could say that the first Calcium
Channel Blocker, which is state-of-the-art cardiovascular treatment
now, or the first ACE Inhibitor, Zantac, which is the largest selling
anti-ulcer drug in the world, haven’t done anything for anyone. 1
really believe that statement is not supportable.

The CHAIRMAN. I'm going to need some of that ulcer medicine
after this hearing. I should say that.

Now, let’s talk about taxes just a moment.

Mr. MossINGHOFF. Second, the numbers—we will talk to your
staff about these numbers. I suspect they’re all NDAs—new drug
ﬁpplications. I don’t know, maybe your staff could confirm that

ere.

The CHAIRMAN. I'm not sure. All I know is that the Food and
Drug Administration is where we got the “me-too” factor.

Mr. MossingHOFF. From 1981 to 1988, which is 7 years, there
were not 300 new chemical entities filed——

The CHAIRMAN. That’s 1981 to 1988——

Mr. MossINGHOFF. 1 don’t know whether they are what’s called
new chemical entities, or whether they’re new drug applications.
Those are very different.

The CHAIRMAN. These are, I've been told, new drug applications.

Mr. MossINGHOFF. Not new chemical entities.

The CHAIRMAN. This is—or molecular entities——

Mr. MossINGHOFF. I think the numbers square with that. Now,
what these are, Mr. Chairman, is if somebody has a dosage form,
and they think there will be a more effective dosage form, or they

- can lower-the dosage form, or they can change some other aspect.of

it, they still have to file a new drug application in order to do that.
What that does is produce a greater variety for the physician to
choose a new dosage form—and that needs a new drug application.
These are not me-too drugs. These are simply changes in things
which cannot be made without the approval of the Food and Drug
Administration.

The CuamrMaN. We may, Mr. Mossinghoff, come back to that
point momentarily.

‘But. my next point is about the inference you would have us

.draw. from the pharmaceutical manufacturers that a drug costs

$125 million.to produce—the inference you would have us draw is
that the companies are paying for all of this, that this is right out
of your pocket, and you are good citizens, and I don’t question that.
Now, I.-want to ask you this question: Are you familiar with the
research and development tax credit?

Mr. MossINGHOFF. Yes, sir.

The CHAIRMAN. Are you familiar with the area of the tax law
called expensing R&D costs?

Mr. MossINGHOFF. Not really.

The CHAIRMAN. Well, your companies are, I promise you. What
about R&D allocation?
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Mr. MossINGHOFF. Not enough to respond.

The CaairMAN. Your companies do. And what about the posses-
sion tax credit? I think that’s Section 936.

Mr. MossINGHOFF. I am familiar with that.

The CHAIRMAN. Puerto Rico.

Mr. MosSINGHOFF. I am familiar with that.

The CHAIRMAN. Right.

Now, those are four major areas. What are the States doing? Do
they—don’t respective States also grant some drug manufacturers
the freedom from having their customers pay sales tax on items
that they utilize and manufacture?

Mr. MossiNGHOFF. I don’t know the answer to that.

The CHAIRMAN. And isn’t certain income tax breaks also in R&D
on the State level? A

[Subsequent to the hearing, the following information was re-
ceived for the record:]

Question. Don’t respective states also grant some drug manufacturers the freedom
from paying sales tax on items that they utilize and manufacture?

.Answer. Most states exempt from sales tax the materials used in manufacturing a
final product. The exemptions are the same for a pharmaceutical company as for
any other manufacturer. We are unaware of any special exemption in any state
that provides preferential tax treatment for drug companies over other manufactur-
ers. .

Many states do exempt drugs from a sales tax. The exemption reflects a state
public policy that it is socially desirable to exempt certain basic items—drugs,
clothes, food—from the state sales tax for the benefit of consumers.

Question. And aren’t certain income tax breaks also in R&D on the state level?

Answer. Many states mirror the federal tax code, and therefore provide research
and development credits, accelerated depreciation and other such measures for cor-
porations. We specifically surveyed the tax laws of California, Indiana, North Caro-
lina and New Jersey—states where there are substantial pharmaceutical oper-
ations—and found no preferential tax treatment for the pharamaceutical industry
over other industries.

Mr. MosSINGHOFF. Again, I'm sure our tax committee can pro-
vide an answer. I don’t know the answer.

The CHAIRMAN. You know where I'm headed. And that is that
you're getting an awful lot of tax subsidies and tax breaks from the
‘American taxpayer. So when you say it costs $125 million, really
what you are doing, is you're doing what you're supposed to do. So
I don’t know why you brag about it. And I really don’t think the
drug manufacturers should brag about this. And I hope on your
sixth ad, I think you’ve run five-now—I keep up with them—on
your sixth advertisement, I hope you might say also that we do get
these tax breaks, folks, and hopefully if we can produce these drugs
we can make a lot.of them, and we’ll pass the savings on to you. I
wonder if your upcoming ad might do that.

Mr. MossiNGgHOFF. If this is a question, let me attempt to re-
spond. And that is to say, I heard your opening statement, and I
have no basis at all for disagreeing with your estimate of a billion
dollars a year in so-called tax breaks, of one kind or another. The
$7.3 billion that our companies will invest this year is a significant-
ly higher amount than that. And so I would submit that if it is a $1
billion figure, and I thought that’s what I heard you say——

The CHAIRMAN. Yes, sir. . ’

Mr. MossINGHOFF [continuing]. That we're comparing $1 billion
to $7.3 billion, $6.3 billion if you discount the $1 billion, and that
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*would still put us way ahead of all other high:technology industries
.in the United States, where the average investment in R&D is 3.4
percent of sales.

The CualrMAN. Yes. Now, how much did you say you were going
to invest, $7 billion? ,

Mr. MossINGHOFF. It’s $7.3 billion this year.

The CHAIRMAN. All right.

Over the next 5 years, according to the Joint Committee on Tax-
ation—I do not have this, and I hope I can document this momen-
tarily—the Joint Committee on Taxation informs me that over the
next 5 years there will be an $11 billion tax break for drug manu-
facturers. So you're going to come out ahead.

Mr. MossINGHOFF. Over the next 5 years?

The CHAIRMAN. Over the next 5 years, an $11 billion tax break
for drug manufacturers for research and development.

Mr. MossiNGHOFF. That’s $7.3 this year. If you multiply that, and
it’s going up—it will double in 5 years. So it will be $14 billion in 5
years. If you integrate 7 to 14, I think you come out somewhere
around $60 billion that we’ll invest as compared with whatever
number you have, the $11 billion. You can’t compare a 5-year tax
break to a 1-year expenditure. I think we’re ahead of the game by
about $50 billion that we’re investing in new therapies.

The CHAIRMAN. All right, sir.

I don’t want to push this point too much. I'm trying to maintain
is that you get great inducement and incentive by our Government
as a policy, and from the taxpayer of this country, in support of
your research and development. I just hope you’ll give us a break
and tell people that that in fact is occurring. :

Now, one final area in this concern. We give an R&D tax break
for research for a new drug. And that’s probably as it should be.
Ultimately, FDA, let’s say, approves the drug. That again is a U.S.
Government function. The U.S. Government then grants a patent
to that particular company to produce that drug for 17 years. For
the costs of researching it, a tax break; a Government subsidy.
Then, FDA approves the medicine, and then we move the plant to
Puerto Rico to manufacture it. And get another tax break.

Now, how many of your members have plants that manufacture
iirugs in Puerto Rico, and take advantage of section 936 of the tax

aw?

Mr. MossINGHOFF. It’s over 20, Mr. Chairman, over 20 of the
largest——

The CHAIRMAN. It would be your major concerns.

Mr. MossINGHOFF. I don’t think the smaller companies have it.

The CHAIRMAN. And do we know about how many employees
that these companies have in Puerto Rico? '

Mr. MossINGHOFF. It’s well over 100,000. I'd have to confirm that
for the record, because I didn’t know this was going to be a hearing
on Section 936.

The CuairmaN. Right. And the drugs manufactured there and
the %)roﬁts resulting therefrom, there’s no tax liability, this is cor-
rect?

Mr. MossINGHOFF. I'm not sure it’s no tax liability. It’s reduced
tax liability, I believe. Again, we can provide this information, and
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I’m sure your staff-can provide it. I don’t believe it's no tax liabil-
ity. 4 ) _

[Subsequent to the hearing, the following information was re-
ceived for the record:]

Question. And do we know abotit How many employees that these companies have
in Puerto Rico? .

Answer. A 1987 study of Section 936 and Economic Development in Puerto Rico
by Robert R. Nathan Associdtes, Inc. found that Section 936 companies employ
100,000 people and that an additional 175,000 people work for those who provide
goods and services to Section 936 firms, for a total of 275,000 direct and indirect
jobs. In addition, the Nathan study found that almost 62,000 jobs are directly and
indirectly attributable to the pharmaceutical industry.

The jobs created by the pharmaceutical industry in Puerto Rico are primarily
skilled jobs, for which the industry provides training and employee and family bene-
fits. The pharmaceutical industry pays the highest average wages (321,823 in 1983)
among all Section 936 manufacturing industries.

The growth in Section 936 jobs has more than offset the significant decline in non-
936 jobs in Puerto Rico, most of which are in labor-intensive industries. More than
one-third of Puerto Rico’s total employment is accounted for by the manufacturing
operations of possessions corporations. Without Section 936, there would be much
higher unemployment in Puerto Rico—and increased federal transfer payments.

Question. And the drugs manufactured there and the profits resulting therefrom,
there’s no tax liability? This is correct?

" Answer. That is not correct.

Income earned in United States possessions, including Puerto Rico, Guam and the
U.S. Virgin Islands, is subject to U.S. tax. Section 936 provides a credit, under speci-
fied conditions, offsetting the U.S. tax on income derived from the active conduct of
a trade or business in U.S. possessions. .

The intent of Congress in providing this tax incentive, as noted by the Senate Fi-
nance Committee as early as 1976, is to promote employment-producing investments
by U.S. companies in Puerto Rico and other U.S. possessions. Under the Tax Reform
Act of 1986, this objective was extended to include qualified Caribbean Basin coun-
tries. Congress has determined that the possessions tax credit is necessary to spur
investment in areas of vital national interest where the cost of doing business would
otherwise be prohibitively high.

Under carefully drawn regulations implementing the possessions credit, signifi-
cant restrictions have been placed on the amount of active business or passive in-
vestment income that is eligible for the credit. In addition, Puerto Rico imposes a
tollgate tax on possessions corporations earnings that are repatriated to parent com-
panies on the U.S. mainland. Changes in Section 936 under the tax laws of 1982 and
1986 imposed additional restrictions on the amount of possessions-source income. eli-
gible for the credit. ) .

The CHAIRMAN. Let’s go back to our original chart; 88 percent in-
crease in the cost of drugs, 28 percent in the inflation record.
We've given all these tax breaks, you're going to Puerto Rico to
manufacture the drugs. We've given you a patent, FDA approves,
et cetera. What's the taxpayer getting out of all this? ’

Mr. MossINGHOFF. The taxpayer is getting an enormous saving in
the rest of the health-care dollar because of the fact that we have,
with all those intracorporate factors and forces, cut our share of
the health-care dollar in half. The taxpayer is getting a better buy
in 1988 on the basket full of drugs than he did in 1967.

The CHAIRMAN. I can’t convince my constituents of that back
home. Senator Cohen is much smarter-than I am, and maybe he
can. .

Senator Cohen. A - T

Senator CoHEN. If I could come back to an issue raised by Sena-
tor Warner. He's attempted to highlight the ways in which market
economies pertain to prescription drugs, that they're unique. But
perhaps you could give us a little lesson here in terms of how this
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works. As I understand it, when we're talking about free market
economy we have an arms length transaction, we have a skilled
seller, and an informed or perhaps even gullible buyer, but a ready,
. willing and able buyer. That’s how we normally define the free
marketplace. But in this particular case we have someone other
than the consumer who drives demand. And I would say the doc-
tors and the hospitals in this particular case. You have somebody
other than the consumer who's paying the bill. And that’s Medi-
care, an insurance company, third party intermediaries.

And another point that strikes me as being somewhat ironic is
that repeatedly you ask us to leave this to the free market system,
and yet there appears to be some operations of monopoly power
here, or monopoly pricing, whether the VA gets one price, or the
Government gets another price, a hospital gets it for 1 cent, the
pharmacy gets it for $32. I don’t understand how you're talking
about a free market economy in this situation where you don’t
seem to have that ready, willing, and able buyer, but in fact you
have something other than the consumer driving this, or people
other than the consumer making the decision. They’re not in-
formed.

Mr. MossINGHOFF. Senator, it’s true that the marketing in the
pharmaceutical industry is unique because there is a learned inter-
mediary. As soon as drugs are safe and effective enough for self-
medication, the companies, and typically our companies, will move
them from prescription status to over-the-counter status. But
during the time that a determination can’t be made, or they’re a
potent medicine that needs to be monitored closely by a physician,
it’s the physician who makes the selection. And that’s the way it
works in this country. And it's a—I'd say again, very beneficial.

I think the evidence of the market economy is that in the Medi-
care Act itself, Congress set up the baseline period—1981 to 1986 is
the standard of comparison—that the Prescription Drug Payment
Review Commission looks at and the Secretary of HHS looks at.
That period shows about a 10.2 percent increase in prices. In 1988,
it’s gone down to about 7.8. Now, that was the whole idea behind
the 1984 Act—market economy. Then generics come onto market
as soon as the patent expires, and that’s not 17 years, I guarantee
you. In fact, under the Act, it can’t be more than 14 years. And at
that point that was the cost-control measure adopted by Congress.
It’s significant, I think, that in those European countries which
have a totally different system with regulated numbers of pharma-
cies, or even Government-owned pharmacies, those systems have
not chosen to use generic incentives as a price control. They use
direct market price controls, which is typical of some European
countries. So I think there is a market working here. Clearly, in
the case of the breakthrough drug, Tagamet, it's now got hefty
competitors in Zantac, Axid, and Pepcid. Now, that is a market
economy well at work.

I think the industry itself is sort of a free-enterprise, liberal
economist’s dream. It's highly cempetitive with nobody controlling
more than 8 percent of the market. Twenty-two companies would
have to be put together to reach 75 percent of the market. The in-
dustry has a positive trade balance. It does all of its R&D, albeitwe
think with some appropriate incentives from the taxing side. It
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produces the most cost-effective form of therapy, and it is a declin-
ing share of the health-care dollar. I think the market’s-the place. I
think the fact that in 1988, if you can say to-your constituents that
drugs, the basket full of drugs. cost<less now than it did in 1967, if
that's not free-market forces at work, I don’t know how you would
define free-market forces.

Senator CoHEN. But I do know that PMA is usually in lobbying
for more protection rather than less, as far as patents are con-
cerned. You didn’t ask for a lower .period of time, but a greater
period of time.

Mr. MossINGHOFF. That’s exactly right. I mean, we work around

the world for intellectual property protection.

. Senator.CoHEN. Is that free market, or is that monopolistic?

Mr. MoSSINGHOFF. I have a bias because I'm a former patent
commissioner during 1981 and 1985. But I think patents are the ab-
solute essence of free market. You spend your own money. You
take nothing away from the market that was there. What you do is
add something to the market, and in return for your enormous ex-
penditure, the $125 million, you get a patent on the thing you
brought to the market. It takes nothing away from the market. On
the new thing you brought to the market, you use the patent as
your incentive to do free-enterprise investment. It's the essence of
the free-market system.

Senator CoHEN. Did you want to stick with that $125 million
figure? .

Mr. MossINGHOFF. Very definitely.

Senator COHEN. So, without responding to the question about the
tax credits, the expensing of R&D——

Mr. -MossingHOFF. Well, I think that is based on our R&D ex-
penditures. It was a study done by Professor Wiggins of Texas
A&M. Another study was done, an earlier study by Professor
Hansen. There’s yet a third study by Professor Grabowski at Duke
University who said it's $132 million. While we can’t prove that it’s
$125 million versus $132 million, all the studies fall in exactly that
range. Now we could, I think, calculate. An economist could find
out what the tax situation was and find out how much of that 3125
million is the R&D tax credit. .

Senator CoHEN. I just have a conceptual problem in dealing with
a situation in which demand is being driven by those who pay very
little for a drug. Where you create a demand by giving it away to a
hospital, or giving it away to an attending physician, and then
when it gets out into the marketplace the price goes up 30 times.
Now, that to me—we see that illegally taking place on the streets
of Washington, DC, and we see it as a criminal act. That's how
they get people hooked, low price and then jack the price up once
people become addicted to-that particular drug. And it just seems
to me—I'm not suggesting this, but in this particular case, demand
is being driven by people who don’t bear the cost. They're not the
ones. They’re being passed on down the line to people who have no
idea what's involved. And I don’t think that necessarily is a free
market economy that we're talking about.

i\/[r;i MosSINGHOFF. I'm not sure they have no idea what’s in-
volved.
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Senator CoHeN. They have an idea when they have to pay the
bill, but they don’t understand why. ’

Mr. MossINGHOFF. But I think that——

Senator CoHEN. We don’t even understand why.

Mr. MossINGHOFF. One of the advantages of a policymaker—and
I would sympathize with the person standing at the counter in Ar-
kansas, because that person is not charged with policy—is you
stand back and look at that system. Drugs cost less now than they
did in 1967, and they produce marvelous recovery. You know, the
aging of America is really due in large part to what has been re.
ferred to as enchanted substances, that our companies make.
They’re not the problem. They’re a declining share of the health-
care dollar, and they're the most cost-effective share. So I think as
policymakers, you'd stand back and look at the whole health care
system.

Senator CoHEN. The ball’s back to you, Mr. Chairman.

The CHAIRMAN. Many of the companies that comprise your asso-
ciation, Mr. Mossinghoff, have submitted, I believe, five or six let-
ters this morning, back to Kansas where they said they would not
negotiate, nor do business with these buying groups that are at-
tempting to get a better price for the consumer back in the State of
Kansas. Have any of these companies, to the best of your knowl-
edge, consulted an attorney to ask if this refusal is a violation of
the Robinson-Patman Act?

Mr. MossINGHOFF. I don’t know the answer to that.

The CHAIRMAN. I don’t know either. But I think it’s a question
that ought to be asked.

Mr. MossINGHOFF. In a general comment, that act was a Depres-
sion Era act, together with the nonprofit institution exception or
. exemption to it. That’s been litigated, I believe, four or five times.
And I mentioned the major cases in a footnote to my statement.
The last one, I believe, was in 1984. So apparently the act itself,
since it gives private parties, aggrieved parties, a private cause of
action, and since unfortunately in the United States no one is terri-
bly reluctant to sue their neighbor, I would submit that the act and
its exemption are probably pretty well understood by the industry.
g‘hose were four cases directly involved in the pharmaceutical in-

ustry. :

The CHAIRMAN. Mr. Mossinghoff, I would just conclude with a
paragraph or so. I don’t know what the outcome of this hearing
will be. I know we'’re going to have another one. And I certainly
don’t know what the Senate or the House will do. I have no idea. I
don’t know in what year we’ll do it. But I can say one thing. This
system, this legislative system that we have, and you know it very
well, as well as anyone in this town, we very seldom act, we react.
And if that red line keeps going up at that rate, and Senator Pryor,
and Senator Cohen, and all of us can’t go back there and explain
this to our constituents, and if that druggist cannot explain this to
his or her customers, I don’t know when it will happen, but some-
thing is going to happen. Something’s going to give.

I want to thank you for your testimony.

Mr. MossiNgHOFF. And thank you for permitting me to be here.

The CHAIRMAN. Thank you very much.
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We'll call our next panel now. That's Mr. Joseph Thomas III,
Ph.D., of Purdue University School of Pharmacy, and Mr. Bruce
Laughrey, President. of- Medi-Span. Inc., Indianapolis, IN. Gentle-
men, we appreciate your patience. You've been long suffering sit-
ting here in this meeting. It's been a warm and crowded room all
day. And we look forward to your statement. We will try to consist
of no more than five minutes each. We’d appreciate your staying
within that time frame, and then I'll have a few questions.

Dr. Thomas, you may begin. :

STATEMENT OF JOSEPH THOMAS I1I, PH.D., OF PURDUE
UNIVERSITY SCHOOL OF PHARMACY, WEST LAFAYETTE, IN

Mr. THomas. Thank you for the opportunity to provide comments
this afternoon.

Although drug expenditures represent less than 7 percent of
total health care expenditures, the expenditures made on prescrip-
tion drugs have come under increasing scrutiny since drug price in-
creases began outpacing general price increases during the 1980s.
However, community pharmacies have not benefited from in-
creases in prescription drug prices. Instead, increases in prescrip-
tion drug prices and heavy competition have decreased pharmacy
owners’ financial returns.

Some pharmacies’ very survival is in doubt as they are caught
between the squeeze of increasing product costs, intense competi-
tion, and restricted third party reimbursement rates. If you look at
the table to your far left, Senator, you can clearly see that in-
creased pharmacy profits have not been the driving force behind
prescription .price increases. The average price of a prescription dis-
pensed in retail pharmacies increased from $3.35 in 1965 to $4.64
in 1975. Between 1975 and 1987 the average retail prescription
price tripled to over $15. However, independent pharmacies’ net .
profit before taxes on sales declined from 5.8 percent in 1965 to
only 3.3 percent in 1987. -

. The data clearly show ¢hat independent-pharmacieschave experi-
<enced decreased profitability during this era of rapidly increasing
aprescription prices.

Product costs, the amount that pharmacists spend to purchase
drug products from .manufacturers and swholesalers, represent the
largest expense category int communityzpharmacies. In fact, prod-
-uct_ costs increased from :63:8:cpercent -of independent pharmacy
sales in 1965 to 67.4 percent in 1985. As a result, pharmacy gross
margins have declined from .merezthan 36 percent of sales in 1970
to less than 33 percent in 1985. Gross margin represents the frac-
tion of sales revenue left to pay eperating costs, such as rent, heat,
air conditioning, or employee wages, after product costs have been
subtracted.

A decline of .3 to 4 percent over a 10-year period might at first
glance appear insubstantial. However, it is instructive to note that
in 1987, independent pharmacies ’average net profit before taxes
was only 3.3 percent based on Lilly Digest data. It is clear that
pharmacies have not benefited from drug product price increases.
Instead, prescription drug costs have become a financial burden to
retail pharmacies.
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Reimbursement rates under Medicaid have been a contributing
factor in this cost-price squeeze. Medicaid covered 17.7 percent of
all retail prescriptions in 1987. However, prescriptions covered
under Medicaid represented 21.4 percent of all prescriptions dis-
pensed by independent pharmacies, as compared to only 10.4 per-
cent of prescriptions dispensed by chain drug stores in 1987. The
$14.39 average Medicaid prescription reimbursement in 1987 repre-
sented a 13-percent increase over 1986. But more informative is the
fact that the $11.07 average product cost in 1987 represented a
19.6-percent increase from 1986. In contrast, the $3.32 average
pharmacist dispensing fee represented a 4.6-percent decrease from
1986.

The percentage of the average Medicaid prescription that re-
mained after accounting for drug product costs to cover pharma-
cies’ operating expenses, or to contribute toward some return on a
pharmacy owner’s investment, has decreased from 33.2 percent in
1982 to 23.1 percent in 1987 under Medicaid. As stated earlier, over
70 percent of Medicaid revenue in community pharmacies goes to
pay for drug product costs that pharmacists incur in purchasing
products from drug wholesalers or manufacturers.

Pharmacies have little control over product costs. Since pharma-
cies have little control over their product costs, incremental restric-
tions on reimbursement for retail pharmacists have not been and
.will not be effective in controlling or reducing prescription drug
program benefits. Efforts to contain costs such as initiatives to dis-
count AWP in estimating product acquisition costs under Medicaid
ignore the fact that total pharmacy reimbursement consists of the
product cost component and the pharmacy dispensing fee.

If additional restrictions are placed on pharmacy reimbursement,
some pharmacies will be forced out of business. In fact, pharmacies
that tend to be located in areas with higher concentrations of Gov-
ernment program beneficiaries, such as independent pharmacies,
are likely to feel the greatest impact of such restrictions.

In summary, since pharmacies have little control over drug prod-
uct costs, restrictions on retail pharmacy reimbursement cannot be
effective in containing program costs. However, such restrictions
present a very real threat to the survival of many pharmacies, and -
to program beneficiaries’ access to pharmaceutical services.

[The prepared statement of Mr. Thomas follows:]
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TESTIMONY OF
JOSEPH THOMAS 111, Ph.D.
" ASSOCIATE DIRECTOR
- PHARMACEUTICAL ECONOHICS RESEARCH CENTER
SCHOOL OF PHARMACY, PURDUE UNIVERSITY

Wr. Chairman, my name is Joseph Thomas T11. 1 serve &s associate director of
the Pharmaceutical Economics Research Center, in the Purdue University School

of Pharmacy.

Introduction

Health expenditures have exhibited a long-term growth trend in terms of
totzl dollars expended on health care and the percentage of the naztion’s gross
national Product {CNP) that has been consumed by health care expenditures. In
1970 annuai health care expenditures totaled $75 billion and 7.4 percent of
GNP. In 1987 total health expenditures weve $500 billion and 11.1 percent of
GNP (Figure 1).

Total expenditures on drugs and medical sundries have also shown
continuing increases since 1930. in 1950, such pxpenditures were $1.7
billion. In 1970 drugs and medical sundry expenditures equalled $8.0 billion.
By 1987 drug and medical sundry expanditures had risen to $32.8 billion.
However, Expenditures on Drugs have accounted for a declining percentage of
total health care exbenditures over the past three decades. Grugs accounted
for :3.6 percent of total health care expenditures'in 1950, 10.7 perceﬁt in
1970, and only 6.2 percent in 1987 (Figure 2).

Although drug expanditures represent less than 7 percent of total heaith
care expenditures, the expenditures‘made on prescription cvugs have come under
increasing scrutiny. pakt of the reason behind the increased attention is thé

fact that prescription drug price increases began outpacing general price
increases during the 1980’s. Prior to the 1980’s, prescription drug prices
increased at a slower rate than increases in the consumer price index (CPI).
However, during ihe 80’s increases in the CPI for prescription drugs have

outpaced general inflation as represented by the CPI for all items (rigure 2).



179

Pher -cies have not Renefited from
Prescription Price Increases

As a result of the rapid increases in prescription drug prices, pricing
practices of all sectors involved with pharzaceuticals, including community
pharmacies. have come under review. However, community pharmacies have not
benefited from increases in prescription drug prices. Instead increases in
prescription drug prices and heavy competition have decreased pharmacy owners’
financial returns. Some pharmacies’ very survival is in doubt as they are
caught between the squeeze of increasing product costs, intense competition
and restricted third party reimbursement rates.

The average price of a prescription dispensed in retail pharmacies
increased from $3.35 in 1965 to $4.64 in 1975, Between 1975 and 1988 the
average retail prescription price almost tripled to over fifteen dollars.
However, independent pharmacies’ net profit before taxes on sales declined

-from 5.80 percent in 1955 to only 3.20 percent in 1988 (Figure 4). . Clearly
increased pharmacy profits have not been the driving force behind prescription
price increases. Instead, the data clearly show that independent pharmacies
have experienced decreased profitability during an era of rapidly increasing

prescription prices.

Pharmacies Are in a Cost-Price Squeeze

Product costs, the amount pharmacists spend to purchase drug product .from
manufacturers and wholesalers, represents the largest expense category in
comaunity pharmacies. In fact, product costs increased from 63.8 percent of
independent pharmacy sales in 1965 to 67.4 percent in 1985 (Figure 5). As a
result, -pharmacy gross margins, have declined from more than 35 percent of
sales in 1670 to less than 32 percent in 1923 (Figure 6). Gross margin
represents the fraction of sales revenue left to pay operating costs such as
rent, nheat, air conditioning, teleghone bills, or employees wages after
product costs have be sﬁbtracted A decline of between 3 and 4 percent over a
ten year period in pharmacy gress margins might a first glance appear
insubstantial. However, it is instructive to note that independent
pharmacies’ average nzt profit before taxes was only 3.20 percent as reported
in the Lilly Digest.

Pharmacists have responded in part to increasing product costs and
declining gross margins by attempting to reduce operating expenses. In fact,
operating expenses as a percentage of sales declined from 23.3 percent }n 1973
to 28.8 percent in 1987. Even though pharmacies have managed to reduce their
operating expenses as product costs have increased they have not been able to
maintain their profit margins. Independent pharmacies’ net profit before
taxes declined from 5.8 percent of sales in 1965 to 3.2 percent of sales in

1988 (Figure 4).
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In other words, pharmacies have been squeezed because product cost have
been increasing when pharmacies have been restrained from increasing revenue.
Due to the cost-price squeeze pharmacies have been forced to absorb some of
the product cost increases in the form of reduced net profit. It is clear
that pharmacies have not benefited from drug product price increases
Instead, increased prescription drug costs have become a financial burden to

retail pharmacies.

Impact of Government Programs

Medicaid covered 17.7 percent of all retail prescriptions in 1987.
However, prescriptions covered under Medicaid represented 21.4 percent of all
prascriptions dispensed by independent pharmacies as compared to only 10.4
percent of prescriptions dispensed by chain drug stores in 19¢7. The average
prescription reimbursement under medicaid in 1982 was $9.17 of which $6.13
went -0 cover product costs and $3.04 represented ~harmacists’ fees. By 1637
the average prescription reimbursement under medicaid was $14.39 of which
$11.07 went to cover product cést but only $3.32 was for pharmacist fees
(Figure 7).

The S14.39 average Medicaid prescription reimbursement in 1987
represented a 13 percent increase over 1985°s $12.74. But more informative is
the fact that the '$11.07 average product cost in 1987 represented a 19.6
percent increase from §9.26 in 1986. In contrast, the $3.32 average
pharmacist fee represented a 4.6 percent decrease from 1986.

More or less static pharmacy fees under medicaid while pharmacies have
been incurring increased product costs have resulted in declining gross margin
on Medicaid prescriptions for community pharmacies. For example, in 1982 drug
product costs represented 66.8 percent of the average Hedicaid prescription
reimbursement to pharmacies. 1In 1987 the proportion of the average Medicaid
prescription reimbursement that went to pay prescription drug product costs
had increased to 76.9 percent. In other words, the percentage of the average
Medicaid prescription reimbursement that remained, after accounting for drug
product costs, to cover pharmacies operating expenses or to coentribute toward
some return on a pharmacy owner’s investment had decreased from 33.2 perceat
in 1882 to 23.1 percent in 1987 (Figure 8).

Limiting Pharmacies’ Reimbursement Witl
Not Control Benefit Program Expenditures

As stated earlier, over 70 percent of each dollar of revenue in community
pharmacies goes to pay for drug product cos@s that pharmacies incur in
purchasing drug product§‘from drug wholesalers or manufacturers. Pharmacies

have very little control over drug product costs. The cost to retail
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nge several times during the course of a

year without prior rotice.

®
Since pharracies have Tiltle control over their drug product costs,

incre.ental restrictions on reimburscments for retail pharmacies have not been
and will rot be effective in Eontro]]ing or reducing expenditures on
prescription drug benefit programs. Efforts to contain costs, such as
initiatives to discount AWP in estimating product acquisition cost under
Medicaid ignore the fact that total pharmacy reimbursement consists of both
the product cost component and the pharmacy dispensing fee. Pharmacies’
dispensing fees under Medicaid have experienced negligible increases over the
past decade. In fact, Medicaid dispensing fees have actually decreased in
real dollar terms over the past decade (Figure 9). Even with additiénal
restrictions on retail pharmacy reimbursement, program cost will continue to
increase as pharmacies experience increased product cost over which they have
little control. However, such restriction will exacerbate the cost-price
squeeze faced by retail pharmacies.

Some might suggest that any deficiencies in reimbursement under
government programs can be made up through minor increases in charges to cash
paying customers. However, as the proportion of retail pharmacy prescriptions
covered under government programs increases, necessary additional charges to
cash paying customers to make up for deficiencies in government reimbursement
increases exponentially, not in proporiion to increases in prescriptions
covered under government programs.

Hore importantly, competition in the retail pharmacy market will not
permit pharmacies to pass such increases on to private third party programs or
cash paying customers.' Since differences exist across pharmacies in the
proportion of thair prescriptions covered by government programs, the
necis.ary increase in charges would vary across pharmacies. For example, on
average the pregortion of prescriptions covered by Medicaid in independent
pharmacies is twice as large as in chain pharmacies. Therefore Independent
pharmzcies would have to charge much higher prices on all other prescriptions
in ¢rder to maintain financial viability. However, each pharmacy is caught in
a dilemma because consumers will choose to have their prescriptions filled at
pharmacies that offer lower prices. In reality, in the competitive retail
pharmacy market, pharmacies can not make up deficiencies in reimbursement

under government programs through higher charges to other customers.
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1f additional restrictions are placed on pharmacy reimbursements some
pharmacies will be forced out of.business. In fact, pharmacies that tend to
be located in areas with higher concentrations.of government program
beneficiaries, such as independent pharmacies, are likely to feel the greatest
impact of such restrictions. Therefore, such restrictions are likely to cause
closures of some pharmacies, especially independent pharmacies that typify
small business enterprise. Since the pharmacies most Tikely to close are
those serving large number of government program beneficiaries such closures
will also significantly reduce access to pharmaceutical services for such
program beneficiaries.

In summary, since pharmacies have 1ittle control over drug product costs,
restrictions on retaﬁ pharmacy reimbursement can not be effective in
containing program costs. However, such restrictions present a very real
threat to the survival of many pharmacies and to program beneficiaries’ access
to pharmaceutical services.

Figure 1:
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Figure 2:

DRUGS AS A Z OF NATIONAL HEALTH
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Figure 3:
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Figure 5:

Product Costs and Net Profit in Each
Pharmacy Sales Dollar
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Figure 6:
% GROSS MARGINS IN RETAIL PHARMACY
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Figure 7:
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Figure &:

DRUG PRODUCT COST AS A % OF
TOTAL MEDICAID RX PRICE
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Response to question: Are Medicare reimbursement rates -for prescriptions
generous to pharmacies.

(To be inserted following-prepared comments)

The Medicare Catastrophic Coverage Act of 1988 established a program of
coverage for outpatient prescription drugs for persons electing Part B
coverage under Medicare. The:Act provides for reimbursement to participating
pharmacies for prescriptions for single source drugs based on the lower of:
(1) the average wholesaler price (AWP) for the drug dispensed plus $4.50 as a

dispensing fee, (2) the pharmacy’s usual and customary charges, or (3) the

90th percentile of usual and customary charges for like prescriptions in other

pharmacies.

Reimbursements to pharmacies for prescriptions for multisource drugs are
based on the lower of: (1).the pharmacy’s usual and customary charges or (2)
the median AWP for the drug entity dispensed plus $4.50 as a dispensing fee.
Cursory comparison.of-thesxreéimbursement formula under medicare with other
programs have lead some to mistakenly assume-that Medicare reimbursement for
participating pharmacies is generous. ‘However, careful consideration of the
Medicare reimbursement formula and the unique aspects of the Medicare formula

in contrast with -other programs reveal that Medicare reimbursement to

- participating pharmacies is fiscally conservative.

Because of the *'lower of clause™ in the Medicare- reimbursement formula,

under no circumstances will a pharmacy be reimbursed more under Medicare for

filling a prescription than the.pharmacy would normally charge non-Medicare

purchasers. If, for any reason, a pharmacy’s usual and customary charge for a

“prescription is less than the sum of the average wholesale cost of the

ingredient and the $4.50 dispensing fee, the pharmacy will be reimbursed the

lower amount.  Reimbursement for prescriptions for single source drugs is also

- Vimited not only to the individual pharmacy’s usual and customary charge but

to the 90 percentile of usual and customary charges for Tike prescriptions in

all pharmacies.
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The average wholesale price (AWP) for products dispensed in pharmacies
will be set and updated only semi-annually. Yet, pharmacies experience
product price changes throughout the year. Therefore, pharmacies will have to
accept fixed reimbursement levels for a six month period although product
\costs may have increased during the period.

. Moreover, the AWPs on which pharmacieS will be reimbursed for their
product costs will be 6 months out-of-date at the beginning of the period in
which they are set. For example, AWPs on wh}ch pharmacies’ reimbursement
Tevels will be based for the period from January 1 to June 30 of each year
will Se based on prices being paid.by pharmaﬁies on July 1 of the previous
year. Sincelthe AWPs are 6 months out-of-date at.the beginning of thé period
and are held fixed'for 6 months, the AWPs will be 12 months out of date before
they are updated. The net effé;t of using out-of-date AWPs and the lag in /
updafing AWPs is that pharmacies will receive product reimbursement that is
less i.e., effectively discounted, from what pharmacies would receive -if they
were actually reimbursed at updated AWP 1gvels. _

The 90th percentile limit for reimbursement on prescriptions for single
source drugs will also be based on usual and customary charges 12 to 18 months
out-of-date. Thus, the maximum reimbursements to pharmaciés on single source
prescriptions will be capped at levels that do not reflect inflation during
the previous 12 to 18 months. The use of.dated AWPs, the use of. dated usual
and customary ceilings for reimbursements on prescriptions for single source
drugs, and lags in updating the AWPs on which pharmacies’ reimbursement is
calculated will result in Medicare reimbursement levels for pharmacies will be
substantially less than AWP plus the $4.50 dispensing fee.

Even if Medicare did not use dated AWPs and lag updating of AWPs, the
"Tower of" clause would ensure that pharmacies receive no more than their
usual and customary charges for any prescriptions dispensed. Howevér,-the use
of dated AWPs and lags in updating AWPs combined with "Tower of" clauses will
result in reimbursement levels for pharmacies that are not generous. In fact,
concern might more appropriately be placed on whether the current
reimbursement basis and schedule for updating reimbursement rates are ones

which will allow pharmacies to-actively participate in the Medicare program.
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. The CrairMAN. Dr. Thomas, thank you. I'll have a couple of
questions in a moment.
Mr. Laughrey.

STATEMENT OF BRUCE LAUGHREY, R.PH., PRESIDENT OF MEDI-
SPAN, INC., INDIANAPOLIS, IN :

Mr.- LAUGHREY. Mr. Chairman, my name is Bruce Laughrey. I'm
the President of Medi-Span, Inc. of Indianapolis, IN.

Medi-Span is a privately held corporation whose primary busi-
ness is the collection of data and publishing of information con-
cerning pharmaceuticals for the health care industry. Our custom-.
ers include retail pharmacists, drug-chains, manufacturers, whole-
salers, insurers, third party administrators, health management or-
‘ganizations, hospitals, and physicians. And we're pleased to accept
this invitation to testify before this committee, and to share infor-
mation concerning pharmaceutical pricing trends.

Now, Medi-Span’s prescription pricing guide was first published
in 1977 as a monthly publication listing average wholesale price
and manufacturer direct price for approximately 6,000 of the most
commonly used prescription drug pharmaceuticals. As a reference
in my documentation, Figure 1 represents one of the pages from
that document.

Now, over the past 12 years Medi-Span has introduced-a variety
of printed publications, as well as expanded into providing comput-
erized data bases of pharmaceutical information, and electronic
media to support numerous computerized applications. Today Medi-
. Span’s master drug data base, a core file of information, contains
current as well as historic price information on over 100,000 phar-
maceutical and health-related products.in the U.S. market.

The published average wholesale price, or AWP, is a key index
price included in both our printed and electronic publications. This
AWP is widely accepted and used in the industry as a basis for the
purchase of drug products. In addition, many third party payers of
prescription insurance benefits reimburse pharmacists-on the basis
of a professional fee plus the cost of medication-provided. The pub-
lished AWP is-used:as the cost.component in the reimbursement
format. The published AWP is obtained .directly from over 600
pharmaceutical manufacturers, distributors; and wholesalers. We
validate this information published by using multiple information
sources where feasible. :

We would like to clarify that the published AWP is a standard
reference price and does not recognize earned discounts for quanti-
ty=pamichases, bidder contract pricing, or other forms of trade dis-
counts; thus, the AWP price is the price that the pharmacy would
typically pay if they purchased a single bottle of. the item.from a
local drug wholesaler. The published AWP remains the only con-
sistent price index that is useful for comparative purposes.

- Much of the comparative-average wholesale price information we
were requested to provide is included in one of our publications,
the Generic Buying and Reimbursement.Guide, which is shown in
figure 2. The GBRG, as we call it, is a quarterly publication sub-
-scribed to by thousands of pharmacies.as an aid in selecting the
most economical, therapeutic equivalent product available in the
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marketplace. By including the average wholesale price information
along with the FDA therapeutic equivalence evaluation code, the
Orange Book rating, product selection, and buying decisions are
greatly enhanced.

The invitation to testify asked us to examine the pricing patterns
of a specific set of drugs by referring to the AWP histories main-
tained in our master drug data base. This set of 10 single source
items frequently used by the elderly were found to have increased
AWP at an annual average rate of 9.2 percent between January 1,
1982, and December 31, 1986. I refer you to table 1. This same set
of single source drugs averaged a 7.9-percent AWP increase in
1987, and a 9 percent AWP increase during 1988.

A set of 35 multiple source drugs frequently used by the elderly
was also examined to determine AWP changes between 1982 and
1988. The originator brands of these multiple source drugs had an
average annual AWP increase of 9.9 percent between 1982 and
1986, as referenced in table 2. In 1987 the average annual AWP in-
crease was 6.9 percent, and in 1988, AWP increased by 6.4 percent,
for the originator brands of this group of multiple source products.
Not all of the multiple source drugs were off patent during the
entire period of 1982 to 1986. More than one-third of the drugs in
this group were still under patent protection for at least a part of
the period of 1982 to 1986.

It is noteworthy that the originator brands in both the single
source drug group and the multiple source drug group had similar
annual rates of increase in AWP between 1982 and 1986, with in-
creases of 9.2 percent and 9.9 percent respectively. And I reference
figure 3. :

It appears that, in general, single source drugs in a period just
prior to patent expiration do not experience a slowed or declined
rate of AWP increases, but rather the AWP changes continue for
these products at rates similar to single source products. Now, once
drug products have been off patent for several years, their rate of
AWP increase does appear to moderate somewhat with respect to
the rate of increase in AWP for single source products. The origina-
tor brands of multiple source drugs had lower annual AWP in-
creases than single source drugs in both 1987 and 1988. The origi-
nator brand products tend to continue AWP price increases at
about the same or slightly lower rates as when the product was
patent protected. This trend persists despite the fact that generic
products may be introduced into the market, and may experience
significant competition and decreases in AWP price.

The price change patterns of all brand name manufacturers
should not be painted with a single broad brush. In examining
changes in AWP over time as products go off patent, one notes pat-
terns unique to specific drug companies and to specific drug catego-
ries. During 1987, for example, 11 of the 35 originator brands of
multiple source drugs had no increase in AWP, while another 7 of
the 35 had increases of 10 percent or more.

The CHAIRMAN. Mr. Laughrey, I hate to do this. Let’s put the
balance of your statement—or do you have much more of it?

Mr. LaucHRrEY. Well, I do have a chart that I wanted to refer-
ence here. I noted that when Mr. Mossinghoff was here you did ref-
erence this. If I could just address that chart, sir.
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“The CHAIRMAN. Yes.

‘Mr. LaucHrEY. This is a pricing pattern of a typical—

. The CHamMAN. Now, are we-taltking about the patent expiration
chart? :

Mr.- LAUGHREY.. Yes. The chart on the left, before and after
patent expiration.

The CHAIRMAN. All right.

Mr. LAuGHREY. Now, the pricing pattern of drug X represents
the classic pattern seen for many originator drug products as they
go off patent. Brand A of drug X has its first generic competition
from generic C in mid-1985. Despite the introduction of lower cost
therapeutically equivalent products, such as generic C or generic D,
-brand A continued to increase AWP at about the same rate as it
did when the product was patent protected. Generic B had set its )
price just under brand A at the time of the market entry, and has
- since held that price constant. Generic C and D appear to have
been engaged in competitive behavior; even though only four prod--
ucts are shown for drug X in figure 4, there were actually more
than 35 companies marketing an FDA-rated therapeutic equivalent
.drug product.

Now, we do have other examples.

The CHAIRMAN. Well, let me-ask, Mr. Laughrey, on generic B, on
the blue line, that’s a new generic drug to -compete with brand A,
right?

Mr. LAUGHREY. Yes, sir.

The CHAIRMAN. Am I not mistaken, though, isn’t generic B drug
produced by the same company that makes brand A? In other
words, they’ve made their own generic to compete with their own
brand drug, is this correct?

Mr. LAuGHREY. I don’t have knowledge that that -is~correct.
That’s a postulation that could possibly occur.

Mr. LAuGHREY. If I could just summarize, sir.

. The CHAIRMAN. Yes, sir. Because we are out of time and we're
going to move rapidly.

Mr. LauGHrEY. Well, in summary, many drug companies appear
‘to continue pricing their off-patent product in much the same way
as they priced that product as a single source agent. Even when a
number of generic products have come into the market and offer
prices that are considerably below the original brand price, many
drug companies continue to hold, or even raise, the AWP of their
multiple source product similar to that of a single source product.
This general statement must be viewed with caution, however,
since there are certain brand name manufacturers in certain
therapeutic categories where the brand name product is quite com-
petitive in the multiple source market.

[The prepared statement of Mr. Laughrey follows:]
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TESTIMONY OF )
J. BRUCE LAUGHREY, PRESIDENT
MEDI-SPAN, INC.

TO UNITED STATES SENATE
THE SPECIAL COMMIT’I"EE ON AGING
DAVID' PRYOR, CHAIRMAN

- TUESDAY, JULY 18, 1989

Mr. Chairman, my name is J. Bruce Laughrey, President of Medi-Span,
Incorporated of Indianapolis, Indiana. Medi-Span is a pri-vately-held
corporation whose primary business is the collection of data and publishing of
information concerning pharmaceuticals for the health-care industry. Our
customers include.}etaﬂ pharmacisits, drug chains, manufacturers, wholesalers,
insur;:rs,u third party administrators, HMO’s, hospitals, an  physicians.” We are
pleased to accept this invitation to testify before this committee and to share

information concerning pharmaceutical pricing trends.

Medi-Span’s Prescription Pricing Guide, first published in 1977, is a

monthly publication listing Average Wholesale Price (AWP) and man-ufacturer’s
Direct Prices (DP) for approximately 6,000 of the most commonly used
prescription pharma-ceuticals (See Figure 1). Over the bast twelve years, Medi-
Span has introduced a variety of printed publications as well as expanded into

providing computerized databases of pharmaceutical information in electronic

media to support numerous computerized applications. Today, Medi-Span’s
MASTER DRUG DATA BASE (MDDB) a core file of information contains
current as well as historic price information on over 100,000 pharmaceutical and
health related products in the United States market.

The published Average Wholesale Price, or AWP, is a key index price
included in b(;th our print and electronic publications. This AWP is widely-
accepted and used in the industry as the basis for the purchase of drug
products. In addition, many third party payers of prescription insurance
benefits reimburse pharmacists on the basis of a professional fee plus the cost
of medication provided. The published AWP is used as the cost component in

this reimbursement formula.

The published AWP is obtained directly from over 600 pharmaceutical
manufacturers, distributors and wholesalers. We validate the information

published by using multiple information sources where feasible.
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We would like to clarify that the published AWP is a standard reference
price and does not recognize earned discounts for quantity purchases, bid or
contract pricing or other forms of trade discounts. Thus, the AWP is the
price that the pharmacy would typically pay if they purchased a single bottle of
the item from a local drug wholesaler. The published AWP remains the only

consistent index price that is useful for comparative purposes.

Much of the comparative Average Wholesale Price information we were

requested to provide is included in one of our pubtications, the Generic Buying

and Reimbursement Guide (GBRG) (Sample page Figure 2). The GBRG is a
- quarterly -publication, subscribed to by thousands of pharmacies, as an aid in
selecting the most economical- therapeutic equivalent product available in the
marketplace. By including the Average Wholesale Price (AWP) information
along with the FDA therapeutic equivalence evaluation ode ("Oranse Book"

rating), product selection and buying decisions are greatiy enhanced.

The invitation to testify asked us to examine the pricing patterns of a
specific set of drugs by referring to the AWP histories maintained in our
MASTER DRUG DATA BASE (MDDB). This set of ten single-source items
frequently used by the elderly, were found to have increased AWP at an average
annual rate of 9.2 percent between January 1, 1982 and December 31, 1986 (Table
1). This same set of single-source drugs averaged a 7.9 percent AWP increase in

1987 and a 9.0 percent AWP increase during 1988.

A set of thirty-five multiple-source drugs, frequently used by the
elderly, was also examined to determine AWP changes between 1982 and 1988.
The originator brands of these multiple-source drugs had an average annual
AWP price increase of 9.9 percent between 1982 and 1986 (Table 2). In 1987, the
average annual AWP increase was 6.9 percent, and in 1988 AWP increased by 6.4

percent for the originator brands of this group of multiple source drugs.

Nolt* all of the multiple-source drugs were off patent during the entire
period of 1982 to 1986. More than one-third of the drugs in this group were
still under patent protection for at least part of the period 1982 to 1986. Itis
noteworthy that the originator brands in both the single-source drug group
and-the multiple-source drug group had similar annual rates of increase in AWP
between 1982 and 1986 with increases of 9.2% and 9.9% respectively (Figure 3).
It appeérs that, in general, single-source drugs in the period just prior to

patent expiration do not experience a slowed, or declined, rate of AWP
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increases, but rather the AWP changes continue for these products at rates

similar to single-source products (Figure 3).

Once drug products have been off pa.lcm for scveral years, their rate of
AWP increase does appear to moderate somewhat with respect to the rate of
increase in AWP for single-source products. (Figure 3). Originator brands of
multiple-source drugs had lower annual AWP increases than single-source

drugs in both 1987 and 1988.

Originator brand products tend to continue AWP price increases at
about the same, or slightly lower, rates as when the product was patent
protected. This trend persists despite the fact that generic products may be
introduced into the market and may experience significant competition and

decreases in AWP prices.

The price change patterns of all brand name manufacturers should not
be painted with a single broad brush. In examining changes in AWP over time
as products go off patent, one notes patterns unique to specific drug
companies and to specific drug therapy categories. During 1987, for example, -
eleven of the thirty-five originator brands of multi-source drugs had no
increase in AWP, while another seven of the thirty-five had increases of 10
percent or more (Table 3).

Actual pricing patterns for therapeutically equivalent versio;'ls of four
multiple-source drug products are illustrated in Figures 4 vthrough 7. These
figures are case studies presented only for the purpose of showing typical
patterns of actual pricing behavior, not to highlight the pricing decisions of a

particular company.

The pricing pattern of Drug X (Figure 4) represents the classic pattern
seen for many originator drug products as they go 6ff patent. Brand A of
Drug X has its first generic competition from Generic Cin mid-198_5. Despite
the introduction of lower cost, therapeutically equivalent products such as
Generic C or Generic D, Brand A continued to increase AWP at about the same
rate as it did when the product was patent protected. Generic B had set its
price jusi under Brand A at the time of market entry and has since held that
price constant. Generic C and D appear to have bccq engaged in competitive
. behavior. Even‘though only four products are shown for Drug X in I:‘igure 4,
there are actually more than 35 companies marketing and FDA "A" rated

therapeutically equivalent drug product.
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Drug Y (Figure 5) and Drug Z (Figure 6) exhibit patterns similar to Drug X
as previously discussed. These additional cases are included to show typical
variations in this classic pricing pattern. Drug Z, for example, shows that
Brand A did not announce an AWP increase in the first year after introduction
of generic competition. In the following year, however, Brand A increased its
AWP even though generic competitors had considerably lower prices. The
company of Brand A has since continued increasing its AWP while generic AWP
prices of Generics C, D, and E appear to have leveled off and are in a fairly

narrow price range.

The Brand A AWP in the Drug X, Y, and Z cases is considerably higher
than the lowest generic price. The range of prices can be compared- by
determining the ratio of the highest AWP 'for a drug product to the.lowest
AWP for~the same product. This high to low AWP ratio has been calculated
for each of the multiple-source drug product groups (Table 4).  Some
multiple-source drug product groups have AWP’s that differ by high-to-low
ratios as high as 20 to 1, or even 32to 1.

Drug Q (See Figure 7) provides an interesting pricing pattern in contrast
to the more typical patterns observed with Drugs X, Y, and Z. The high-to-low
ratio is only about 2 to “luimdicating that Brand: A of Drug Q was more "price
competitive” than was:Brand A of Drugs X, Y, or Z. Also, Brand A of Drug Q

appears 1o have extended the length of time between price increases.

In summary, many drug companies appear to continue pricing their off-
patent product in much the same way as they priced that product as a single-
source agent. Even when a number of generic products have come into the
market and offer prices that arc considerably below the original brand price,
many drug companies continue to hold or even raise the AWP of their
multiple-source product similar to that of a single-source product. This
general statement must be viewed with caution, however, since there are certain
brand name manufacturers and certain therapeutic categories where the brand

name product is quite competitive in the multiple-source market.
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TABLE 1. Average Annual Price Changes for Selected
8ingle Source Drugs Used By the Elderly: 1982-1988

SINGLE SBOURCE DRUG

Most Frequently Purchased Annual % Price Increase
i-1-82 1-1-87 1-1~88
Brand Generic Dosage Pkg to to to
Name Name Manuft. Form Strength size 1-1-87 1-1-88 1-1-89
Tenormin Atenolol stuart tablets 50 mg 100s 9.5 13.9 5.0
Timoptic Timolol MSD ophth. :
soln. 0.5 mg 10 ml 5.5 4.0 6.0
Naprosyn Naproxen Syntex tablets 375 mg 100s 7.9 . 7.1 5.0
LoPressor Metaprolol CIBA
-Geigy tablets 50 mg 100s 15.0 12.1 28.2
Feldene Piroxicam Pfizer capsules 20 mg 100s - 9.8 9.8
Procardia Nifedipine Pfizer . capsules 10 mg 300s 9.2 9.8 9.9
Cardizem Diltiazem  Marion tablets 60 mg 100s 6.6 6.0 0.0
Capoten Ccaptopril squibb tablets 25 mg 100s 7.2 9.2 10.4
Zantac Ranitidine Glaxo tablets 150 mg 60s 10.8 7.3 6.0
Tagament Cimetidine SKF tablets 300 mg 100s 11.5 0.0 10.0

Single Source Average 9.2 7.9 9.0
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TABLE 2. Average Annual Price Change for Selected Multiple Source
Drugs Frequently Used By the Elderly: 1982-1988

HMULTIPLE SOURCE DRUG Most _Frequently Purchased - _Annual % Price Increase _ _
1-1-82 1-1-87 1-1-88

Brand Generic Dosage Pkqg to to to

Name Name Manufacturer Porm Btrength 8ize 1-1-87 1-1~-88 1-1-89

Dyaxzide Triamterene and BKP capsules 50 mg/ 10008 13.5 31.0 9.4
Hydrochlorothiazide 25 mg

Isordil Isosorbide Ives tablets 10 mg 1008 10.2 23.0 0.0
Dinitrate

Micro-X Potassium Chloride Robins 8R caps. 10 mg 1008 - 4.8 11.1

Fluogen Influenza Virus Parke-Davis inject - 5 ml - 0.0 0.0
Vaccine and others

Lasix Furosemide Hoechsat tablets 40 mg 1008 2.0 0.0 8.0

Inderal Propranclol Wyeth-Ayerst tablets 40 og 1008 18.2 0.0 10.0

Hydrodiuril Hydrochlorothiazide M8D tablets 50 mg 1008 13.2 6.8 9.6

Rufen Ibuprofen Boots tablets 800 mg 1008 - 0.0 5.2

Motrin Ibuprofen Upjohn tablets 800 mg 1008 0.0 0.0 0.0

Deltasone Prednisone Upjohn tablats S mg 5008 1.6 5.0 -52.6

Aldomet Maethyldopa M8D tablets 250 ng 1008 12.2 6.8 9.5

Bactrim D8 Trimethoprim/sulfa- Roche tablets 160 mg/ 1008 . 9.5 9.9 9.9
methoxazole 800 mg

Beptra D8 Trimethoprim/sulfa- : 1] tablets 160 mg/ 1008 7.7 19.8 9.9
methoxazole 800 mg

Diabenese Chlorpropamide Pfizer tablets 250 mg 1008 7.3 9.3 9.1

Theo-DUR Theophylline Xey S8R tabs 309 mg 1008 9.9 0.0 0.0

Kaflex Cephalexin Lilly/Dista capsules 500 mg 100s 12.6 5.0 7.0

Antivert Meclizine HCl Roerig tablets 25 mg 1003 13.6 9.7 9.7
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TABLE 2. {Continued)

MULTIPLE BOURCE DRUG Most Prequently Purchase - Annual % Price Increase
. 1-1-82 1-1-87 1-1-88
srand Generic ¢ Dosage Pkg to to to
Name Name Manufacturer Form ,Btrength Bize 1-1-87 1-1-88 -1-8
Darvoca‘t N Propoxyphene Lilly tableta 100 mg/ 5008 - 9.0 9.0
Napaylate/ €50 mg
Acetaminophen
Indocin Indomethacin MB8D capsules 25 mg 1008 13.2 6.8 9.5
AchromycinV Tetracycline HCL Lederle capsules 250 mg 1008 5.2 5.0 4.9
Aldoril . Methyldopa/Hydro- MSD tablets 25 ng 1008 : -- é.8 9.5
chlorothiazide
Maxitrol Dexamathasone/ Alcon ophth, 0.1 % S cc 10.1 6.6 6.3
polymyxin B sul- suspn 6000 ‘un.
fate/neomycin sulfate 3.5 mg
valium Diagepan Roche tablets 5 mg 5008 16.6 10.0 15.1
2yloprim Allopurinol ‘B tablets 300 ng 1008 6.0 0.0 9.0
Ativaa Lorazepam g Wyeth-Ayerst tablets 1 mg 1008 18.1 0.0 12.0
Tolinase Tolazamide Upjohn tablets 250 mg 1008 8.0 0.0 0.0
E-Mycin Erythromycin Base Upjohn BC tabs 333 mg 1008 1.8 0.0 38.9
Polyecillin Ampicillin Bristol capsules 500 mg 1008 0.0 5.0 0.0
Amoxcil Amoxicillin Beechan tablets 500 mg 1008 0.0 0.0 0.0
quroto‘n chlorthalidone ‘Rorar tablets 50 mg 1008 8.2 12.0 12.5
Elavil Amitriptyline M8D tablets 25 mg 1008 18.5 6.8 9.5
Lanoxin Digoxin BW tablets 0.25 mg 10003 31.9 9.8 7.0
Persantine DXpyridmol‘e Boeh- . tablets . 50 mg 1008 . 5.2 6.0 6.0
ringer
Ingelheim
synthroid Lovothyroxinel Flint tablets 0.1 mg 1008 20.5 12.9 13.4
Bodium
Trans Derm Nitroglycerin CIBA- trans- 5 mg 308 . 1.4 5.0 5.5
Nitro . Geigy ,derm patch

Multiple Source Average 9.9 6.9 6.4
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FIGURE 3

AVERAGE. ANNUAL PERCENT INCREASE FOR
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The CHAIRMAN. I really want to thank you. I sat up last night
and read .as much as I could about Medi-span and it is a very valu-
able service.

Dr. Thomas, let me just-ask you. We've heard a lot of discussion
this morning about the free marketplace, free enterprise, et cetera,
what is the Congress going to have to do, if anything, to bring
these prices of prescription drugs down, or at least to arrest the -
very rapidly increasing prices. What do we do as a Congressman?

Mr. THoMAS. Senator Pryor, I'd really be a bit reluctant to ad-

_dress that. I mean, the one point that I did want to make was the
fact that pharmacists, community pharmacies haven’t been respon-
sible for the increase.

‘The CHAIRMAN. I agree with you 100 percent.

_Mr. TuoMas. And that the approach in terms of hitting commu-
nity pharmacy or retail pharmacy reimbursements is not an effec-
tive approach, and would be an incorrect approach because of the
negative impacts that it would have.

The CHAIRMAN. T've talked to a lot of retail pharmacists in my
own State and they are very depressed about what they see and
what they have gone through, and what they see in the future, be-
cause they see no let up for standing there behind the counter on a
daily basis and telling their customers, the consumers, that their
drugs are going up again. And they’re very, very concerned and de-
pressed about this.

What do you think the Congress has to do, Mr. Laughrey? Is
there anything we can do?

Mr. Laucugrey. Well, I think, with respect to the Medicare Cata-

-strophic Act of 1987, Congress did, in fact, address that issue with
the multiple source products and that they determined that a fair
.and equitable price to reimburse upon would be a median price.
_ As to the patented prescription drug items, I'm not sure I could
answer what-Congress should do. I certainly wouldn’t suggest that
. they would deter in any way the tremendous amount of innovation
that occurs.in pharmaceutical manufacture. Beyond that I guess I
just couldn’t comment, sir.

The CHaRMAN. Do you see, in the next 5 or 10 years a continu-
ation of our chart going up each year, say, from 8 to 12 percent, on
‘most of our drugs? Is this going to continue? A

Mr. LavcHrey. Well, that would be conjecture on my part. I

- would guess after this hearing, perhaps not.

[Laughter.] o

The CHAIRMAN. What about you, Dr. Thomas?

Mr. THoMmas. As Mr. Laughrey said, that would really be just
conjecture on my part also. .

It was interesting that in Mr. Mossinghoff’s testimony he men-
tioned that the rate of price increases had decreased. I'm sure
you’ll be watching carefully to see what trend develops over the
. next couple of years. .

The CHAIRMAN. As my colleagues left the room this morning one
of them whispered over to me, he says, I see the problem, now
what’s the solution? And we're going to be at that stage, and that’s

.going to be part of what we’re going to be talking about at our next
hearing.
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Were you surprised, either one of you—let’s put the internation-
al drug pricing chart back up—were you surprised to see that par-
ticular chart showing how much more Americans pay for the same
drugs as our European friends? Did this surprise either one of you?

Dr. Thomas.

Mr. TaoMas. I have to say the extent of the range in the prices
was a bit surprising to me. The fact that there was quite a bit of
diversity was not a surprise. I was aware of that. But the range
was a bit surprising.

The CHAIRMAN. By the way, in the past I think the pharmaceuti-
cal manufacturers have maintained it is impossible to. accurately
reflect the data in this chart. I don’t know what kind of analytical
data this is or how valid it is, but I know that the Italian pharma-
ceutical manufacturers association did this particular workup.
That’s where we got it, and that’s the best I've. ever seen in com-
paring our prices to some of the European prices.

What about you, Mr. Laughrey, were you surprised at this?

Mr. LAUGHREY. I guess not. I've known that there have been
price disparities internationally. But then again, I believe that per-
haps a socialistic country might buy in bulk, and achieve a quanti-
ty discount. )

The CHalrRMAN. Well, we're talking about the same pharmaceuti-
cals that are sold here that are sold there. Do you think the bulk
buying would reflect that sort of a variation? I would have trouble
finding that.

Mr. LauGHrey. Well, our company doesn’t track international
pricing. If in fact that chart is correct, it's a little surprising.

The CHairMAN. Does it also maybe surprise you a little bit, or
would you have any comment on the fact that we give them R&D
tax credits, the opportunity to manufacture in Puerto Rico with no
taxes under Section 936, an exemption in State sales tax and other
taxes for them to locate in some States, and even with all of that,
give them a patent for 17 years, and they sell these drugs so much ~
more cheaply in other countries than they sell them in this coun-
try? Does that do anything to you?

Mr. LAUGHREY. It doesn’t sound inconsistent with our other eco-
nomic policies worldwide, sir.

The CHAIRMAN. Maybe that’s why we’re in such a mess.

Dr. Thomas, do you have any comments on that?

Mr. THomas. Not on that. If T could go back to one of your earli-
er questions, I'd like to comment.

The CHAIRMAN. Yes.

Mr. THoMaAs. In terms -of what you were asking; what we could
do in controlling prescription drug expenditure increases, I think
you do have to look at the expenditures as well as the prices. One
of the things that I would like to see in terms of developing a pre-
scription drug program benefit is that we provide some positive in-
centives to pharmacists for some of the activities that they perform
that improve and lower total program costs. For example, when a
pharmacist takes action in terms of identifying a drug interaction,
or identifying that a patient is on duplicate drug therapy, and calls
the physician and persuades the physician that no drug is needed.
The pharmacist doesn’t get any reimbursement for that, The phar-
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macist has no positive incentive to perform that type of activity,
- except based on his role as a professional.

The CHAIRMAN. Right. .

Mr. Taomas. I think we do need to gather some additional data
to understand better the factors behind the increases in drug
prices. As we've seen here today, it's a very complex issue. And
changes in one part of the system have consequences in other parts
of the system that we may not actually be looking at as we effect
those. So I think it’s obvious that there is a need for gathering
much more data. -

The CHAIRMAN. Yes, sir.

‘Mr. THomas. One other point, and that’s that we need to really
develop some data so we understand the relationship, something
that Mr. Mossinghoff mentioned, the. relationship between expendi-
tures on drugs and other medical expenditures.

The CHAIRMAN. All right.

Let me ask you this question. Were you surprised earlier this
morning, if you were here, when you saw that Medicare -pays -so
much more for their drugs that they buy than the Veterans Ad-
ministration, like $29 to $5? :

Mr. TaoMas. I have to say that I was not.

The CHAIRMAN. You were not surprised?

Mr. TaoMmas. 1 was not.

« The CHAIRMAN. Why were you not surprised?

- Mr. ‘THoMAS. Being aware of the fact that the system that the
Veterans Administfation operates on versus the system that Med-
icaid system works on, they really are two different systems. And
‘Medicaid ends up paying the prices that pharmacists pay to obtain
those drugs. ~

The CHAIRMAN. I know, but=it all comes out of the same pocket,
doesn’t it?

Mr. TaoMmas. It does come .out of the same pocket, but given. the

" fact that there-are two different systemns and. the way that those
systems operate, I was not surprised.

The CHAIRMAN. What would you ‘think about letting the Veter-

- ans Administration become the buyer of prescription drugs for the
"US. Government? Let them do all the Medicaid, -and all the:Medi-

- -care purchasing. What would you think of that?
. Mr. THoMaASs. I think #heresare_same things that-have to be con-
sidered.before I'd-move iisthat direction. First of all, the Veterans
. Administration can act.as.a depot system because of the number of
final distribution centers that-are involved. Community pharmacies
really are the most accessible form of health care-for patients. It
-would be very difficult with a depot system to administer a type of
program that ‘would. function ‘and provide those drugs to those
pharmacies. It would be very expensive on an administrative basis.

The CHAIRMAN. We're just trying to find the answers.

Mr. THoMmas. There may be other avenues that take advantage of
some-of the things that the Veterans Administration does.

The CHAIRMAN. If you know of those avenues, would you please

. write me a letter, or call me up, because we're looking for those
answers. )

Mr. THoMas. I would be glad to explore those with you..
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The CHAIRMAN. Mr. Laughrey, do you have any comments on
that final line of questioning?

" Mr. LAUGHREY. Well, the product in question was Motrin. It has
lost its patent, it is now available as a multiple source product, so
it didn’t surprise me that in fact the VA hospitals could receive a
$5 price as opposed to the $29 price that Medicare might pay.
Single source items, it might be a little more difficult to negotiate
those types of discounts given our retail pharmacists’ distribution
system. ) .

The CrarMAN. Do you think that Medicare should attempt to
}r:egotiate with the vendors, just like the Veterans Administration

as?

Mr. LauGHREY. I think they should attempt to. Obviously, if we
can save our taxpayers’ money——

The CramrmaN. Watching trends in drug prices, would you have
any faith or any reason to believe that the drug manufacturers
would want to negotiate with Medicare, Jjust as some of them might
have with the Veterans Administration? ‘

Mr. LauHREY. I would guess they would prefer not to negotiate.

The CHAIRMAN. Why? :

Mr. LAuGHREY. I think they want to continue their level of prof-
itability as they have in the past. :

The CHAIRMAN. Which has been relatively or extremely high?

Mr. LauGHREY. Well, that’s a postulation again on my part. I'd
say it’s reasonably high.

The CHAIRMAN. OK sir. » )

I want to thank both of you. You've been very constructive this

morning, and again, very patient. And we're going to put your full
statements in the record, and we’ll perhaps be calling on you again
for your expertise and your knowledge, and certainly your coopera-
tion. .
We have Mr. Louis Hays. Mr. Hays, we welcome you today. I
don’t know if you had to sit through all of this this morning, but
we've had a very lively discussion on prescription drug prices,
costs, value, et cetera. And we look forward to your statement.
We're going to try to limit this statement to 5 minutes, and then I
will have a few questions, not many. But we appreciate you
coming, and appreciate your statement. The full body of your state-
ment will be printed in the record.

STATEMENT OF LOUIS B. HAYS, ACTING ADMINISTRATOR OF
HCFA, DEPARTMENT OF HEALTH AND HUMAN SERVICES

Mr. Havs. Thank you very much, Mr. Chairman. I am pleased to
be here today to discuss the pricing of outpatient prescription
drugs under the Medicare Program.

At the outset, let me reiterate that our estimates of the Medicare
outpatient prescription drug program continue to show that the
program is considerably underfunded. Over the first 4 years of the
program, benefits are expected to exceed the premiums received by
nearly $800 million, and with administrative costs included, the
shortfall rises to almost $2.8 billion. I understand that the most
recent Congressional Budget Office projections are consistent now
with the administration’s projections.
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With respect to the drug pricing mechanism under the new drug
_ program, the law is very specific with regard to Medicare payments
for outpatient prescription drugs. After the annual deductible is
- met, Medicare will pay the lesser of the pharmacy’s.actual charge
_ for the drug, or an applicable payment limit minus the required co-
~insuranee amount. The payment limit depends on whether ‘the
drug is available from multiple sources, only a single source, or as
a brand name drug specified in writing by the physician. The pay-
ment limit forsmost drugs will.be average wholesale price of the
drug. While the term “‘average wholesale price”. is.suggestive of the
amount that pharmacies actually pay for.drugs, it is in fact, signifi-
cantly higher than -actual costs. The average wholesale price is
»somewhat comparable to the. manufacturer’s sticker price on a new
car.

Indeed, there have been a number of studies which indicate that
published average wholesale price for drugs overstates the actual
prices paid by as much as 10 to 20 percent, because of discounts,
special offers, or purchasing incentives. Unlike the Medicaid Pro-
gram, we have no -authority to take advantage of these discounts
under Medicare. .

You specifically asked.that I mention our decision on -the newly

- approved drug, Epoetin, otherwise known as EPO. On June 1, the
Food and Drug Administration approved Epoetin for the treatment
of anemia associated with chronic renal failure. This drug is expen-
sive, and since the Medicare Program pays the vast majority of ex-
penses for end-stage renal disease patients, we held significant dis-
cussions with the company that received FDA approval for the
drug, namely, Amgen Inc. Based on those discussions, which in-
cluded examination of detailed cost data volunteered by Amgen, we
set a reasonable price to pay kidney-dialysis facilities for the ad-
ministration of .this drug in conjunction with dialysis treatment.
The price we announced is $4,650 for each person receiving Epoe-
tin. We plan to evaluate the price in 6 months, but we believe the
price we set is reasonable for both dialysis facilities and the tax-
payer.

The Department has been concerned with the cost of the outpa-
tient prescription drug program ‘since discussions of the benefit
began over 2 years ago. In a May 1989 report to Congress we out-
lined the assumptions used in calculating the $2.8 billion deficit in
-the drug trust fund. We estimate that Medicare beneficiaries who
purchased prescriptions-in 1988 purchased an average of 21.5 pre-
scriptions in that year. By 1993, that figure will rise to 23.3 pre-
scriptions. We also estimate that the average cost for outpatient
prescription drugs will increase from $18.21 in 1988 to $24.26 by
1993. Finally, we assume an induced demand effect which could in-
crease aggregate consumption of drugs by the Medicare population
ll)gggbout 10 percent in 1991, 12 percent in 1992, and 11 percent in

We are also preparing a report to Congress on drug prices and
pharmacy charges as required by the catastrophic legislation.
Allow me to describe briefly some of the trends that we will be
mentioning in our report.®

® See appendix 3 draft report to Congress on Manufacturers’ Prices and Pharmacists’ charges.
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The producer price index measures the change over time in the
prices received in commercial transactions by manufacturers and
producers of various goods. In the case of prescription drugs, the
producer price index, or PPI, is a measure of the change in prices
charged by drug manufacturers for the drugs they sell. Between
1981 and 1986 the annual growth rate in the PPI for prescription
drugs was 10.1 percent. In 1987 and 1988 the PPI moderated some-.
what to 9.6 percent and 7.9 percent respectively. Similar trends
have been noted in the growth of the consumer price index for
drugs as well.

In concluding my statement, Mr. Chairman, I would note that
the catastrophic drug benefit represents a major expansion of the
Medicare Program, and presents us with enormous administrative
challenges. As we proceed with implementation, on schedule, we
are concerned by the projected underfunding of the drug trust fund
and the volatility of prescription drug prices in recent years. We
look forward to working with this committee, and the others in the
Congress, to help ensure that the drug program is financially
sound, and that it serves Medicare beneficiaries well. I would be
happy to answer any questions that you might have, Mr. Chair-
man.

[The prepared statement of Mr. Hays follows:]
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STATEMENT OF LOUIS B. HAYS
ACTING ADMINISTRATOR
* HEALTH CARE FINANCING ADMINISTRATION
BEFORE '
THE SPECIAL COMMITTEE ON AGING
UNITED STATES SENATE

JULY 18, 1989

Good morning. T am pleased to be here today to discuss the

pricing of outpatient prescription drugs under Medicare.

At the outset, I must reiterate, as stated in our May 1989 Report
to Congress concerning the catastrophic outpatient drug program,
that HCFA estimates of the Medicare outpatient drug program
continue to show that the program is considerably underfunded.
Over the first four years of the. program (1990 - 1993), benefit
payments are expected to -exceed premiums received by nearly $800
million. With administrative costs included, the shortfall rises
to almost $2.8 billion. I unaerstand that the most recent
Congressional Budget Office (CBO) projections are consistent with
the Administration's projections. By the end of 1992, we project
that there will be insufficient cash on hand in the Catastrophic
Drug Insurance Trust Fund to pay claims, and some benefit
payments will have to.be deferred until additional premiums come

in.

With the financial difficulty facing the drug trust fund as a
sobering reminder of our responsibility to foster the drug
program's viability, allow me to share with you an explanation of
the new drug benefit and its financing mechanism, as well as
information on the trends in prescription drug costs over the

past-several years.
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THE MEDICARE OUTPATIENT DRUG BENEFIT

The outpatient prescription drug program under Medicare is
intended to help relieve the financial burden sometimes imposed
on beneficiaries by unusually high outpatient prescription drug
b%lls. This new benefit represents a significant expansion of
Medicare. Beginning in 1990, Medicare will pay for drugs used in
immunosuppressive therapy and certain home intravenous (IV)
drugs. In 1991, the benefit will expand to includg all other
outpatient prescription drugs approved by the Food and Drug

Administration (FDA).

After a beneficiary has satisfied an annual deductible, Medicare
will pay its share of the cost of a particular drug, and the
beneficiary will be responsible for the remainder, a so-called
coinsurancé amount. With some exceptions, the coinsurance amount
is 50 percent in 1991, 40 percent in 1992, and 20 percent in 1993
and thereafter (providing the required contingency margin for the

Catastrophic Drug Insurance Trust Fund is met) .

OUTPATIENT PRESCRIPTION DRUG PRICING UNDER_MEDICARE

The law is very specific with regard to Medicare payments for
outpatient prescription drugs. After the arinual deductible is
met, Medicare will pay the lesser of the pharmacy's actual charge
for the drug, or the applicable payment limit, minus the required
coinsurance amount. The method Medicare must enmploy in
calculating payment limits is set in law. While it is a rather
detailed methodeology, allow me to briefly mention key aspects of
it to give you a flavor for the very explicit and inflexible
nature of the methodology. It is readily apparent that very
little, if any, opportunity exists within this payment framework

to encourage cost savings in the outpatient drug program.

The methodology for calculating Medicare's payment for a drug
depends on whether the drug is available from multiple sources,
only a single source, or is a brand name drug specified in

writing by the physician.
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‘For single source drugs and nmultiple source drugs with ﬁrand
names prescribed: Prior to January 1, 1992, the payment limit
is the number of units dispensed multiplied by the per unit

average price for the drug, plus an administrative allowance.
Beginning January 1, 1992, the payment limit is the lesser of
the calculation specified above or the 90th percentile of the
actual charge per unit computed on a geographic basis for the
second previous calculation period, adjusted to reflect the

number of units dispensed.

For multiple source drugs: The payment limit is the number of
units dispensed multiplied by the average price per unit plus

the administrative allowance.

To determine the average price of single source drugs, the
Secretary. is'requiredzto conduct a biannual survey of direct
sellers, wholesalers, or pharmacies as appropriate. If the sales
voluﬁe of a drug is so low that such a survey is not appropriate,
.or for other reasons, the Secretary may price the drug based only

on the published average wholesale price.

To determine the average price of multiple source drugs, the
Secretary may price the drug based on either the published

average wholesale price or the biannual survey.

Even while I have spared you many of the details and nuances of
the law, it is clea; that HCFA has little room to innovate within
this rigid payment system. Under current law, HCFA has no
authority to negotiate more competitive prices or demand the
discounts warranted by the large volume of business the Medicare
program represents. Indeed, the siatute requires us to exclude
from the price survey the discounts which pharmacies typically
receive from drug companies. Thus, the survey prices will
overstate.$c€ual pharmacy costs. Multiple source drugs make up
the lion's share of the prescription drug market, and,
essentially, Medicare will pay the average wholesale price for
these drugs. While the term "average wholesale price" is
suggestive of the amount that pharmacies actually pay for drugs,
it is sf&nificantly higher than actual costs. The average
wholesalé price is somewhat comparable to the manufacturer's

"sticker price® on a new car -- this is rarely the price actually



215

paid for the car. Indeed, there have been a number of studies
which indicate that ‘the published average wholesale price for
drugs overstates actual prices paid by as much as 10 to 20
percent because of discounts, spécial offers or purchasing

incentives.

The states have had more than 20 years of experience paying for
prescription drugs under the Medicaid program. Many states have
employed creative and cost effective methods of limiting their
drug costs without lowering the quality of care. For example,
the state of Maine pays the average wholesale price minus §
percent, while both Tennessee and_oOhio pay the average wholesale
price minus 7.5 percent. To further illustrate, South Carolina
pays the average wholesale price minus 9.5 percent, and Texas
pays the average wholesale price minus 10.5 percent. These
reductions from the average wholesale price are usually based on
surveys, conducted by states, of dispensing costs and actual

acquisition costs for pharmacies.

EPOETIN

You specifically asked that I mention our decision on the newly
approved drug epoetin. On June 1, the FDA approved epoetin for
the treatment of anemia associated with chronic renal failure.
This drug is expensive -- some countries in Europe are paxing
$9,000 to $11,000 per year per patient for this drug. Since the
Medicare program pays the vast majority of expenses for End Stage
Renal Disease (ESRD) patients, we held significant discussions
with the company that received FDA approval, AMGEN, Inc. Based
on those discussions, which included the examination of detailed
cost data volunteered by AMGEN, we set a reasonable price to pay
kidney dialysis facilities for the administratijon of this drug in
conjunction with dialysis treatment. T should note that the cost
data were easy :B evaluate because epoetin is AMGEN's first
marketable product. The price we announced is $4,650 for each
patient receiving epoetin. We must still set coverage guidelines
and payment rates outside dialysis facilities, and we plan to
evaluate the price in six months. We believe the price we set is

reasonable for both dialysis facilities and the taxpayer.



216

REPORTS TO CONGRESS

The :Department has been concerned with the projected cost of the
outpatient prescription drug program since discussions of such a
benefit began over two years ago. In a May 1989 Report to
Congress entitled, "Expenses Incurred by Medicare Beneficiaries
for Prescription Drugs", the Department outlined the assumptions
used in calculating the estimated $2.8 billion deficit in the .
drug trust fund. The Department estimates that Medicare
beneficiaries who purchased prescriptions in 1988 purchased an
average of 21.5 prescriptions in that year. By 1993,  outpatient
prescription drug users will purchase an average of 23.3
outpatient prescriptions. We also estimate that the cost per
outpatient prescription drug will increase from $18.21 in 1988 to

$24.26 by 1993.

Perhaps the most difficult element of-the program's cost to
estimate is that of induped demand. It is commonly acknowledged
in the insurance industry that the very act of coverage tends to
increase demand for the covered service. This insurance effect
is called "induced demand."™ HCFA actuaries assume an insurance
effect which would increase aggregate consumption of drugs by the
Medicare population by about 10 percent in 1991, 12 percent in
1992, and 11 percent in 1993.

The Department:is%a&su:preparing a report to Congress on.drug
manufacturers'. prices and pharmacists' charges as required by the
MCCA of 1988. Allow me to briefly describe some of the

prescription drug industry trends we mention in our report.

The Producer Price Index.(PPI): measures-the change over time in
the prices received in commercial -transactions by manufacturers
and producers of various.goods. In the case of prescription
drugs, the PPI is~aumeasure of the change in prices exacted by~
drug manufacturers for the prescription drugs they sell. Between
1981 and "1986, the annual growth rate“in the PPI for prescription
drugs was 10.1_percent. ‘ITn 1987 and 1988, the PPI increased 9.6
percent and 7.9, respectively.

The Consumer Price‘Index (CPI) is a widely used measure of
inflation in-the consumer economy. -puring the 1970's, the CPI
for prescription drugs grew very slowly, .much more 'slowly than

the CPI for all items. During the 1980's, however, the CPI for
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prescription drugs grew very rapidly, far outpacing the growth in
the CPI for all items. For example, between 1981 and 1986, the
average annual growth rate in the CPI for prescription drugs was
10.2 percent, while the éverage annual percent change in the CPI
for all items was 4.2 percent. This trend moderated slightly in
1987 and 1988, with the CPI for prescription drugs increasing by
8.0 percent and 7.8 percent, respectively, in those years. The
CPI for drugs has kept pace with the PPT rather cons@stently --
essentially, pharmacists have not increased their prices more
than what was necessary to keep pace with their increasing costs

of purchasing drugs.

In light of the finanéial difficulty facing the drug trust fund,
we are looking with a cautious eye at the very rapid growth in
-the CPI and PPI for prescription drugs since 1981. We are also’
aware that, since 1980, the CPI for prescription drugs has risen
more rapidly than any other component sf the CPI for medical
items —-.including physician services. Clearly, the drug benefit

has the potential to be a volatile program.

I should point out at this time that the implementation schedule
for the drug benefit is extremely tight. Implementation on
January 1, 1991 will require the timely execution of a number of
critical tasks both inside and outside the Department, most
important of which is the procurement of the drug bill
processors. The full cooperation of ali parties will be required
in order to accomplish what is, by any measure, a very complex
procurement. There is virtually no tolerance in this schedule.
Any delay in this process will make implementation within the

legislatively required timeframe extremely difficult to achieve.

CONCLUSION

In concluding my statement, I would note that the catastrophic
outpatient prescription drug benefit represents a major expansion
of the Medicare program, and is laden with enormous
administrative challenges. As we forge ahead with
implementation, on schedule, we are concerned by the projected
underfunding of the drug trust fund and the volatility of
prescription drug prices in recent Years. We look forward to
working with this Committee and others to help ensure that the
drug program is financially sound and that it serves Medicare

benpeficiaries well.
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The CuairMAN. Mr. Hays, you started off and ended your state-
ment talking about the underfunding of the Medicare prescription
drug program.

Mr. Hays. Yes, sir. ’

The CHAIRMAN. Wouldn’t we have more funds in that program if
we got a better deal for the recipients of those programs? For ex-
ample, like the VA; they get a pretty good deal for those veterans.

Mr. Hays. The statufory requirements for drug pricing for the
Medicare Program under catastrophic are very specific, and some
would argue, quite generous.

The CHAIRMAN. Generous?

Mr. Hays. Generous in the resulting price that Medicare will be
required to pay for prescription drugs.

The CHAIRMAN. Who is the beneficiary of that generosity? Is it
the consumer, the taxpayer, the Medicare beneficiary, or the phar-
maceutical manufacturers?

Mr. Havs. Most directly, the retail drug store which is filling the
prescription and is the recipient of the amount that Medicare will
pay, along with the co-insurance that the beneficiary will pay. -Indi-
rectly, I would assume the pharmaceutical industry in general. But
the price that Medicare pays is the price that goes directly to the
retail pharmacy that is dispensing the prescription for the benefici-

ary.

The CHAIRMAN. ‘You know, I'm on the Finance Committee. I'm
wearing two hats today. And I remember the debate on catastroph-
ic—maybe I was absent that day—but-it’s beyond me how we al-
lowed, or did not put into the catastrophic insurance legislation an
incentive.or inducement for Medicare to ‘get the best price. How'd
we forget -that? What happened to -us? Where were you? Why
.didn’t you tell us that we were doing wrong? Everyone else has told
us what we did wrong.

[Laughter.]

Mr. Hays. Well, I was not.privy to those discussions.

The CuammaN. You could have slipped a note under the door.

Mr. Hays. Certainly, I believe that those issues were brought to

- {hf' attention of the various parties who were considering the legis-
ation.

The CHAIRMAN. You've had some negotiations with the drug
manufacturer, Amgen, who'’s. here today. By the way, the only
manufacturer who showed up. We’re proud of Amgen.

Now, you did some negotiations, I believe, with: this company, is
that correct?

Mr. Havs. We spent the better part of a year in discussions with
Amgen over their newly approved, product EPO.

The CHaIRMAN. Now, I don’t know if you negotiated a good price
for t‘:’he Medicare beneficiaries or-a bad price. What do you main-
tain?

Mr. Hays. We-feel that.the price that we have established for the
drug is a fair price, both for the Medicare program and for the fa-
cilities who will be providing the drug to Medicare patients.

. The CHaRMAN. Now this is a question that’s going to show my
ignorance of this field. Why could you negotiate with Amgen on
this particular drug and not negotiate on other drugs that we pur-
chase through Medicare?
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Mr. Havs. There are a couple of reasons, Mr. Chairman. The
pricing mechanism that we have been talking about principally up
until this point has to do with the benefit that becomes effective on
January 1, 1991, the full outpatient prescription drug benefit. We
do not, as you know, today, under Medicare pay for outpatient pre-
scription drugs. The particular drug in question, involving Amgen,
is a somewhat unique situation. It is covered under Medicare be-
cause of the way in which it is administered in renal dialysis facili-
ties for patients that are receiving kidney dialysis. And we are
paying for it as an adjunct to the end-stage renal disease program -
in a somewhat unique fashion: And it is because we are paying for
it through the end-stage renal disease program that we were able
to pay for it.

If we had paid for it under the regular Medicare Program follow-
ing the usual reasonable charge methodology, we would undoubted-
ly have ended up paying substantially more for this drug.

The CrairmaN. Mr. Hays, I thank you. '

" Now, Mr. Hays, just one or two more questions. What would you
think of the Veterans Administration being appointed? They seem
to have gotten a good deal for the veterans. What about the Veter-
ans Administration being appointed to do all the buying for Medi-
care prescription drugs? What'’s wrong with that?

Mr. Havs. Well, Mr. Chairman, I think that the threshold ques-
tion is whether there are so many differences between the Veter-
ans Administration’s system and the Medicare Program that they
would preclude our taking advantage of the Veterans Administra-
tion program. The significant difference, of course, is the fact that
the Veterans Administration is in the position of actually provid-
ing drugs directly to their beneficiaries, the veterans. It's quite a
different situation, I believe, from the Medicare Program where we
are dealing with 33 million beneficiaries who will be obtaining
their prescriptions through the existing network of 55,000 or 60,000
retail pharmacies around the country. And I guess I would submit -
that it is one thing for the Veterans Administration, which is in
effect a provider of drugs to go through their process, and another
thing for the Medicare Program which is primarily a financing
mechanism as opposed to a delivery mechanism to do the same.

Be that as it may, I think that it is certainly worth looking at. It
may be worthwhile pursuing a demonstration project, or something
of that sort. But I would point out that current law does not give
us that authority. :

The CHAIRMAN. Well, the law could be changed, if it would be a
constructive change. And that’s again what the Aging Committee
is looking at. But we are going to do something, as I told Mr. Mos-
singhoff, and I hope he didn’t consider this a threat. It was not a
threat, it was just a fact that we're going to do something. This in-
stitution, this Congress is going to do something. We're going to do
something about Catastrophic. I don’t know what, but we’re going
to do something. I wish I knew. And we're going to do something
about the escalating costs of drugs. I mean, this institution is going
to react to that. And I hope that we don’t overreact, I hope we act
in the right way.



220

I'm all supportive of some of the things that the pharmaceutical
manufacturers -have done. I'm very critical of others. And I've
stated those criticisms today.

Mr. Hays. We certainly wish you well and we would be pleased
to cooperate with your staff—

The CHAIRMAN. I'm also believing that we. can get a better price,
Mr. Hays, for those prescription drugs we are today buying for the
Medicare beneficiaries. We can do it. And I thank you very, very
much for coming.

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

The CHairRMAN. Now, I - have a final witness this morning. That is
George Rathmann, chairman of the board, Amgen Inc., Thousand
Oaks, CA. _

Mr. Rathmann, you have been a patient man. You have sat here
for hours listening to all of this. I don’t know if you heard anything
new. I heard some things that I certainly didn’t know before.
During the process of preparing for this hearing, I learned a lot,
and I hope that we can put these suggestions to constructive use.
We look forward to your statement.

STATEMENT OF GEORGE B. RATHMANN, CHAIRMAN OF THE
BOARD, AMGEN INC., THOUSAND OAKS, CA

Mr. RaTaMANN. Thank you. The statement that’s been submitted
also includes a Business Week survey on research and development
funding in which Amgen ranks first in terms of dollars spent per
employee and as a percent of sales. :

The CHAIRMAN. We laud you for being the only manufacturer
that we invited who came. You came all the way from California
and we are very indebted.

Mr. RataMAaNN. Well, I think I can explain that, and it’s a credit
to the industry as well as us that we’re here.

We are the newest biopharmaceutical company. Our first product
went on the market, just a month ago. The biopharmaceutical in-
dustry only has two companies that presently market products, and
we're the second. The industry is very promising; it could continue
to expand the pharmaceutical advantage the United States has. As
of now, there are only two biopharmaceutical companies based on
advanced biotechnology, specifically genetic engineering to make
new rationally designed drugs. ,

Now there are really two reasons why we're here. And one is
that we really feel we have a role in helping the public and the
Congress to understand this industry. And, as a matter of fact,
helping the Pharmaceutical Manufacturers Association, of which
we are research affiliates, explain this industry to the Congress
and to the public. In a moment I'll explain-why. The second reason
is that we have held discussions with the Health Care Financing
Administration for over a year, and in many respects that’s an ex-
perience that has not occurred before. There are also some specific
reasons for this and we must be careful not to generalize, obvious-
ly, and we’ll help to share what we know about that relationship
with you.

First I'd like to address why we can help in this process. First of
all, we have only one product. The investments that have been
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made in our company are public documents. They’re all available.
Our sales curves will relate to this one product until our second
product is introduced, hopefully some time next year. So. that all
the information is tied together in a pretty neat package, and can
be interpreted from public data. There is no confidentiality issue.
The only issue we might have is-someone trying to ask us what
~we're apt:to see in sales 2 or 8 years out. That’s difficult for us to
= do,-but other-than that our information is totally available and
there’s no reason not to help you interpret that information in the
best possible way. And it does give insights into the nature of the
process of creating a new pharmaceutical drug.

By the way, ours is a 1-A drug, a drug of significant therapeutic
value. Our next one will probably also be the same. It’s one of
those drugs that represents a new molecular entity of great impor-
tant therapeutic gain, recognized by the FDA.

The CHAIRMAN. Now, how many of those drugs came on the
market last year?

- Mr. RATHMANN. On the average each year there are between two
and three of such drugs. ,

The CHAIRMAN. Of course, this is a very, very important break- .
through, is this correct?

Mr. RaTHMANN: We're eareful about that word, but yes, it is.

The CHAIRMAN: You hope that it is, all right?

Mr. RatHmMAaNN. OK.

Now, if we turn to the. discussions that we had with the-Health
Care Financing Administration, we elected-over-a year ago to have
-those discussions because we felt there was.a lot. of information we
needed, and were prepared to share. But there was also a very spe-
cial circumstance because of the end-stage renal .disease program.
This particular deug, which will eliminate 300,000 transfusions per
year, is tied primarily to that end-stage renal disease population.

As a result of that, it was clear that there had to be some under-
standing of the price tag for this drug. So we provided the back-
ground information I just disclosed about investmrents, what the
cost of those investments were, how long-they’d been going on, that
our company has been in business for 9 years, and this is our first
product. So the investment is extreme. In fact, for that drug, if we
allocate a portion of our investment, even. a reasonable portion, it
comes out to be substantially higher than the $100 million that has
been used here today. But it is a breakthrough drug.

Now, there are a number of questions that have been raised
.about what kinds of discussions we had with the Health Care Fi-
nancing Administration. It was truly .discussion: We presented a.lot
of information. They told .us seme of their concerns, some of their
ways of measuring. They requested a lot of additional information;
about what cost savings would be associated with Eposen. What

- would be the benefits to the quality of care in this country. We did
a thorough analysis over that year and provided them with the in-
formation done both by our own surveys, and other firms. So they
had a measure of just how valuable this product was:going to be.
They had an opportunity to see tapes of people that were on the
drug, physicians, leading world figures who could acknowledge the
importance of this drug, as well as looking at the cost effectiveness
data. And the Medicare people also felt that all cost information

31-352 0 - 90 - 8
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was important, even if it didn’t directly impact the Medicare
budget itself. And that was quite helpful.

The CHaIrRMAN. Could I ask you a question?

Mr. RATHMANN. Sure, go right ahead.

The CHAIRMAN. You negotiated with HCFA and you found those
to be constructive, I guess.

Mr. RATHMANN. Yes, we——

The CHAIRMAN. Ultimately— -

Mr. RaTHMANN. We avoided the word, negotiation. We felt that
it was more appropriate to have information exchanged.

The CHAIRMAN. All right. .

Have you ever had any discussions with the Veterans Adminis-
tration?

Mr. RATHMANN. In answer—if you'd let me pose-the question a
little differently. How will our product be priced? It will have one
price. We don’t have any plan for the foreseeable future to have a
differential pricing strategy. Now, it may be brought about by a
competitive situation, and then we have to address that. But at the
present time we have one price and that’s the price. And that’s
why I say there wasn’t exactly negotiation. We elected to establish
our price before HCFA established their reimbursal. But we had a
measure of how they were going to evaluate the cost effectiveness
of this drug.

The CHAIRMAN. I know absolutely nothing about all this, and I
would admit it. But I would like to ask you a question because
you’ve been in this community for awhile, and hopefully this drug
is going to be a success and improve the quality of life of hopefully
thousands, millions of Americans, or people worldwide.

Were you surprised at any of the charts that you've seen today,
for example about the variation of international prices, or this one
showing when the patent expires on a brand name it keeps going
up even after the generics have hit the market? Did any of this
surprise you, or is this something that’s pretty well known every-
where? :

Mr. RataMaNN. The information that’s least well known to our
company is really with respect to the pharmacists. We have not
been that acquainted with that part of the market. A lot of the
other information has been examined by people in the company
and we are aware of it. As a matter of fact—and some of these
points were revealed to us in these discussions with HCFA. That
was a great educational period. One of the issues that came up was
international pricing. We provided all the data available and, in
fact, the domestic pricing differential with the international price
is much more favorable to the United States, in our case, than it is
on those charts.

The CHAIRMAN. I sort of took on the pharmaceutical manufactur-
ers’ Mr. Mossinghoff a little bit, because of the so-called tax breaks.
I voted for all those. So I can’t charge those against him.

Mr. RATHMANN. Would you like to know our number?

The CHAIRMAN. I voted for all those because I thought it would
help in finding cures for some of the major diseases, illnesses that
we have. And I have no apologies about it. I don’t like, though,
people saying, or not giving the taxpayer, or the tax code any
credit for what we intended for them to do in the beginning. And
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that’s where I have a little difference with my friend, Mr. Mos-
singhoff.

But I bet with you, now I'm not being critical, it’s not critical,
‘but with you, you probably helped develop this drug because of the
tax breaks; or the subsidies?

Mr. RatHMANN. I hate to disappoint you. In fact; we have not re-
ceived any tax benefit from the R&D credit. Remember, we're
losing- money right up to right now, or just about breaking even.
Tax benefits help the people that make money. They don’t help
that much until a company gets into a profitable position. I think
we have a credit of about $3.8 million that someday we’ll be able to
use as our profits reach that. point. So the tax implications were
not a factor in our thinking. And unfortunately, we're not an ex-
ception here. We are an exception in some cases. We have to watch
that. But in the case of tax credits they’re not as helpful to a start-
up company. Remember, we started 9 years ago, and .we have no
significant profits during that entire. time.

The CHaiRMAN. They're more helpful to the established compa-
nies?

Mr. RATHMANN. Well, let’s not be negative. I think it’'s an en-
couragement to an established company to invest-in R&D and grow
their R&D. So it’s a positive incentive for a good thing. It just
doesn’t happen to help with startup. ]

The CuairMAN. Did you have any other comments there, Mr.
Rathmann? ’

Mr. RATHMANN. I was going to address some -of . the questions
that had come up, and that was all.

For example, a question that was raised, why don’t -normal
-market forces operate? I think one of the things that has to be kept
.in mind besides all the.other factors that were. raised in that dis-
cussion, is with a- product like Epogen, the breakthraugh products,
if you want to call them that, there is no alternative therapy.
There is a crushing need for this product, and there’s no way of
‘measuring cost or price directly by. saying I'm going to substitute
this product for another product. H’s~very difficult to make a pric-
ing decision when the only alternative therapy is a much less satis-
factory transfusion of blood at a very high level. And, in fact, even
transfusions don’t restore the patient to the same state of health.

Another question that came up, I thought I'd comment on, was
foreign competition. In contrast to the picture you saw, where a
‘very, very small penetration is from foreign companies, ‘the bic-
technology industry in this country is threatened by very severe
foreign competition. And the reason for that is the maturation of
our competitors overseas, and this is a new industry. New things
give an opportunity for changing market shares, and foreign com-
petition could very drastically change its market share in this
country, and is targeting to do so.-And as of now, foreign competi-
tion lurks just beyond our borders. Very, very shortly we could
have competition for this product, because it. has been difficult for
us to assert our patent position. And that’s a serious problem. And
that ties into patents as well.

[The prepared statement of Mr. Rathmann follows:]
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Mr. Chairman and Members of the Committee:

I am George Rathmann, Chairman of the Board of Amgen
Inc., a biotechnology company located in Thousand Oaks,
California. I am here today to share with you the very limited
experience in drug pricing of perhaps the newest research-
"intensive manufacturer of prescription drugs. Amgen has one
FDA-approved product which it has been marketing for only about
six weeks.

Since its founding in 1980, Amgen has been dedicated
to the development of human pharmaceuticals using advances in
recombinant DNA technology and molecular biology. On June 1,
1989, Amgen was granted a license by the Food and Drug Adminis-
tration to manufacture and market its first pharmaceutical
product, EPOGEN® (Epoetin alfa), recombinant human erythro-
poietin. On June 2, we began shipping EPOGEN®.

In healthy adults, erythropoietin is produced in the
kidney in response to changes in oxygen availability in the
bloodstream. Erythropoietin travels to the bone marrow, where
it stimulates cells in the marrow to mature into red blood
cells which are released into the bloodstream. Red blood cells
carry oxygen to, and carbon dioxide from, tissues and organs
throughout the body.

Since the kidney is the principal site of erythropoie-
tin production in adults, renal insufficiency almost always
results in anemia, or a shortage of oxygen-carrying red blood
cells. of the 108,000 - Americans receiving maintenance
dialysis, more than 75% are anemic and an estimated 25% are so
severely anemic that they require blood transfusions to survive.

First cloned and developed by Amgen scientists,
EPOGEN® has the same amino acid sequence and biological effects
as natural - erythropoietin. The first clinical trials of
EPOGEN® were begun by Amgen in 1985. In the multicenter
" clinical trials that followed, EPOGEN® proved effective in
correcting anemia in over 95% of the patients treated, and it
virtually eliminated the need for blood transfusions. EPOGEN®
therapy significantly increased patients® quality of 1life,
including their energy and activity 1levels and capacity to
exercise. It enabled some patients to return to work. The
product was generally well-tolerated without serious adverse
effects. '

Through the end-stage renal disease program, Medicare
covers most of the costs of health care provided to patients on
dialysis. Medicare therefore will be the principal payer for
EPOGEN® for patients on dialysis. While payment for EPOGEN®
will have an impact on the Medicare budget, this budget will
realize significant offsetting economic benefits. In
particular, the cost of blood transfusions and androgenic
steroids, and the side effects and risks of these therapies
(including AIDS and hepatitis), should be virtually eliminated,
with significant savings to the Medicare program.
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In addition, the number of successful kidney trans-
plants should increase. Patients who receive transfusions are
at risk of developing antibodies which increase the incidence
of kidney transplant rejection. Patients who will never have
to receive a transfusion, because .of EPOGEN®, will not develop
these antibodies. Therefore, we expect that more patients will
be eligible for transplantation. Furthermore, preliminary
reports indicate that the antibody 1levels of previously
transfused patients may decline over time as they no longer
receive transfusions.

Additional areas of savings to the government are more
difficult to quantify at this ‘time, but early evidence suggests
that, if their anemia is prevented, fewer patients will become
unemployed when they begin dialysis. As many as 25% of
patients on dialysis .report that they cannot work because of
fatigue, tiredness and lack of energy -- all of which are
symptoms of anemia, which EPOGEN® corrects. At one center
participating in the Amgen clinical trials, 16% of patients
were reported to have returned to work after EPOGEN® therapy
corrected their anemia. When a patient works, not only does
the government collect increased tax -revenue, but in many
cases, disability payments are eliminated. '

In 1985, Amgen licensed U.S. EPOGEN® marketing rights
to all indications except dialysis to Ortho Pharmaceuticals, a
subsidiary of Johnson & Johnson. The status of Ortho's U.S.
marketing rights, if any, is the subject of a current
arbitration proceeding. Rights to market EPOGEN® in foreign
countries have also been licensed to other companies.

Recognizing that approximately 90% of the patients in
Amgen's retained market (j.e., patients with end-stage renal
-disease on dialysis) are Medicare beneficiaries, - Amgen
approached the Health Care Financing Administration (HCFA) in
June 1988, to discuss coverage and reimbursement issues. Over
the course of the last year, Amgen and HCFA met frequently,
reviewed available data, and prepared- numerous analyses of the
clinical benefits and potential economic impact of EPOGEN®
therapy. :

On June 22, 1989, HCFA announced that, for at least
the next six months, Medicare will pay dialysis facilities an
additional $40 per dialysis session when EPOGEN® is adminis-
tered. -Prior to that announcement, in conjuction with FDA's
approval of EPOGEN®, Amgen announced its price, $10 per 1,000
units. (In our clinical.trials, most patients received between
2,000 and 8,000 ‘units, three times per week, depending on the
-patient‘s.- weight and other factors.)

. Amgen understands the Committee's interest in drug
pricing issues. In pricing EPOGEN®, Amgen considered its
h}ston(.:al investment in EPOGEN® tasearch and ..development
(including the cost of capital touifund:rthose efforts), its
expected. future expenditures, and the mpecial characteristics
of the dialysis marketplace. The Rprice:Amgen set is well below
;he aurre.nt average woridwide price -for erythropoietin, which
1s approximately $14 per 1,000 units.

Reports in the media have suggested that Amgen intends
to reap unreasonable profits from the sale of EPOGEN®, at the
expense of the American taxpayer. In particular, one source
has alleged that it costs Amgen $140 to manufacture a patient-
year's supply of the dzug, with the further inference that this
‘15 Amgen's total cost... This is grossly inaccurate.

L It is important to understand that the costs of
bringing EPOGEN® to patients include not only the costs of.bulk
m::mugactutlng, l?ut also the costs of other manufacturing steps,
vxalgng! - packaging, product. liability insurance, distribution
contznu—xng-tes_earch and .dewelopment- to improve the product, ant']
pgrhaps most importantly,. the enormous investment.nnecessary to
dlsgoyer EPOGEN®, test it,.. and bring .it to market. In
add}txon,- because EPOGEN® is. a completely new therapeutic
ent}ty, {\mgen must provide extensive medical .education and
medu;a} information support for the product .in order that
physxczang, nurses, and other health care professionals are
_Properly informed about its use.




226

The cost of bringing EPOGEN® to market must also
include the cost of the corporate infrastructure required to

support the effort. Such costs include human resources,
accounting, sales and marketing, and administration functions,
as well -as general overhead costs. Furthermore, Amgen

estimates that next year its combined federal and state tax
rate will be approximately 40%.

I would like to emphasize the need to include in the
price of a new drug product. a reasonable return to the
manufacturers' investors. Over the course of its eight-year
operating history, Amgen has spent approximately $338 million,
primarily on research and development, including capital
improvements. In fact, according to a Business Week survey of
companies in the United States, Amgen ranks first in R&D
dollars spent as a percent of sales (89.5%), as well as in R&D
dollars spent per employee ($112,269). Business Week reported
that Amgen invested more in research and development than any
of its competitors: 729% more in 1988, and an average of 448%
more over the past five years. Mr. Chairman, I would like the
article from this special issue on "Innovation in America® to
be included in the record as part of my testimony.

This significant investment in R&D has led to the
development of two of the most promisin biotechnology
products, EPOGEN® and NEUPOGENTM | (NEUPOGENTM , recombinant
granulocyte-colony stimulating factor, is in Phase III clinical
trials. NEUPOGENTM stimulates the production of the white
blood cells that fight bacterial infections, and appears
promising in its application” to patients with extremely low
white blood cell counts brought on by chemotherapy.)

Typically, in the hopes of identifying the handful of
products that will Dbe therapeutically valuable, a company must
proceed with research and development for many products, only a
few of which become commercially successful. Furthermore, it
is necessary to incur the costs of developing basic technology
which is essential to the development of therapeutic products.
Therefore, the cost to develop a product such as EPOGEN®
necessarily includes the cost of basic technology as well as
the cost of RS&D on products which have not proven to be
successful. The true cost of developing EPOGEN® has been more
than half of the company's total expenditure of $338 million.

Approximately $185 million of the money to fund these
extraordinary research and development efforts has been in the
form of equity capital, much of which was invested at signifi-
cant risk by investors who believed in the quality of the
company's science and its management. Today the United States
enjoys a clear lead in biotechnology. We are ahead of Europe
and Japan in the research and development of new products from
biotechnology. We have achieved this lead through the support
of private capital. Unlike our foreign competitors, many of
whom are supported by direct government subsidy, the U.S.
biotechnology industry has been financed almost exclusively by
private capital. We are proud of our progress and ask for no
subsidy from the government in any form. At the same time, in
order to maintain our industry's lead, it is imperative that
those who have invested in our industry be able to achieve a
return on that investment.

Unless Amgen achieves from EPOGEN® an adequate rate of
return on these investments, it is unclear that Amgen, or other
innovative biotechnology companies, will be able to access the
capital markets to fund biotechnology research and development
in the future. Without an adequate rate of return, investors
will not continue to invest in this promising but risky area of
new technology. I want to emphasize that, at this time in the
history of biotechnology, investor anxiety is extremely high.
Amgen's success or failure with EPOGEN® will be extraordinarily
important in investor thinking.
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Some of the risks -wassociated with investing in
biotechnology companies thave to do with .significant -delays in
achieving appropriate patent protectian, -with -the potential
loss to ‘foreign countries of much of the.intellectual property
developed by _our industry. We expect,+ for wexample, that
EPOGEN® might have to- compete very soon.with a Japanese-made
product, despite our =-assertions in. court and before the
International Teade Commission that the Japanese company is
violating our patent.

As I mentioned earlier, EPOGEN® is Amgen's only human
pharmaceutical approved for sale. Apart from a small line of
biologicals for the basic science research market, the company
has no other products to sustain it as it continues efforts to
develop other "breakthrough” products. At the same time, since
EPOGEN® is Amgen's only product, the degree of profitability
from EPOGEN® will be readily. apparent to Medicare, to the
Congress, to all observers, from the company's audited finan-
cial statements filed periodically with the Securities and
Exchange Commission.

Taking into account these factors, Amgen has made
every effort to balance its responsibilities to patients and
society with its-responsibilities. to employees and stockholders
in pricing its first product. We believe that we are selling
EPOGENR® .at a reasonable price, 30% below the price set by our
licensee abroad.

In summary, the experience of Amgen in pricing its
first pharmaceutical product: has been uniquely affected by
characteristics of the company and of its retained market. Of
paramount importance.in establishing a price for this product
has been the company's need to survive. Returning reasonable
value to its investors is an essential element of that survival.

i
Amgen also has taken seriously its obligation to
insure that patients who .need EPOGEN® will receive it as soon
- as possible. Discussions with HCFA centered on that goal, and
on the government’'s obligation to conserve Medicare trust
funds. HCFA, like the FDA, -gave recombinant erythropoietin
high priority and acted rapidly and responsibly in making it
possible for patients to receive this valuable therapeutic.

Amgen would have preferred a reimbursement methodology
which created more incentives to provide adequate amounts of
EPOGEN® to anemic patients, but we are pleased with the rela-
“tionships we - have developed at HCFA. We are hopeful that
information gathered over the next six months will suggest ways
to fine tune the methodology as required to improve patient
access.

I appreciate -the opportunity to discuss these
important issues with this Committee. I would be happy to
answer any questions you may have.
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The CHAIRMAN. Mr. Rathmann, your Senator, Senator Wilson, is
very sorry he could not be here with his constituent this afternoon.
He wanted me to ask you this question. .

Given your company’s experience in discussing reimbursement
levels for its drug, Epogen, with the Health Care Financing Admin-
istration, do you expect to have similar discussions in the future
with respect to other products now in your research and develop-
ment pipeline? Is this going to happen in the future?

Mr. RataMANN. Well, I suspect that we will have similar discus-
sions on occasion. But certainly, this is a unique product for which
this was really called for as a very important and necessary thing
to anticipate. Where the Medicare participation would be a much
less significant portion of how the drug would be financed, we prob-
ably wouldn’t do it. And as I'understand it, if they were obligated
* to have as extensive discussion for every product that’s introduced,
I think-they’d probably have to be staffed many, many times great-
er than they are. So, I suspect it’s not practical. I think it should be
examined for every one, but I wouldn’t want to say that we would
do it every time.

The CHAIRMAN. Also, Senator Wilson wanted you to state in the
record some of the important therapeutics- developed by biotechnol-
ogy and what they have been to date, and I don’t know if you want
to do that now. :

Mr. RATHMANN. I can send you that information on other biotech
drugs. There have been half a dozen, and they’re all very impor-
tant. This is probably one of the most important. .

[Subsequent to the hearing, the following information was re-
ceived for the record:] ‘

Mr. Chairman, to date the American biotechnology industry has introduced nine
products. These products have all made positive contributions to the healthcare of
people not only in the U.S. but around the world. Those products, their introduction
date, and their uses are as follows: Humulin, October 28, 1982, injectible insulin;
Protropin, October 12, 1985, hypopituitary dwarfism; Intron A and Roferon A, June
4, 1986 hairy cell leukemia, Orthoclone OKTS, June 19, 1986, allograft rejection, Re-
combivax l?é, July 23, 1986, hepatitis B vaccine, Humatrope, March 8, 1987 hypopi-

tuitary dwarfism, Activase, November 13, 1987, thrombolysis, and EPOGEN®, June
1, 1989, chronic renal failure. :

The CHAIRMAN. Well, finally, I'll end this hearing, almost as I
started off by asking one of our first witnesses, what’s the role of
the Government in all of this? Some people say hands off, free en-
terprise, let the market place decide. What should we do? What do
you think this committee should do? We're trying to be responsive
to the elderly population and to all the population of the country.
What should we do in this committee, what should we do in the
Congx"ig?ss and the Government about some of these issues we've dis-
cussed? :

Mr. RataMaNN. Well, obviously, you're attempting to under-
stand, and that’s the first step. And I think we all should work
with you to help you understand as much as we know. And none of
us understand it all. It’s a matter of helping each other. _

I think we all recognize that the burden of the health care of our
_population is a very significant part of our gross national product
‘and the Government is a very significant player. I think it is im-
portant, however, not to ignore quality. And one of the most diffi-
cult issues is to factor in correctly the quality requirement along
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with some other easier measurement which is cost: I sense that
from this group— -

The CHAIRMAN. By the way, Senator Warner kept emphasizing
quality this morning. I'd like to emphasize quality, and I certainly
agree with you.

Mr. RATHMANN. Well, we're with you. If you can help, we will.

The CHAIRMAN. Well, we just don’t know quite where to go now,
but I'll tell you we’re going somewhere, and before long we’re going
to have another hearing. I hope that you can talk to some of your
colleagues who are in the pharmaceutical business, some of the
manufacturers to convince them that we don’t have horns, that
we’re looking for answers, that we hope that they will participate
with us in some of these future discussions.

Mr. Rathmann, we thank you very much and we thank all of you
very, very much today as our witnesses.

- This committee is adjourned.

[Whereupon, at 1:21 p.m., the committee was adjourned, to recon-

vene at the call of the Chair.)



SKYROCKETING PRESCRIPTION DRUG PRICES:
TURNING A BAD DEAL INTO A FAIR DEAL

THURSDAY, NOVEMBER 16, 1989

U.S. SENATE,
SpeciAL COMMITTEE ON AGING,
Washington, DC.

The committee met, pursuant to notice, at 9:30 a.m., in room 628,
Dirksen Senate Office Building, Hon. David Pryor (chairman of the
committee) presiding.

Present: Senators Pryor, Heinz, Bradley, Cohen, Pressler, Wilson,
Reid, Warner, and Kohl.

- Staff present: Portia Porter Mittelman; staff director; Christo-
pher C. Jennings, deputy staff director; Jeffrey R. Lewis, minority
staff director; David Schulke, chief of oversight; Jennifer McCar-
thy, professional staff; and Thorne Sparkman, research associate.

OPENING STATEMENT BY SENATOR DAVID PRYOR

The CHAIRMAN. Good morning, ladies and gentlemen. We are as-
sembled here today to continue this committee’s examination of
the prescription drug crisis which began-with..our first hearing on
July 18 of this year.

There is no question that we face a growing crisis in the United
States due to rising prescriptiom drug prices. We are about to strike
the-new Medicare drug benefit from the catastrophic health insur-
ance legislation because of rising drug costs. We are doing this at
the very .time when drug costs represent the highest out-of-pocket
health care cost for three out of every four Americans.

It is not just elder Americans who are suffering. State Medicaid
programs that serve the poorest Americans have struggled through
this decade by chopping and chiseling at their drug coverage. The
States have raised copayments, cut benefits, imposed coverage re-
strictions, held down pharmacy reimbursements—in fact, they
have done everything but get the drug manufacturers to stop rais-
ing their prices at a rate which is three times faster than inflation.

Medicaid drug spending is now over $3.3 billion a year, even
more than we spend on doctors in that program. I am going to
insert a letter for the record from California State Assemblymen
Philip Isenberg and William Baker on what the State of California
has attempted to do to respond to the spiraling cost of drugs in
their Medicaid program.

[The letter follows:]

(231)
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CAUROPNIA LEGISLTURS, 6147 CRITIOL, BACRAMENTD, CA S3814 16 &51611

ovember: 14, 1989

Senatox David Pryor, Chairman

U.S. Senate Special Committee on Aging
Room G3i, Dirksen Buildin

washington, D.C. 20810

Deir Sanator Pryor:

We are pleased indeed that your committee is holding a special
henring on the price of drugs purchased by state Medicaid
programs.

Wo believe that the federal governmment and the various states
can #ave millions of dollars every year by negotiating the
prics of drugs purchased for indigent health care, and we are
trezing to do just that in California.

Catifernia's Medi~Cal program buys $134 million annually worth
of d:rugs on its formulary that are mads by only one
pharmaceutical manufactor. Medi-Cal pays list price for 222
such “single source® drugs. It receives no discount or
relate .

But mcst other majoxr health programs, such as the Veteren‘'s-
Adiinistcratiorn, negotiate prices 20 to 80 percent less than
Moii-Cal pays foz the same products.

Soine examples:

LOWEST MEDI-CAL

DRIG use PRICE PRICE

Lo-Overal Birth control pill §-1.75 $14.53
Tolectin Anti-arthritic 9.30 37.68
Lopressor Heart drug 11.90  36.40
Naprosyn Anti—a.rtbrit:xc 34.00 73.56
Taganent Anti-ulcer 27.60 54.90
Trandate Heart drugq 20.50 37.34

We estimate that the federal govermment and the state of
Catifornia could save at least $40 million if the price was
nejotiated i{n return for being listed on the state's

formulary.

There is a substantial financial bensfit to drug companies
when one of thelr products is listed on the formulary. It
means that doctors may prescribe these drugs without prior
approval. Sales of the drug increase dramatically through

Medi-Cal use, and physicjans who become familiar with the drug
through Kedi-Cal prescriptions tend to prescribe the same drug-
to their private-pay patients.

aAssemblyman Bill Baker (R-Danville) introduced Assembly 3111
2128 earlier this year to authorsize .the California Department
of Health Services to negotiate rebates from manufactn.rers of
-single source drugs.
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Uncler AB 2148, such drugs could not remain on the forwulary
unlesg the manufacturer agreed to pay a rebate within a 90-day
negotiation period. Among the factors to be considered by the
state's rebate negotiators was the price paid by other large
volume purchasers. They algo would have been required to
consider the health needs of Medi-Cal beneficiaries.

Incredibly, - the drug manufacturers’' main argument against AR
2148 went like this:

One, . they said, such a precedent in California could spread to
other state Medicaid programs, Medicare and cther
insurance-type health programs. Two, widespread use of such
rebates would have a major impact on drug pricing.

Therefore, the drug manufacturers said, they would not agres
to pay rebates in order to keep a drug on the Medi-Cal
formulary.

The menufacturers also said there would be conflicts with
state and federal anti-trust laws if AB 2148 was enacted.

AB 2148 failed in its first committee. Under heavy pressure
from the drug companies, it mustered only 4 votes.

Later, hssemblyman Phil Isenberg (D-Sac to) and Baker put
a provigion into an unrelated bill that would allow the
Department of Health Services to use emergency regulations to
pull a drug off the formnlary, effectively giving the .
department the hammer it needs to negotiate drug rebates. It
remains to be seen if the department can use this authority.

Certainly, we urge the department to use this power to
negotiate single source drug prices.

We believe the drug manufacturers' argument that California
can lead the nation into dramatie taxpayer savings on publicly
purchased phax icals.

P

Thank you for offering us this opportunity to comment for the
record.

Si.ncerely;

\ilioan P Coaker—

ASSEMBLYMAN BILL BAXER
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The CHAIRMAN. I would like to quote from the letter, which is
dated November 14, 1989. “We believe that the Federal Govern-
ment and the various States can save millions of dollars every year
by negotiating the price of drugs purchased for indigent health
care, and we are trying to do that in the State of California.”

The letter goes on to describe the negotiating process, involving
the use of leverage due to the tremendous amount of drugs being
purchased by the State’s Medicaid program.

I would also like to read two other sentences from this letter:
“Incredibly, the drug manufacturers’ leading argument against Bill
No. 2148 went like this: ‘One,’ said the drug manufacturers, ‘such a
precedent in California could spread to other State Medicaid pro-
grams, Medicare and insurance type programs. Two, the use of
widespread rebates would have a major impact on drug pricing.’”

The legislation, I might say, was defeated. But, that is neverthe-
less exactly what we are attempting to do, to have a major impact
on drug pricing, ultimately for the sake of the consumer, the
States, and the Federal Government. That is what this hearing is
about.

The escalation of prices of prescription drugs is not over. In fact,
it may be just beginning. Drug prices are now rising faster than
almost any type of Medicaid spending, and Medicaid, with just one
exception, is the fastest growing program in State budgets. But it is
not just the poorest Americans who are suffering, and it is not just
a problem for Government programs. It is a problem for people. It
is a problem for people who have saved. It is a problem for people
who have planned for their retirement years. We will hear from
some of those this morning.

Because of skyrocketing drug prices, ordinary citizens are going
to extraordinary lengths to find less expensive drug treatment.
Sometimes, they must spend their life savings for prescription
drugs. People with AIDS in our country are now being pushed into
buying their life-sustaining drugs from foreign countries. Now one
of the companies that made the price of its drug so high is asking
the U.S. Government Customs Service to seize these low-cost drugs
at the border, so they can continue in their price escalation and
profit increases. .

Why should anyone in America have to risk arrest to find a rea-
sonably priced prescription drug to save their life? It is our respon-
sibility to find a way to get drug costs down to a reasonable level.
We should look at what other governments are doing abroad to
keep drug costs low.

We will be doing just that today. We also will look to see what
the smartest people in the private sector in America are doing to
lower drug prices.

Our witnesses today are going to help us find some solutions to
this crisis of affordability of prescription drugs.

First, however, I would like to address the drug companies, the
pharmaceutical manufacturers’ latest attempt to muddy the waters
on this issue. Yesterday, each member of this Committee received
from the Pharmaceutical Manufacturers Association a letter stat-
ing a purported attempt to rebut the Committee’s majority staff
report that was released at our last hearing.
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I would like to say that I stand by that report. I think it is inter-
esting to note that the drug manufacturers failed to mention in
» their latest information to the Committee that they spent -almost
half of their research.and development budget on “me-too’” drugs.
Here’s what a former drug company executive, then an invest-
ment analyst on Wall Street, told the Washington Post only last
year: “A typical drug firm currently spends 15 to 20 percent of its
research dollars on high-risk investigation of breakthrough prod-
ucts, 30 percent on developing improved versions on existing drugs,
and the balance, somewhere between 50 and 55 percent, on so-
called ‘me-too’ drugs, proprietary versions of drugs that are on the
market and that have been successful.”

I might add that these are high-profit items.

Recently another former drug company executive had his speech
appear in a publication; entitled. Vital Speeches of the Day.-In that
speech, this former executive said “Senator Kefauver was worried
about administered prices. These are administered markets. There
is nothing efficient about them. This is the reason so much of the
R&D in industry is directed at increasing profits, not discovering
products. In some market segments, most of the research is aimed
at getting or keeping a piece -of a large, profitable market without
offering any new therapeutic advantage. Regulators have been out-
foxed and out-financed.” .

I could go on and on this morning with further revelations, but 1
believe everyone knows what the prescription drug industry cannot
afford to admit. We can-and we should and we must use our lever-
age to bargain over the price of “me-too” drugs. I look forward to
tod}z:y’s witnesses, who will tell us how to do it, and how to do it
right.

Ladies and gentlemen, also let me announce, if I might, that we
are going to have an interesting follow-on meeting on this issue at
1:30 this afternoon in this room. We are going to set up a big table
here, and any and all participants here today—witnesses, Senators,
staffs, panelists, drug company representatives, the press—and
anyone who desires to come-are going to have a round table discus-
sion on where we are and what we need to do.

It will be off the record. We hope that it will be informal to the
extent that we can all let our hair down. We have never tried any-
thing like this before, but once again, we extend .an invitation to
all of you to join us, to listen, to add your two cents worth, and to
participate. Especially the drug companies, who I cannot get to tes-
tify, in a formal setting, possibly might come and answer some of
the questions about why drug prices are escalating at the rate they
are today.

That will be at 1:30 in this room.

We have our vice chairman with us here, Senator Heinz.

STATEMENT OF SENATOR JOHN HEINZ

Senator HeiNz. Thank you very much, Mr. Chairman. I com-
mend ‘you for not only holding this important hearing, but two
very timely and critical hearings in a row. The one yesterday was
on-a different kind of drug problem, illegal drugs, and this one of
course deals with legal and literally life-saving drugs.
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The CHAIRMAN. Well, let me interject. The hearing yesterday
was on illegal drugs, today’s it is on immoral prices of prescription
drugs. Senator Heinz, I hated to interrupt.

Senator HEINZ. But you couldn’t resist.

The CHAIRMAN. I could not resist.

Senator HEINz. And those drugs are of critical importance to 31
million—in this case, certainly law-abiding—elderly Americans. I
think it is important to recognize that as we meet here, Congress is
on the threshold of repealing the first prescription drug benefit
ever enacted, the benefit that is part of the catastrophic coverage
that we enacted last year. .

Clearly we are rolling backward in this area, rather than for-
ward.- While Congress may feel snakebitten with catastrophic cov-
erage overall, I think in terms of prescription drug benefits, that
feeling is only temporary. I think out of this hearing, as Senator
Pryor has suggested, we can develop some promising initiatives
and measures that will hold down drug costs while assuring that
there is access to safe prescription drug use, when needed.

Most Americans are aware of the chronic conditions, including
hypertension, arthritis, cardiovascular diseases, that are the con-
stant companions of aging, and require the constant regulation of
prescription medications. ,

The elderly who depend on those drugs to relieve painful or un-
pleasant symptoms, to improve the quality of their lives and main-
tain their independence, may take up to 14 different prescriptions
during the course of a year to treat one or more conditions. Unfor-
tunately, over half of those who use prescription drugs regularly
have no insurance coverage for that type of expense, and they are
very vulnerable to skyrocketing costs. )

_As we learned in the process of drafting the prescription drug
benefit for the catastrophic coverage bill, three out of four seniors
reported that their out-of-pocket expenses for drugs took by far the
biggest bite out of their health care pocketbook. Many are forced to
factor those costs into their family budgets, where they compete
with dollars needed for food, clothing, and heating costs.

In the end, people literally often decide they are going to go
without the medication they need, because they simply can’t afford
it. '

One of my constituents, from Selinsgrove, PA, récently wrote to
me that she takes four prescription medications daily, and each has
increased in price by 10 percent or more in recent months.

For a family on a limited income, 10 percent more for a drug bill
that could be running $125 or maybe more a month, means cutting
10 percent from what is left after paying rent and taxes, which
means taking 10 percent off food and clothing budget, or worse, not
taking the medication. T :

I think this hearing is timely; I almost want to make a plea to
our colleagues. As we go through the process of dismembering the
Catastrophic Coverage Act, which-is flawed in many respects, and
does need a substantial revision, that. we pull from the .ashes of
that program-one very important element: the drug review screen.

The advantages of the drug utilization review element are well
known. They, include access to a comprehensive record of a pa-
tient’s treatment program and built-in alerts to notify a pharma-
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cist of allergies or potential adverse drug interactions. We know
that is possible since some drug chains offer such a service now.

The Inspector General recently estimated that a drug utilization
system could save $4.5 billion a year in avoidable hospital costs as
well as thousands of lives, just by keeping seniors from being over-
medicated, or inappropriately medicated. That’s the particular kind
of cost savings I want to talk about. i

Mr. Chairman, again I congratulate you on this hearing. I look
forward to the testimony of our witnesses here today.

The CHAIRMAN. Thank you, Senator Heinz.

Senator Reid.

STATEMENT OF SENATOR HARRY REID

Senator REm. Thank you very much, Mr. Chairman, for provid-
ing members of this committee with an opportunity to further ex-
amine the current crisis of prescription drug costs.

I would also like to take this opportunity to thank the group of
witnesses who are lending their valuable time and testimony to us
here today.

It seems likely that the prescription drug coverage in the Medi-
care Catastrophic Act will not go into effect, as Senator Heinz has
explained. The need to stop rising drug costs, therefore is all the
more urgent. The ¥irst panel of witnesses will offer testimony that
is all too familiar to me. :

I receive many, many letters recounting the horror of steep and
steady drug price increases, price increases that force people to go
without a week’s worth of necessary medicine, or without meals at
the end of the month.

Mr. Chairman, I would like to share a bit of one of these letters
with you and the other members of this committee. This letter is
addressed to me. .

Dear Senator, 1 am 86 and my wife is 80. Both “headed south,” of course—older.
We have been relatively fortunate so far, but worry every day about going absolute-
ly broke, should luck forsake us for long. Our biggest expense now, surprisingly to
us, is prescription drugs. We challenge them every one, and take turns skipping or
refusing to use one or so at a time. Some luck. Doctors are prone, as we know, to
dish out the pills. We fight it.

But in 1988, our drug bill ran close to $2,000. The prices boggle our minds. Maybe
that needs looking into, also. We work all the angles, we are members and users of
AARP, etc. It is still frightening.

I won’t read the rest of the letter, from this individual from
Boulder City, NV. I think it speaks volumes for why we are here
today. I am hopeful that perhaps some of the negotiations that my
friends from Boulder City have been doing with their own budget,
drug purchases and physicians can be done by those who sell them
drugs.

Those testifying here today have had various experiences in bar-
gaining for lower drug prices. I trust we will learn something from
those successes and failures and move closer to bringing down the
cost of prescription drugs.

Again, Mr. Chairman, thank you for holding this hearing.

The CHAIRMAN. Senator Reid, thank you.

Senator Cohen.

f—
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STATEMENT OF SENATOR WILLIAM COHEN

Senator. COHEN. Mr. Chairman, I do have an opening statement
which I would like your permission to submit for the record.

I would say that all of us, along with Senator Reid, have received
poignant letters from powerless people. That is why this hearing is
so particularly important, to see if we can at least explore what al-
ternatives may be available.

I also want to commend the staff. That study that was done was
truly staggering, in terms of its revelations. I am not sure whether
it amounts.to price fixing on the part of some, but it comes close to
it, in my judgment.

So I will reserve my comments until we hear from the witnesses.

[The prepared statement of Senator Cohen follows:] ‘
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OPENING ?TATEMENT OF SENATOR WILLIAM S. éOHEN
SPECIAL COMMITTEE ON AGING
November 15, 1989

Mr. Chairman, I commend you for convening this hearing. It
is clear that you are determined to be thorough in your
Committee's work on issues relating to prescriptiop drugs. The
hearing on prescription drugs that the Aging Committee held
earlier this year was very successful in raising issues of con-
cern to the nation's consumers -- especially elderly consumers
since it is they who are most‘in need of and dependént on
prescription drugs. I am sure that this hearing will yield
comparable progress toward getting the nation's taxpayers more
for their tax dollars spent on prescription drugs.

As the recent analysis by the staff of this committee points
out, the cost of prescription drugg is the fastest growing com-
ponent éf state spending on Medicaid, which is itself one of the
most rapidly rising components of state budgets. During its
previous fiscal year, Maine's Medicaid program spené $26.7 mil-

lion for prescription drugs. State officials estimate that.this

year the program will spend more than $30 million. Rising
prescription drug expenditures has prompted Maine to plan the
establishment of a formulary commission for the purpose of devis-
ing a-system for controlling these costs. I am certain,
therefore, that concerned patties in my state will be very inter-
ested in the findings of this Committee.

Mr. Chairman, again, I commend you on holding this hearing
and for your efforts to shed iight on the important issues

relevant to prescription drugs.
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The CHAIRMAN. Thank you, Senator Cohen.

Not all of the people in our country who are affected by the high
prices of prescription drugs are what yourwould call poor. Some of
those individuals are those who have planned, saved, worked hard
for their retirement years. Also, there are those who depend specif-
ically on unique drugs that cost a tremendous amount of money.
These drugs continue in their price escalation.

We are going to hear from two witnesses today who I think fit
well into that category. The first is Mr. Jake Green, from Winches-
ter, KY. Mrs. Leona Bivens, from Seal Beach, CA, is our second
witness. Our third witness on this panel is Mr. Derek Hodel who is
the executive director of the People with AIDS Health Group, in
New York City.

Mr. Green, we are going to ask you first to make your statement.
I have read your statement, and find it very interesting. I know we
will all be interested in hearing what you have to say, because you
represent a large number of Americans, and I know you will be
speaking for them today. Thank you for coming.

STATEMENT OF JAKE GREEN, WINCHESTER, KY

Mr. GreEN. It is an honor and a privilege to be invited by Sena-
tor Pryor to address this Special Committee on Aging. This is in
regard to the high prices of medication.

My name is Jake Green, and I am 75 years old. I am retired and
living on a fixed income. My ‘problem is that I was diagnosed in the
- beginning of 1987 as having Myasthenia Gravis. To control my ill-
ness, I take 16 pills of Mestinon, 60 milligrams each tablet, each
day. That adds up to 500 pills per month.

The price at the time was $65 for 500 pills at the drug store in
Winchester, KY.

On January 21, 1988, the price was raised to $72. Then, on July
29, 1988, I found the price went to $106 for the same:pills.

1 heard about the Myasthenia Gravis Association rof Western
Pennsylvania, located in Pittsburgh, PA. 1 was notified by them
that I could -obtain Mestinon through -their- pill bank for $40 per
: 500 by mail. I joired the organization.in January 1989.

By June 10, 1989, I was notified by the Myasthenia Gravis Asso-
ciation that some drastic changes had taken place. Hoffman-
LaRoche, the manufacturer of Mestinon, had=sold the distribution
. to ICN Pharmaceuticals of California. ICN; the:-new distributor,
Lladl-(chosen not to offer special contract prices to the chapter pill

ank.

Therefore, as of July 1, 1989, the price at the Western Pennsylva-
nia Drug Bank, as well as throughout the whole country, is a great
deal more expensive. Now the .price has doubled to $87 per 500
pills, which last 1 month. At the drugstore in Winchester, you have
to pay $136 per 500 pills. While I was preparing this speech, 1 was
notified that as of December 1, 1989, the price of Mestinon will in-
crease another 8 percent. Adding this to $87 brings the total to
around $93.96 per 500 pills, which still last me only 1 month.

When are these increases going to stop, and what is the reason
for them? I am not pleading poverty, and I am not asking for char-
ity. But I am very much concerned, because I am at their mercy.
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There is no generic drug to take its place since Myasthenia Gravis
is a rare neuromuscular disease, for which there is no cure, but
Mestinon is the most effective drug to help control it.

I am very much concerned about how one company can control
the price to their own advantage, without any regard for an esti-
mated 120,000 to 150,000 people with the same illness that I have.

To be honest with you, I fear the day when I will not be able to
purchase the medicine which is keeping me alive. I hope that this
information I have given today about the existing problem of
unfair drug prices by the pharmaceutical companies can be reme-
died. Not one of us in this room is immune from any disease. B

It should be our right as an American citizen to have available
for any illness medicine which will enable us to live out our lives
as best, and as humanely as possible.

Thank you for your time and consideration in this matter. _

The CHAIRMAN. Mr. Green, thank you for your very eloquent
statement before the Special Committee on Aging. All of us appre-
ciate it.

We are going to allow the other members of the panel to make
their statements, and there may be a question or two that we have
about your particular situation.

Mrs. Leona Bivens of California is 73, and she has Parkinson’s
disease. For that condition, she must take Eldepryl, a drug that has
long been available in Europe. It was recently introduced in the
United States at about twice the price that Europeans pay.

We would like to hear your story, and we appreciate your
coming, especially from such a long distance.

STATEMENT OF LEONA BIVENS, SEAL BEACH, CA

Mrs. Bivens. Thank you, Senator Pryor and members of the com-
mittee, for asking me to come here today.

I want to tell you about the difficulty that so many of my friends
and I who have Parkinson’s disease, have, in paying the high cost
of prescription drugs. .

I am 73 years old and widowed for almost 1 year. I have Parkin-
son’s disease. I have had Parkinson’s disease for 13 years. I live
alone in a retirement community in Seal Beach, CA. I have a care-
giver who comes in 5 days a week, for 4 hours a day.

The caregiver helps me with shopping, bathing, and dressing.
She prepares my meals and does my laundry. She is my friend, she
helps me by being a sounding board for my problems.

I am ambulatory, but I do not leave the house alone. I have a
walker for inside the house, and have borrowed a wheelchair to use
outside as needed.

In 1976, when I was 60 years old, I was given a drug called Sine-
met, which is a combination of carbidopa and L-dopa. “I was
cured,” almost as if by magic. It relieved the symptoms which had
plagued me for almost a year. These symptoms were slowness of
movement and a difficulty in initiating movement, and a resting
tremor of my right hand.

I was so grateful. I continued working until I was 68 years old. I
worked as a cardiac nurse-technician. This extra time gave me an
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opportunity to save additional money for my retirement. I felt
happy to know that I was able to care for myself.

As is usual with L-dopa therapy, the drug-became ineffective.
~ The so-called “L-dopa honeymoon” was over, and I had to look for
other drugs to control the -symptoms.which had returned. I tried
many anticholinergic drugs:and.dopamine agonists, but none
worked.

In June 1989, the Food and Drug Administration approved Elde-
pryl for marketing as an adjunct therapy for those-who had had
the Sinemet failure. They said that Eldepryl was for use in con-
junction with Sinemet. One month ago, my neurologist started me
on Eldepryl.

I started to improve, and I continue to.improve, but at what cost?
I thought I had-a-good retirement. plan, but how long can I pay the
druggist’s bill? , ,

Before I started taking Parlodel and Eldepryl, my drug bill was
54 cents a day. It has risen to almost $3 a day. That is with the
Seal Beach Health Plan which pays 70 percent for prescription
drugs, but which I cannot take advantage of if I have to leave the
community.

But if I do not have the prescription drug benefit insurance, the
cost will go to $9.62 a day. With other prescription drugs, which 1
must use and need daily, the cost of drugs will go to $3,800 a year.

I have friends who have bought their drugs on the black market
(from Ttaly and Hungary). I have two sons who are police officers,
and I've taught them to live by the law. I prefer to live by the law,
and I prefer to have the protection of the FDA, so that I know that
the drugs are safe and efficacious. I am not sure what they would
be if I were to buy them from some other place.

With the- recent scandals in the generic drug industry, I am
afraid to take generic drugs. However, the Eldepryl and Sinemet do
not fall in this category.

I am frightened now, because I am getting to the place where I
should not live alone. My son has urged me to live with him. But if
I go to live with him, I won’t have my prescription drug benefit in-
surance, and I don’t know what I will do. Every day the cost seems
to go up—$2.50 is what is projected as the cost of one 5 mg. Elde-
gryl tablet and: the recommended dose, which is safe, is two per

ay.

But as I continue to.take it, they may find out that we need
more medication. How will we be able to pay the increasing costs
of the drug?

I'm really mad about the price of Eldepryl. Why does Somerset
Pharmaceutical Laboratories need to charge such a high price for a
drug where to ongoing research is partly subsidized by N.LH. and
where the company gets .tax breaks for marketing an “orphan
drug”, and has exclusive distributorship for 7 years?

These drugs allow us to be independent and to cut down on the
amount of long-term care’ which we might require. Sometimes I
think the worst thing that can happen to you is to grow old and
depend on other people for your care.

Thank you again for inviting me to speak with you today. We
need an advocate, and we are counting on you.
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The CHAIRMAN. Mrs. Bivens, thank you very much. We are all
very grateful. We know the trip you made was a long and hard one
for you. Have you ever testified before a committee before?

Mrs. Bivens. No, Mr. Chairman.

The CHairmaN. We are very grateful that you would come and
make this your initial performance.

Let me say to Mr. Green, so you will know, Mr. Green, when you
go to your pharmacist to buy Mestinon, don’t blame that pharma-
cist for the cost of that drug going up. That pharmacist there in
your home town in Kentucky has no control over that. What that
pharmacist is doing is merely having to pass those increases on to
you, the consumer, and on to the Government.

But just so you will know, since 1980 the price of Mestinon, the
drug that you depend on for your life, has gone up 260 percent,
since 1980. I call this immoral.

Mr. Derek Hodel is our next witness. Mr. Hodel is from New -
York. He wants to visit with us a few moments this morning to tell
us about the organization he is involved with in New York, and the
prescription drug known as aerosol pentamidine. It sells today for
$26 in England; here in the United States it sells for somewhere
between $120 and $150.

‘I think you have an interesting story to tell, and the Committee
would like to hear it. :

STATEMENT OF DEREK HODEL, EXECUTIVE DIRECTOR, PEOPLE
WITH AIDS HEALTH GROUP, NEW YORK, NY

_Mr. HopeL. Thank you, Senator.

We brought two display charts. I would like to ask that they be
displayed at this time. 4

My name is Derek Hodel and I am the executive director of the
People with AIDS Health Group in New York City. The Health
Group is what is commonly referred to as a buyer’s club. It was
founded by people with AIDS to help people acquire promising

" treatments that they cannot otherwise obtain. '
~ Consider this drug, aerosol pentamidine, which is generally sold
in the United States at a retail price of approximately $150. In
England, the retail price for this version of aerosol pentamidine,
while medically the same, is $26. Because of the high U.S. price,
many of those in need of this treatment simply do without. i

Aerosol pentamidine is approved by the FDA as a highly effec-
tive preventive of pneumocystis carinii pneumonia, or PCP, which
remains the leading cause of death among people with AIDS. Pent-
amidine is manufactured in the United States by Lyphomed and
has been designated by the FDA as an orphan drug.

Because pentamidine is an orphan drug, the FDA must generally
wait 7 years after approval of Lyphomed’s application to market
pentamidine before it approves any other manufacturer’s applica-
tion to market the drug. During that period, Lyphomed can sell
pentamidine, which is not patented, without any price restrictions.

According to House committee reports, this “market exclusivity
was intended to be an incentive to develop orphan drugs with little
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or no commercial value.” ! The House committee concluded that
“eyen with the benefits of the Orphan Drug Act, orphan drugs are
not expected to be profitable.” 2

As Chart 1 shows, Lyphomed’s wholesale price for the drug in
1984 was $25. Since then, as demand surged, Lyphomed has raised
its wholesale price almost 400 percent, to $99.54. Lyphomed has re-
fused to reveal the financial basis for its price for pentamidine or
its profits on the drug.

_ Public information, however; strongly suggests that those sales
are highly profitable.- Analyses project pentamidine sales in the
United States of $70 million in 1989 and $100 million in 1990.
Thus, profits for Lyphomed. Some people with AIDS, unable to pay
the U.S. price, have sought to obtain prescriptions for pentamidine,
have them filled abroad, and import the drug.
" This process.is arduous and difficult, whether undertaken indi-
-vidually, or with assistance from an organization. Lyphomed has
complained that it is unlawful.3

In September 1989, the Federal Centers- for Disease Control
report 109,167 cases of full-blown AIDS in the United States. Chart
2 shows that 11,163 of these cases, or,slightly more than 10 percent,
were men and women age 50 and over. The Health Group does not
‘keep detailed records of its clients, but I offer here my recollection
of two persons who need pentamidine.

The woman I will call Carmen is-about 50 years old and is a
single mother. She carries HIV, the virus believed to cause AIDS,
and is a patient at a city hospital ~clinic. Though Carmen is em-
ployed, she is uninsured.Clinic doctors have advised her that she is
at risk for PCP, but the hospital.is.not yet equipped to administer
pentamidine: They gave her a prescription for the drug, and sug-
gested that she.purchase a $200 nebulizer to administer it at home.

Social workers often advise persons in Carmen’s position that if
they cannot afford the prescription, they should leave their jobs so
that they will qualify for Medicaid. Carmen remained at work, but
for 3 months she simply kept the prescriptions in her handbag.

The man I will call Roger is about 63 years old and is employed.
Within a.few years he will be eligible to retire with-a pension.
Roger is-HIV positive, and while he is well enough to work, his T-
«Cell count is slow enough to warrant PCP prophylaxis. Roger fears
that if he files a health_insurance claim for pentamidine, his em-
.ployer will suspect that he has AIDS and fire him. Instead, Roger
has been using his savings to purchase the drug at.a pharmacy.

The problems revealed by the pentamidine situation are system-
ic. Pricing problems have also arisen, for example, with AZT, an-
.other orphan drug used: to treat people with AIDS. James Mason,
Assistant Secretary of Health and Human Services, recently felt
compelled to urge publicly that in pricing AIDS drugs, drug manu-
facturers should be more socially responsible.

' H. Rep. No. 473,"100th Cong., 2 Sess. (1987) (emphasis added), reprinted in 1988 U.S. Cong.
& Ad. News 46, 48.
2 H. Rept. No. 153, 99th Cong., 1st Sess. (emphasis added), reprinted in 1985 U.S. Cong. & Ad.
. News 301,-306. .
3 Earlier this year, Lyphomed responded to intense criticism by announcing that it would pro-
.vide aerosol pentamidine without charge to some indigent patients. So far as we are aware, Ly-
phomed has not announced details of the program or distributed any pentamidine under it.
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When drug manufacturers can and do charge exorbitant prices
for desperately needed drugs, particularly orphan drugs, for which
manufacturers receive special exclusivity, substantial tax credits,
and in certain cases development grants from the Government, we
think the system has gone radically awry,

Thank you for your attention.

[The charts referred to by Mr. Hodel follow:]
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The CHAIRMAN. Mr. Hodel, thank you very, very much. I would
like to indicate for the record that the Committee invited repre-
sentatives of Lyphomed to testify today. They refused to do so: Per-
haps at our informal 1:30 gathering, someone representing that
particular company ‘might be present. I doubt it, but I hope they
are.

Senator Pressler has asked to make a short opening statement at
this point. I think he has another committee appointment, and
then T will yield to Senator Bradley for an opening statement.

Senator Pressler. :

STATEMENT OF SENATOR LARRY PRESSLER

Senator PrEssLER. Mr. Chairman, I will place my statement in
the record, but I.did want to say thank you for holding this hearing
on.the pricing of prescription drugs. It is a subject that I believe
needs examination because of its potential to adversely affect the
. health status of the poor and elderly.

Now is the time to examine the dramatic affect pricing practices
are having on access to pharmaceutical services for the aged and
poor. This hearing has brought forth many indications of what I
think are abuses in the pricing.

There are many examples from South Dakota. A pharmacist who
is an inspector for the Board of Pharmacy in South Dakota writes,
“Pharmacists are ¥ighting for survival, especially in the small

- towns, and more are closing each year.” He goes on to cite some of
.the specific examples.

An elderly woman has written to me, she is on a fixed income,
and notes that her one medication has increased almost $5 in less
than 6 months. She questioned the pharmacist thinking he had
made a mistake, it is the pharmaceutical companies, -not the local
pharmacist, that is the problem. ‘

Another drug has increased by 42:4 percent in less than 2 years.
The drug is called Ogen. This is one.example that many constitu-
ents and pharmacists tell me about-in-their correspondence. Price
increases like this can no longer be tolerated. The effect will be un-
affordable drugs for the elderly and poor. '

What could possibly be driving the price.of drugs upward? I un-
derstand the pharmaceutical manufacturers give away millions of
dollars worth of prescription. medications each .year. The-cost of
promoting a product is passed on. to.the consumer.

A pharmacist, who worked for a large drug manufacturer, found
that the cost of giving one package of four sample pills away was
almost the same as producing a bottle of the_same pills which could
be-sold to a. pharmacy for $30 or $40.

Mr. Chairman, I think we are seeing abuses in the sale .of drugs.
I think the price many senior citizens pay are excessive, unexplain-
able increases. I think that if the companies do not respond with a
better explanation that it is time for Congress to act in the area of
pricing legislation or antitrust legislation. It may well be that we
need new legislation in this whole area. :

[The prepared statement of Senator Pressler follows:]

-Mr. PressiER. I want to thank the.Chairman of the Senate Aging Committee for

- convening this-hearing on the pricing of prescription drugs. This.is a subject that I

believe. needs examination because of its potential to adversely affect the health
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status of the poor and elderly. Now is the time to examine the dramatic affect pric-
ing practices are having on access to pharmaceutical services for the aged and poor.
I am pleased that the earlier hearing in June has led to this second hearing on the
pricing of prescription drugs.

Pricing practices discriminate against the retail pharmacy, the elderly and the
poor. The increasing cost of prescription drugs are a threat to the viability of the
small town pharmacy. A pharmacist who is an inspector for the Board of Pharmacy
in South Dakota writes “pharmacists are fighting for survival, especially in the
small towns and more are closing each year. I am sure I could not sell my store if I
had it today. There are a lot of them out there that aren’t going to make it.” Where
will the rural elderly go for medication if the retail pharmacy closes its doors?

The closure of retail pharmacies is only one of the problems that could adversely
affect the health status of the elderly. A second is the dramatic price increases that
the elderly, who use prescription drugs, are asked to absorb sometime more than
once each year. An elderly woman, on a fixed income, noticed that her one medica-
tion had increased almost $5.00 in less than six months. She questioned the pharma-
cists, thinking he may have made a mistake. The pharmacist’s comment was that
“Abbott Pharmaceutical Company raises their prices twice a year and this cost re-
flected the last increase.” The drug from Abbott is Ogen (OH-jun). The price on
Ogen has increased by 42.4 percent in less than two years. This is one example that
many constituents and pharmacists tell me about in their correspondence. Price in-
creases like this can no longer be tolerated. The affect will be unaffordable drugs for
the elderly and poor.

What could possibly be driving the price of drugs upward? I understand that
pharmaceutical manufacturers give away millions of dollars worth of prescription
medications each year. The cost of promoting a product is passed on to the con-
sumer. A pharmacist who worked for a large drug manufacturer found that the cost
to the manufacturer of giving one package of four sample pills away was almost the
same as for them to produce a bottle of the same pills which they could sell to a
pharmacy for $30 to $40 for retail sale. That was due to packaging costs, govern-
ment regulation and distribution by salesman. I question whether the benefits war-
rant the cost to the public. Could the cost of drugs be reduced by discontinuing this
practice? )

The practice of competitive bidding and volume discounts has allowed hospitals
and other health organizations to obtain a discount on the price of drugs. That is a
practice which allows those institutions to distribute prescription drugs at a reason-
able price. If this practice is not practical for the retail pharmacists, then other
means need to be explored in order to reduce the climbing prices and allow the poor
and elderly to continue to have access to drugs that benefit their health.

I would like to make this statement and letters from constituents’ part of the
record.
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Western Hitts Home Health CAREQUIPMENT & IV. Therapy

‘ N @@] 2929 5th Street, Suite 110, Rapid City, SD 57701
Telephone: 341-CARE « Toll Free: 1-800-658-CARE ¢ FAX 605-341-2273

Dear Senator Pressler: .

. =
In response to your letter of August 17, 1989 concerning prescription drug prices.
1 was pleasantly surprised at the amount of correct information you have gathered.
To be honest I did not think anyone had as true & grasp-on the facts as you have.

I am a Pharmacist practicing in an independent pharmacy in Rapid City, SD.
1 have been in practice for 12 years.

The large mail order out of state services are taking a lot of business and money

out of the state. The most discourging aspect of this is'the fact that some employer's
insurance companies require their employees to send for their prescription needs to
contracted pharmacies out of South Dakota (IE. Federal Govt. Retire Employees).

Non-profit hospitals are redirecting inventories to connected businesses to be used
to supply outpatient needs. The outpatient use should not be allowed , as I understand

the Robinson Patman Act.

Since you are aware of the fact that independent pharmacies do not enjoy any of these
various discounts you can see the future of the independent pharmacies in rural
South Dakota and the potential problems related to health care for all ages. I feel
the pharmaceutical manufacturers will have to be regulated before any true discrepancy
in pricing will be stopped. They are the one entity that controls the prices. The areas
I feel that should be regulated are:
1. Pharmaceutical manufacturers give millons of dollars worth of prescription
medication samples each year. These dollars lost must be made up in the
prices charged to pharmacies pur ing their products. It is an unnecessary
practice that is not only warping the cost of a product but can and has in the
past lead to black market drug diversion. : -
2. Pharmaceutical manufacturers should not be allowed to offer such wide price
discounts, period. The fewer exceptions, the fewer loop holes. S
3. Pharmaceutical manufacturers should be required to monitor any.group feceiving
discounts to be sure they are not being used or diverted into areas not qualified
for these price discounts. If the paper work is so complicated perhaps tiey will
think twice about offering as many discount accounts. poiy

I Thank You for your time and allowing me to share my concerns with you. [ fiope this
letter will show you the type of support you'll enjoy on these topics. R

.
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924 No. Union Ave.
Madison, So.Dak. 57042

3 gl

Senator Pressler:

In response to your letter addressed to go. Dak. Pharmacists: Yes,
prtsgguqf_some rrescription drugs are eXBrbl 3 wever, ‘the diff
erentiation of acquisition costs to small independent pharmacies
relative to urban and large company costs is hardly the reas¥n. I have
been on both ends of the spectrum. There is a problem, however, with
price discrimination between retail pharmacies vs. "non profit" organ
izations (e.g.almost every hospital in South Dakota gqualifies). There
you would find acquisition costs varying up to 99%. The retail pharmacy
consumer picks up the $back for the same drugs that are virtually given
to these "non profit" institutions.

Another significant factor is the practice of drug sampling by manufa
cturers. Having worked for the USAs largest drug manufacturer at one
time, I found that the cost to the manufacturer of giving one package

of 4 sample pills away, was almost the same as for them to produce a
bottle of the same pills (#100) which they would sell to a pharmacy for
$30 to $40 for .retail sale. That was due to packaging costs, government
regulation, and distribution (salesmen). Does the benefits warrant the
cost to the public? I think not. How much could drug costs be pared if
this practice was discontinued? A lot. (The practice also contributes to

drug diversion.)

Yes, the exorbitant costs are due to manufacturers prices. The attitude
that seems to prevail is "why charge 50¢ per capsule when we could just
as well charge the pharmacy $1.50. After all, we don"t have to face the
ultimate consumer anyways." There is absolutely NO financial competition

among manufacurers. . -

. S B
Larry, that lack of competition leads to another industry pEbblem. Whar
a coincidence that at the same time that the US Senate is finally hinting
that an investigation might ensue, an offensive is beginnify to discredit
all generic drugs. I think it is a result of the originalzmanufacturers
scheme "Lets strike fear into the hearts of consumers that generic drugs’
are no good". I would bet my bottom dollar that the timifiy is no coin
cidence. For once, a little competition for drug manufagturers from
generice firms, and THEY DONT LIKE IT. Of course there&?re shady people
and shady companies in every field, and those in generio\manufacturing
should be policed and punished. But there are sh people among PMA
(Pharmaceutical Manufacturers Assn.) members also. PMA members simply
do not like financial competition and seek to eliminate it.In what other
industry besides drug manufacturers, do companies react to competition
for thé¢r product by raising their prices? DRASTICALLY? When the drug
Dyazide went generic, the original manufacturer responded by drastically
raising their price. Does that make Sense? They must not believe in
competing financially. Larry, in my mind, this is the biggest ripoffin
pricing of drugs.
I could go on and on about this topic. But, skimming the surface, this

is where a cleanup should begin. I write thig for yourprivate information

~>, not for publication. Thanks. .
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1505 Edgewood Road
Sioux Falls, S. D.
August 16, 1989

>
Dear Serator’ Pressler,

I read with interest the article in last Saturday's
Argus Ledder concerning your plan to ask for hearings on
the pricing of prescription drpgs. I applaud you for
this"€TIort. o

It was just a month ago, after having a prescription
refilled, that I was angered and upset to find that the
cost of this medication had increased almost $5.00 since
I had last had it filled in March. I thought this was
terribly out-of-line and questioned the pharmacist about
a possible mistake in marking the price. He had little
comment other than to say that Abbott Pharmaceutical Comp-
any raises their prices twice a year and this cost reflect-

ed the last increase.

It seems to me that an up-scaling of this magnitude
is gouging the customer and is grossly unfair to ‘the
consumer whether a senior citizen or younger person, If
the trend continues, the escalating cost of good health
and staying well will affect every one of us and will be-
come an unaffordable burden to many. What a frustrating
and discouraging situation to those who are dependent upon_
a number of daily medications to maintain healthful 1iving§§

Enclosed is a record of two prescriptions I take =
daily as"health maintenance therapy”. The Ogen(from Abbott)
is the drug that has increased so rapidly in price...k2. 4%
in less than two years., This is an incredible amount: —
The Tenormin shows a 11,1% increase in less than two years;

but without a recent jump, I expect the next refill will @
be more expensive. =

I hope these figures will be helpful in your investi-
gation of drug prices to South Dakota consumers. Thank
you for your concern in trying to find a solution to this
costly and continuing problem. I hope the hearings will
produce positive results. )

escription drug medicationss

o tv° pr
.é’;hapmaceutical Company) #100 tablets
$24.39
H 22.2%
"16-87 26,

o-13 88 28.84
7_03-88 29-93
4206-89 29.93
2-14-89 38,74

TENORMIN(ICI Pharmaceuticals P.R.,Inc.) #100

10-30-87 44,98
2-11-88 46,55
5-26-88 46.55

12-01-88 47,49

3-23-89 49,99
6-30-89 49,99
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Dear Senator Pressler:

Thank you for the opportunity to respond to your study on the high
cost of prescription druqsL“ — e ——

I have practiced pharmacy in a variety of settings including a small
independent pharmacy, chain store, clinic pharmacy, and hospital
pharmacies. It has always amazed me as to the pricing structure
provided by the pharmaceutical manufacturers given the type of
pharmacy involved. In the retail pharmacy, I usually dealt with
wholesale vendors as opposed to purchasing direct from the
manufacturer. In the majority of cases, the wholesaler provided a
very competitive pricing structure. I did find though that I could
never compete with the hospital pricing structure given their
advantage as you noted with the Nitro-Dur example. I also noted that
hospitals did not pass the savings on to:their patients but that the
pharmacy helped pay for other services within the hospital setting
that did not add to the overall income. An example is patient
education. This service is usually provided but no charge is made.

There -are two issues that always caused me frustration and I would
like to ‘share these. The first is that pharmaceutical manufacturers
can always railse their price for whatever reason, but they never have
to face :the patient who relies on their product. Wwhen Pfizer or
Upjohn raised the price of Diabenese or Orinase, they did not have to
face the patient when the prescription price was raised but I did.
This is not an easy task. The second is related to chain store
pharmacies such as Osco, Walgreen, Shopko and others. These

‘pharmacies sell many items at cost or at a very small profit margin.

Theilr profits come from other areas within the store and also the high
volume of.sales. A small independent pharmacy which is a mainstay in
many small South Dakota towns needs to make some profit on all items
sold in order to keep the doors open. _
o

(==
It is my opinion that your research will discover a variety of°
inconsistencies in the pricing structure related to pharmaceutifcals.

. This is a multi-faceted problem and the better job you can do .f

defining it, the better the solution will be. ot
Again, thank you for the opportunity to voice my opinion. £z
&)

(7%

[ep]

Dear Senator Pressler,

Thank you for your letter of August 17 regarding prescription drug
Pricg§kw1he4copy of testimony to the Senate Aging Committee which you
enclosed indicates that you have an excellent understanding of the
problem. As an indepengent,pharmacy owner, I was particularly pleased
by your expression of concern for the fate of small independent pharmaci

««and tireir customers who are victimized by discriminatory drug pricing.

‘I urge you to continue to work .for a.solutdion to this problem.
Discriminatory pharmaceutical priting attacks the pocketbooks of a
far greater number of people in this country than only those who patroni:
small independent pharmacies. Indeed, the drug manufacturers treat small
independent pharmacies such as my own and the nations largest pharmacy
chains virtually the same. Thus, regular cash paying customers pay the
highest price of anybody, whether they buy their prescriptions from an
independent or chain-ovnedlpharmacy. It is important that any legislatior
that may evolve to attempt to rectify this problem be presented as being
the pro-consumer and pro-senior citizen legistation that it truly 1is,
so that it is not doomed by being incorrectly perceived as some kind of
"bail-out” for the nations pharmacies.

With regard to my experience in obtaining fair prices from suppliers
I am treated the same as all other retail pharmacies by the nation's
large drug manufacturers: I pay the highest of their several prices.

The price is not negotiable---I must pay the price they have established
in order to obtain the product to fill the prescriptions I am receiving.
As you already know, that price is often cutrageously higher than that
being charged to certain others. It seems to me that the Robinson-Patman
Act and ‘Non-Profit Institutions Act need to be re-examined and revisions
to protect the American public from price~-gouging considered.

Please contact me at any time regarding issues or concerns inveolving
drugs, pharmacy, or any other issue even 1f not pharmacy-related.

31-352 0 ~ 90 - 9
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August 20, 1989

1169 Lookout Lgge

Rapld City, SDEZ7701
=

Dear 3enaior rressler: =
In way of introduction, I would like to introduce myself. I am

a practicing pharmacist and Pirst-Vice Fresident of the S.D. Fharmaceutical

Assoclation. I am writing to commend you for your efforts concexrning

the problems with prescription drug pricing. I knoxv that Harilyn Schwans

and Calen Jordre have been in contact with you and I felt your testlimony

at the Serate Azing Commlitee hearing was accurate and to the point.
The alarming part of all of this, was that I heard from a customer that
residents of South Dakota pay 305 more for their prescriptions than any state
in the nation. And perhaps if you read the lead-in paragraph of the Axgus
Leader concerning your probe (and did not finish the article!) you would
agree that the article is mid-leading. 1 would hope that our customers

will not bezin to look elsewhere for their medications (mail-order houses

e

in other states!) etc.
e at Boyd's Drug Hart in Rapld City are a highly competitive drug store.

We compete with chain drug stores such as Shopko, Albertson's, and Sa.feway.

For example. Shopko was selling Tagamet 300mg ‘at $7.21 under cost!c We attempt

l‘)

to’ m.atch them, but we lose $5.77 on each prescription for #100. Albertson'é
sens. thei*‘s for $53.89 per #100 50 they a.ctua..uar make money' You .can thus

see. the uide disparity of prices in the- prescription drug industry:-o Perhaps

the Assoclation can spearhead an effort to pass a law simllar to tlf'e" liquor
industry, that no product can be sold below its cost. This would eliminate
-unfair competition and prevent pharmacy shopping, which has been proven to be
detrimental %o a patient's health,

Thank you for your a.ttention to the problem, and please continue your efforts .

Flease let the assoclation know Af it can be of anv agglstance at any time.-
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Meditrol ® Jur. &

AUTOMATED MEDICATION SYSTEMS e

Dear Senator,

‘* Your concern about the continued rise in the cost of medication to
* our_senjor.citizens,..as-well as the rest of the small drugstore.population, _
is one shared by me as vell. For 25 years I vas {nvolved in a clinic
pharaacy in Rapid City. Since that time I have developed a'company here
that makes an automated drug distribution system for hospitals.

In my years in retall.pharmacy,..l decided to do something about the
high cost of drugs to our rural population by starting a coapany that
coabined a number of small retail drug stores into a buying group. We
called it Medcor. -At that time, ve bid drugs froa major suppliers. We
could buy 1000 capsules of an antibjotic, that normally cost individual
stores $40.00, sell it to the store for $12.50 and still make 15% profit.

Once this process vas started the major manufacturers had a meeting
here in 'Rapid City on vays to put us out of business. The stores verés
-offered free drugs if they vould stop supporting our operation and varjpus
other measures vhich culainated in my suing 7 of the major drug compani®s.
The suit vas settled out of court. M

I only bring this up in that there is a vay to bring prices down, =
but it requires the small stores to join together to provide the buying
pover. That is the only thing that the drug companies understood. Hoveyer
ve paarwactsts<are much like the ranchers vho vill step in and help any
in trouble, but will never do anything together ofor our mutual benefit.

In this=respect, laws that vould require?like bids, on like quantities,
vould beith&@lpful. -Currgmtly the lav <divides the buyers into groups (i.e.,
xsmall retail stores, larger retall stores, chains, small hospitals, large
hospttals, etc.) This division gives the drug companies vays to circumvent

the real purpose of the Bobinson Patnam Act.

To speak in the defense of the drug companies, I feel ve must alvays
- continue research and that to encourage this ve mustaallov .the patent
protection that alloss-a profit on the nev drug.that .3 developed. It is
impomsibleito staterthat a price is too high, but.perhaps the length of
~the patent is too long. .

¥ov:=to ‘speak to the groving number of mail order operations:
Mail orders are usually for long ters medications. The calls in
the middle of the night for a pain killer are never filled by these

operations. Only the local pharmacist delivers this kind of necessary
service and they are being put out of business.

May I suggest the folloving:

1. Encourage pharmacists to band together to provide
buying pover.

2. Help them finance the project through SBA.

3. Eliminate the °group” designations in Robinson-
‘Patman and change them to "quantity® purchased.

It vill be a long battle, but the purpose is certainly just, Persevere!
I1f I can be of any assistance, please give me a call.
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Dear Senator Pressler,

- I am responding to a letter that you sent regarding

prescription prices. As a pharmacist who has worked in

~t5Epitals, Fetall §tarés and in mall-order pharmacy, 1 would like
to present some of my views.

It 1s true that pharmacies with higher volumes of business
are sometimes able to buy at better prices, however, the few
percentages saved are hardly the reason why the prices they
charge are lower. South Dakota has many rural pharmacies who do
not have a lot .of volume and therefore many times are forced to
sell their prescriptions at much higher prices in order to do

business.

1 teel that there are two primary reasons where a difference
can be made: :

(1) If possible, 1 would like to see a governaent body
appointed to approve how much a manufacturer 1s allowed to
charge for newly developed products. There should also be some
regulation regarding how often and by how much they are to be
allowed to raise prices on existing drugs. There is hardly a day
that goes by when price increases do not occur. This is the
MANUFACTURER's fault, not the pharmacist or pharmacy who sells
the medicine. We have no choice. Some prices are outrageous and
1 very much empathize with consumers, especially the elderly.

(2) The other area where a difference could be made,
but would probably be harder to do so, is in the preferential
pricing glven to hospitals. This in many ways increases the .
retajl price in order to support the very inexpensive prices that
hospitals are given. It is detinitely not tair, and again it all
goes back to the manufacturer. It i{s no wonder that stocks in
major drug companies are good to be in-- they have no limit to
what they can charge for their product, and the-customer has no
choice many times if there are no generics available.

You no doubt have heard many negative things about mafl-
order pharmacy. I work at Tel-Drug, which is the only mail-gyrder
pharmacy in South Dakota and only one of many in the count®y. We
teelthat by keeping some mail-order pharmacy in the state pe
help to enhance our state's economy instead of losing the =T
business to out-of-state mail order services. N3

1 do the majority of ordering of prescription drugs for
the operation and 1 can tell you that we do not buy at prices
which are signiticantly lower than any other pharmacy in the
state can get. I would be more than happy to show you our

ordering system and operation In general, ~Many South Dakota
pharmacists ss because we take away their

business and so you will hear negative things trom them. [ would
probably be the same way if 1 were in their shoes. However,
business involves competition and that is the way our country
runs-- and the ultimate winner is the consumer. The majority of
our customers are elderly in South pakota and they love us tor
two major reasons-—— Wwe save then money and deliver to their door
via the mallbox. When you are old and are not able or willing to
drive 30 miles to the nearest drug store, you really appreciate
the savings of mail-order, as our cutomers do. Ask them.

In closing, 1 would iInvite you to call me at home (361-5405)
or arrange a time which would be convenient and I would be more
than happy to share more of my views or give you a tour of Tel-
Drug. 1 would love to help vou with your etfort in these areas,
because it is a very timely issue for all of us, but especially

the elderly. .
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RAPID CITY REGIONAL HOSPITAL

Thank you for your recent letter concerning your activities at the
Senate Aging. Committee hearing on presctiption drug pricing and an
invitation to comment.

My perspective is that of a person who has a graduate degree and 15 years
of experience in the hospital pharmacy arena. Drug prices are of critical
importance to my department and the hospital. They are collectively the
largest budgetary expense item in the department. Expenditures for drugs
in today's 300+ bed hospital can amount to several million dollars an-
nually. I have several brief comments:

1. The generic drug industry is very important to hospital pharmacy as
a ‘method of cost containment. It is important though that both the pub-
lic and the medical profession be assured of quality of generic products.

2. The continued ability of hospitals to obtain "non-profit" or "own use"
pricing is critical in holding the line on costs particularly since Medi-
care/Medicaid reimbursement is many times inadequate. The difference in
price between a competively bid multi-~source drug product and the list
price of the same product purchased at wholesale is several fold. In a
department with a $1,000,000+ drug budget, a return to single-tier prising
could be catastrophic. This is no less of an issue for the small rural?
hospital. 03

3. It appears to me that perhaps the most important single issue relating
to’ recent drug price increases is the maintenance of the current drug
patent laws which enable manufacturers to retain exclusivity for the
patent period. The health care industry is in a sense held hostage by :;
this market domination of patented products. ot

4. The issue of substantial price breaks to non-profit entities by manu-~
facturers in order to build brand prestige, etc., is a non-issue in my
opinion. An interesting example is Tylenol. McNeil Consumer Product
Division has for years .given very significant price reductions to non-
profit hospitals as a means of building brand recoguition and prestige
for Tylemol products. We at Rapid City Regional Hospital purchase and
use the equivalent of 5 bottles of 100 tablets per week. If we were to
assume that each drugstore (15 listed in Rapid City Yellow Pages) and
grocery/convenience store (25 listed in Yellow Pages) were to sell an
equal amount, we see that the closed-market segment of sales amounts

to a mere 2% at most - a figure that one would hardly think would

drive regular wholesale prices substantially higher.

5. The volume purchase discounts that chain pharmacies utilize are

‘not unique to health care. Tell me that 1 pay the same price for a
new Chevrolet as Avis does. Volume discounting 18 a part of a capital-
istic society.
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South Dakota Society of Hospital Pharmacists

P.O. Box 7017 + University Station « Brookings, SD 57007 - (635)688-6197

Dear Senator Pressler:

1 appreciate receiving a copy of your testimony at the Senate Agiﬁg
Committee hearing. I am the Pharmacy Director of Mobridge Regiona@l
Hospital in Mobridge and am the current President of the South Dégﬁta
Society of Hospital Pharmacists. From a personal and organizational
perspective, I would like to present the community hospital side of

the prescription drug_pricing.disparity. . _.__ A

The advent of DRG reimbursement several years ago has put a cap onsthe
ability of the rural hospital to generate revenue. At my, hospital.,.
about 75% of patients are Medicare or Title-19 recipients and the =
hospital is paid a fixed fee for treating these patients. If that fee
is not providing an acceptable margin of profit, or possibly not even
covering costs in many instances, attempts to reduce costs must be made.
For the pharmacy, one of the hospital's major revenue sources, the
primary tool we can use is buying group ﬁurchasing power and related
bid pricing. Even the effectiveness of this tool has been dampened

by inclusion of actual costs of drugs to hospitals in DRG formulas..
The Federal Government was not ignorant of pricing policies when
putting tagether reimbursement figures! If all preferential and bid
pricing was suddenly eliminated, our hospital along with most other:
rural institutions would not survive. '

1 do not favor exhorbitant pricing to the independant pharmacist, but
extreme caution must be exercised in finding a solution to this
problem. 1 feel Congress may be able to legislate better regulations
and laws governing "nonprofit" status, but legislating across-the--
board equivalent pricing (the goal of the Pharmacy Freedom Fund) would
be devastating. I have many friends who own independant drug storess
and I know they are fighting some unfair battles. Chains and mail- &
order, along with HMO's, threaten their livelihoods. However, .theyc:
have chosen their situations. and must use the tools they have at thétr
disposal to fight the battle. The local hardware store and corner
grocery are fighting similar battles and use convenience and personal
service to establish successful businesses. ) =z

Please don't interpret my opinions as being aqti~independant pharmacy.
On the contrary, I feel the local drug store is abso!utelx gssent1al
to the public's health. 1f means_to provide more fair pricing can be
found, 1-am all for it. If this is~at the expense of the demise of
rural hospitals, all will suffer. The Federal Government's costs of
health care will skyrocket to unforseeable levels.

Thank you for considering all sides and consequences”of this issue
before proceeding.
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ONGLING LUTITWLIC (ubu vosits i Cuman=ae v ———

X ent to me- oxr'August 17, 1989. I do not cla:un to have :
‘answers. However, I will try to ‘share my views ‘and

Oq,g,, uestion you,,mention .involves. the value of_the prescri tlon
; S Pnescripj;;_oz} rugs are valuable -

: 1Y, keeping the togta”of health Feare” “down, prAmATEEYY X
-‘E& ugh preveéntive medi¢ine ‘and also- by promoting a pe’raon 8
W ;pe:tng" ‘One™gtudy. P' Téad ~suggests-:that . -preageriptfonkidrugs
on;t?r\account for a‘bou percent of the’ total COStS‘OfAhealth -

— would be difficult tc»fm'"
PVELue: on sa.vin 3-Yife or, Improving the- quali?t %

! I‘ife.f Foz-.' ‘ssue of -this magnitude’of, impd
cost";-;pf prescription-druge, shoulg:b i

A a.t‘the>prfce pai oo
- asi‘f’a.lly cost plus $4525- wouli ‘baRa bax
v&;very . .8ignificant ‘amount. to
for instance; 80 I _certaidly: -
e moré’ than" fair for the government. Regardii :

’iairness tduthe - pharmacies, I am most concerned about:.the (extra.
%imé™that will ‘be “involved and also the computer expenSeSAWhich
wil¥ltbe a part of-theé new Medicare system.. Pharmacies, in .
grder to keep in operation will need to-be reimbursedifor this
increased time spent.on required counseling and computer lag-
time , and more importantly for the computer system whether on
a’*volume basis or possibly on a per prescription basis. I anm
worried that the.new Medicare system might force most:small
independent retail pharmecies to close due to the enormous:
number of elderly -persons involved and also due. to inadequate )
reimbursement. Increased numbers of third party. programs ge a

f.actor contributing factor for low profits..
X 1] " however, I doubt i w:.ll be

T

5'Perﬁ'éps if’all* phiThacie Werd : charged th :

,ove:r;all cost- to the patient might go-downjy pa:rticularl
retail setting. - If retail pharmacies could purchass.
ag-little as hospitals»and HMOs I can- assure you tha .the,, average
cost of each prescription would be lowered substantially‘aI N
iould- estimate as muchras twenty dollars less®per prescription.
“zou mention your findings that smaller pharmacies are charged ™
smore than larger ones in more-populated areas.’ I have not

found .the. community. size to be a factor; a single independent
.pharmacy in‘Hudson, for instance, is charged the same as one in .
'Si‘B’ux Falls, . -The price discounts I:have-geen are given-to .. "
pharmacies in which two. or more are owned by the same operation. ’
The more stores owned, ‘the. greater the discount given by the .
wholesaler, The savings,. hovever, to these pharmacles is rarely
‘pagsed:on to the customer. Do
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kiﬁbthersproblem' even with the tighter regulations, is abuse
of physician samples. I think that if fewer samples were
‘available, perhaps the manufacturers could reduce the price: .
charged to the wholesaler, Persong with the greatest need are
generally not the ones receiving the samples anyway.

mo learn why prescriptioh drugs are so expensive, one must not
overlook the drug manufacturers. Drug -development is a very
expensive, time consuming process which cannot promise success.,
thousands of chemicals are tested in search of one that is
.promising. Generally, it takes greater than 890 million and
between seven to ten years before the FDA approves a drug.
Currently, an investigational new drug must show that it is

safe and effective in toth iest tubes and animals before going
through three clinical trial phases in humans. Only about-
twenty percent of all new drugs tested pass the three rhases and
finally are approved by the FDA. Pharmaceutical manufacturers
spend an average of 15 percent of their profits on crug research.
Perhaps -they could better explain to you. why the prescription
drugs are .go expensive. R B .

Another area of concern is if Medicare requires generic use as
is the case with Medicaid. TFederal -law requires that I dispense
a brand name product when a physician signs on the. "dispense as
written" side rather than the wgubstitution permitted" side on

the_prescription blank. However,. Medicaid will .on

generic price unless the doctor writes-in his/her oW riting,
"brand medically necessary," something I have.neve /§§ce;seen.
e _&-generic

/This contradicts the legal requirement. ~If I disp

"d"'pensequJwritten":Mediqgié'prqsériptioﬂ,-'
2Ver, oduct 1"
: e

ever, If I use the brand nam
iy. ,This hardly se s, fdi

e proven safe and effective by -the FDA;
t:its.bicavailability;and.bioequivalen
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WEBER PHARMACY

P.0. Box 478, Marion, So. Dak. 57043 « Phone 648-3751
We Aim To Please!

9.24-97

Dear Larry,

I would have liked te have come 1o omz of your meetings in S. Dak. ,but
T am sure you realize how diffieult it is when you are ths only Pharmaclst
in the store and community it is almost jmpossabla to get someone to fill in

and if you do it is very oxpsnsive.
very P

I an grateful that you are halping look into the protlexs of dﬂ."—“ﬁﬂ%
pricing as it is a hothsrsome one for most of » rotail Pharmagy. especially
785 That Jo oL rave a gigantic volure., We are supposa compete

the 5™
with the Jalmart,i-mart and now oven so called non-profit Zospitals operating
Retail Pharmacios. It 15 difficult to zather proof of what iS goning ons but
T know these type Fharmazlies duy ot a much lower price than we do. Their are
a lot of Companies that have special ilospital prices. I have goten invoices =y
mistake and saw some prices for example they purchase bottlés of 1303~ Tylenol
for less than we can -uy 1303, and I an told that the V.,A. buys nitorglycerin
transdermal patches for about 1 or 2 cents sach and they are costing us
over $1.0C cach.
T realize also that the elderly or should I say some of the Elderly have a
very low incomo and noed and Jesearve the lowest prices but I am also informed
that some Companies such as SIF soll products direct o like The AARP assn
at about & what we pay so it puts us in a very bad light when we try to compste
with this mail order type Pharmacy which 1s very poor medically anyway because
the patient has no dirsct contact with the Pharmacist whoe fills their medication
in order to ask quastions about side effects and reactions with drugs they may
already be taking.
We also have to put up with situations like the one I wrote to you about before
whereby Postal employees in small touns like ours are required to order their
prescriptions by midl for Phoenix arizona etc and we small busnessman do not
even get a chance to compete..
Thankyou for your consideration of some of our problems and the concern of
the population as a whole and especially the elderly of getting the best care

at tho most economical prices.

AFFILIAI CW INUErFCINVEN } RUOUIDID INL.
Qm’. (605) 225-0416 » 213 E. Railroad Avenue ¢ P O. Box 116 = Aberdeen, SD 57402-0116

SHARMACY August 15, 1989
[ ]

Dear Senator Pressler:

As a South Dakota citizen concerned about the horrendous acturers pri
mc:gg;;s&nzgrhzgmceuti.ca_l_s and as the manager of a buyi%fﬁgé%dent
phar:mc;:tes, d-your “speech in the July 31, 1989, Congressional Record with
great interest and appreciation. It is indeed gratifying to independent pharmacists
to know th@t the U.S. Senate is made aware of the facts concerning the huge price
increases in pharmaceuticals. I would like to, on behalf of all of the independent
phgmmglgs in our organization, express our thanks to you for your support in
maintaining our presence and maintaining health care coverage in our rural
communities.

A point that would indicate the support you will receive in g imi
discriminatory pricing.of pharmaceuticals.. At our annual coyrgiat;a;getgnzlﬂmate
June 1989, AID, Inc. and its individual members gave and pledged financial and
active support to the Pharmacy Freedom Fund (PFF). PFF is a voluntary national
organization o§ J..ndependent pharmacists dedicated to accomplish the end of dis-
criminatory pricing as you discussed in your speech.

By a copy of this letter I am asking PFF to supply i isti

. you with the statistical data
aC(_:m!rulated to_dqte and in the future showing the facts of pharmaceutical dis-
criminatory pricing. . .

Again, Senator Pressler, we appreciz;te and thank £ i
us on this problem. you for support you are giving
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BOX ys7?

FELYE ECURCHE 3. 0/'c

AUBUST 15, 1989

DEAR SENATOR PRESSLER,

CONGRATULATIONS DN YOUR STATEMENT OF JULY 18,1989 7O THE HERARING OF THE
SENATE SPECIAL COMMITTEE ON AGING,
MANUFACTURERS.

ACEUT

ON THE PRICING PRACTICES.OR.RHARMZ

—————
YOU DID AN ODUTSTANDING JOB OF DEFENDING THE

PHARMACISTS

INTERESTS OF INDEPENDENT
IN S0UTH DAKOTA.: 1 CANNOT GIVE YOU ANY NEW INFORMATION,

HOWEVER, I CAN SAY THAT INDEPENDENT PHARMACIES ARE HAVING FINCANIAL

PROBLEMS IN

MY WIFE AND

COMPLETING OUR 6TH YEARR IN BELLE FOURCHE.
ABLE STORE IN HOVEN TO JUDY BROWN.
TO CLOSE THE PHARMACY IN HOVEN.
STORE). THIS REALLY BOTHERS ME BECAUSE FOR 13 YEARS THAT STORE PROVIDED
OUR FAMILY WITH A COMFORTABLE LIVING.
SON BUT WAS .NOT ABLE TO COMPETE WITH THE MAIL ORDER FIRMS. HER DOCTORS DO
NOT ALLOW GENERIC SUBSTITUTION. JUDY HADTTIDFUSE EXPENSIVE BRAND NAME DRUGE
AND THE LONG AND SHORT OF 1T 1S THRT SHE CDULDuNOT GET AN ADEQUATE FEE TO

SOUTH DAKOTA, AND VERY FEW ARE SALABLE OPERATIONS TODAY.

1 OPERATED SCHWANS DRUG IN HOVEN FOR 13 YEARS AND ARE JUST
IN 1983 WE SOLD A VERY PROFIT-
JUST LAST MONTH JUDY BROWN WAS FORCED

“(THE STORE IS STILL OPEN AS A SUNDRY

STAY IN BUSINESS IN 'HOVEN.

SIX YEARS AGO WHEN MARILYN AND 1 PURCHASED CLIFF THOMAS DRUG IN BELLE

FOURCHE FROM RETIRING CLIFF THOMAS THE GOAL WAS THAT I WOULD RUN THE

STORE AND MARILYN WOULD BE AT HOME WITH THE FAMILY AND JUST RELIEVE ME
FOR NOON HOURS, HAIR CUTS, ETC. TODAY 1 RUN THE STORE ALONE AND BROWN
BAG IT--MARILYN ISTWORKING AS A PHARMACIST FOR FORT MEADE AND WITH BOTH
INCOMES WE ARE STAYING AHEAD OF THE BILL COLLECTORS!
1S UP, 1 FILL MDRE THEN THE AVERAGE.-NUMBER OF PRESCRIPTIONS OF SOUTH DAKDT:
INDEPENDENT PHARMACIES AND WE WILL SURVIVE.:-
OUR.DRUG STORE IS THAT TODAY WE COULD NOT .SELL IT BECAUSE NO YOUNG PHARM-
ACIST COULD PAY FDOR THE HUBE INVENJORY RND:STILL EARN A LIVING._ IF I WERE
RETIREMENT AGE 1 WOULD LIGQUIDATE 1T. THIS PROBABLY IS NO GRER'E?)LOSS FOR T
PEDPLE OF SOUTH DAKOTA BECAUSE BELLE FOURCHE HAS TWO..DFHER PHARMACIES.
<EHOWEVER; THERE ARE SEVERAL ONE DRUG STORE TAGWNS' IN SOUFH DAKOTA THAT ARE
TGDING TO BECOME ANODTHER HOVEN.

Dear larry,

Dy menufactwvrs have always Had 15 deferent prices down through the
years. They have Jifferent schedules’for small retailers,wholesalers, large
chainei, hospitals » hwo's, and federal and state govermment. Government
usually gate-the wry lowest price because they require competitige bids
each yoar. As an x&ple an item that costs the small retailer about $35.00
wholesale will ot the govermment. about $5.00

Hocpitals and w'o's probahly get the next best price after the government.
Large retajl chaint and wholesalers receive volure discounts on truck-load
-ordern shipped to their central Small i retailers, becaus.
of lower volure, sust oxder from regional wholesalers and therefore pay the
highes:t. price for (b2 sae item. Most S.D, pharmacies fall into this category.

Meick Sharpe i vhme company is the only mamufacturer to my knowledge that has
a policy of ane Ve to all regardless of volume. Whether this applies to govr.
bids, [ do not kav- 1f all manufacturers and wholesalers would have this policy
small =:mmwu1.::emrpetitivevithlargsdsainsmﬂmilmrmss in rurz.
arerica

The latest th:s to Stall town drugstores are the medical insurance compenier
and ma1l order hasws. Some insurance conpanies demend their clients send their

prescriptidnas to :X company owned pharmacy or they won®t pay amything. Mail order

bouses such as the pramacy service of AARP are taking. & toll also. They pramise lues:

prices 7o all senix vitizens. With these thoughts.in mdnd, its hard for me to
believe small towns #:07es will be around much donger.
I would be incrrested in any comments you may have an this issue.
Hovefully nex: :ire I will be zble to locate £y own paper to write an.

JuUDY 1S AN EXCELLENT BUSINESS PER-

OUR SALES VOLUME

THE ‘DISAPPOINTING THING ABOUT



266

The CHAIRMAN. Senator Pressler, thank you.
Senator Bradley.

STATEMENT OF SENATOR BILL BRADLEY

Senator BrapLEY. Mr. Chairman, I don’t have an opening state-
ment.

The CHAIRMAN. Thank you for being here, Senator Bradley. If
you have any questions, we are going to have a short questioning
period in a moment. I already mentioned the price escalation of the
drug that Mr. Green is taking.

I would like, if I might, also tell Mrs. Bivens that in 1964 Elde-
pryl was discovered in Hungary and has since been marketed
there. Today, a U.S. pharmaceutical firm merely purchases Elde-
pryl from the Hungarian company and sells it in the United States.

In Italy, one pill of Eldeprylis 41 cents, per pill. In Canada, it is
$1 per pill. In the United States, it is $2.38 per pill. We are shortly
going to have some explanations as to why the drug prices in our
country are so much higher than they are in almost any other area
of the world.

Let me if I might just ask a couple of questions, and then I will
yield to Senator Heinz.

Tell me, if you will, Mr. Hodel, about the so-called “give-away”
program of aerosol Pentamidine to indigent victims of AIDS. Is this
program working?

Mr. HopEL. Lyphomed has been talking to the community about
creating an indigent patient program for some months, beginning
at the point when the drug was approved for aerosol use in June.
Since that time, they have not formalized the details of the pro-
gram in any significant manner as far as I am aware. They are
close to doing so, they say, but we are not yet aware of any distri-
bution of the drug.

They have 1ndlcated that they intend to give drugs away to com-
munity-based, not-for-profit clinics, and allow those clinics to decide
who is indigent and therefore who is entitled to the drug. We are
aware of community-based clinics all over the country who have
written to Lyphomed requesting such assistance, but are not yet
aware of any receiving such assistance.

I admit that we are somewhat dubious about Lyphomed’s inten-
tions. The announcement of the indigent patient program followed
considerable media attention to the importation of a competitive
product from England. So we viewed it largely as a media ploy.

The CHAIRMAN. How many of the AIDS victims that you know of
are ordering their pentamidine from Europe?

Mr. HobkL. It is difficult to estimate, although I would guess that
it is no more than a few hundred. It is a very difficult process to
import a medication from any other country, so most people just
aren’t aware of it.

The CHAIRMAN. I don’t think there is any dispute as to the exact
sameness or similarity between the pentamidine produced in Eng-
land and the American equivalent, manufactured by Lyphomed.
Lyphomed, as I understand, protested to the Food and Drug Ad-
ministration, and asked the Food and Drug Administration to have
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Customs officers stop and seize all of this English-made -drug
coming in to our borders. '

Mr. HobkL. To the best of my knowledge, it is.

TueE CHAIRMAN. We have cables to that effect, and I am going to
place those cables in the record,* because I think it shows the
extent a drug manufacturer will go to to basically protect their turf
and their monopoly, as given to them by the Food and Drug Ad-
ministration, or under the laws of this country. .

‘'The CHAIRMAN. We appreciate what you have had to say. I am

-going to yield. We have a large number of Senators here. I wonder
if we could invoke the 5-minute rule, and we will yield to Senator
Heinz for 5 minutes of questions.

Senator HEiNz. Mr. Chairman, thank you very much. I am going
to ask unanimous consent to submit Senator Wilson’s statement for
the record, if you please.

The CaairmAN. Without objection.

[The prepared statement of Senator Wilson follows:]

Y

4 See appe‘ndix 6, p. 628.
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— ASK TZ SudHIT STATEHENT | THE
THE HONORABLE PETE WILSON BA’KIEA’//SCN@EZQ

NOVEMBER 16, 1989 " o
SENATE SPECIAL COMMITTEE ON AGING (ETEYL |~ NeEW Jord

PRESCRIPTION DRUG PRICING THE,S A2 L&

MR. CHAIRMAN, I @M PLEASED THE SENATE SPECIAL COMMITTEE ON
AGING HAé THE OPPORTUNITY THIS MORNING TO EXPLORE PROBLEMS AND
SOLUTIONS RELATING TO PRESCRIPTION DRUG PRICES. I BELIEVE TﬁE
COMMITTEE’'S JULY HEARING WAS EFFECTIVE IN OUTLINING THE
DIMENSIONS OF THE PROBLEM OF ESCALATING PRESCRIPTION DRUG
COSTS. TODAY WE HAVE THE CHAﬁCE TO EXAMINE PRIVATE SECTOR
EFFORTS TO NEGOTIATE LOWER PRESCRIPTION DRUG PRICES AND TO
CONSIDER THE APPLICATION OF SUCH STRATEGIES TO THE PUBLIC
SECTOR.

AS WE LEARNED IN JULY'S HEARING, THE STEADY AND CONTINUED
GROWTH IN PRESCRIPTION DRUG COSTS IS OF GREAT CONCERN TO THE
PRIVATE AND PUBLIC SECTORS. AT THE TIME OF THE HEARING THE
ISSUE HAD PARTICULAR REVELANCE TO THE FEDERAL GOVERNMENT AS WE
PREPARED TO IMPLEMENT A COMPREHENSIVE OUTPATIENT PRESCRIPTION
DRUG PROGRAM FOR ELDERLY AMERICANS UNDER THE MEDICARE

CATASTROPHIC COVERAGE ACT.

WHILE THE ULTIMATE DISPOSITION OF THE CATASTROPHIC ACT REMAINS
UNCERTAIN, IT IS CLEAR THE DhUG BENEFIT WILL BE ELIMINATED.
HOWEVER, THE CONTINUED ESCALATION IN PRESCRIPTION DRUG PRICES
REMAINS COMPELLING AND RELEVANT TO THE FEDERAL GOVERNMENT FOR
A VARIETY OF REASONS, NOT THE LEAST OF WHICH IS MEDICAID .
‘SPENDING ON PRESCRIPTION DRUGS.

IN MY STATE, PRESCRIPTION DRUGS REPRESENT THE FOURTH LARGEST
CATEGORY OF SPENDING IN THE MEDI~CAL PROGRAM, AS WE CALL
MEDICAID IN CALIFORNIA. STRIKINGLY, PRESCRIPTION DRUG
EXPENDITURES HAVE DRAMATICALLY OQUTPACED OTHER SERVICES OF THE
MEDI-CAL PROGRAM, JUMPING 150 PERCENT SINCE FISCAL YEAR

1978-79 WHILE ALL OTHER MEDI-CAL SERVICES ROSE 50 PERCENT.
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| unDERSTAND I fovR oPEmKa Romens
¥R. CHAIRMAN,)\YOU REFERREDATO LEGISLATION OFFERED IN

CALIFORNIA, A.B. 2148, BY ASSEMBLYMAN BAKER THAT AUTHORIZED
THE CALIFORNIA DEPARTMENT OF HEALTH SERVICES TO NEGOTIATE
REBATES FROM MANUFACTURERS OF SINGLE SOURCE DRUGS. I WOULD
REQUEST, MR. CHAIRMAN, THAT THE LETTER PROVIDED THE COMMITTEE
BY ASSEMBLYMEN BAKER AND ISENBERG REGARDING THIS MEASURE BE

MADE PART OF THE RECORD.

THE ASSEMBLYMEN'S LETTER NOTES THAT THE MEDI-CAL PROGRAM PAYS
OVER $130 MILLION EACH YEAR FOR SINGLE SOUR&E PRESCRIPTION
DRUGS, FOR WHICH THE STATE PAYS WHOLESALE OR "LIST" PRICE. IN
PAYING LIST PRICE FOR THESE DRUGS, MEDI-CAL RECEIVES NO
DISCOUNTS, SPENDING BETWEEN 20 AND 80 PERCENT MORE THAN OTHER
MAJOR PUBLIC HEALTH PROGRAMS SUCH AS THE VETERANS
ADMINISTRATION. SIGNIFICANTLY, MR. CHAIRMAN, AS YOU NOTED IN
YOUR OPENING REMARKS, BY AUTHORIZING THE NEGOTIATION OF

PRESCRIPTION DRUG PRICES, ASSEMBLYMAN BAKER’'S LEGISLATION
WOULD HAVE RESULTED IN SAVINGS TO THE FEDERAL GOVERNMENT AND

THE STATE OF CALIFORNIA IN THE AREA OF $40 MILLION.

WHILE IT IS DISCOURAGING THAT THIS MEASURE WAS ABLE TO MUSTER
ONLY FOUR COMMITTEE VOTES IN THE FACE OF INTENSIVE LOBBYING ON
THE PART OF THE PHARMACEUTICAL INDUSTRY, I AM ENCOURAGED BY
EFFORTS BY THE CALIFORNIA DEPARTMENT OF HEALTH SERVICES TO
ENTER INTO DISCOUNT CONTRACTS WITH DRUG MANUFACTURERS. 1IN
LIGHT OF INCREASINGLY CONSTRAINED MEDICAID BUDGETS AND
ESCALATING PRESCRIPTION DRUG COSTS, I AM CONVINCED THIS IS THE

DIRECTION ALL STATE MEDICAID PROGRAMS MUST TAKE.

AS AN ARTICLE WHICH APPEAhED IN TUESDAY’S NEW YORK TIMES

BUSINESS SECTION SUGGESTS, THE TOLERANCE OF PRIVATE AND PUBLIC
PRESCRIPTION DRUG BUYERS OF RIéING DRUG COSTS IS WANING. THE
WAVE OF THE FUTURE IS NEGOTIATED DRUG PRICES BETWEEN STATE AND
PRIVATE HEALTH PLANS AND DRUG MANUFACTURERS. I WOULD ASK, MR.

CHAIRMAN, THAT THIS ARTICLE ALSO BE INCLUDED IN THE RECORD.
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MR. CHAIRMAN, WE ‘HAVE THE OPPORTUNITY TH}S MORNING TO
DEMONSTRATE LEADERSHIP ON THIS ISSUE AND TO‘FXPPORE SOME OF
THE OPTIONS AVAILABLE TO STATE MEDICAID PRéGRAMS TO GET A
BETTER DEAL FOR PRESCRIPTION DRUGS. I BELIEVE THAT THE PUBLIC
SECTOR HAS MUCH TO LEARN FROM THE STRATEGIES EMPLOYED BY
HEALTH MAINTENANCE ORGANIZATIONS (HMOS), HOSPITALS AND BUYING
GROUPS TO IMPROVE THEIR NEGOTIATING POSTURE AND TO WORK WITH

DRUG MANUFACTURERS TO REbUCE PRICES.

WHILE I REGRET THAT I WILL. BE UNABLE TO STAY 'FOR THE DURATION
OF THE HEARING, DUE TO OTHER COMMITTEE COMMITTMENTS, I LOOK
FORWARD TO REVIEWING THE HEARING RECORD. THANK YOU, MR.

CHAIRMAN.
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Negotiating: Lower Drug Prlces I

Prices pald in 1988 bv 100 labfers In doliass.

u Vﬂw lehCoun Heenn Da mospltals
#l Los Angeles ty partmen
mtmspaals

3o

anhnns ulcer

375 milligram 300 milligrams 50 milligram 200 milligram
SmithKline
Soacham

Syntex Inc.

* Does'not include $4.05 -
pharmacy disbursing {ee. .

hen arlhmxs
Ciba-Geigy  Merck & Co.

Sowoo Calitornia Depanment
Health Sorvices,

Med-Span Fix
WMM(MV 1988}

The New Yok imentNow 14, ey

Price Revolt Spreading
On Prescription Drugs

By MILT FREUDENHEIM

Beginning a buyer's revolt against
sharply rising prescription  drug
prices, a growing number of state
government and employer health
plans are trying to force pharmaceu-
tical companies to trim prices on
brand-hame producis.

To back up their demands (or dis-
counts and rebates, the state and pri-
vate health plans are threatening 1o
drop sume products from their lists of
drugs approved for reimbursement.

The lists already favor low-priced
generic versions of drugs that have
lost patent prolection. But now the
heulth pluns are’ demanding bids
frum makers of compeung brand-
name drugs that have no generic
equivalents, Some health plans are
even talking of boycotling some prod-
ucts of companies that refuse to coap-
crate.

A Price Surge Since '80

"We wan to send a signal out to the
physician, the pharmacy and the
manufacturer that there Bas (0 be an
end to tolerance of rising costs,” said
Dan Heslin, director of employee
benefits at Rockwell lnxcrnauonal an

in September {rom the month a year
earlicr, more than double the Con-
sumer Price [ndex. Americans will
spend $40 billion on drugs und related
products this year, according to Fed-
eral statisticians.

The drug companies have been
fighting the price demands. In Cali-
fornia and Kansas, for example, they
have been lubbying for legislation
that would prohitnt state Medicaid
programs from exctuding  higher-
priced products, arguing that such
policies amount 10 second<class medi-

“There has to be an
end to tolerance of
rising costs.’

cal treatment for the poor. And while
some pharmaceutical companics
huve agreed Lo discuss prices with
some large employers and insurers,
the purchasers say the compunics
have refused o give discounts and re-
bates on brand -name products, ex-
cept w b ant large hca!

tis
mg with drug makers on prices and is
even opening its own pharmacics to
buy drugs in bulk at lower prices.

The price of drugs has risen 88 per-
cent since 1980, *and 1t continues 0
80 upward,” sald Senator David
Prynr,‘Democrnl of Arkansas, chair-
man of the Senate Aging Commutice,
which plans hearings on prescription
drug prices for Thursday.

The Lobor Department satd pre-
senption drug prices ruse 9.2 percent

maimenanteorgnnlulwns
Hospltals and some H.M.0.'s have
secured price concessions becuuse
they shortened the hists of drugs thew
physiclans prescribe, putting pres
sure o the manufactureis to muke
deals. Bul pauenls not in HM.C's
who are covered by employers and
Medicaid buy thewr drugs at thou-
sands of pharmacies that do not have

Continued on Puge D6




Price Revolt Spreads on Prescription Drugs

« natinued Vrom P st Busimess Page
unified buying power (The Medicare
program for the elderly and disabled
does not cover prescription drugs out-
side the hospital, and an expansion of

the program 1o cover such expenses .

1s virtually dead in Congress.)

tn the political batiling over drug
prices, the health plans leading the
revolt are supported by advocates for
the elderly. who use more than 30 per-
cent of all prescription products, and
for people with A1DS,

They cite as examples the $6,500
2nnual cost of AZT. the only federally
approved AIDS drug: $6,240 a year
for erythroputetin, for anemia associ-
ated with kidney dialysis, and $1,375a
vear {or Eldepryl, 2 promising new
drug for Park:nson’s disease.
cvenly percent of elderly Amer-
wcans have no insurance for prescrip-
sion drugs,” Senator Pryor said.

“A Collision Course”

John Rother, legislative director in
Washington for the American Associ-
ation of Reured Persons, an ad-
vocacy group, said.
on a cullision course with the pohitical
mteresis of business, older people and
government.” John R. McHugh,
president of the group's mail-order
drug service, said, **The brand-name
manufacturers’ prices in l.heJa

vears have been unc -

Drug prices are.

212

“ ¢Tre Nou Vork TimessPaot Jerser

To fight rising prescription drug costs, Rockwell International operates
a pharmacy for employees at one plant, where Michele Hartzler and
other pharmacists dispense drugs that the comipany buys in bulk at

tower prices.

Representatives of the Pharmaceu-
ucal Manufacturers Association, an
industry irade group, said prices
were rising because the revenues had
to hinance large research and devel-
opment programs. They said the
companies spent $6.5 billion on re-
search, or 16.3 percent of their $46.2
bulion in worldwide sales last year.
~*Costs of labor, materials, 1axes and
promotion have zlso increased in re-
cent years,' said Gerald J. Mossing-
hotf, the association president.

He said drugs, including those for
uicers and high blood pressure. had
wielded enormous savings in overall
spending on hospital care.

Securities analysts said drug
makers have often raised prices to in-
crease earmings even though sales as
measured in units have been stagnant
over all — about 1.5 billion prescrip-
Uons a year since 1982,

21% Increases in 83

The Upjohn Company, for example,
has raised the price of both Xanax, a
tranquilizer, and Halcion, a sedative,
by 21 percent since January, as the
number of prescriptions written for
both products was dropping, said
Ronald Nordmann, an analyst at
Paine Webber Securities.

Because  benzodiazepines like
Xanax and Haicion can be addictive
and their effects are often com-
pounded by alcohol, physicians have
begun 1o limit prescriptions for both
drugs. New York State restricts the
number and frequency of benzodiaze-
pine prescriptions, And a Food and

Drug Adminisiration advisory com-
mittee recently recommended that
Upjohn be required o warn that trav-
elers who use Halcion may have
memory lapses.

The drug makers say drugs cfien
have only a few years of strong earn-
ings before losing ground to new
products and, after theii patent pro-
tection runs out, to low-priced generic
versiuns. Robert H. Uhl Jr, an ana-
Iyst at Salomon Brothers, said that by
1993 two dozen drugs with a combined
10tal of $5 billion 1n annual sales will
have lost patent protecion.

Industry Highly Profitable

But pharmaceuticals ure one of the
country’s most profitable manufac-
turing industries: Preiax profits
were 22.6 percent of sales in the first
half of 1989, compared with 7.8 per-
cent for all manufacturing, the Com-
merce Department said. By another
.measure, pretax earnings amounted
to 42.7 percent of shareholders’ equi-
ty, compared with 21.5 percent for ail
manufacturing.

Rising costs for drugs are 8 major
concern for large employers like the
General Motors Corporation, whiqh
says it.will spend more than $300 mil-
lion this year for drugs for active and
retired employees, up more than 20
percent from 1988,

“‘A lot of that comes right off the
bottorn tine of their earnings report,”
said Mason Irving, a health-care ex-
pert at Arthur D. Little, a consulting
firm in Cambridge, Mass. N

The Big Three auto makers’ major
health plan. the Blue Cross and Blue
Shield Assoc:ation of Michigan, has
obtained price rebates {rom drug
manufacturers for its health mainte-
nance orgamzaiions, said Thomas A.
Needham, a senior pharmaceutical
consuttant with Michigan Blue Cross.
‘‘“We may try to expand the rebates 1o
all gur business.” he said.

Prices Compared

H.M.O.'s, which are prepaid health
plans, and hospitals draw up lists of
approved drugs, known as formu-
taries, in consultation with doctors
and pharmacists. When there ic a
choice of products deemed equaily
safe and effective, price becomes an
important consideration.

*“We negotiate with manufacturers
and all vendors,” said John Middle-
ton, president of Diversified Pharma-
ceutical Services, a unit of United
Healthcare Inc., an 800,000-member
H.M.O. based in Minneapolis.

Rockwell, which has 110,000 em-
ployees, operates its own pharmacy
at a plant in lowa and is planning 1o
open pharmacies for its employees in
Texas and California. Mr. Heslin said
manufaciurers had offered to supply
drugs to Rockwell employees by mail
al special prices.

Five Los Angeles-area aerospace
companies — Rockweil, Lockheed,
Hughes Aircraft, TRW and Northrop
- have commissioned a study of *"the
cost-effectiveness of direct phar-
macy contracting,” said Michael J.




Some health plans
are considering
boycotts

Barber: a principal with Mercer
Mewdinper Hansen, 2 benefits consutt-
ing fuirm. "The drug manufacturers
are truly an oligopaly.™ he said. *‘Bur
employers are geting closer to the
door to wfluencing drug prices.”

Stephen Schondelmeyer, director of
the Pharmaceutical Economic Re-
search Center at Purdue University.
said: "'In many cases, the purchasers
of health care are now as large as the
pharmaccutical manufaciurers.
We're sreing a leveling out of market
power hetween purchasers and pro-
ducers .

Deere & Company, a farm machin-
ery manufacturer, operates its own
health maintenance organizalion
with 175,000 members. **Both brand-
name and generic drug manufactur-
ers have expressed an interest in
1alking 10 us,” said Richard J. Van
Bell, Deere's personnel and health
N operations direclor.
ds Sought

Officials of Medicaid are also
nressmg for rebates in a1 least 14
states. Medicaid wiil spend $3.3 bil-
hon on prescription drugs in 1989.

The manufaciurers have rebuffed
the states 10 most cases, but last year,
when Kansas called for competitive
bids an 30 drugs, “'several ¢
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including brand-name manvfactur-
ers, responded.” sayd John W. Al-
quest, the state’s Medicaid comms-
sioner Bids were accepted on six
products, cach a lower-priced generic
version of a brand-name drug “ll a
docior prescribes the brand-name,
we Just woi't pay for it,” he said.

Mr Alquest said drug manufaciur-
ers had fried without success to pei-
suade the Kansas Legislature to pro-
Fibit the tudding program.

Last month, the Cahforma Legisla-
ture authorized the siate’s Medi-Cal
pagram for low-mncome patients 1o
add or delere drugs from its approved
List, thus sirengihening the state’s

bargaming power Norman Hant :
a Medi-Cal <pohesman, said the
manufacturers had rebuffed carher
requesis W negonale. and  haed
“‘dumped a ton of money trying e go-
feat the law."*
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300 muithgrams of the anti-vleer drug
Tagamet, madc by SmithKline
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Senator HEINz. I would like to ask Mr. Green a question. Taking
a slightly different angle than just the cost angle of the drugs, Mr.
Green, your story is a struggle against the odds to remain inde-
pendent and you are very nervous about what is going to happen to
you in the future.

I would like to know whether you have any insurance, other
(tihan Medicare, to help you defray the cost of your prescription

rugs.

Mr. GreEN. If I may refer to one thing, also, concerning your
question, you were talking about the prices of Mestinon. I get mine
through the Myasthenia Gravis Association, which is one of the
best organizations in the country. Without them, I would be really
suffering if I could not get my drug through their pill bank. They
have really helped me.

As you asked about the insurance, they said I could get it free,
but they said I would have to sign a paper that I am in very deep
poverty and cannot afford to buy the pill, and also that I don’t
have any insurance. '

I do carry Blue Cross, which pays for $500 of medicine a year.
But the first $100, $400 to $500, you pay yourself. But the premium
I pay is $70.80 per month. You can get a premium without the cov:
erage for medicine for $40. So in other words, you are paying
around $28 or $29 a month for your own medicine.

When you get through at the end of the year, with the price of
$87 a month for your medicine—I didn’t figure it out exactly—they
are paying around $125 or $130 for your medicine, you are paying
for it yourself. So you are not actually benefiting.

‘Senator HEINz. So the insurance concept of protections in this
case does not work. You are not getting any benefits.
~_ Mr. GreEN. It does not. If the medicine keeps on going up, you're
- -wminca.deeper. hole than you were before.

“Senator HEiNz. Mr. Chairman, that’s my point. Most of the elder-
ly have Medigap policies, as I understand it, or private insurance of
one-kind.or another, that purport to provide some kind of insur-

ance on prescription drugs.

A lot of them, and Mr. Green’s is one: example, simply do not. It
seems to me that if we.are going to have meaningful Medigap in-
surance, it ought to'make the hole in coverage smaller, not keep it
as large, or in some. cases, make-it larger. That is Medicavern, not
Medigap. I know that is not a specific subject of this hearing, but it
is a subject we should look at, maybe on another occasion, or at
least.in the Finance Committee, where a number of us serve.

Mr. Green, I thank you very much. I do have other.questions, but
don’t want to go beyond my time.

I do want to ask Mr. Hodel one question. Mr. Hodel, you dis-
cussed the fact that social workers.sometimes encourage people to
quit their jobs in order to qualify for Medicaid.

Mr. HopeL. That is certainly correct.

Senator HEiNz. Do you know whether that is also true for people
who are HIV positive and/or persons who have AIDS?

Mr. HobEL. Generally, with people who are simply HIV positive,
many of those people are not yet ill. While they begin to incur
medical expenses, they do not become extraordinarily high until
they do become ill.
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It is generally assumed among social workers that once one
begins to develop serious symptoms, that it is a matter of decline
after that. It is generally assumed that one will quit one’s job at
some point.

Many people with AIDS, because they are in their thirties or for-
ties, are without savings that will carry them for very long, and so
it is assumed that they will eventually end up on Medicaid.

Senator HEINZ. To the extent that they are advised to quit their
jobs and go on Medicaid, is that in substantial part because of the
cost of drugs like pentamidine?

Mr. HopkL. Certainly. For people without insurance, medication
costs for AIDS can amount to theusands and thousands of dollars
per year. I personally know several people who pay well over
$1,000 per month for medications, and I should point out that that
includes people who do not take AZT, which is perhaps the most
expensive. _

Senator HEiNz. But one of the reasons they do go on Medicaid
gnd quit their jobs to go on Medicaid is because of the cost of

rugs? .

Mr. HobgL. Absolutely. Because Medicaid will cover the costs of
those drugs.

Senator HEINz. Mr. Chairman, my time is up. I must observe
that a policy that encourages people to stop work so they can con-
tinue to function is an upside down policy.

Mr. HopkL. It would seem so.

Mr. Pryor. Thank you, Senator Heinz.

Senator Reid.

Senator REID. I have no questions at this time.

The CHARMAN. All right. I believe Senator Cohen was next and
then Senator Bradley.

Senator COHEN. Mr. Green, you mentioned the Myasthenia
Gravis Association of Western Pennsylvania. Do they provide dif-
ferent types of medications at a lower cost to you and others who
are afflicted with this disease.

Mr. GREEN. The medication they provide for me is Mestinon. It is
provided at quite a bit lower cost than what I can buy it for at the
drug store.

Senator COHEN. According to your statement, once Hoffman-
LaRoche transferred the distribution rights to ICN Pharmaceuti-
cals, they no longer sold at either a wholesale or reduced rate to
the Association of Pennsylvania. Is that correct?

Mr. GREEN. According to statement, when I was notified from
the pill bank in Western Pennsylvania that the distribution rights
had been sold to ICN, I called up the branch in Chicago. They told
me it was going up to $87 because they had refused to honor the
contract in Western Pennsylvania and elsewhere that was for $40.
In other words, the contract had expired as of June 1, or whatever
it was, and that was it. After that contract expired, ICN refused to
extend the contract at that price.

I think the representatives of the Myasthenia Gravis Association
could give you a better idea as to who did what, but the price did
go up to $87. But the Myasthenia Gravis Association in Chicago got
that for me. I get the pills out of what they call the American Drug



— -

———

6
N

RX, out of Salt Lake City, UT. The medicine is sold to them, and
worked through the pill bank at that price.

Otherwise, today, in our town it is $136 per 500 pills. I heard last
night that in New York City and some places, it was $150 to $160
for 500 pills, and that the price is going up again. So where it stops,
nobody knows. ,

Senator CoHEN. The association that you are getting the pills
from now charges you how much, $87 and it is going up to §93?

Mr. GreeN. It has gone up 8 percent, yes, just the other day
when I was preparing this speech, on November 1.

Senator CoHEN. And that’s still at a discount rate?

Mr. GrREeN. That is a discount rate, but the Myasthenia Gravis
Association, according to what I understand, they are absorbing a

lot of the cost.

- Senator CoHEN. In other words, if you did not have access to this
association, the cost to you would be much higher even than $93?

~ Mr. GreEN. Oh, yes. I was very fortunate in one respect. I heard

of this -organization through Muscular Dystrophy, they told me
about this organization in Pennsylvania. When I wrote to them
and explained my situation, they told me it would cost $10 to join
the organization, a final membership fee. Since then I have been
very fortunate that I can get the pills from them. The way the cost
goes up and up, we never know what it is going to be. _

Senator CoHeEN. How many people have this disease that do not
have access to the organization?

Mr. GREEN. There is an estimated 125,000 to 150,000. I might be
a little lower or higher. The thing is, if I may point out, I stated in
my speech that it is a rare disease at that point. A lot of people
have Myasthenia Gravis but they don’t know it. It took around 3 or
4 weeks of testing to finally figure out that I have it. After all
kinds of blood tests, they finally determined that’s what it was.

Today, a lot of people have it but they still don’t know what it is.
'1Ij}l;e think it’s just a muscle deficiency, or-arthritis, or something

ike.

Senator CoHEN. And if they do find -out what they have, they
cannot afford to take care of it? , :

Mr. GreeN. When it gets to that point, they estimate it will get
higher and higher, your medication remains the same, there is no
generic drug, either you pay for it or take the consequences. You
lfmave to take it to live. It controls the disease, but there is no cure

or it. :

Senator CoHEN. Thank you.

The CHAIRMAN. Mr: Hodel, the charts that you brought before
the committee today in your statement indicate that since 1984,
there has been a 460-percent increase in the price of this particular
drug that is life-sustaining to many members of the AIDS commu-
nity. :

Have you, or anyone else who might be a spokesman for the com-
munity gone to this particular company, Lyphomed and attempted

: to find out, one, why this price is justified, or two, if they are going

to deem that they do or do not have a social responsibility in this
field? Has there been any contact with the company?

Mr. HopiL. There have been numerous attempts by AIDS advo-
cates and by the media to learn from Lyphomed the justification
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for the price increase. Most of those attempts have been unsuccess-
ful. There has also been a concerted effort among 20 of the largest
AIDS organizations in the country to contact Lyphomed to request
a meeting concerning pentamidine pricing. As of 2 days ago, Ly-
phomed has indicated that they would meet. :

The CHAIRMAN. That they would meet?

Mr. HopEL. Yes. That was news I received Jjust Monday of this
week. That meeting has not yet taken place.

The CuairMaN. I will say this, and I probably shouldn’t, but
some of the companies, the manufacturers, have expressed an in-
terest in meeting with some of the members of this committee. I
know my friend Senator Warner and Senator Heinz and others
have thought it might be constructive to sit down with the manu-
facturers and talk about this. Maybe that would be constructive.

I have reservations about this because I think that these drug
pricing mechanisms should be in the public, not the private,
domain. I truly feel that as the Government is probably the No. 1
purchaser of many of the drugs we are talking about we should
have public access to the reasons for these price increases.

The drug manufacturers may not know it, but they are digging
themselves into a very deep hole. The Congress is not going to
stand around and watch drug prices in the community that you
represent go up 400 percent, 238 percent for Mr. Green’s drugs.
We'’re not going to stand here and watch people in Italy pay 41
cents for Mrs. Bivens’ pill and $1 in Canada and $2.38 here.

This system is not going to permit that. What we do with this
problem is another question, but there is no doubt that something
is going to be done. This system is going to respond. .

Senator Warner. '

STATEMENT OF SENATOR JOHN WARNER

Senator WARNER. Mr. Chairman, I would say that we ought to at
least give the companies an opportunity. They have responded with
a willingness to come forward and talk to members of this commit-
tee. They do operate.in a free-enterprise system. It is the system
which has produced these magnificent drugs. They have proprie-
tary interests, and I, like you, want to get at the bottom of this
issue. Indeed, all across America we should get at the bottom of
this issue.

Nevertheless, we should do it in fairness and within the frame-
work of the free-enterprise system which we have in this Nation.

The CHaIrMAN. I feel like, Senator Warner, if these manufactur-
ers were sitting there in your office or mine, and we closed the
door, and they told me some deep, dark secrets that inadvertently
‘iin a hearing like this, I might just blurt them out. I don’t want to

o that.

Senator WARNER. We had better be prepared to take those risks
if we are going to get at the bottom of these issues. These are im-
portant issues, and let’s get on with it.

The CHAIRMAN. Senator Warner, do you have any questions for
these witnesses?

Se111ator WARNER. Not of this panel. I will wait for the next
panel.



278

The CHAIRMAN. Senator Cohen or Senator Heinz.
. Senator Heinz. No further questions.

‘The GHAIRMAN.-I have one question for Mr. Green. You had an
opportunity there a year or so ago, or months ago, when the prices
of these drugs started going up dramatically, to sign a statement
that you did not have the ability to pay for these drugs any longer.
You would basically have become a Medicaid recipient. You could
have signed a letter of impoverishment. I think you had that op-
portunity. You refused to do so. Is that correct?

‘Mr. GREEN. Yes, sir. I'm not in- poverty, and I don’t ask for char-
ity. The thing that really bothers me and gets me, is that one com-
pany .can control the-price of one pill, Mestinon, which has been in

. existence for a long time. The product is the same, but they keep

raising the price.

If you have to have that to control.the disease, it’s the most effec-
tive drug I'can take, it.controls what I have, which is called ocular-
neuromuscular disease. It started in my.eyes. I am very. fortunate
jn one respect. A lot of people have it in their chest, in their
speech, and some people really have it bad.

So far, the -drug has helped to control mine, and I need it. I
cannot say “I need another pill.” My doctor himself said, “Take the
pills, I don’t want to take you off them because I don’t know what
the side effects will be.” So as long as I'm doing well with it, I am
taking it. But why should a- company take advantage of me? Not
only me, but I am speaking for other people that take Mestinon.

The-CHAIRMAN. If we become angry—let’s say that Coca-Cola has
raised their prices too' much, then we have an option. We can drink
Pepsi-Cola. You don’t have-an option like that here. We are dealing
with a pretty monopolistic environment, where there are mo op-
tions for the consumer;.and very few options. for the Government.
But we are going. to- talk -about some of the options for the Govern-
ment in our next panel. '

Does anybody have-any follow-on questions or statements?

Senator Heinz. : )

Senator. HEINZ. Just a comment on the discussion you and. Sena-

. tor Warner were having a moment ago on the drug companies. I

think we need to find a-way to talk with the drug companies. But
we need to understand that there are sensitive proprietary issues

- involved. I am hopeful -that through meetings, we can understand

these proprietary concerns, and decide to ‘what extent they are le-
gitimate concerns. .
"~ The present situation is kind of a standoff, with concerned mem-

bers unable to talk to them and they, unwilling to talk to us.
That’s clearly unacceptable to all involved. Nonetheless, because it

- is unacceptable is not to say that they- may not havé some legiti-

mate concerns. :

So I hope, Mr. Chairman, that we can find a way to have a
dialog. I support you in that goal. .

Senator WARNER. One thing, Senator Heinz. I think you said
they are unwilling to come forward. It’s my understanding that
they are willing, providing that we can give adequate protection to
the laws of this land which provide for proprietary interests.

Senator Heinz. I think it is a semantic issue.
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Senator WARNER. I know, but I don’t want people to leave think-
ing they are unwilling.

Senator HeINz. The unwillingness is that they don’t want to
come up here without our having a clear understanding of what
their proprietary concerns are. I was not using the term in a pejo-
rative sense, I was using it, I thought, descriptively. I think prob-
ably now that we understand the semantics, we agree.

Senator WARNER. We do. Because I have made an effort to get
out and talk with them, and gain this information. I have had
them, individually and collectively, express to me a willingness to
come in and talk providing we accord them certain rights. If we
are to get to the bottom of this issue, we have got to figure out how
to solve that problem of receiving that evidence.

The CHAIRMAN. I thank my colleagues very much. We are going
to dismiss this panel and call our next panel. We thank all of you
very, very much. This has been very constructive testimony. Thank
you.

Ladies and gentlemen, our last panel related to the victims of
high prescription drug prices. The second panel will describe what
the private sector and the State of Virginia are doing—or trying to
do—to get a better and fairer deal on the price of prescription
drugs.

We have threg, witnesses. In just a moment I am going to allow
Senator Warner to introduce his constituent from South Hill, VA,
Mr. Mike Berryman, who is chairman of the board of Medical As-
sistance Services. We also have Mr. Tery Baskin, the director and
chairman of PACE Alliance, in Little Rock, AR, and Dr. Norrie
Wilkins, vice president of pharmaceutical management, accompa-
nied by Dr. Donna Schmidt, manager for clinical pharmacy pro-
grams, Partners National Health Plans, of Minneapolis, MN.

We are very grateful for the presence of the three of you. Let me
yield at this time to my good friend, Senator Warner from Virgin-
ia.

Senator WARNER. Thank you, Mr. Chairman. We welcome the
panel, particularly the distinguished Virginian, Mike Berryman.
Mike if I may say, you represent the all-American pharmacist. You
are out there fighting. You are out there trying to achieve the re-
sults that this committee is striving to achieve.

The difference is that you have had some success, and you have
negotiated on behalf of your group in Virginia with the pharma-
ceutical associations, and you have been able to produce results for
those who come into your store every day, to get your advice and
your assistance, your compassion and understanding. :

Good luck.

The CHAIRMAN. Thank you. Mr. Berryman, as a personal note,
about once a year, and only once a year, your distinguished Sena-
tor and friend, Senator Warner, takes off a little time from his Sen-
atorial responsibilities to play golf. About 3 weekends ago, I shared
the rare opportunity of playing golf with Senator Warner. I might
tell you that his drive on the first tee, we measured it, was 283
yards. I won'’t tell you in which direction it was.

Senator WaRNER. I tell you, I took an aspirin that night after I
was finished.
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The CHAIRMAN. We will hear from Mr. Berryman first, I think,
and once again, the basic thrust of this panel is-how we might get

.drug manufacturers to the bargaining table, what is happening out

in the private sector and the States and how we can negotiate a
fairer deal for the. American consumer and taxpayer.
Mr. Berryman.

STATEMENT OF R. MICHAEL BERRYMAN, CHAIRMAN OF THE
BOARD OF MEDICAL ASSISTANCE SERVICES, SOUTH HILL, VA

Mr. BErryMAN. Thank you, Senator Pryor, and members of the

_committee.

The CHAIRMAN. Can I ask you this? Can each of you perhaps
hold your statement to 5 minutes each? Then we will have ques-
tions, because I'think other Senators are coming. I think there also
will be a vote on the Senate floor before too long, and I hate to
have you just sitting here. So if we could proceed under the 5-
minute rule, we will put the full body of your statements into the
record. .

Mr.. BERRYMAN. I am Mike Berryman, and I have been a practic-
ing pharmacist for 25 years in Kenbridge, VA, and South Hill. 1
am also the current chairman of the board of Medical Assistance
Services, which oversees Virginia’s Medicaid program. From 1984
to 1985 I was president of the State pharmaceutical association. I
also sit on the Virginia Joint Subcommittee on Health Care for All
Virginians, which is wrestling with: the growing problem of provid-
ing affordable health care to-880,000 citizens in Virginia that have
no insurance. :

I appreciate the opportunity to share my views with you today
on discriminatory pricing in the prescription drug industry, and
the ever-increasing costs in that industry. The Commonwealth is
very concerned with the.increasing costs of prescription drugs, par-
ticularly ‘in its Medicaid program. Something is seriously wrong
when an incredible disparity in the cost of drugs is realized.

For example, the Medical College of Virginia, which is located

s within six ‘blocks.of tHeXMedicaid office, and the Medical College is

a State agency; of zcourse; purchases' transdermal nitroglycerin
patches for a penny for a box of 100 patches,swhile the Department
of Medical Assistance Services, a sister State agency, must pay in
excess of $1 per patch for the same product.

Unfortunately, this example is completely indicative of the dis-

criminatory pricing strategies that drug manufacturers pursue in
their quest for unconscionable profits.
. Another example of which I am personally aware involved an el-
derly lady who lived in my community on a fixed income of :$168 a
month. She requires several medications per month, which she pur-
chases at ourzpharmacy-at a cost of $120. Yet, if she could purchase
those same-drugs at.discriminatory preferential prices, she would
spend only about $30 per month. I submit to you that something is
wrong.

I have been asked specifically within the context of Virginia's
Medicaid - program, why Virginia is searching for ways to reduce

. the costs of prescription drugs, given-the fact that drugs are a rela-

tively-modest percentage of Virginia’s. Medicaid budget. They do



281

represent only 7 to 8 percent of the budget, nevertheless, it is a $67
million cost. , .

In Virginia, we have had some very traumatic issues that we
have had to confront in the past year. One had to do with the
transplant issue. We had to vote to deny transplant coverage for
liver and bone marrow transplants because of a lack of funding in
the State.

So if we can save money on the drug program, and reduce some
of the money that we are spending in that effort, we will be able to
expand our services to other recipients.

To that end, Virginia has imposed restrictions on the use of new
drug products that are not necessarily of any new therapeutic
value. Virginia has eliminated coverage for nitroglycerin patches
because their cost cannot be justified when cheaper and equally ef-
ficacious drugs are available.

In’ addition to these steps, Virginia’s General Assembly has es-
tablished a legislative study commission to study the issue of Med-
icaid reimbursement of drugs. That committee is seriously consid-
ering two options. One,; a rebate program, and two, a restricted
drug formulary.

If enacted, these initiatives should put the drug manufacturers
on notice that Government cannot continue to tolerate the rapid
and unreasonable escalation of drug costs. If these do not work,
then perhaps, as you have suggested, Senator Pryor, it is time for
the Congress to take steps to control the unreasonable pricing poli-
cies of prescription drug manufacturers.

I want to add that we in Virginia, and I know your committee as
well, want a viable, healthy drug industry in this Nation. They
have made significant contributions to society, and we need that.
We also need the industry to come to the table.

All providers in the Medicaid program, hospitals, physicians,
pharmacists, everybody, has shared the cost burden and many pro-
vide services at cost or below, or just a smidgen above. Today, our
problem in Virginia is that we have been unable to get the manu-
facturers to share any of that burden. They will talk to us, but we
don’t seem to get any substantive results.

It appears that the Congress and Medicaid agencies need a joint
effort to try to bring these costs in line, at least for agencies like
Medicaid and Medicare.

I appreciate the opportunity to be here today, and I would be
very happy to answer any questions you have.

[The prepared statement of Mr. Berryman follows:]
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*eer ADDITIGNAL STATEMENT OF MR. R. MICHAEL BERRYMAN
to the Senate Special- Committee
6n Aging Concerning Prescription Drug
Manufacturer Pricing Policies and Practices

November 16, 1989

Mr. Chairman and Members of the Committee, I am Michael
Berryman, a practicing pharmacist in the Commonwealth of
virginia. I am also the Chairman of the Virginia Board of
Medical Assistance Services, which oversees the Virginia
Department of Medical Assistance Services, Virginia's Medicaid
agency. 1 am a past president of the‘Virginia Pharmaceutical
Association, and I also sit as a member of the Joint Subcommittee
on Health Care for All Virginians, which is dealing with how to
finance health care for the indigent and the uninsured.

Virginia elected to participate in Medicaid in 1969. Since
that time, the Medicaid budget of the Commonwealth of Virginia
has grown from fifty-five &illion dollars per biennium to almost
two billion dollars per biennium today. Remarkably, a

. substantial portion of this growth in the Medicaid budget has
occurred between 1985 and 1989? In that time frame, the Medicaid
budget expanded by 103%. I am sure that it comes as no surprise
to any of you that Virginia, like every other state, is facing a
fiscal crisis insofar as controlling increasing health care
costs, financing those increased costs, and insuring the délivery
of needed medical care services to the entire population, but
particularlysto those individuals who are indigent.

Cost containment in Virginia's Medicaid program has been an
ongoing concern since at least 1975 when the Commonwealth first
felt the need to constrain a budget that appeared to grow without
any control whatsoever. The 1975 cost containment efforts were
directed primarily at the hospital industry.

Between 1975 and 1982, there were other minor cost
containment efforts but they were principally technical in
nature. It was not until 1982 when the Commonwealth, again,
pursued significant cost containment efforts. At that time, the
Administration was. so concerned about the Medicaid budget ihat it
gave-serious consideration to eliminating coverage for the
medically needy in Virginia which, as you know, is an optional

coverage group for Medicaid.
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Since 1982, every éession of the General Assembly has
wrestled with the problem of containing cost in Medicaid. As a
result, Virginia has examined and re-examined and examined again
every conceivable aspect of the Virginia Medicaid program to
identify areas in which cost savings can be effected. Pharmacy
costs are no exception.

Virginia was one of the first states to develop an effective
means for providing and reimbursing prescription drug costs in a
Medicaid program. Virginia elected to provide prescription drugs
as part of its program, even though it was an optional service,
because of its belief that the availability of drugs would
prevent more serious illnesses, requiring expensive
hospitalizations. Simply put, prescription drugs can and do
contain Medicaid costs because they are essential to preventive
medicine. Accordingly, Virginia is a strong supporter of an
effective pharmacy program in state Medicaid programs.
Prescription drugs are "cost-necessary.”

Nonetheless, Virginia's program could not ignore the fact
that the pharmacy budget increasgd 71% from 1984 to 1988. That
increase was attributable to the increased costs of the drug
products themselves, principally sole source drugs where
prescription drug manufacturers enjoy carte blanche in setting
prices. Accordingly, in 1988, the General Assembly directed the
program to reduce pharmacy expenditures by $5.5 million and gave
the Department the responsibility of identifying the means for
achieving such a reduction. After several months of working with
the Virginia Pharmaceutical Association, the Virginia Association
of Chain Drug Stores, and the Pharmaceutical Manufacturers
Association, the 1989 session of the General Assembly put in
place four cost containment measures for pharmacy. Those cost
containment measures were as follows: (1) one professional
dispensing fee per drug per month; (2) an increaséd recipient co-
pay; (3) discontinuance of coverage of transdermal delivery
systems; and (4) limitation on coverage of new drug products. - In
addition, the General Assembly passed House Joint Resolution No.
403, which authorized a legislative subcommittee to study the
issue of rising pharmacy costs in particular. Accordingly, the
General Assembly recognized that pharmacy costs were sufficiently

unique and important to reguire its own, separate study.
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The HJR No. 403 Subcommittee has been meeting throughout the
past several months, acquiring information and trying to identify
appropriate solutions for cost containment in the Medicaid
pharmacy budget. Although Medicaid pharmacy costs are only 7-8%
of the total Virginig Medicaid budget, the Commonwealth is
concerned that that part of its budget is growing without reason;
normal inflationary factors are not the source of the pharmacy
increases.

The Commonwealth will undoubtedly consider a number of
options for trying to reduce drug costs. First,.the Commonwealth
is looking seriously at the adoption of a restricted drug
formulary for use in the Medicaid program. The Virginia
Pharmaceutical Association and the virginia Association of Chain
Drug Stores actively support this alternative. The
Pharmaceutical Manufacturers Association, on the other hand,
opposes the adoption of such a formulary and, indeed,_that
organization has even advocated the elimination of the
restriction on newadrug products, which the 1989 General Assembly
mandated.

:Secondly,;” the Commonwealth has discussed the option of some
ﬁarm of rebate program or a most-favored nations program whereby
each drug manufacturer, depending on the volume of its drugs
dispensed to Medicaid recipients, would rebate a particular
amount of money to- the Department of Medical Assistance Services.

‘When this possibility-was specifically discussed with the
Pharmaceutical Manufacturers Association by Virginia's Medicaid
Director, he-was quickly reminded by PMA that he had no legal
authority and that that was not an option PMA would support. The
underlying theory for such a rebate program is the fact that
other agencies of the commonwealth which directly purchase
pharmaceutical products, such as the Medical College of Virginia
and- the various health agencies in virginia, are able to obtain
those drug products at costs that are significantly below the
cost that retail drug stores are able to acquire them. For
example, it has been reported that the Medical College of
virginia is able to buy a box of transdermal nitroglycerin
patches at a price of a -penny for 100 patches,twhereas,‘the
Department of Medical -Assistance Services must pay in excess of
$1.00 per patch. It makes little ‘sense for a welfare program to
pay premium prices for drug produc£s when sister agencies may

purchase those same products at a greatly reduced cost.
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Thirdly, the Commonwealth will also pursue a reinvigorated
and more thorough drug utilization review program to ensure that
physicians and Medicaid recipients are using drugs under
appropriate conditions of medical necessity, as well as ensuring
efficiencies and economy.

Obviously, the real difficulty in attempting, within the
context of a Medicaid program, to control the rising costs of
drugs is the fact that the Commonwealth does not have a Medicaid
provider contract with any drug manufacturer. Instead, the
Commonwealth has a contract only with the retail pharmacy.
Accordingly, to effect a rebate program or a most-favored nation
clause raises some serious legal questions as to the authority of
the state to enact cost containment measures that directly affect
the drug manufacturers. Accordingly, to the extent that this
Committee may be considering amendments to federal law, T
certainly hope that it will give very serious consideration to
mechanisms that will allow either the Federal Government or
individual state governments to impose appropriate cost
containment measures upon drug manufacturers. The Congress must
appreciate that for the past 30 years it has effectively set
health care policy. Therefore, Congress should act to establish
a clear legal basis for cost containment measures in which drug
manufacturers participate.

Your staff also asked me to address briefly whether the
states ought to be allowed to negotiate lower prescription drug
prices with some kind of rebate program such as I have discussed.
Obviously, I believe that is a viable alternative, and one which
would be made more legally defensible if the Congress took
appropriate legislative action. Nevertheless, I point out to the
Committee that, if such authority is not provided the states,
then the only other realistic possibility for addressing this
problem is to impese a ;ystem upon the drug manufacturers which
restricts them in setting their own pricing policies. Obviously,
this is an extreme alternative, but, if drug manufacturers are
not going to be reasonable in their charges, then government must
act. 1 appreciate the opportunity to address the Committee today
Mr. Chairman, and would be more than happy to answer any
questions the Committee may have concerning the situation in
Virginia. 1In the event that I do not have specific facts and
figures that may be of interest to the Committee, I shall make
every attempt to provige them to the Committee at some later

time.

31-352 0 - 90 - 10
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The CHAIRMAN. We are very grateful for your statement this
morning. I am sure we will have a question or two momentarily.

We now have Tery Baskin, from Little Rock. Tery, we welcome
you today. You operate a multi-State buying group called PACE Al-
liance, an organization that buys drugs less expensively and passes
those savings on to the general public.

Tery, we would like to hear your statement today.

STATEMENT OF TERY BASKIN, DIRECTOR, CHAIRMAN, PACE
ALLIANCE, LITTLE ROCK, AR

Mr. BaskiN. Thank you, Mr. Chairman and members of the com-
mittee. I appreciate the opportunity to come before you today, and
make these comments.

My name is Tery Baskin, I am a practicing pharmacist. I have
been a pharmacist for about 12 years. I was also president of our
State pharmacy association in 1985 and 1986.

This morning, I would like to address three areas. I would like to
talk to you about a workable chargeback system for prescription
drugs, I would like to discuss the feasibility of a State Medicaid
program using a chargeback system, and also to talk about the use
of a formulary to be used in order to lower costs by obtaining bid
prices on brand name prescription drugs.

The PACE Alliance is a retail pharmacy buying group which
contracts with companies in order to achieve lower prices for goods
and services used by pharmacies. The buying group currently has
about 1,600 drug products on bid. We use a system or series of
prime vendor wholesalers to distribute all of our contract items to
member pharmacies.

We employ a chargeback system to ensure that only members of
the PACE Alliance can purchase our contract items at the bid
prices. Our prime vendor wholesalers pay their regular price for a
product, and if they sell one of these products to a member of our
group, they bill the pharmacy, get the contract price, then charge
the manufacturer the difference.

The PACE Alliance supplies the manufacturer with a list of
members, so that when they receive a chargeback from the whole-
saler, they will know the item was sold to a member of our group.

PACE has been using this chargeback system for the past 4
years. Many hospital buying groups have saved millions of dollars
by employing this system for many years. I believe this system
would work very well for State Medicaid programs in reducing the
cost of brand-name prescription drugs. _

I think it would be a very simple system to employ. There are
three necessary steps. First of all, the State would have to award a
contract to a particular company for a certain prescription drug.
Second, the pharmacy would pay their regular price for the drug,
dispense the drug to a Medicaid recipient and then be paid their
normal price by the State. Third, the State would then submit a
chargeback to the manufacturer for however many units of that
drug that had been dispensed, and there would be a chargeback
based on whatever the bid price was.

This system has two benefits for the manufacturers. First of all,
pharmaceutical companies are familiar with chargeback systems,
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because they currently use it for their contract sales. Second, the
company would know—it would have an assurance—that the pre-
scription had been dispensed to a Medicaid recipient, because they
would only be billed for prescriptions for which the State had ai-
ready paid the pharmacy.

In order for the State to be able to obtain bid prices on brand-
name prescription drugs, there will need to be more than just large
volume, there will also need to be a formulary in place. A formu-
lary quite simply states which drugs will be paid for and which
drugs will not be paid for. :

The decisions regarding which drugs to place on the formulary
needs to be made by a committee of physicians and pharmacists.
Patient care must be uppermost in our minds, but enormous sav-
ings can be achieved without sacrificing any patient care at all.

Normally, obtaining contract prices is dependent upon volume,
but that is not the case with prescription drugs. Let me give you an
example of this point. PACE Alliance has over 2,200 pharmacies
buying from our prime vendors. This represents better than one in
every 30 pharmacies in the United States.

However, of our 1,600 pharmacy bid items, less than 10 percent
of them are for brand-name prescription drugs. Even though we
have been requesting bids from brand-name manufacturers for 4
years now, and we represent far more volume than many small
HMO’s and hospitals that have received bids and have contract
prices.

The difference is that these entities all have a formulary which
gives the manufacturer an economic incentive to bid, because if
they don’t, their products won’t be sold or used for these patients.

The use of a formulary is not a new idea. It has been used for
years by many hospitals, HMO’s, the VA medical system, and even
some State governments for their health departments and State
hospitals.

In conclusion, let me state that in order for a State Medicaid pro-
gram to be fiscally responsible with taxpayer dollars, they should
be obtaining bid prices on brand-name drugs. Medicaid programs
would not be creating new prices for these drugs, only asking for
the best price that already exists in the marketplace.

Thank you very much.

The CaarMmAN. Thank you very much, Tery.

Dr. Norrie Wilkins is from Minnesota. You are the chief pharma-
cist, I understand, Dr. Wilkins for a large Minnesota HMO called
PARTNERS. You have developed some strategies for dealing with,
and bringing the manufacturers to, the bargaining table.

You have also developed a formulary, I understand. I have it in
my hand and was just thumbing through it to look at your particu-
lar formulary you have developed for use in that HMO.

We look forward to your statement.
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STATEMENT OF DR. NORRIE WILKINS, VICE PRESIDENT OF
PHARMACEUTICAL MANAGEMENT, PARTNERS NATIONAL
HEALTH PLANS, MINNEAPOLIS, MN, ACCOMPANIED BY DR.
DONNA SCHMIDT, MANAGER FOR CLINICAL PHARMACY PRO-
GRAMS, PARTNERS NATIONAL HEALTH PLANS, MINNEAPOLIS,
MN

Dr. WiLkins. Thank you, Mr. Chairman. Members of the Com-
mittee on Aging, both Dr. Schmidt and myself thank you very

‘much for this opportunity to share with you the business model

used by PARTNERS National Health Plans to manage pharmacy
costs for managed care members.

The PARTNERS program has been both financially successful
and instrumental in increasing the quality of drug prescribing for
members by focusing management expertise on four critical fac-
tors.

The first is establishing cooperative relationships. Senator Pryor,
I would recommend that you do pursue ongoing discussions- with
the pharmaceutical manufacturers.

Second, building a clinical management program that evaluates
the cost and effectiveness of medications. '

Third, we have built a volume pricing program which links clini-
cal decisionmaking—and the comments by Mr. Baskin are certain-
ly true here—we have linked clinical decisionmaking to the formu-
lary process and price negotiations.

Fourth, we have built a better managed care model through re-
search and development.

The mission of the PARTNERS pharmacy program is to be the
industry leader in managed care pharmacy, providing quality drug
therapy to our members while containing member clients’ costs,
and producing a profit for PARTNERS. PARTNERS in Pharmacy
Management has identified key factors which have contributed to
the escalating cost of pharmaceuticals.

The first is inflation. In our managed care system, we see drug
inflation increasing 1 to 1% percent each month. The second is
new drug technology, new drugs in 1988 were 48.8 percent more
than their replacement therapy.

The third is patient demand—we have seen advertising for new
medications to our members which has increased the demand for
expensive new products. In a managed care model, since most pa-
tients pay on a co-payment level, the members and the physician
have been insulated from prescription prices.

The fourth reason is physician prescribing. The drug industry
spends millions of dollars yearly to influence physician prescribing.

The business model that we adopted at PARTNERS is to control
and manage the pharmacy benefit at those four key points. Phar-
maceutical managed care systems must be able to control drug
costs by establishing management programs that address each of
those influencing points and associated costs. Therefore, the PART-
NERS model was built to support and maintain strong, balanced
relationships between the pharmaceutical manufacturers, the phy-
sician, the patient, and the pharmacist.

The success of this program is founded on the establishment of a
clinical pharmacy program which is directed by Dr. Donna
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Schmidt. The goal of the clinical services division of PARTNERS in
Pharmacy Management is to provide » method for defining, assess-
ing, and improving the efficacy, safety, and costs of drug usage in
the members that we serve. :

The objectives of the clinical staff are first of all to establish ra-
tional prescribing guidelines, to minimize needless expenditure of
resources, to increase physician awareness of efficacy and safety, to
serve as a research team to oversee and prevent prescribing prob-
lems, and to redefine and develop reporting systems.

The preducts of our clinical pharmacy division are first of ail the
formulary. The formulary is the list of drugs that we find to be re-
imbursable in our managed care model. As part of the formulary,
we have what is called a drug update, which is a monthly newsiet-
ter to our physicians. That newsletter explains the policies and pro-
cedures of the formulary process. We have linked the clinical part
of our program with the price negotiation part.

PARTNERS has negotiated directly with over 30 pharmaceutical
manufacturers to obtain discounts on the volume of medications
used by our nationwide network of HMOs. These discounts were
obtained by integrating clinical information concerning the value
of medications with cost information.

Because PARTNERS has been successful in driving prescription
volume by influencing physician prescribing behavior, by establish-
ing ourselves as credible drug experts, by establishing ourselves as
reputable pharmacy researchers, and by building an information
system which guarantees data integrity, manufacturers have been
persuaded to participate in our volume purchasing program.

I might add that when we began the program 4 years ago, only
two manufacturers were participating in the program. But through
building a relationship of mutual trust and respect between the .
pharmaceutical industry and managed care, we have grown the
volume pricing program to over 30 manufacturers.

In conclusior, I would like to say that PARTNERS feels that we
have a responsibility to manage health care and deliver high qual-
ity pharmaceutical benefits at an acceptable cost. To formulate this
strategy, we have balanced the internal and external forces affect-
ing drug decisions. This has not been a trivial task and I think the
work before this committee is certainly immense.

What you will need is a creative management effort that has
been guided by the business model that we have presented today.

To summarize, we at PARTNERS believe that the managed care
models and principles that we-have tested and proven, building co-
operative relationships, establishing a clinical management func-
tion, establishing a good relationship with the pharmaceutical in-
dustry and pursuing volume purchasing, and by funding efforts on
research and development—I really believe that this committee
can pull from the ashes the Medicare catastrophic bill and estab-
lish a drug program that is affordable and is of high quality for
elder Americans.

Thank you, and we look forward to helping you in this effort.

[The prepared statement of Dr. Wilkins and Dr. Schmidt follows:]
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WRITTEN TESTIMONY
oF
NORRIE WILKINS AND DONNA SCHMIDT

PARTNERS NATIONAL HEALTH PLANS

In response to the committee’s request, we are submitting background
information on the business model used by PARTNERS National Health Plans to
manage pharmaceutical expenses within a managed care environment. The
information presented is based on our experience in m?naging the pharmacy

benefit for our 2,000,000 HMO and PPO members in 33 states.

1. BACKGROUND

PARTNERS is the unique and exclusive joint venture between AEtna Life
Insurance Company and VHA Enterprises, Inc., a subsidiary of Voluntary
Hospitals of America, Inc; (VHA). PARTNERS started in 1985 with 35
employees, one client and 3,381 members. Four years later, it has more

than 2,500 employees, 10,800 clients and 2.2 million members in 33 states;

PARTNERS major goal is to work with providers to manage employer’s health
care cos;s for their employees. In order to meet this goal, PARTNERS
markets two primary products: Preferred Provider Organizations (PPOs) and
Health Maintenance Organizations (HMOs): In 1985, PARTNERS PPOs served one
metropolitan area; as of today, we serve over 100 areas with more than
980,000 members. PARTNERS entered the HMO market in 1986. Through a

combination of acquisitions and development, we currently manage 33 HMOs

with an enrollment of more thamn 1,125,000 member.

The pharmacy program that we will describe today was first developed and
implemented at MedCenters Health.Plan in Minneapolis, ﬁinnesota in October
1986 and is currently operational in over 20 of tﬁe PARTNERS HMOs.
Historically, managed care has not &evoted substantial resources for the
management and control of drug costs. The primary reason for this lack of
attention is that pharmacy expense usually accounts for 5-7% of the health
care premium and hospital expense contributes 35-40% of the premium.
Therefore, management resources have been devoted to the area of greatest
liability (i.e. hospital).
In the last five years, some IPAs, Networks and most staff model HMOs have
developed managed care systems which have taken édvantage of the cbst
containment practices in attempting to control drug expense. These cost
containment pracéices include: )

. Formularies (list of reimbursed medications)

Mandatory generic substitution (or Maximum Allowable Cost: MAC)
. Drug utilization review (DUR)

. Volume purchasing with drug manufacturers
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Managed care systems which have implemented some or all of the above steps
have begun to influence prescribing behavior so that physicians,
pharmacists, patlients, pharmaceutical manufacturers and insurers now have
the incentive and responsibility to work together in a cohesive manner.
The goal of managing drug costs and improving the quality of overall drug

use constitutes a true managed care system.

II. PARTNERS PHARMACY MANAGEMENT BUSINESS MODEL

PARTNERS pharmacy program’s mission is to be the industry leader in managed
care pharmacy, providing quality drug therapy for our members while
containing member health plan’s costs and producing a profit to PARTNERS.
PARTNERS in Pharmacy Management (PPM) has identified these key factors
which have contributed to the increasing spiral of drug costs and the
problem facing the American public today of the wasteful use of
medications:

. Inflation - we have consistently seen average prescription cost

increases of 1.0% to 1.5% per month.
. Ne {o} o - pharmaceutical manufacturers introduce new drugs
which are considerably more expensive than replacement therapy:
1987 - New drugs cost an average of 32.54% more than
replacement therapy.
1988 - New drugs'cost an average of 48.87% more than replacement
therapy.

. Patient demand - advertising of new medications has created a
perceived demand for expensive new drugs - Seldane, Tavist-D,
Voltaren, etc. when less expensive and equally effective medications
are available. The copayment structure of the drug benefit has
insulated patients and physicians from prescription prices.

Physician prescribing - the drug industry spends millions of dollars

yearly to influence physician prescribing.

The business model adopted by PARTNERS to control and manage the pharmacy
benefit was to implement a strategy which controls cost at the key areas
deécribed above, maximizes provider contacting nationally, allows flexible
employer benefit options, balances the effects of pharmaceutical industry
detailing and improves the standards of prescfiption drug use throughout
the PARTNERS network. Pharmaceutical managed care systems must be able to
control drug costs by establishing a management program that addresses each
influencing point of drug use and associated costs; therefore, the PARTNERS
model was built to support and maintain strong balanced relationships

between these influencing factors:
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Pharmaceutical manufacturer
Physician/Prescriber’
Patient

Pharmacist

“ e oe e

III. CLAIMS PROCESSING

To better manage, PARTNERS has developed a one-of-a~kind, technologically
advanced information processing system, using a relational database
structure. By monitoring factors such as member eligibility, quantity of a
particular drug dispensed, aiagnosis and ingredient costs for each claim,
PARTNERS can further help maintain tight control over pharmacy clains
costs. Perhaps the system’s most valuable feature is its flexibility. We
realize that each HMO, each employer group and each pharmacist operates
within a different set of parameters, each plan has different benefits
jevels. Furthermore, to detect problems and establish plans of action, the

system features fraud and abuse monitoring.

IV. CLINICAL PROGRAMS
“a. Goal
The goal of the clinical services division of PARTNERS in Pharmacy
Management is to provide a method for defining, assessing and
improving the efficacy, safety and cost of drug usage in the members
we serve. Objectives of the clinical staff include the following:
. To establish rational prescribinq (correct drug, patient dose,

etc,)

To minimize needless expenditure of resources by eliminating

care which does not increase quality or improve outcome. .

To increase physician awareness of efficécy, safety and cost

issues of drug therapy.

To serve as a research team to oversee and prevent aberrant
prescribing and intervene if an incident of undesirable outcome
becomes apparent.

. To redefine and/or develop reporting systems.

B. Pharmacy and Therapeutics Committee
PARTNERS in Pharmacy Management utllizes a National Pharmacy and
Therapeutics (P&T) Committee to administer the pharmacy benefit in a
managed care setting. The committee consists of at least three plan
physlgians, a medical director, two registered pharmacists and an

administrator. Issues that the P&T committee address and serve

include:
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Serving in an advisory capacity to the plan physicians and the
plan itself in all matters pertaining to the use of drugs.

To develop a formulary of drugs accepted for use in the plan
and to provide for its constant review.

To establish procedures and programs that help ensure cost
effective drug therapy.

To participate in quality assurance activities related to the
distribution, administration and use of medications.

To review adverse drug reactions occurring throughout the plan.

To initiate and/or direct drug use review programs and studies
and review the results. .

To advise pharmacies and providers in the implementation of

effective drug distribution and control procedures.
Formulary
PARTNERS in Pharmacy Management implements a formulary management
process for its plans as a measure to help restrain pharmaceutical
costs. The prcliferation of drugs with similar indications but
large variations in cost has caused a disproportionate increase in
drug expenditures. The formulary is designed to promote rational
drug therapy through inclusion of drug products which have been
selected based upon therapeutic efflcacy, relative freedom from side
effects and cost. The formulary represents a list of drug products
that are reimbursed by the health plan. All new drug entities will
not be reimbursable until they are reviewed by the Pharmacy and

Therapeutics Committee.

A negative formulary; which lists drugs not reimbursed by the health
plan, is also distributed to plan providers. Alternate choices to
negative formulary items are listed as a convenience to the
physician. A formulary program enhances the quality of patient care

while containing costs.

Generic Substitution

Through its formulary management process, PARTNERS mandates the use

‘of generic substitution by enforcing a maximum allowable cost (MAC)

program. 1n order for a drug to be placed on the MAC program, these

criteria must be meet:

1. Contain the same active ingredients as the brand name drug.
That is, it must have the same chemical in it, but the non-
active ingredients like "fillers" or color may differ.

2, Be identical in dose, form and method. That is, it must have
the same amount of drug, in the same form, such as a tablet,
to be taken by mouth.

3. Have the sane uses, cautions and other instructions. That is,
it must be labeled in the same way and be used for the same
reasons as the brand name drug.
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4. The time to absorb and the amount absorbed must be nearly the
same. Also, the total amount of drug that enters the
bloodstream must be the same for both the generic and the brand
name drug.

5. Meet the same batch consistency requirements for identity,
strength, purity and quality. That is, each batch of drug
mixed up by the generic drug company must meet the same
requirements to ensure that you are getting the same product
each time.

6. Must be manufactured under the same strict standards of the
FDA’s Good Manufacturing Practice regulations as required for
brand name drugs.

Therapeutic Suﬁstitution

Therapeutic substitution is the use of different chemical entity
prescribed for the ;ame disease process to effect the same outcome.
Pharmaceutical manufacturers have made "therapeutic equivalent®
drugs for years and supported studies comparing two different drugs
for the same diagnosis. Physicians have always practiced
therapeutic substitution when writing a prescription. The
controversy now is whether pharmacist§ can practice therapeutic
substitution with or without a physician’s approval. Only one
state, Washington, aliows therapeutic substitution by law. PARTNERS
National Health plans does not mandate therapeutic substitution by
the phé;mggiﬁ_. However, in certain instances PARTNERS requires the

pharmacist to call the physician to request an order change.

The physician can then decide whether to prescribe a therapeutic
equivalent which would be reimbursable by PARTNERS. If, however,
the prsiclan does not _agree that the therapeutically equivalent
drug will not result in the same outcome, (s)he has two options:

1. The physician can maintain that the patient needs the first
drug and the patient must pay full price, or

2. The physician can write a letter of exception for medical
reasons to PARTNERS. If there is a true medical necessity,
PARTNERS will pay the cost of the first drug minus the copay.

Examples of therapeutic substitution would be the anti-ulcer drugs
Tagamet, Zgntac, Pepcid and Axid. All these drugs are equally
effective for the treatment of duodenal ulcers, and side effécts are
rare. Therefore, cost should be the major factor in the physiclan’s
decision. Another example are beta blockers for hypertension. ‘' For
some patients who do not experience side effects, any beta blocker

would be as effective as another.

Drug Update
The Drug Update is a monthly one-page newsletter to provider
physicians as an educational tool to promote better prescribing.

This newsletter is an extension of the formulary and is writtén by
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pharmacists and physicians. Many decisions by the Pharmacy and
Therapeutics Committee on drug coverage and use are communicated
officially to provider physicians in this manner. Important
therapeutic issues such as hypertension, heart disease and lowering
cholesterol are researched, condensed and edited by physicians in
that specialty. Results of drug use evaluations are reported. The
majority of physicians are already looking for methods to improve
their practice and this newsletter can help them learn to use drugs

more efficiently.

Drug Utilization Review

PARTNERS in Pharmacy management has the capacity to access multiple
databases to produce standard and specialized reports. This
function enables Medical Directors, Executive Directors and their
staff to track pharmacy utilization in a variety of ways. These
reports and the information system are used to support clinical
decision making by this iterative process:

Analyze prescribing trends

Predict impact of prescribing change

State objective of the UR effort

Develop criteria to support rational prescribing

Collect and analyze data

Evaluate the impact
Report results

VOLUME PRICING

PARTNERS has negotiated directly with over 30 pharmaceutical manufacturers

to obtain discounts on the volume of medications used by our nationwide

network of HMOs. These discounts are obtained by integrating clinical

information concerning the value of medications with cost information.

Because PARTNERS has been successful in driving prescription volume,
influencing physician prescribing behavior through counter detailing

efforts, establishing ourselves as credible drug experts, reputable

pharmacy researchers, and by building an information system which

guarantees data integrity, manufacturers have been persuaded to participate

in our volume pricing program.

Building a relationship of mutual trust and respect between managed care

and the drug industry has been an important objective of the PARTNERS

pharmacy program over the last four years. Managed care practices clearly

represent fundamental change for the drug industry from past historical

practice. oOur strategy in building new working relationships between our

two industries has been to foster open discussion and understanding. There

have been several drug companies that have been outstanding in their

efforts to learn the managed care industry and to adapt their business

strategies to participate in a manner where both industries (managed care
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and pharmaceutical) take responsibility for providing quality drug therapy

.

at an affordable cost.

VI. RESEARCH AND DEVELOPMENT
PARTNERS goal is to ba a génund-breaking leader with_salid _solutions to the
health care questions of this cenéury, and to influence the direction.of
_managed care into the next century. With this goal in mind, PARTNERS is
committed to tho ongoing ctudy of improved pharmacy managoed caro modele.
Four research efforts currently in process at PARTNERS are helping us
achieve this goal:
The Hartford Grant - to study the effects of drug information to HMO
providers on high-risk, elderly patients. This grant was awarded by thé
Hartford Foundation to the University of Minnesota and American MedCenters
(now PARTNERS National Health Plans) in  the fall of 1986. It is a three
year study with the final'report due in December 1989. The objectives of
the study are to look at the drug problems in a senior population,
establish if/how physician prescribing contributes to those problems and
how we can change physician behavior and what effect this will have on the

overall health care.

H, Blocker Study - The objective of the study is' to understand whether,
through a formulary decision making process, we could identify only one of
the antihistamine antagonists to be on our formulary (Zantac, Tagamet,
Pepcide). The study compares the usage of these drugs in ternms of cost

savings of drug and hospital stay.

Community Pharmacist Project - A feasibility Etudy is in place to examine
how we can use the community pharmacist to promote more active patient

accountability for proper medication use.

Analytical Rating Tool (ART) - ART is a tool used by PARTNERS to identify
the various steps in the formulary decision making process. This tool
allows us to justify formulary decisions in a consistent and clinical
fashion, and it promotes discussion between pharmacists and physicians as

to the relative worth of similar medications.
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VII. PROGRAM EVALUATION

PARTNERS has a responsibility to manage a health care system that delivers
a high quality pharmacy benefit at an acceptable cost to patients and
payors. To formulate a pharmacy managed care strategy, we have balanced
the internal and external forces affecting drug decisions. Balancing these
concerns is not a trivial task, but a creative management effort that has
been guided by the business model presented today at this hearing.

PARTNERS has been successful in documenting not only improved financial
management but also, and more importantly, we have documented that the

quality of pharmaceutical care has improved for our patients.

At MedCenters Health Plan alone the program has saved over 5 million
dollars in less than four years in drug costs and administrative costs.
These savings were achieved by bringing together professionals and
industries, that traditionelly have not been able to work together, in a
managed care environment which fostered and supported cooperative working
relationships. In other HMOs around the United States, we have documented
financial and quality of care differences in prescribing practices that are
at times staggering. We at PARTNERS are hopeful what we can assist this
Committee in molding the architecture we have proven to be successful into
a national health care system that will provide improved quality of drug
use at an affordable cost for all Americans. We sincerely thank you for
the opportunity to present the PARTNERS business model to this important

committee.
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The CHAIRMAN. Thank you very much, Dr. Wilkins. I see Senator
Kohl entered during your statement. Senator Kohl, would you like
to make a statement or ask a question at this time?

STATEMENT OF SENATOR HERBERT KOHL

Senator KoHL. Senator Pryor, I did want to stop by and say a
word. :

The CHAIRMAN. I understand you are in a Judiciary hearing at
this time.

Senator KoHL. Yes, thank you, Mr. Chairman.

I am pleased to be able to stop by and express my admiration for
all you have done and the efforts you have put forth on behalf of
the poor and the elderly of our Nation. Those efforts have already
made a significant difference in the lives of many Americans. I and
many other people are deeply grateful to you for your years of
service.

A solution to the skyrocketing problem of prescription drug costs
is critical to our effort to provide universal access to health care in
this country. I am particularly concerned that with changes in the
catastrophic health care law that millions of low income elderly
and disabled now are going to have it socked to them, and socked
to them good. .

It is an embarrassment that many of those who are in desperate
need of therapeutic treatment may even have to go outside the bor-
gers of our own country to get reasonably priced prescription

rugs.

I am struck by the absence of the prescription drug manufactur-
ers. I am appalled by the apparent lack of desire on their part to be
a part of the solution. For those of you sitting in this room who are
part of the pharmaceutical manufacturing industry, I think you
need to take back the message that there is an open invitation to
work out these problems in a civil and cooperative manner. But
you need to know also that our patience is not infinite. We all hope
that we will see a bit more cooperation in the very near future on
your part.

This Senator fully supports the committee’s efforts to turn a bad
deal into a fair deal. Senator Pryor, my deepest respect and appre-
ciation goes to you for all you have done.

The CuHaIRMAN. Thank you, Senator Kohl, thank you very much.

Senator Cohen.

Senator CoHEN. Mr. Berryman, can you tell us what the ration-
ale is for such discrimination in pricing that occurs in Virginia?
You indicated, I believe, that it was 1 cent per 100-packet for one
State agency, and that rose to as much as $1 at a sister agency?
How do you, as a pharmacist, account for that kind of price dis-
crimination?

Mr. BERRYMAN. Senator Cohen, I can’t account for it. The indus-
try has to account for it. In Virginia, the Medicaid department
-ends up paying retail price for the product. The industry has many
classes of trade which you as the Congress have permitted under
the Robinson-Patman Act.
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There are numerous classes of trade out there, managed health
care happens to be one of them. It is now becoming one of the
major ones. ‘

For-profit nursing homes, not-for-profit nursing homes, for-profit
hospitals, not-for-profit hospitals—they are all treated the same
within their particular class of trade. The industry does not recog-
nize a retail class of trade, and that happens to be Mr. Baskin’s
and my problem at the retail drugstores.

I can’t answer that question for you, other than to say that the
retail class of trade is not recognized. I think one of the possible
solutions is that you use your influence to at least require the in-
dustry to recognize the Medicaid Program across the country as a
managed care program. If so, my interpretation of what is going on
would qualify Medicaid for the pricing. There is nothing much
more managed in this country than Medicaid. It certainly is that
way in Virginia. We have a very efficient program.

Senator CoHEN. Can you give any kind of rationale in your own
mind as to why there might be such a differential between what is
charged to a hospital and what is charged to a consumer who is out
of the hospital, at a local pharmacy?

Mr. BERRYMAN. Again, that is a question that the industry ought
to respond to."My opinion is that it started out a long time ago,
with Veterans hespitals and nonprofit facilities, during World War
II, possibly. It has now been expanded into what the industry per-
ceives, I believe, as a very effective marketing tool.

If they can give their product away and get it on a managed care
formulary or a hospital formulary, then those products are written
for as they go out into the marketplace at the higher inflated cost
of that product. You and I know that it costs them more than a
penny to make a nitroglycerin patch. That'’s pretty obvious. But I
think that is the strategy behind it, sir.

Senator CoHEN. Mr. Baskin, your program only applies to Medic-
aid, is that correct?

Mr. BaskiN. No, sir. Our program is for retail pharmacies. What
I was describing was our chargeback system which can be used by
Medicaid patients. -

Senator CoHEN. Does that mean, for example, that Mr. Green,
who is not on Medicaid, could be a beneficiary under your system?

Mr. Baskin. He could very well be a beneficiary of it if the man-
ufacturers were within our buying group, which has 2,200 retail
pharmacies out there. He would be a beneficiary of it, yes. I was
just asked to describe how our system could be used for Medicaid.

Senator CoHeN. I got the impression, reading your testimony
that a list of the Medicaid recipients had to be submitted to the
manufacturer, so they would know whether the drug was actually
going out to those who could not afford it.

Mr. BaskiN. What would happen would be that the Medicaid de-
partment, once they had paid a local pharmacy for that prescrip-
tion, would bill the manufacturer for the appropriate number of
units. If you dispensed 100 tablets and there was a $4.00 charge-
back, that would give them some assurance that it was used just
f(})lr Medicaid patients. The pharmacist would not be involved in
that.
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Senator CoHEN. I would like to ask both you and Dr. Wilkins—
how does the formulary work if you have only one effective drug?

Dr. WiLkiINs. If there is only one effective drug for the treatment
of a specific disease? A

Senator CoHEN. We have heard some testimony that there is
only one effective drug for Mrs. Bivens. What do you do in that sit-
uation, where you have in effect a monopoly, where the drug man-
ufacturer does not have to deal with you?

Dr. WiLkiIns. In that case, we would use part of our clinical drug
program utilization review to see if this drug, which is very expen-
sive, is the only drug to treat a particular disease. Then we try to
establish rules and systems to make sure that the drug is only
being used for that particular disease. If there is only one drug,
then you are correct, the drug company has a monopoly, however,
there is much one can do and should do on an ongoing basis to
ensure proper and appropriate use of that medication, especially
since there may be nondrug alternatives for treatment.

Senator CoHEN. Mr. Berryman, you talked about the State
taking some action. I was curious as to why the State has not acted
sooner, if you have that kind of differential between one State
agency that is purchasing drugs at a higher price level than the
other. You talked about the proposal of a rebate program. Is that
similar to Mr. Baskin’s program?

Mr. BERrYMAN. No, sir.. During the last session of the General
Assembly, the Medicaid department was mandated to come up
with, by the Appropriations Act, $5,500,000 in cost savings. One of
the proposals that was submitted by that department was to re-
quest manufacturers to rebate 5 percent, I believe, of the sole
source products that Medicaid currently pays for.

We have had a Tl-percent price increase on drigs in the last 4
years. Sole source products make up 87 percent of the dollars spent
in our Medicaid program and only about 57 percent of the prescrip-
tions written for, but 87 percent of the dollars. It just seems that it
was really a takeoff on the chargeback mechanism. It was simply
saying “How about sharing in the burden?’ We were quickly re-
minded that there was not statutory authority for such a rebate
program in Virginia, and we could not require it.

" Senator CoHEN. Has your legislature been advised that if there is
any question as to the authority to have a State-by-State charge- .
b?cc}( program, you can run under the Commerce Clause, for exam-
ple?

Mr. BErrYMAN. In my written testimony, Senator Cohen, I think
there is reference to the Virginia State House Committee Bill 403,
which is studying the Medicaid Program. They are now looking at,
I believe, ways to come up and develop that and have an attorney
study that to see if it is possible to initiate that kind of program.
Then if we need some statutory legislation passed in Virginia, then
we would like to do that. )

It is possible that this Congress needs to countenance that idea—
I am not an attorney—because it may be that it is not just a State
problem. It may be a State and a Federal problem. Perhaps some-
thing together needs to be done to make sure that something like
that can be instituted.
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The CHAIRMAN. Thank you, Senator Cohen. Those are very good
questions.

Senator Cohen, in our last hearing on this issue some months
ago on prescription drug prices, we singled out and saluted one
Federal agency the Department of Veterans Affairs, for having
gone to the pharmaceutical manufacturers directly and said “All
right, we buy a lot of prescription drugs, and we are going to buy
them at a fair price.”

As a result, they do. In some cases, we see Medicare paying for
the same drug, the same number of capsules or tablets, and quanti-
ty, from the same manufacturer, but at a price that is four to five
or even six times higher than the Department of Veterans Affairs.
Why does the Department pay less? Because they negotiate. They
have brought the pharmaceutical manufacturers to the bargaining
table, and as a result, they have seen tremendous savings.

I have even suggested off hand and informally that we turn all of
the drug buying for the Federal Government over to the Depart-
ment of Veterans Affairs. Everybody laughs, but I don’t see why
they should. It would probably save us multi-millions of dollars.

But outside of the Department of Veterans Affairs right now we
are not exercising the leverage we have.

I want to quote some material about doctors from a New York
Times article in the Magazine section of November 5, 1989, that is
related to some of the problems we have talked about today.

“‘I can get any drug on the university hospital formulary,’ says
a territorial sales manager for one pharmaceutical company. ‘I just
find some fertile soil, the right person who is hungry for research
money, doesn’t matter what the side effects are or if it four times
the price of an equally good drug. I know the researcher will help
me get it on the formulary in exchange for research money.’ ”

I think what we have here is a cycle of dependency where drug
manufacturers do anything to get their products on a formulary in-
cluding taking advantage of university hospitals need for research
money. Dr. Wilkins, is it that easy for a drug manufacturer to get
his drug in your formulary?

Dr. WiLkins. It would be appropriate for Dr. Schmidt to answer
that question.

The CHAIRMAN. Dr. Schmidt.

Dr. Scumipr. I want to reiterate about the formulary. It is not
just for drug manufacturers to get their drug on the formulary. It
is also for the physicians to choose the drug. So the physicians are
quite involved in our pharmacy and therapeutics committee, saying
which drugs we shall use. To me a formulary is not a list of drugs
that prohibits physicians from prescribing what they want, it is a
guideline for good drug therapy and quality drug therapy for pa-
tients.

So we use the medical authority of a large group of physicians to
say if it is a valuable drug to put on the formulary.

Senator CoHEN. Can I ask if there is any system to check wheth-
er the physicians get free drugs? :

Dr. Scumipt. Yes, enclosed in our packet, we do have an ethics
policy for our pharmacy and therapeutics committee. At least in
our national and some local P&T committees, they have to disclose
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what research they have, and what moneys they have received and
what trips they have taken.

Senator CoHEN. So the physicians are not just receiving free
drugs to dispense to their patients, and then also promoting those
for the listing on the formulary? _ :

Dr. ScaMmipt. Well, I can’t say that they don’t take free drugs.
The drug company representative can give them samples that they
can give to their patients. We allow that. But we do take into con-
sideration who should be voting on a particular drug issue.

Senator CoHEN. Thank you.

The CHAIRMAN. On that point, Dr. Schmidt, let me ask you this.
I'm still back in the New York Times magazine section, of Novem-
ber 5. The article is called “Pitching Doctors.” I am quoting—‘“One
company, Pfizer Pharmaceuticals, requires sales representatives to
tote”—I thought that was a Southern word, tote—"laptop comput-
ers into which they enter data on each doctor visited, including
notes on his personality, his nurses’ and receptionists’ names,
birthdays and hobbies of key people in the office.”

“This information is relayed to the company’s central computer
f;)rbuse ’in future efforts to shape an individual doctor’s prescribing

abits.’ '

Further in the article, “As one detail man explains, ‘where there
are eight drugs that are equally good, the doctor makes a choice
based on nonscience. If I drop off samples, pens, other devices, the
doctor will write for my product and not the other guy’s.””

Is this still going on?

Dr. ScumipT. I would have to say yes. I hope that doctors, at least
as a large committee on the pharmacy and therapeutics committee,
will look at whatever drug is effective, whether it has less side ef-
fects, and if those two things are equal, less costs.

So when you say equally effective, to me that is only part of the
picture. Side effects, availability and cost go in there. We try to say
that if there are eight drugs that are equally effective, then what
about side effects? What about long-term outcomes? Are we going
to use all the resources or more resources with one drug than an-

" other?

Those are the questions that are looked at by pharmacy and
therapeutics committees, and those decisions are communicated by
the newsletter to individual physicians. They are really taking
those decisions as leadership from their peers, for example, nephrol-
ogists, for hypertension, to say what therapy should guide their
practice.

Dr. Witkins. I would like to comment that yes, indeed, the de-
tailing efforts that the pharmaceutical manufacturers have on the
physicians is real and is effective in having physicians select cer-
tain products. A term we use in managed care to balance those ef-
forts is called “counter-detailing.” We prepare the drug update, or
the drug information that we send to our physicians, in an effort to
balance what we know the pharmaceutical industry might be
saying related to a certain product. :

In our HMO environment, it is not unusual for a drug represent-
ative to give a message to a physician that their product is better
in some way. Our physicians carry their PARTNERS formulary in
their pocket. It is not unusual for the physician to pull out the for-
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mulary and say “Well, I hear what you are saying, representative
. from the drug company, but according to the policies and recom-
mendations of the PARTNERS Health Plan, that is not true.”

What we are trying to say here is that PARTNERS has devel-
oped a very good working relationship and a trusting relationship
with our physicians so that our information and policies are
supported by the physicians. )

The CHAIRMAN. Dr. Wilkins, while you are speaking let me ask
this. You supplied the committee with some very interesting
tables.> 1T would urge my colleagues Senator Kohl and Senator
Cohen to look at this table. It says that in 1987, new drugs cost 33
percent more than the old drugs they replaced. By 1988, they cost
49 percent more than the old drugs they replaced.

I would like to know your source for the data. I am not question-
ing it, I just think it’s fascinating. In your opinion, are these new
drugs worth that much more than the old drugs they replaced?

Dr. WiLkins. Mr. Chairman, that information was compiled by
the pharmacy claims information of the PARTNERS National
Health Plans has. Those were on actual paid claims.

Those increases really are phenomenal, especially in a managed
care environment, when you can’t raise your premiums that high
without losing a significant membership. We view this as a signifi-
cant problem.

When a new drug is announced, we go through a very sophisti-
cated, clinically justifiable process to evaluate the worth of that
medication. In many cases the increased cost of that drug is not
worth the value. In those cases we make a policy decision to either
not cover the drug, or to restrict the drug for a very narrow
market.

The CrAIRMAN. The Food and Drug Administration—are they
right or wrong when they say, in their assessment of 84 percent of
the new drugs, that they have little or no therapeutic potential to
improve on existing drug therapies? Is that right or wrong, or near
right, or do you have any way to judge?

Dr. WiLkins. I am a pharmacist, so I will put that hat on. I am
not sure that I agree with 84 percent, but I agree that the number
is quite high.

Dr. Scumipr. What we usually do is take a look at what the FDA
has classified as 1C or little or no therapeutic gain over existing
drugs. We will put that on our excluded drug list unless physicians
come to us and say “This is something that we really need, even
though it is classified 1C.” It is rare that the physicians come to
the pharmacy and therapeutics committee and say that. So I would
say, yes, it is very high.

The CHAIRMAN. Let’s go back a moment to Mr. Baskin’s testimo-
ny.
I think from your testimony, Tery, you said drug manufacturers
seem to be a little more willing to negotiate the price of multiple
source drugs—those drugs without a patent—with retail pharma-
cies who buy in groups. What do they do about the patented drugs,
do they negotiate those?

5 See p. 758.
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Mr. BaskiN. Basically, they do not. Less than 10 percent of our
1,600 items are brand name drugs. Very few of those—we have 137 .
exactly—and very few of those are true single source drugs. Those
were obtained by getting a bid from a company of all their product
line. We had something they wanted, and we said to get that they
would have to bid their entire line. But for the most part they do
not.

That brings up an interesting question Senator Cohen asked a
while ago, about why we feel that this is not happening. It is inter-
esting to me that Congress created some classes of trade, and it is
allowing all this discriminatory pricing to go on, yet the largest
purchaser out there, the Medicaid program, can’t seem to access it.
That is an interesting dichotomy to me.

Dr. Wilkins talked about the fact that they are getting these
prices. In my testimony I stated that it is not just a volume issue.
In our program we are purchasing in excess of $300 million worth
of prescription drugs. That ought to be enough volume—I'm not
sure what her volume is—but I know in a number of cases, for in-
stance in a small HMO in north central Arkansas, I doubt if they
have 5,000 people covered entirely. So it is not just a volume issue.

There is something I wanted to elaborate on. This was something
that was said to me by a government affairs representative of a
company. This person was very new on the job, as a matter of fact
this was the first call this person had made. We were discussing a
variety of things and I asked through what I thought was a stimu-
lating question and asked why companies like hers did not bid the
Medicaid Program. She said that they would be blackballed imme-
diately. They could not do that. If they were the first company to
do that, there would be no way of telling where it would stop.

I thought that was an interesting twist.

The CHAIRMAN. What did she mean by “blackballed”?

Mr. Baskin. Well, I guess that's subject to interpretation, but ob-
viously she was saying to us that her company could not afford the
heat from the sister companies if they happened to open this dam,
if you will. You talked about the situation in Californid in your
‘opening remarks, that if it started in California, there is no telling
where it would end up. There are some real market issues there.

Dr. WiLKiNs. Senator Pryor, may I respond? I would net call the
volume program we have discriminatory, but differential. It is not
only based on volume, it is based on the fact that our clinical pro-
grams are actually affecting the kinds of medications that are se-
lected and dispensed to our patients. It is differential. The man-
aged care environment has something to give to the pharmaceuti-
cal industry, and that is market share.

I think in defense of the pharmaceutical industry, having worked
with them for over 4 years, it.is.true that there are one or two that
started, and then it took a lot of my time and a lot of time of the
staff people at PARTNERS to represent our industry to them, so
that they could understand our objective and develop that trust
and design win-win strategies.

All T am saying is that once you develop that trust, there is the
opportunity to build programs like this for Medicaid programs.

The CHAIRMAN. Mr. Berryman, you have testified very eloquent-
ly on what is happening in your State, and how you have had to
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cut back on programs because the legislature mandated cuts. You
have had to take a $5,500,000 out of Medicaid, is that correct?

Mr. BErrYMAN. That’s right.

The CHAIRMAN. Let’s go through this list and find out who is par-
ticipating in the burden sharing of cuts. The pharmacists?

Mr. BERrYMAN. In Virginia, pharmacists have had to accept one
fee per month on their prescriptions, so they took their hit.

The CHAIRMAN. Hospitals? : ,

Mr. BErrYMAN. Hospitals .are already reimbursed at cost. And
some of them would contend less than cost.

The CHAIRMAN. Nursing homes?

Mr. BERrYMAN. They are impacted somewhat on the drug pro-
gram.

The CHAalRMAN. What about doctors?

Mr. BErrYMAN. In our Medicaid program, we have had to go
back to the last two sessions of the General Assembly to get appro-
priations to get their fees raised. They are now at the 15th percent-
ile, and in the next year they will go the 21st percentile.

The CHAIRMAN. What does that mean? .

Mr. BERRYMAN. Reimbursement of their usual and customary
fees. That’s a major problem in Virginia. Because of our inability
to pay them properly, we have had physicians drop out of the pro-
gram. In southwestern Virginia, which is very rural, in Abingdon,
VA, we have no OB people to deliver babies now. At one time we
had a problem in Danville, VA, which is a fairly good sized commu-
nity, with no pediatric care. '

The CHAIRMAN. Let’s go to the Medicaid recipients, Mr. Berry-
man. Are they are part of this?

Mr. BERRYMAN. Medicaid recipients had their co-pays increased
this time.

The CHAIRMAN. So they are participating in the cuts.

Mr. BERRYMAN. Yes, sir.

The CHAIRMAN. What about the drug manufacturers?

Mr. BErrYMAN. To date, the only thing I can say about the drug
manufacturers is that the transdermal nitroglycerin patches, and
all transdermal delivery systems were taken off the program be-
cause we did not feel like the technology was worth the price of the
product. I think that’s basically the way the legislature felt about
it. That was a legislative action.

So if there has been a hit, that has been the only one.

The CHAIRMAN. Mr. Berryman, at this moment, I am going to
yield to Senator Cohen and Senator Kohl, and let them ask any
questions, and I will return in about 3 minutes.

Senator Kohl. '

Senator KoHL. On the one hand, you have, Mr. Berryman, the
manufacturers. They distribute the product, they have their enor-
mous influence and leverage, and they have their ways of commu-
nicating with each other, at functions and trade associations, it is
obviously a very vast and powerful manufacturing and distribution
system that has as its goal making as much profit as they can,
which is what they are supposed to be doing.

On the other hand, you have these powerful consumer organiza-
tions. Don’t you think what we are missing in the country, and I
think that’s what we are discussing today, is the amalgamation of



306

these powerful organizations, to see that we get a price that is a
fair price, and that we are not simply doing a job at that level of
working with each other and using our enormous power and influ-
ence to get the job done?

Mr. BERRYMAN. I agree with you, Senator Kohl. To a degree the
strategy has been to divide and conquer. The pharmacists are on
their own and don’t have the ability to fight the manufacturers in
this country, or in the State of Virginia. Although when we start
talking about a restricted formulary, it does not take long for their
industry to have all their representatives in Virginia talking to the
doctors that they call on, and saying “Guess what they are trying
to do to you at the legislature and at the Medicaid department,
they want to restrict the formulary, and you can’t prescribe just
anything you want anymore.”

Although many of those physicians are working under a formu-
lary in a hospital where they have privileges. But they, the indus-
try, have the ability to quickly respond and to use their representa-
tives in the field to market against whatever Medicaid wants, or
the legislature, or whatever they might do to lobby against it. It is
a very difficult force.

When you can’t communicate substantively, it is difficult to re-
solve problems. -

Senator KonL. I don’t think sometimes we are as aware or as
sensitive to the enormous power that we have as users to influence
the price, if we just use our enormity intelligently. If we don’t of
course, you could make an argument that we have no cause to
blame the manufacturer, he operates in a free market economy
and he has a right, within law, to make as much as he can and
should. But if we don’t organize ourselves to see that we get the
best price on the other end, that is not his fault, that is our fault.

What do you think, Dr. Wilkins?

Dr. WiLkins. I would agree there. Especially in a managed care
environment, we do have the opportunity to evaluate drugs and to
make decisions as to their worth. It was our responsibility to do
that, and once we have done it, we now have the ability to negoti-
ate. On the other hand, I believe manufacturers have the responsi-
bility to be socially responsible especially for a national problem
like making health care affordable. :

Mr. BaskiN. As far as the ability to use a formulary in my phar-
macy in North Little Rock, AR, we have a formulary in my phar-
macy. The physicians that I work and practice with, there are cer-
tain drugs that we use, and that we don’t use. We decide those
things. We go through a much more informal process than Dr. Wil-
kins is describing, but it is the same type of thing.

You are absolutely right, if the purchasers would use their lever-
age, it’s amazing what they could do. I think that is what you are
all looking into, your being the Federal Government and using our
money, you are one of the biggest if not the biggest purchasers in
the country. I am trying to figure out why the Arkansas State
Health Department, that I work as a consultant for in North Little
Rock, is paying 42 cents for their birth control pills, and my same
State government, through the Medicaid Program, they are paying
$15 and up for the same pills.
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Somewhere someone is not carrying their own weight. What I
would like to see is for the prices to be levelized. If you are going to
use a product, if there are costs incurred in that, then you should
bear those costs.

Senator KoHL. Then I guess you could make an argument, and I
am not, but you could, not to blame the manufacturer if one person
is willing to pay 42 cents and the other person pays $15—that’s the
way the market works, right?

Mr. BErRrYMAN. I would like to interject, that it seems to be that
practically, because of the class of trade, any managed care group
can get rebates or whatever. But I think the record of your staff
committee will show that in Maryland and Kansas, that they did
ask the manufacturers to bid the Medicaid Program and they did
not.

So everybody doesn’t have equal access to the bids.

‘Dr. WiLkins. I would argue that unless you have linked your
clinical program with your price negotiations that you really don’t
have the power to obtain volume pricing. I don’t know the Medic-
aid Program, in the two States you mentioned, but if they are miss-
ing that part, they are not the same kind of buyer as a managed
care entity.

Mr. BErRrYMAN. We just had approved in the Virginia Medicaid
budget $500,000 to implement such a program, and we shall soon
see if your statement is correct.

Dr. WiLkins. The other point, Senator Kohl, is does the pharma-
ceutical manufacturer have the right to charge whatever they
want, and whoever pays for it, that’s just free business? I guess my
response there would be that we all have such a tremendous re-
sponsibility to get a handle on the costs of health care in the
United States that I don’t believe anyone can take that sort of
action lightly any more. :

Senator KoHL. I don’t want you to think that is necessarily my
position—it isn’t my position—but when you live in a free market
economy you always have to recognize that the person who manu-
factures a good just tries to do as well as he can. That’s not un-
American. It may not be what we want. It seems to me that our
power, at the other side, is not being used successfully to hold down
the costs of drug increases. We can’t just blame the manufacturer.
That isn’t going to get us anywhere.

Dr. WiLkins, That’s true.

Senator KoHL. I am not suggesting we are. That kind of attitude
would not get us anywhere, if we had that attitude.

Dr. Wiikins. I think that’s true, also in managed care, where the
purchasers of managed care, the employers and patients, are de-
manding that managed care document and justify its prices. That
kind of balance is good. The more we can create that balance, all of
us would benefit.

The CHAIRMAN. Senator Cohen.

Senator CoHEN. Mr. Berryman, first of all you indicated that
once the legislature started to consider various proposals, the drug
manufacturers contacted the physicians and said “Look what they
are trying to do to your medical practice. You are not going to be
able to prescribe this type of drug and get reimbursement for it.”

Mr. BErRrYMAN. That’s correct.
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Senator CoHEN. The consequence is a lobbying effort being made
by the local doctors or the AMA, is that what takes place?

Mr. BErryMAN. It is fair to say that physicians don’t like re-
stricted formularies under any circumstances. They live with them
in hospitals. They do fine. I run a hospital pharmacy and the for-
mulary is not a problem. It is inconvenient for them to have a re-
stricted formulary in their outpatient practices.

Senator CoHEN. Why is that?

Mr. BErrYMAN. Basically because they have to remember that
they can’t use certain products for certain insurance programs, and
it'’s a very difficult situation because various programs would pay
for different products, and they are not the same. It is not univer-
sal. That is true in the Medicaid Program.

Senator CoHEN. Don’t most physicians’ offices now have those
little computers? I think Senator Pryor was talking about laptop
computers—— ,

The CuaIRMAN. I was quoting the New York Times.

Senator CoHEN. Don’t most physicians’ offices have a computer
into which everything is logged? If you have such and such a drug,
you will get reimbursed under the following—you punch a key and
it prints it out?

Mr. BerryMAN. That’s not generally available in a physician’s
office.

Sen7ator CoHeN. You don’t think that’s available in a physician’s
office? )

Mr. BErryMmaN. No. I think the technology is there to deliver it,
b}lfP I do not think that that is generally -available in a physician’s
office.

Senator CoHEN. They sure have a computer for their billing prac-
tices, I can tell you that. :

Mr. BERRYMAN. That’s correct. :

Senator CouEN. Dr. Wilkins, I would like to come back to the
point raised by Senator Pryor in this context. All States are not
created equal. They do not have the same distribution of popula-
tion. They do not have the same capability that other States might
have in putting together private groups or PACE’s, or whatever
such group may be called.

All States do not have the organizational talent, or whatever it
might be. They are not all created equal. What would be the major
i)bjei:;:ion to having a central purchasing agency, at the Federal
evel?

Dr. WiLkins. From my perspective, I don’t see a major drawback.
I think that kind of strategy certainly has some real .merits to.con-
trolling pharmaceutical costs. However, having managed the phar-
macy benefit in 33 States, I can say that each State is also different
in terms of their expectations and in getting them to agree on some
sort of standard would certainly be a difficult task.

Senator CoHgN. Dr. Schmidt.

Dr. Scumipt. The only obstacle I can see are physicians’ local
standards of practice are completely different from one State or
region to another. So if you were to set up a formulary, that would
be bit difficult, to get all the physicians, to agree on what is a good
standard of practice nationally for a particular diagnosis.
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Dr. WiLkins. However, it can be done. I think a classic example
that we have in Minnesota is that in the four major HMO’s, there
are four different formularies. So our physicians carry four of those
little books around, and they don’t have computers in their office
to keep track of things.

But I do think that any system can account for State variability
in terms of the standard of practice. It is definitely true that in the
PARTNER system, there are standards of practice that are different,
and although we have a national drug formulary, we also have the
ability and flexibility to offer differences at the State level.

Senator CoHEN. Do you think such a national central purchasing
system could be set up with the kind of flexibility that is built in
by your organization?

Dr. WiLkins. Yes. Definitely.

Senator CoHEN. That’s all I have. :

The CHAIRMAN. Thank you, Senator Cohen. I have one final
question, then I fear we are going to have to dismiss this panel. We
will leave this record of the hearing open for 10 days, if there are
any follow-on questions submitted in writing to any of the panelists
we would appreciate your response. In a follow-on to Senator -
Cohen’s question, I will throw this idea out.

What would happen if Dr. Louis Sullivan, the Secretary of HHS,
the members of this committee, the members of the Senate Fi-
nance Committee, the Ways and Means Committee and the House
Committee on Aging, invited the pharmaceutical manufacturers to
this room, closed the door, and said “Okay; enough is enough. We
are going to buy these drugs from you but we are going to negoti-
ate a fair price.”

What would the response of the drug manufacturers be, given
the degree of leverage the Federal Government could impose upon
th'elz‘m? What would their response be?

ery.
Mr. BaskiN. Well, you are asking an opinion question, so I will
give you mine.
I think the net result of that would be that you would have
something that, resembled one price for everybody. I think we have
a situation now where——
The CHAIRMAN. Do you think that’s geod?
.~ Mr. BasxiNn. I think it’s wonderful. You have a situation where

you have a balloon, if you squeeze it on one end, it has to get
bigger on the other end, and that is just the simple dynamics of
pressing it hard.

The CHAIRMAN. Mr. Berryman.

Mr. BErRrYMAN. That might solve your problem at the moment,
sir, but if there is nothing, no controls put into place after that,
then we just go for another round of filing price increases. I am a
free enterprise guy. I own my own business. I don’t want to see the
pharmaceutical industry controlled to the point that the Govern-
ment has to set all the prices. But I do think the manufacturers
need to be responsible.

I will give you an.example. There is a product called Seldane
that came on the market. It is an antihistamine that sells for
around $60 for 100. It came out 3 or 4 years ago. It has a very low
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side effect profile, and does not cause drowsiness and Seldane hap-
pened to be a drug that is given every 12 hours.

A new product came out on the market called Hismanal. His-
manal can be given once a day and it has the same side effect pro-
file as Seldane. It is priced almost double of what Seldane was.
Now you don’t have to be a financial expert to see that that is pric-
ing at what the market will bear, rather than what it cost to bring
that drug to market, to produce it and develop and market it.

I think you have got to do something to make the industry more
responsible in that area. A one-time deal does not give you any sav-
ings later on.

The CHAIRMAN. Speaking of that economic theory, pricing at
what the market will bear, do you agree or disagree that the
market is at that level right now? Are we reaching that point keep-
ing in mind that we are seeing drugs being ordered today from
overseas to keep AIDS patients alive, we are seeing a 280 percent
increase in the price of Mr. Green’s drugs, and we are seeing all of
these huge price increases in those instances.

" Have we reached that level?

Mr. BERRYMAN. I think we are approaching that level. I would
say to you that we would already have approached it, had not the
third parties been paying for the products all along. The consuming
public would have refused to pay for the “me-too” products, be-
cause prices would have been too great.

The CuAIRMAN. Ultimately, does not the consuming public pretty
well pay for everything?

Mr. BERRYMAN. Yes, sir, but it is hidden.

The CHAIRMAN. All right.

Dr. Wilkins, I wonder if you or Dr. Schmidt would have a quick
response to my basic question there about getting all the manufac-
turers together in this room?

Dr. WiLkiNs. My comment would be that before you can negoti-
ate with the drug companies, you have to build a system first. To
my knowledge, that has not been built. You need a system where
you have a clinical program, a policy structure and so forth that
would allow you to be a negotiator. I certainly would recommend
that you sit down with those drug companies, but I'don’t know that
you are really in a position at this point to bargain.

The CHAIRMAN. Dr. Schmidt.

- Dr. Scumipt. I would agree.
hTh?? CHAIRMAN. You would agree that we ought to sit down with
them?

Dr. Scamint. Yes, definitely sit down. But they need a structure
on how you are going to work and manage through the whole prob-

lem, so you won't just solve it in one meeting. It’s a long-term rela-

tionship.

The CuAIRMAN. I thank you, and I thank all of you.

Yes, Senator Cohen.

Senator COHEN. Mr. Berryman, I was intrigued by your answer
to Senator Pryor. I think you said that we would have reached the
critical mass as far as market absorption was concerned much ear-

lier if there had not been the presence of third-party payors. Is that

right?
Mr. BERRYMAN. Yes, sir.
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Senator CoHEN. So if you take that argument to its conclusion,
then, it has been the intervention of the third-party payment
system that has prevented a reduction in the price structure much
earlier. In other words, if people had to pay their own bills, they
never would have paid it, and we would not see those kinds of
prices. By virtue of the third-party payment system, we have
hidden the costs so that it is always somebody else paying, either
through cost shifting or higher taxes spread among the people, so
prescription drug consumers don’t feel the immediate impact di-
rectly upon themselves.

So by the third-party payment system, we have actually in-
creased the price escalation over the years, because everybody
thought somebody else was paying for it?

Mr. BERRYMAN. I believe that. As an example, whetker you are a
Medicaid recipient or a Blue Cross subscriber, if it costs you $1, $3,
or $5 deductible to get a prescription filled, you will have a higher
utilization than if you have to pay the entire bill. -

Dr. WiLkINs. Senator Cohen, can I respond to that?

I think third-party programs started because people could not
afford medication. We have to remember that. An important point
for all of us, especially in managed care, it is true, we have insulat-
ed the patient, the physician, and the payor from true health care
costs and that’s why we have to build programs like PARTNERS to
ensure that awareness and- responsibility for health care costs can
be shared. But I don’t think we should say that third-party pro-
grams cause the problem. .

Senator CoHEN. Whether or not they caused the problem, they
have hidden the costs, allowing the costs to continue to escalate,
because there is the assumption that somebody else is paying the
bill. I would say it applies to many of our insurance programs.

In the personal injury field, for example, we have seen and wit-
nessed the socialization of injury. We have accidents that the insur-
ance company takes care of, and the prices continue to escalate be-
cause there is a notion that the company is paying for it. They
spread the premiums out well beyond your personal risk.

You might have an excellent record, and still you are paying
very high premiums, because the risk is being spread—it is being
socialized such that somebody else is always paying the bill.

I am not suggesting that we do away with insurance, but the
whole notion that, under these third-party payment systems, some-
body else is paying when in fact we are all paying higher and
higher costs—that’s being taken advantage of by those who are
supplying the product.

The CuairMAN. Thank you, Senator Cohen. Over there is Sena-
tor Grassley from Iowa. Do you have a comment or questions?

STATEMENT OF SENATOR CHARLES GRASSLEY

Senator GRASSLEY. Senator, at this point I should not take time
from the committee except to explain that I was in a markup in
Judiciary, and that is my reason for not being here when you com-
menced the hearing.

I do have a very lengthy statement I want to put into the record.

[The prepared statement of Senator Grassley follows:]
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STATEMENT OF SENATOR CHARLES E. GRASSLEY FOR A HEARING OF THE
SPECIAL COMMITTEE ON AGING ON PHARMACEUTICAL DRUG PRICING,

WEDNESDAY, NOVEMBER 16, 1989

MR. CHAIRMAN, AS I NOTED IN YOUR FIRST HEARING ON THE
PRESCRIPTION DRUG PRICING POLICIES OF THE BRAND NAME DRUG
MANUFACTURERS. IT IS CLEAR THAT A NUMBER OF CONFLICTING GOALS
ARE AT ISSUE IN THIS MATTER.

I SEE NO REASON TO CHANGE MY MIND AS WE START THIS SECOND
HEARING. IN MY VIEW, IT IS CLEAR TBAT IT IS RISKY AND
EXPENSIVE TO DEVELOP NEW DRUG ENTITIES. RELATIVELY FEW TRULY
NEW PRODUCTS, OF THE GREAT MANY IN WHICH INVESTMENTS ARE MADE,
'MAKE IT TO THE MARKET. AFTER NEW DRUG ENTITIES DO MAKE IT TO
THE MARKET THEY THEN HAVE PATENT PROTECTION FOR A RELATIVELY
SHORT PERIOD OF TIME BEPORE CHEAPER GENERIC VERSIONS APPEAR IN
THE MARKET.

IT ALSO SEEMS CLEAR, TO TRIS SENATOR AT LEAST, THAT
EFFECTIVE PHARMACEUTICALS RAISE THE QUALITY OF HEALTH CARE
AVAILABLE TO THE AMERICAN PEOPLE.

THE ARGUMENT TO THE EFFECT THAT THE HIGH LEVELS OF
INVESTMENT IN RESEARCH AND DEVELOPMENT IN PHARMACEUTICALS HAS
LEAD, IN RECENT YEARS, ONLY TO A FLOOD OF "ME-TOO" PRODUCTS OF
NO THERAPEUTIC VALUE SEEMS TO ME OVERDRAWN AND NOT CONVINCING,
OR AT LEAST NOT YET CONVINCING.

THUS, SO PAR, IT SEEMS TO THIS SENATOR THAT THE CONGRESS
NEEDS TO EXERCISE SOME CARE IN ANY LEGISLATIVE INITIATIVES IT
UNDERTAKES THAT COULD HAVE A NEGATIVE EFFECT ON THE ABILITY OF
AMERICAN PHARMACEUTICAL MANUFACTURERS TO DEVELOP NEW CHEMICAL
ENTITIES.

AT THE SAME TIME, HOWEVER, THERE IS CAUSE FOR CONCERN.
PHARMACEUTICAL PRICES HAVE RISEN MORE RAPIDLY THAN THE GENERAL
CONSUMER PRICE INDEX.

AND THERE ALSO SEEMS TO BE NO QUESTION THAT MANY DRUG
MANUFACTURERS FOLLOW A MULTI-TIERED OR SEGMENTED PRICING POLICY
THAT GOES BEYOND THE BOUNDS OF WHAT COULD BE JUSTIFIED BY
REASONABLE VOLUME DISCOUNTS. ’

SUCB MULTI-TIERED POLICIES CAN HAVE VERY ADVERSE EFFECTS
ON PURCHASERS WHO DO NOT HAVE GREAT MARKET POWER:

- SUCH AS RETAIL PHARMACISTS, FROM WHOM WE HEAR A GREAT
DEAL ON THIS SPECIFIC ISSUE.

-~ SUCH AS INDIVIDUALS DEPENDENT ON PARTICULAR LIFE
MAINTAINING SOLE SOURCE MEDICATIONS. THE CHAIRMAN OF THE IOWA
MYASTHENIA GRAVIS ASSOCIATION, MR. JOHAN CARLSTEN, CALLED MY
OFFICE YESTERDAY TO SAY HOW PLEASED HE WAS THAT THE COMMITTEE
WAS HAVING THIS HEARING, AND TO DESCRIBE THE SITUATION NOW
FACED BY THOSE WHO HAVE THIS DISEASE AND WHO ARE DEPENDENT ON A
SMALL NUMBER OF DRUGS, PARTICULARLY, IN THIS CASE, MESTINON.

THE SUBSTANTIAL AND REGULAR PRICE INCREASES IN THESE
PRODUCTS, WHICH 1 JUST MENTIONED, AGGRAVATES THE DIFFICULTIES
FOR SUCH PARTIES.

AT LEAST ONE MAJOR PHARMACEUTICAL MANUFACTURER HAS TOLD MY
STAFF THAT THEY HAVE AN "EQUAL ACCESS"™ POLICY FOR ALL OF THEIR
CUSTOMERS, WITH THE EXCEPTION OF THE VETERANS ADMINISTRATION,
FOR ALL OF THEIR PRODUCTS. THE V.A. EXCEPTION, THEY ARGUE, IS
JUSTIFIED ON THE GROUNDS OF THE GREATER VOLUME THE V.A. IS ABLE
TO PURCHASE. - - ———
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THE QUESTION WHICH ARISES, OF COURSE, IS THAT IF ONE WELL-
KNOWN, INNOVATIVE MANUFACTURER CAN FOLLOW AN "EQUAL ACCESS"
PRICING POLICY, WHY CANNOT OTHER MANUFACTURERS?

I THINK WE ALSO HAVE A RIGHT TO KNOW WHY TBE FEDERAL
GOVERNMENT CANNOT BE A MORE INTELLIGENT PURCHASER OF
PHARMACEUTICAL PRODUCTS. TBIS IS A QUESTION THAT YOU HAVE
ASKED, MR. CHBARIRMAN, ON SEVERAL OCCASIONS, AND IT IS A QUESTION
WHICH I BELIEVE WE SHOULD ASK. 1IN PACT, IT IS A QUESTION THAT
WE HAVE THE RESPONSIBLITY TO ASK.

AND I THINK WE ALSO HAVE TBE RESPONSIBILITY TO TRY TO
MAKE SURE THAT FEDERAL MONEY IS BETTER SPENT IN THIS AREA.

AS YOU KNOW, FOR SOME YEARS 1 HAVE BEEN VERY UNHAPPY WITH
THE WAY IN WHICH THE DEPARTMENT OF DEFENSE PURCHASES WEAPONS
SYSTEMS. CLEARLY, THERE ARE DIFFERENCES BETWEEN MAKING DRUGS
AND PURCHASING WEAPONS. NEVERTHELESS, IT SEEMS TO ME PERFECTLY
APPROPRIATE TO INSIST THAT THE FEDERAL- GOVERNMENT USE THE
FEDERAL TAXPAYERS' MONEY TO GET THE BEST POSSIBLE PRODUCT FOR
THE LEAST MONEY, AND WE DO NOT APPEAR TO BE DOING THAT AT
PRESENT.

I THINK I HAVE TAKEN ENOUGHR TIME FOR THE MOMENT, MR.
CHAIRMAN. I LOOK FORWARD TO LEARNING MORE FROM OUR WITNESSES.
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The CHAIRMAN. It looks very lengthy from here.

We are going to keep the record open for a few days, Senator
Grassley. You have been a long and faithful member of this com-
mittee, and we appreciate your joining us at this time. We have
had some very constructive witnesses, and some very telling testi-
mony. :

Let me advise Senator Grassley and those of you who may have
gotten in later. At 1:30 this afternoon we will reassemble, as many
of us who desire to in this room.

We are not through. We have another fascinating panel here.
This afternoon’s session will be an informal discussion where we
will all sit together and talk about some of these problems and see
if we can come together with a mutuality of understanding and in-
terests that hopefully can be implemented into a positive action
later. That will be at 1:30 p.m.

We will now excuse the panel, and we thank you very, very
much.

We will call our next panel. We have never had any internation-
al witnesses before the Committee in the past that I am aware of.
Mr. Guido Adriaenssens, and Mr. Guido Sermeus, I would like to
say that we extend on behalf of this committee a very, very warm
welcome to each of you. You are from Brussels, Belgium, and are
highly respected for your research on international drug price com-
parisons. In our earlier hearing, we talked about the U.S. consumer
paying the highest drug prices of anyone in the world, and the cost
of prescription drugs.

1 think it would a safe bet to say that whatever you say is going
to probably be disputed by the pharmaceutical manufacturers.
What you have done is to compare the actual price the American
consumer is paying with the actual price of the consumer in
Europe. ’

For example, on U.S. prices, you have done away with the sales
tax, because in many of our States, probably 40 of our States, there
is no sales tax. Similarly, with respect to the European community,
you have eliminated the value-added tax on the drugs under ques-
tion. So, you have developed and are about to present an interna-
tional drug pricing comparison that is as fair as possible, and we
look forward to your statement.

STATEMENT OF GUIDO ADRIAENSSENS, BELGIAN CONSUMER
ASSOCIATION, BRUSSELS, BELGIUM

Mr. ApriAENsSENS. Thank you for giving us the opportunity to
give this interesting comparison between U.S. and European prices
for prescription drugs.

The comparison took us a long time, but the flights to New York
took even longer. It only took 25 hours.

I will not get into the methodological details at this moment. 1
will go straight to the results.

We have made a comparison of 25 products, considered to be a
representative for consumption as well in the United States as for
Europe. Of course, if we could add more data, it would be useful,
but we don’t think it would change anything essential to this point.



315

You told me that perhaps we will have discussions with industry
on this comparison. But from the other side, I think there will be
not so much discussions because the method we used is in fact one
which favors the U.S. industry.

If we look at those 25 products we compared, a number of times,
the United States has the highest prices compared to those in
Europe. I will give you one example. A common tranquilizer,
Valium, which is 10 times the price in Greece, for example.

The CHAIRMAN. Excuse me. Do you mean a U.S. citizen pays ten
times the price for Valium that you would pay in Greece?

Mr. AprIAENSSENS. Indeed. The average U.S. price is ten times
the price a consumer would pay in Greece. The highest U.S. prices
are 15 times the prices in Greece. _

Let me go back to the graph, if you can see this. That graph
gives the price index for the total basket of 25 products in each
country, when compared to the cheapest country, which we have
given index 100, that is Greece. Or if you want to have another
comparison which gives in fact the same details, but perhaps in an-
other way, we have compared the total price for these basket of 25
products with the European Economic Community average. We
will see that the average prices in the United States are 54 percent
more expensive than the average prices in the European Economic
Community.

You can also see from this graph that the prices in the United
States on average are close to those in Germany and the Nether-
lands. But I will come back to that point later. The next table gives
you a comparison between prices in those countries who have a
strict price control system, and those countries who have no price
control system.

The third group consists of Ireland and the United Kingdom,
which has a little bit different system. We can come back to that
later also. :

I told you that the prices in the United Kingdom seems to be like
those available in Germany or in the Netherlands, but one should
also take into account some other elements.

First of all, are patients paying for the drugs they have been pre-
scribed or is there a reimbursement system and how favorable is
this reimbursement system? We have made a comparison for the
EEC. Patients in the EEC normally pay between 12 percent, in
Germany, and 56 percent, in Denmark.

The elderly pay in general less or nothing at all.

A second point of interest is, is the consumption of drugs high?
We would like to present two indicators in this respect. First of all,
the per capita consumption, and second the percentage of the GNP
spent on pharmaceutical products.

In both comparisons the United States scores very high and com-
parable with Germany. Germany indeed combines, as does the
United States, high prices with high consumption. Recently, Ger-
many has taken measures to reduce this high consumption pattern
and also to reduce prices of drugs, because the situation becomes
unbearable for the national health insurance.

As a general conclusion based on these preliminary data, we can
say that the prices for prescription drugs in the United States are
very high. They are comparable to the most expensive countries in
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Europe (the Netherlands and Germany), but in the Netherlands
the consumption of drugs is very low, not even half the consump-
tion of the United States, and in Germany the patients, as in the
Netherlands, pay only a very small contribution per prescription.

To give you an idea, in Germany, a patient would pay $1 per pre-
scription, whatever the price of it would be.

The CHAIRMAN. Let me stop you there. The patient would pay $1
per prescription in Germany.

Mr. ADRIAENSSENS. Yes, indeed.

The CHAIRMAN. But the price of the drug itself is still according
to the charts, much lower than the cost of the drug in the United
States, is that correct?

Mr. ADRIAENSSENS. It will depend on the number and kind of the
drug, but in general, the price in the United States is higher.

The CHAIRMAN. It is higher in the United States?

Mr. ADRIAENSSENS. Yes.

The CHAIRMAN. Thank you.

Mr. ADRIAENSSENS. So in fact, a system in which pharmaceutical
companies can set prices as they wish and in which the consumer,
which is the patient, or the State, or the insurance company,
cannot tackle these prices with normal market mechanisms, as
shopping around for the best dealer quality price comparison. It
seems to us very unfair.

[The prepared statement of Mr. Adriaenssens follows:]



317

iss—o—ﬂ._atiOh : ,..'.‘A Ali o e T T e e
Belge des ‘ :
Consommateurs

STATEMENT PREPARED FOR THE UNITED STATES SENATE SPECIAL COMMITTEE ON
AGING.

ORAL TESTIMONY - WASHINGTON DC - NOVEMBER 16, 198%.

- PART I : INTERNATIONAL PRICE COMPARISON BY G. ADRIAENSSENS

The Belgian Consumers' Association, which 1is an independent insti-
tute for comparative testing and surveys, has been chrrying out
several price comparisons on pharmaceutical products for the Direc~
torate-General for Consumer Affairs of the European Commission.
We have now been asked by this Special Committee on Aging whether it
was possible to compare prices of drugs between Eurcpe ‘and the
U.S.A.
The best way to.make such a comparison is to compare all the pro-
ducts which are as well available in all countries of Europe and
which are also in the {ivS.A. available. One should also compare all
package sises, forms wand strengths available. Such a study would
take several years of work and enormous amounts of work.
As .this 1s not possible we have tried to make samples which are good
indicators for the general price level of pharmaceutical products.
. The sample of products Qenused in the EEC-studies 18 composed of 125
products,
This list is composed of the .top selling products in each of the
TEEC-Memberstates and represents at. least 20 % of sales by value in
each country.
From tabudations of the PDS Senior Scripts Data provided by the
Senate Speclal Committee on Aging, we have been able to abstract 25
perfect matches.
So, we have made a-price comparison for those 25 products. If more
data become available (prices for other strengths, package sizes,
etc,) we will be glad to incorporate them if the Committee thinks
this would be useful,

sThis would of course strengthen the comparison but based on our
éxperience we cen say that it will not change the results we found
until know in a dramatic way. Let's have a look at our preliminary
results. ’

Table 1 is a listing of the 25 products with each time the country
with the lowest and the country with the highest price. The U.S.A.
18 never the cheapest and 4 timee the wmost expensive, when we take
‘in account the average US=prices. It would be many times the most
expensive 1f we take the highest prices charged 15 the U.8.a. for
each particular drug. ’

31-352 0~ 90 - 11
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Indeéd the 1 ¥ most expensive prices charged for each of the 25
drugs are in average 35 I more expensive than the average retail
prices. If we would not take into account the VAT, which is appli-
cable on drugs in most European countries, then the U.S.A. would be
the most expensive 15 at least 7 cases.

Table 2 (and the graph) gives the price index for the total basket
of 25 products in each country (without VAT) when compared with the
cheapest country (= index 100) and compared with the EEC average (=~
index 100).

Averaga prices in the U,8.A. are 54 X more expensive than average
prices in the EEC.

The US average prices are comparsble to the extreme high prices
which are found in Germsny and the Netherlands.

In table 3 we have brought together some countries : those with a
striet price control system for pharmaceutical producté, those with
no price control at all on pharmaceutical products, and the UK and
Ireland as a third group becsuse they have a different system which
18 in between the 2 previous groups.

We have now looked at general price levels for drugs but when
comparing prices 6ne should also take in account some other ele-
ments ¢

- Are patieﬁts paying the drugs they have been prescribed or is
there a reimbursement system and how favourable is this for the
patient ? Table 4 gives the results we found in our 125 product
comparison for the EEC. Patienta pay normally between 12 2
(Germany) and 56 I (Denmark). The elderly pay in genmeral less or
nothiné at all.

~ Is there a high consumption in drugs ? We would like to present
two indicatore in this respect : first of all the pro capita consump-~
tion and secondly the percentage of the GNP spent on pharmaceutical
products - (table 5).

In both comparisons the U.S.A., scores very high and comparable with
Germany. Germany combimes (and we think the U.S.A. also) high
prices with high consumption. Recently Germany has taken measures
to reduce this consumption pattern and also to reduce pricea of
drugs, because the situation becomes unbearable for the national
health insurances.

As a general conclusion based‘on these preliminary data we can say
that the prices for prescription drugs in the U.S.A. are very high.
They are comparsble to the most expemsive countries in Europe : the
Netherlands and Germany, but in the Netherlands the consumption of
drugs 1s very low (not even half tﬁe U.S.A. pro capita consumption)
and in Germany the patients pay only a very small contribution per

.prescription (2 DM) or less than 'l US dollar).
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TABLE 1

LIST OP PRODUCTS INCLUDED IN THE COMPARISON AND THE
MINIMOM AND MAXIMUM PRICES IN US DOLLARS

NAME OF DRUG AVERAGE| MINIMUM PRICE MAXTMUM PRICE AVERAGE
PRICE |- USA PRICH]
VALUE | COUNTRY VALUE | COUNTRY

VIBRAMICINE 15,2 4,3 Greece 30,9 | Germany 23,3
SECTRAL 20,8 6,64 Italy 27,6 | U.K. - 21,7
MODURETIC 9,8 4,3 Greece 18,1 | Germany 12,4
RUFEN 7,4 4,0 Greece 16,1 { Germany 4,4
SEPTRA 7,1 2,8 Spain 12,9 | Germany 10,9
LASIX - 4,5 1,9 Greece 9,6 | Netherlands 3,6
DALMANE 8,2 2,4 Portugal 13,8 | Demmark 13,0
VALIUM 3,6 0,9 Greece 9.7 | usA 9,7
TEGROTOL 10,5 5,8 Portugal 16,2 Germany 15,4
“.JDIABETA 7,5 2,3 Spain 15,7 | Netherlands i1,0
+.{LOPRESSOR 19,8 8,1 Spain 36,6 | Demmark 34,1
‘. |ADALAT 16,2 7,4 Spain _2_9‘,.7 Demmark 19,3

- “U4ZANTAC 29,7 16,4 Greece 45,4 Germany 13,4 **
ALDOMET 18,0 8,6 | Spain 32,4 | Dermark 25,3
- |MICRONASE 7,1 2,3 | Spain 15,7 | Netherlands 11,6
ISOPTIN 7.7 3,1 |Spain }_.'!_ﬁ Netherlands 9,1
DYAZIDE 8,4 2,7 Italy 16,1 Netherlands 11,3
CAPOTEN 27,9 12,5 |Greece 41,8 | Ireland 21,5
CARDT "™ . 23,5 12,7 |1taly 32,5 | Spain 27,5
CECLOR 14,5 .8,1 .| Spain 20,7 | Germany 16,3
NITRODISK . 41,1 23,8 |Greece 68,0 | Ireland 35,46
LOZOL 13,6 5,4 |Spain 21,6 | Demmark 15,4
HALCION 6,3 3,1 {Portugal 14,6 | UsA 14,6
XANAX 16,5 6,9 |France 37,5 | Usa 37,5
CLINORIL 62,4 32,7 |Portugal 87,7 | USA 87,7

** Subsequent to the hearing of 11/16/89, this figure was corrected by the witness. The
correct price for an equivalent package should have been stated as $22.94. The graphs
and tables reflecting relative cost of products in the U.S. and EC have not been adjusted
to take this change into account.
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"PABLE 2

Index for prescription drugs based on 2 sa;nplo of 25 products (1988)

Country Cheapest = 100 EEC average = 100
CGreece 100 ] 55
Spain 105 58
Portugal ’ 116 - 64
France : ) 127 70
Italy ' ET 72
Belgium . 166 92
United Kingdom o217 120
Ireland 228 126
Denmark 230 127
Germany ' - 269 - Y
Netherlands 299 165
EEC-average 181 100
United States of
America ) 279 154

calculations based on weighted retail prices without VAT
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IABLE 3

Index for 25 prescription drugs * (1988)

Country or EEC average cheapest group
group of countries = 100 = 100
Countries with strict | 68 100

price control syatem
EEC~average 100 147

Countries with limited 123 180
price control system

Countries without 147 216
price control system

United States of America . 154 226

* calculations based on weighteid retail prices without VAT

TABLE 4

Average X of the patient’s contribution to the drug
retail price (in sample of 125 producta)

Germany 122
Netherlands 132
Luxemburg ’ 18
Greaece 26 %
Portugal 322
Italy 3312
Spain 3352
Belgium 42 2
France 43 2
United Kingdom 52 X
Denmark 56 X
BEC-Average 332
Note : In most countries there are many exceptions to the general

rules of reimbursement. The disabled, orphans, widows, etc.
can often have free dispening. In the UK, for exemple, it is
estimated thar 60 X of all NHS supplies are free.
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TABLE §

——

| - Pro capita expenditure on pharmaceutical products and
percentage of GNP spent on pharmaceutical products (1988)

Country Pro capita expenditure total pharmaceutical
EEC-average = 100 - expenditure as I of GNP
Italy 98 1.341
France 124 1.440
Germany 150 1,487
United Kingdom 63 0.884
Belgium 88 1.146
Netherlands 63 0.811
Spain 56 1.299
EEC~Average 100 1.361
UsA 152 1,485

Calculations based on and figures from Indicatori Farmaceutici 1989,

Farmindustria.
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The CHAIRMAN. Thank you very much. We used a chart in our
last hearing,® the one in green, to our far left here. This was done
by an Italian pharmaceutical manufacturer organization. Do you
see any discrepancy in that chart and the chart that the two of you
drew up, or the conclusions that you reached here? Are we running
about the same? ,

Mr. ADRIAENSSENS. I don’t think there is any difference between
the two charts. Perhaps the figures are different, but that is only
due to the methodology. Affecting the first comparison, one com-
pares all packages in whatever country they are available. While
in our comparison, we only compared the same packages, packages
which are available in the United States as well as in European
countries. :

In this comparison for example, the Italian comparison, a normal
package in Italy would only have 20 tablets in it, while in the
United States a normal package can be 100 tablets. So I think
there is a difference in methodology, but as you will, the ranking of
countries is almost the same.

The CHAIRMAN. In your methodology, you used 100 tablets for
100 tablets in youtr comparison.

Mr. ApRIAENSSENS. Yes. I think our comparison is more favorable
for the U.S. industry.

The CHAIRMAN. I see. We appreciate you being factual with us.
We are trying to get to the bottom of the facts. I failed to mention
in my introduction of my two distinguished guests that they both
represent the Belgian Consumer Association and biographical in-
formation on both of these witnesses this morning will be available
upon request. ’ .

They are highly respected throughout Europe for their published
studies on international drug price comparisons, and I know this is
a very unique and difficult area to work in. I doubt there are very
many people like you in the world who do this, who compare drug
prices.

Let me ask this about the European manufacturer. Does the gov-
ernment or does the individual citizen have access to what you
might say proprietary interests of the manufacturer? Does the gov-
ernment know about some of the proprietary interests the manu-
facturer might own?

Mr. ADRIAENSSENS. I am not sure I understand your question.

The CHAIRMAN. Does.the government, in dealing with or in pur-
chasing prescription drugs, does the government use facts that per-
haps we do not use in the Congress in determining the ultimate
price to pay the manufacturer for the drugs? 4

Mr. ApRrIAENSSENS. Yes, indeed. In many countries in the EEC,
the governments decide on the price which seems fair to them, and
- not the reverse. So in fact, government in all those countries, like
Spain, France, Italy, Belgium, also, the government is setting the
price of the pharmaceutical products. :

The industry can make a suggestion, and explain how they come
to the price they propose, but in fact, the government fixes the

" ¢ See appendix 1, p. 339.
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price for that drug which seems comparable with other drugs
which have about the same ingredients or the same effect.

The CHAIRMAN. Does the government in the European countries -
that we see here on your chart, do they negotiate or set a limit on
the profits the manufacturer may make?

Mr. ApriAENSSENS. Yes. The group of countries, the U.K. and Ire-
land, for example, have a system in which they do not fix the price
of one particular drug, but they fix the profit of a company. Then -
the industry can choose themselves which drugs they are going to
raise in price, or not.

The -CHAIRMAN. In this regard, does the government in establish-
ing this price, is there any sort of an incentive paid by the govern-
ment to'the pharmaceutical manufacturers, for research and devel-
-opment? Do you have any sort of an incentive for research and de-
velopment for the manufacturer?

Mr. -‘ApriAENssENS: I .think that every government takes into ac-
count the insurance of whatever company, not only for pharmaceu-
tical companies. They allow reasonable profits, so that they can be
sure that the companies can introduce new research and pay for
the new research.

Because one of the issues in these discussion is often that there
should be a strong pharmaceutical industry to counter the Ameri-
can industry on pharmaceuticals.

The CHAIRMAN. Are American drugs being manufactured in
America by American manufacturers being sold today in these Eu-
ropean countries at a lower.price than the American consumer is
buying that drug? I am not talking about products from European
drug manufacturers, I am talking about products made in America.
Are they sold in Europe cheaper?

Mr. ADRIAENSSENS. Yes, in most cases, I think. Over 50 percent
cheaper than in the United States. The average price in Europe is
50 percent cheaper. '

The CHAIRMAN. I assume, and I hope that you had the opportuni-
tybtio listen to some of the previous witnesses sitting at the witness
table.

Did you happen to hear the gentleman from New York when he
was talking about members of that community that he represents
having to get drugs from Europe to sustain their lives? Was that a
surprise to you, or was that a revelation? Or is this something ac-
cepted and acknowledged in the European market?

Mr. ApRrIAENSSENS. I think it is known in general that U.S. prices
are high, and the inverse, that drugs are cheaper in Europe. So it
is always a good deal if someone can buy a drug in Europe rather
than in the United States.

The CrairMAN. We have about 20 to 25 major manufacturers. I
would call those the major ones, there may be many more, and I
hope I am not misstating that. But they are the larger manufactur-
ers. How. would you compare the profits of the American pharma-
ceutical to the manufacturer of pharmaceutical products in
Europe? Are our profits to the companies higher, or lower?

Mr. ADRIAENSSENS. It’s a problem which is hard to discuss, be-
cause it is not always clear what the profits are on pharmaceutical
products. There is a lot of transfer pricing. To give you an example,
a drug can be produced in the United States, exported to Belgium,
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and from Belgium exported to France. Then it can be re-imported
to the United States. In each step the price can become higher.

The CHAIRMAN. Let me ask this question. We talked about one
particular drug. This is the drug Eldepryl. This is the drug used by
Mrs. Bivens, discovered in 1964 in Hungary. An American fund
may buy this drug, this pill is sold in Italy for 41 cents a capsule,
$1 in Canada and $2.38 in the United States. Mrs.- Bivens pays five
times the amount they would pay in Italy. Why the great disparity
of price differential?

Mr. ADRIAENSSENS. The most important explanation is that in
the U.S. prices can be set as wished by the pharmaceutical indus-
try, and we can perhaps talk about how they do that. In Italy, on
the other side, the price is decided on objective facts which have to
be submitted by the pharmaceutical industry to the government.
The government decides on whether the figures they have are fair
or not.

The CuairRMAN. Does the average American consumer spend
more or less than the European for prescription drugs.

Mr. ApriaENsSENS. He spends clearly more.

';;he CHaIrMAN. Do we use more or less than the average Europe-
an? - :

Mr. ApriaENSSENS. The consumption is higher, yes. U.S. patients
have a higher consumption as well in price as in number of tablets.

The CHAIRMAN. Are we the highest in the world in consumption
that you know of? Do you have a figure on that?

Mr. ApRrIAENSSENS. Yes. I don't think your prices are the highest.
As you have been several times in the past, you are beaten by the
Japanese. :

The CHAIRMAN. By the Japanese? Okay. Let’s look for a moment
at the Netherlands. They are the only ones on the chart that seem
to be paying a higher price than Americans. Why is that? What
has happened in the Netherlands?

Mr. ApriAENSSENS. In the Netherlands, the prices are very high,
they have a very free system. The patient doesn’t bother because
they are all reimbursed. They all pay something around $1 for each
prescription. And the consumption in the Netherlands is very low.

So if you look at the expenditure per person, or patient, in the
Netherlands, the total expenditure is only half of the expenditure
of an average U.S. citizen.

The CHAIRMAN. If you came over—I know you did not cross the
Atlantic, and I hate that the flight took so long, 25 hours—if you
came over to give us advice, although I know you are here to state
facts, would you advise us if it might be time for us to negotiate as
a government with the manufacturers of our prescription drugs
and try to get a better price?

Mr. ADpriAENSSENS. Yes. I think in every free market there is a
purchaser and someone who produces the products. The negotia-
tion also comes from both sides. It seems unfair to have a system in
which only the producer can fix prices, and the patient or purchas-
er cannot negotiate. The purchaser can be the patients or the gov-
ernment or the insurance company.

The CuairMaN. You are stating—once again, I want to get this
figure right—we have excluded the sales-taxes, value added taxes,
there is about a 54-percent increase in drug prices over that or
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higher cost paid by the consumer than the average European coun-
try, is this correct?

Mr. ADRIAENSSENS. Yes. .

The CHairmMAN. The price controls in the European companies,
have they helped? What has been the effect of price controls in the
European countries?

Mr. ApRIAENSSENS. Perhaps my colleague can explain this.

The CHAIRMAN. Certainly. :

Mr. Sermeus.

STATEMENT OF GUIDO SERMEUS, BELGIAN CONSUMERS
ASSOCIATION

Mr. SErmEUS. Perhaps I can give you four different ways which
are used in Europe to try to control expenses for drugs. I have to
say first, that in general the main argument from the pharmaceu-
tical industry is that by using those mechanisms the government is
destroying free market competition which is, as has already been
discussed here, complete nonsense.

Because the basic conditions for a free market mechanism are
not fulfilled. Doctors are prescribing those drugs, but they don’t
have-to pay for it. Patients are consuming them but they only have
to pay a small part of it. Several studies in Europe show that the
goctors or practitioners are not even aware of the price of the

rugs.

The only thing they know, and that’s very important, since in
Europe, which is different from the United States, almost all of the
citizens, not only lower income groups, but almost all of them, are
covered by social insurance systems which pay for medical care
and also.for drug reimbursement, is whether a drug is reimbursed
by theseetal security system or not.

In general, a.doctor will try to prescribe drugs for his patients
which are reimbursed. That’s very important. Because that’s the
first way to try to control drug prices.

There are different categories of drugs-being reimbursed in our
social security systems, and most all of the countries have different
categories. One of them is called vital drugs. For that kind of drug,
there is not even a negotiation between the pharmaceutical indus-
tries and government, because those drugs are being reimbursed
and the governiment, or the social security system, who pays for
those drugs, will accept a certain price or even determines the
price.

Another possibility for less vital drugs is that the government or
the: State gives the choice to the pharmaceutical companies wheth-
er they can lower their prices and put it in the reimbursement
system or whether they can increase the prices resulting that the
social system will not pay for those drugs.

Then it is up to the industry to make the balance, whether they

. can .ask high prices and have a small volume, or whether it is more
equitable that they have lower prices with high volume. In that
case doctors will prescribe more of those drugs.

That’s one.very important thing, because setting the prices of
drugs and reimbursing the drugs were two different topics. More
and more in all the 12 member States of the community at the
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moment, there is an interference because the reimbursement
system seems to be a very effective controlling system for putting
the prices down. The pharmaceutical industry knows that very
well.

A second mechanism that becomes used is trying to control the
prescription behavior of the doctors, by informing them in different
ways, and also by making profiles of their prescription behavior. If
a certain group of doctors who have basically the same kind of pa-
tients with the same kind of diseases are on the top level of eco-
nomic aspects as far as direct reimbursement is concerned, they
have to justify it. » :

It goes even so far in certain countries that they can be sanc-
tioned. The sanction can be that they are put out of the social re-
imbursement system, and that’s very effective, because a patient
knows if a doctor does not belong to the system, since the patient
will then have to pay 100 percent for the prescription. That’s very
important. : .

A third way to control prices is giving the pharmacists the right
of making a substitution on the prescribed drugs. Of course, that is
very controversial, because here the pharmaceutical industries and
the doctors are aware that they are not free to use their therapeu-
tical freedom as they want to do.

Of course, in our opinion, it is just a question of information, be-
cause if there are equivalent drugs which are as safe and effective
as more expensive ones, there is no reason to try to use that
method to control drug prices. For instance in Germany this is im-
portant, since in Germany as well as in the Netherlands, the prices
are very high. Our comparison is based on prices from January this
year, but by that time, everything evolved very quickly. By control-
ling the prescription behavior of the doctors, also in Germany now,
and by giving more and more rights to the pharmacists to substi-

- tute the prescriptions, they are trying to put the prices down also.

So it is very possible that at this moment, if we were to redo the
comparison, the prices for Germany and the Netherlands would be
lower, so that-the difference between the United States and those
most expensive European countries is much higher. That might be
very possible. '

The CHaIRMAN. I do apologize. I have reached a point that in

- about 1 or 2 minutes I will have to leave. If you would conclude
your statement, I would appreciate it. Any other follow-on you
would like to have placed in the record, this certainly will be
placed in the record at the appropriate place.

Mr. SerMmEuUS. I will conclude with the fourth way of trying to
control prices. That’s what has been called here the use of formu-
laries, what we call positive and negative lists. Positive lists may
. have the effect of stimulating doctors to prescribe those drugs. Neg-
ative lists are really drugs which are not becoming reimbursed
anymore. Those lists are sent to all practitioners.

1 think those are the four most important ways to control pricing
mechanisms in Europe.

[The prepared statement of Mr. Sermeus follows:]
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Association
Belge des
Consommateurs

Association Sans But Lucratif

STATEMENT PREPARED FOR THE UNITED STATES SENATE SPECIAL .COMMITTEE ON AGING.
Oral testimony - Washington D.C. - November 16, 1989.

Part 11: Some general trends related to drug prices and drug reimbursement in
Burcpe -~ by G. Sermeus

The pricing of drugs

The pricing of drugs as practised within the E.E.C. member countries is very
characteristic for each individual country. This means that the pricing structure
of no one country is identical to .that of another country. There is no doubt that
this 16 related to the fact thatsa great many variables as wellrzas a wide range
of specific conditions must be taken into consideration for the determination of
prices. It would therefore not be possible to discuss and compare the complete
pricing mechanism for each country-on an idividual basis. Even a limited compa-
rison based on global tremds would be inappropriate since one same country can be
subject to different trends according to & wide possible range of specific
conditions. The following may be interpreted as a theoretical framework of
pricing mechanisms.

[1.1. manufacturer's prical

1:1.1. determination of manufacturer's price
1. price controlled by law

1.
1.2, government approves price proposed by private intiative
1.3. no governmental coatrol

1.1.2..future increases in manufacturer's price
1.1.2.1. with basic governmental interference

.1.2.1.1. no governmental comtrol

1.2.1.2. governmental control

1.1.2.2, without basic governmental interference

. no governmental control
. governmental control

-] -

"KBC (Test-Achats) Rue de Bollands, 13 - 1060 lles - Tl (02) 536 64 30

Socidté Géndrale ds Bancue 210-0825900-81 - TELEX : test 2677]
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] 1.2, wholasiletal

1.2.1. governmental control of margin

1.2.2. obligatory diatribution through wholesalers

1.2,2,1. yes
1.2.2.2, no

1.2.3. ml.rgi.-n level

1.3, pharmacists
1.3.1. govermmental control of margin

1.3.1.1. yes
1.3.1.2, no

1.3.2. type of margin - -

1.3.2.1, perceuntage (fixed or variable)
1.3.2.2, other approach

1.3.3. margin level

1.4. V.A.T,

1.4,1. uniform rate applicable
1.4.2. more than one rate applicable
1.4.3. V.A.T. level

The following table locates nine of the twelve member states on their position
within the above indicated scheme (situation between 1984 and 1987).
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(i) for non-reimbursatle proprietary medicinal produc:is
(2) for own domestic phermaceuticel preducrien
(3) fsr OTC :voprietary medicinsl products
(&) for reizburcable proprietary medizinal products
{5) for imported drugs by means of a control on the impcrt murgon of
7.5%.
(6) for ethical drugs
(7) for OTC drugs inciuding those on the General SaZes Lisc, and Zruys:
supplied privately ia privace practice or hospirael
(8) fer drugs supplied within the N.#.S5., Covernment control is based on
the V.P.R.S. according to which the Government may intervene in the
overall profit made on products supplied within the N.d.§. vithouz,
however, necessarily indicsting which specific profuctis muet te
subject to a price recuction..
(9) with a maxizuxz of 73 EF per product. B
(10) depending on the reimbursement received by the pharmaciic w

the K.H.S.

(11) for drugs supplied withia the N.E.S.
(12) for prarmacy-only drugs.
(13) elthough there is no actual govermment Tegulaticrn, the nargin o e

applied is submitzed for government zpproval.

As 2 general rule, the governmment traditionally sats sn 2sceptadie

pesic margin of 15% on the carufacturer's or importer's oo
(14) this is an isolated case which is based on oral drugs supplied
privately, i.e. outside the G.M.S.

(15) the most important whele-salers in Ireland z1so act as Imporzers.
(16) there is no government regulation of wholesale margins. In fzet the
margin is determined as 8 result of government control of the

manufacturer's price and the retail profit margin.

{17) Once the margin has been determined, then subsequent movenmenls are
subject to the provisions of the general Prices Law.

(18) with a2 nowiral upper limit of 250 BF pir item supplied

(19) with respect to freely available drugs

{20) ui:h respect to drugs supplied outside the N.H.S.

(21) £

{22) fer drugs supplied ocutside the ¥,H.5. aad slso C7C drugs

)

r drugs supplied within the N.H.S.

. (23). for drugs supplied within the G.M.S..

(24) fixed amount per item s:pplied added tc the ac-ual cos: price of the
product ac reimbursementc : ) .

{(Z5) for :ransaciions_ou:side the G.M.S. Although the governmen:z does act
deteréine 2 margin, it does :zédi:ionglly_;ccep: a margin of 50% of
the wholesale price.

(26) the pharmacist’'s margins will vary according to whether the drugs are
supplied to health insurance fund patients or private health irsurance
beneficieries.”

(27) wich respect to pharn;cy only drugs

{28) with respect to drugs avazlable outside the pharmicy

{22) on drzugs supplied within the N.X.S. and privacely on preser

(30) on 0TC ané General Seie list drugs
{31) on oral medicines

(32) cr injecticans, intravenous adminiszrations suppositories 23 drugs

for external use




(33) on disinfectan:te ¢
(34) on Zreely avallable drugs

(38) for non-authorized prizes

(37) for noa-reimbursable drugs

(38) for the very najority of drugs

(39) o be Increased with 57 for a zinerizy of drugs thez heve been

déirectly cbtained from the canufacturers or importers,

é. Conditions for the reimburgement of the coat of drugs

The greatest.differences among the E.E.C. member states unquestionabhly occur in

the conditions for the reimbursement of the cost of druge and the reimbursement

systems. Each country has its own system which has been developed historically .

and which has undergone changes over the years, due prineipally to socially

motivated considerations and configurations. Such an often fundamental diversity

of principles and regulations does not facilitate the draving up of an inter-

nacional comparison. In order not to become lost in a maze of individual charac-

teristics, it i{s necessary to restrict the comparison to some fundamental prin-

ciples, and in doing 8o to remain aware that this may enly be considered a

general framework, and sometimes scarcely even that. . . -

There are currently still differences in the systems of direct and indirect
reimbursement of the cost of drugs to the patient. The term "direct" implies that
the cost is borme by a third party. This means that the pharmacist will only
charge his or her customer the relevant personal contribution and that for the
remaining amount of the cost incurred he or she will apply directly eicher to the
govermment health insurance institution or to the private health insurance
company.

Sometimes, the method of reimbursement depends on the type of insurance, E.g.
health insurance fund patients benefit from the system in which the third party
pays the balance of the cost, whereas private health insurance beneficiaries must
first pay the full price to their pharmacist and recover part of the cost iacur-
red thereafter.

Sometimes, the patient will only receive the reimbursable proportion of the cost
at the end of each calendar month an production of proof of the expenses he or
she has actually incurred.

Returning to the prime motivation for reisbursement, 1.e. the development of a
health care system which 1s accessible to all strata of the population, it may be
noted that such a system will vary according to the level of the material infirmi-
ty of the beneficiaries. This results in a range of subsystems within an overall
system. Many regulations may today be classified according to whother they have
remained as such or have been further developed and updated. These variablaes can
therefore be used as a second discriminating factor. Such provision for sub-
groups within the system implies different proportional reimbursement levels of
the costs incurred, ranging from a contribution which increases according to the
group concerned to the completely free 8upply of drugs.
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Anothar discriminating factor must be described from a historical perspective,
Originally, . the supply of druge was equivalent. to the supply of extemporanecus
preparations by the pharmacist. Over the laat few decades thia concept has
changed completely. Extemporaneous preparations have been completely superceded
by proprietary medicinal products. These are the product of industrial research
and developmant. Industrial activity on this front has diversified into a large
number of specialist groups, with the result.that a very wide range of drugs are
now available. This in turn has resulted in the fact that, in most of the coun-
tries concerned, restrictions have been imposed on the reimburgement of the cost
of proprietary medicinal products. Thus a 1imited number of drugs were selected
which would be eligibla for reimbursement. The most frequently recurring criteria
for the selection of these drugs are prescription only drugs exclusively, quali-
tative improvements and improvements in terms of cost effectiveness.

_The fourth and fifth factors are to be found in the way the reimbursement system
has been structured and in the level of reimburaement relating to a group or
ecategory of drugs. There are actually two main systems as far as the reimburse-
ment structure 1s concerned, Certain countries determine their reimbursement
according to & percentage of the retall price. This means thet the patient's
personal contribution will increase as the price of the drug increases.

Other countries determine that a fixed amount must be paid for each item aup-
plied.

The f4fth factor has already been mentioned as the reimbursement level relating
to a specific category of drugs. This system is based on a structure of qualita-
tive interpretation used with respect to the reimbursement of the cost of drugs.
The government and/or the health insurance systems divide the drugs into several
categories, mainly according to ecriteria- based on the sociomedical usefulness of
the various product groups. For example, essential drugs, socially and therapeu-
tically useful drugs, etc. As the category declines in importance, the persomal
contribution of the patient increases.

These five factors may be conafdered as the most significant determinants for the
reimbursement schemes ultimately implemented, It is worthy of note that there is
never any question in any of the countries concerned of a completely generalized
system of free drug supplies, 1.e. full reimbursement. It should also be added
that, in addition to having a cost saving effect, these measures are also inten-
ded to increase awareness and promote more ratiomal prescribing habits on the
part of doctors. The modified reimbursement system does not need to be in con-
flict with the interests of the patient in terms of the quality and quantity of
drugs prescribed, at least not if the system is to be used by those providing the
health ‘care in the most satisfactory and efficient manmer.

The following table locates nine of the twelve member states on their position
within the above discussed five-parameter scheme (situation between 1984 and
1987).



335

15 NOV *83 89:19 TEST-ACHATS/AANKOOP 2225366520

P.18720
Schenmatic summary of the drug reimbursement syscems
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Explanations : see next page.
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In France, che system of payment by a third party is increasingly
applicable. This applies in particular to the more expensive drugs.
The major obstacle to this is the resistance, on grounds of prin-—
ciple, on the part of the pharmacists to agree to comply whole-
heartedly with this.

The groups of persons who are reimburszd according to a syscem of
excesses wmay be classified under the system of indiract reimburse~
medc. Thus, thlsvapplies to reimbursements made within the Lrug
Refund Scheme and the Voluntary Health Insurance. In contrast to
this, the persons who are reimbursed within che Ceneral Medical
Service and the Long-Term Illness Scheme sust be classified under

the system of direct relmbursement.

Health insurance fund patients are included in the system of direct
reipbursement. Private health insurance beneficiaries are inecluded

under the system of indirect reimbursement.

The selectiom which takes place in Ireland means only in fact that
all OTC drugs .are excluded from reimbursement. Thus no restrictions
are imposed om ethical drugs, except chat the cost of drugs which
are assumed to be administered only under strict and constant axpert
supervision, i.e. in hospital, will not be reimbursed for out-

patient use.

Altrdrugs which are not advertised directly to the general public

. are -eligible for reimbursement through the N.H.S.

‘A ganefsl-conditiommfor reimbursement ‘whith applies.in all countries

4g thatmthe costuof- drugs will only be reimbursed if they are
supplied on prescription.. The: persons who are entitled to issue &
prescription for-reimbursement are the professions authorized to
-1ggue prescriptions mentioned earlier, with the exception of vere-
rinary surgeons:since veterinary drugs are not included in the

social sepuri:y;sys:em.
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With an indication ¢f & maximuxm nominal amount per product for each
category of drugs.

Should the fixed annual total for drugs supplied reach a specific
amount, which was fixed at 125 Guilders for 1984, then no additional
personal contribution is payable.

The application of forms of personal contribution are found within
the D.R.S. and the V.H.I. An excess is applicable within the D.R.S.
which results in a contribution of a percentage of the toral retail
price paid by the patient per month, insofar as this monthly amount
exceeds 28 Punt, and also in a fixed amount of 50 pence to be paid
by the patient per prescription, irregpectiva of the number of items
on each prescription. The V.H.I. is exclusively characterized by a.
reimbursement which 1s again a percentage of the total retail price
paid by the patient during the month, applicable once the monthly
total exceeds 23 Punt.

Within drug category B, the patient pays a fixed amount of 1} 000 lire
peé prescription, irrespective of the number of items up to a
maximum of three {tems, in addition to a personal contribucion of

152 of the retail price, up to a maximum of 20 000 lire per drug.

In the theoratical drug category C, the patient ounly pays a contri-~
bution of 1 000 lire per prescription, similarly with a limic of
three items per prescription.

only for the reimbursed group with the highest contribution of the
Social Security.
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The CualrMAN. Very good. Thank you. I want to thank this dis-

tinguished panel. Our other Senators had to leave. I know that

~ #hey-will want to possibly ask some follow-on questions. I know

Senator Grassley has questions for each of you, and those will be
submitted to you by the committee.

1 would like to thank both of you for being so cooperative with
-our staff on the Aging Committee. I would like to urge your coop-
eration-with them in the future. You have been a great resource
for us. Not only have you supplied us with valuable charts and

:showed us the difference-in prices worldwide, but also you have
supplied us drug by drug a price comparison in the respective coun-
tries compared to.how the U.S: citizen as a consumer utilizes it.

So forzthe charts, the research,-the statements, and especially
your presence before this Special Committee on Aging, we are very
indebted to you.

We invite all of you-back—especially our panelists—to our 1:30
meeting which will be in just an hour. It will be very informal and
we- hope that both of you can participate. We thank all of our pan-
elists this morning.

This hearing is adjourned.

[Whereupon, at 12:21 p.m.; the committee -was adjourned, to re- .

~ convene at the call of the Chair.] :



APPENDIXES

CHARTS USED IN HEARING

APPENDIX 1

DRUG PRICE INCREASES
OUTPACE INFLATION

880 1981 - 1988

DRUG PRICE  GENERAL PRICE
INFLATION INFLATION

Source: CPI-U (less medical component) and CPI-U (8 drug component)
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INNOVATION IN MEDICINES

$ Miltions
150 — 777
d pirecT cosT
+ (@l INDIRECT COST* $125 million
100 —1-
e $87 million
- Cost of mooey
b cd
- $54 million ("omm |MW\|IYM‘M~,
S0—1 -
14 Source:
Stcphen N. Wiggins,
Texas AAM University
N Roaald
University of Rochester
.
Yecar of Estimate 1976 1982 1987

Cost of Developing
a New Dru
‘Exceeds $125 Million

C osts are escalating because of the growing complexity
of modern medicines and the 7 to 10 years necessary
to move a new medicine from discovery through testing,
development and FDA approval.

. Pharmaceutical
- Manufacturers
Association

1100 Fifteenth Street, N.W., Washington, D.C. 20005

. America’s Pharmaceutical Research Companies




THE "ME-TOO" FACTOR

THERAPEUTIC CONTRIBUTION 29‘2
OF NEW DRUGS INTRODUCED
BETWEEN 1981-88 BY TOP
25 U.S. DRUG MAKERS

Number of New Drugs

.‘ RATED S R B RATED | C RATED
Important ' Modest Insignificant/None

. Contribution to Existing Therapies

Source: FDA New Drug Evaluation Statistical Reports, Ranking Drugs by "'Therapeutic Potential”

17g
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‘Cutting Reimbursement Hurts Pharmacies
* Without Affecting Drug Prices

- Medicdd Rx Drug Reimbursement Components, 1982-87

B3 DRUG PRODUCT COST $14.39
(total)

[ ] PHARMACISTS FEE $12.74
$11.84 - (total)

ST (total)

$1019 ~(total) ,

3917 (total
- (total) EB

2 83 84 85 86 87

SOURCE: Complied by the Pharmaceuticd Economics Research Center, Pwdue Unlversity, from dato found In
Benefits, Under Stote Medical Assistonce Programs, Reston, VA: Notional Pharmaceutica Councll, varfous years.



Range of Market Prices Paid for Single
Source Prescription Drugs: Spring 1989
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International Drug

Price Comparison

. Weighted Average Retail Price
Per Brand Drug, 1987

SOURCE: “Wndicolor] Farmanculic®, annud survey of Farmindustria, the
- i i phlionsiry Sokion, publshed 1988,




PRICING PATTERN OF A TYPICAL BRAND NAME DRUG
BEFORE AND AFTER PATENT EXPIRATION

:
§
| 8
|
:
:
£
g

$240.00 r
|
[
$200.00- I
|
$160.001 : BRAND A .
PATENT EXPIRES |
$120.00 - \‘I _GENERIC B
sao.oo-‘f_,_,——/—/_/—f— GENERIC C
’ |
$40.00- !
$0.0 ! GENERIC D\ S\
o- o L} L} 1 1 ] ¥ L) ¥ ¥ L} L) L} v ¥ L}
S R e A Y B
W e

S¥g



INTERNATIONAL PRESCRIPTION DRUG PRICES-1988
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IMPACT OF DRUG PRICE CONTROLS
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NOTES: 1. Caiculations based on weighted retall prices without VAT.
2. Cheapest Countries = 100,




348

APPENDIX 2

ADDITIONAL TESTIMONY AND CORRESPONDENCE

Popmaceial

Gerl et ‘ _ Association

May 25, 1989

The Honorable David Pryor
Chairman

Select Committee on Aging
Un