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MEDICAID PRESQRIPTION DRUG PRICING

-

MONDAY, SEPTEMBER 17,/”1/990

U.S. SENATE,
SuBcoOMMITTEE ON HEALTH FOR FAMILIES
AND THE UNINSURED,
. , COMMITTEE ON FINANCE,
~ Washington, DC.

~— _ The hearing was convened, pursuant to notice, at 10:04 a.m., in

Room SD-215, Dirksen Senate Office Building, Hon. Donald W.
Riegle, Jr. (chairman of the subcommittee) presiding.

Also present: Senators Bradley, Pryor, Breaux, and Chafee.

[The press release announcing the hearing follows:]

{Press Relegae No. H-50, August 17, 1990]

. -+~ HEARING PLANNED ON MEDICAID DRUG REIMBURSEMENT PROPOSALS; ACCESS TO

ArrorDABLE, HiGH QUALITY CARE To BE EXAMINED
WasHINGTON, D.C.—Senator Donald W. Riegle, Jr., (D., Michigan), Chairman of

the Senate Finance Subcommittee on Health for Families and the Uninsured, on

Friday announced a hearing on modifying Medicaid’s drug reimbursement program.
‘' The hearing will be Monday, September 17, 1990 at 10 a.m. in Room SD-215 of the

“This hearing will examine pro

icq‘ild program in order to improve access to a
said. -
“I'm concerned about the impact that rising health care costs, including the price
of drugs, may have on access to affordable, life-sustaining medications to Medicaid
recipients. I am looking forward to hearing proposals from Senator Pryor, the Ad-
ministration and a number of pharmaceutical companies,” Riegle said.

OPENING STATEMENT OF HON. DONALD W. RIEGLE, JR,, A U.S.

iéy drug reimbursement in the Med-
ordable high quality care,” Riegle

- SENATOR FROM MICHIGAN, CHAIRMAN OF THE SUBCOMMITTEE

Senator RIEGLE. The Committee will come to order. Let me wel-
come all those in attendance this morning, and my colleague Sena-
tor Pryor. Let me indicate that Senator Hatch, who iz the first
person to question Judge Souter this morning in the Judiciary
Committee, wants to be present and will be present. but must
attend to that assignment first and then will be joining us here.

~ We will have him testify at the earliest moment we can when he is

able to join us. o

Let me welcome all of those others in attendance, and in particu-
lar our witnesses. We have a distinguished panel of witnesses
today. There is great interest in this hearing as the attendance in
the room and the long line of persons standing down the hallway

‘wanting to come-in indicates.

This morning the Committee will be hearing testimony on Medic-
aid Drug Reimbursement Proposals. I am holding this hearing

93] :

"

o
oy .



4 .

9"

" today at the specific request of Senator Bentsen, who is Chairman
of the Finance Committee, who himself is otherwise involved at the
moment with the. Budget Summit out at Andrews Air [Force Base.

The Finance Subcommittee on Health for Families and the Unin-
.. sured has jurisdiction over the Medicaid program. We have had
many requests to testify today and we have tried to accommodate
as many people as possible. At this point, we have 14 witnesses
scheduled which is a very substantial nrumber for a given hearing. I
want to also say that all other statements from any interested
party is welcome. They will be carefully considered by the Subcom-
mittee and full Committee, and we will make those a part of the
official record of this hearing. -

I also want to say that the National Governor’s Association and
thée American Public Welfare Association were not able to testify
today. . : ‘

[Tﬁe comments of the National Governor’s Association appears
in the appendix.] :

Senator RIEGLE. This hearing will examine the merits of propos-
als developed by Senator Pryor, by other members of Congress, the
administration, and pharmaceutical companies as well as explore
current issues related to the cost of drugs. Like everyone €lse, I am
concerned about the impact that rising health care costs, including
the price of drugs, may have on the access to affordable life-sus-
taining medications for Medicaid recipients.

A bi-partisan group of Senators from this Committee and the
Labor Committee are working to develop a comprehensive proposal
to ensure access to health care and to control rising health care
costs. From my vantage point, access to affordable high quality
health care for all Americans, for every citizen in our society, is a
top priority and I think-it ought to be for the country. I am very
hopeful that we can persuade the President to make that the cen-
terpiece of a domestic agenda program for the coming year. ,

Like all health care programs, State Medicaid programs are
under tremendous financial pressure as a result of spiraling health
care costs. In 1988, Medicaid paid $3.3 billion for prescription
drugs, and that was the third highest category within all Medicaid
spending. That amount was more than the amount that was ex-
pended for physician care payments. Drug price inflation, rather
than increased use, accounts for virtually all of the increased Med-
icaid drug expenditures "And looking ahead in 1990, which of
course we are in the midst-ef but have not completed, Medicaid
prescription drug costs are expected to total some $4.4 billion for

‘this year. ‘\ '

Although I am not a co-sponsor of either of Senator Pryor’s bills
I believe we all recognize the necessity of supporting meaningful
cost containment efforts. In fact, drug manufacturers have been
active in developing proposals themselves. Also, Medicaid drug re-
imbursement proposals have been raised by the Office of Manage-
ment and Budget. They have apparently been circulating proposals
during the Budget Summit negotiations.
~ It is important that we seriously address the issue of cost con-
tainment. We need to be sure that our Government spending is

- cost effective and that it includes developing a workable drug cost

containment plamsBut at the same time—and I underscore this—
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we must not compromise the quality of health care provided to our
low income citizens in an effort to control costs. I know my col-
leagues share that view. And very specifically, I know Senabor
Pryor feels as strongly about that as I do.

So I would not support, and I am confident a majority of my col-
leagues would not support, proposals that are found in the end to
result in lower quality of health care for any American. That is
clearly not the objective and it is something that we will work and
assure that it is not an unintended consequence. .

p Before mtroducmg—our witnesses, let me now call on Senator
ryor. ;‘ S

.OPENING STAT‘EMENT OF HON. DAVID PRYOR, A U. S SENATOR
FROM ARKANSAS

Senator PRYOR. Mr: Chairman, I want to thahk you for holdmg
the hearing. I can truly say that this has been one of those issues
that I have been concerned with for some time. I know you have,
all the members of this Committee have. I think it is time we now
faced it squarely and falrly, and truly tried to find a solution to
this mounting problem.

I think, Mr. Chairman, that the Medlcald program—that 'is the
program serving the poorest of the poor—is getting a second-class
deal from our nation’s drug manufacturers. Year in and year out
_ the drugr¢ompanies have refused to give our $5 billion prescription

drug program the 40 to 70 percent discounts on drugs that they
routinely offer to other smaller purchasers of their products. By
not having access to these discounts, Mr. Chairman, the Medlcald
program has shouldered the unyleldmg and entire weight of pre-
scription drug price inflation.

- Our constituents tell us every time they get the chance this is no

light burden. In fact, the chart I brought with me demonstrates
over the past 10 years that while consumer prices have increased
58 percent, prescription drug prices have increased by a staggering
152 percent. That demonstrates a staggering rate of inflation which
is unyielding and has resulted in unfair prices and unfair profits.
The price increases have forced States to slash the Medicaid recipi-
ent’s benefits, and reimbursements to pharmacies and other health
care prov1ders \

In essence, the drug manufacturers are holding the States and
the Federal Government hostage to their price increases. To liber-
ate the States from this unbearable situation, I have proposed two
legislative approaches which will assure fair prices and guarantee
-substantial savings for Medicaid.

" The first bill, S. 2605, the Pharmaceutical Access and Prudent
Purchasing Act of 1990, saves money by requiring manufacturers
to bargain over the value of their drugs. By the drug manufactur-
_ers reaction to my legislation, you might think that bargaining
over the value of their drugs was something they had never done
before. They claim this bill will establish second class medicine for
Medicaid patients. In fact, the manufacturers today engage in this -
type of bargaining day in and day out with the nation’s best hospi- .
tals and HMOs. In fact,-one HMO, Kaiser, serves over 400 Senate

A
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employees on an in-patient and out-patient basis. No one is saying
that Kaiser is providing second class medicine, are they?

. I would like to submit an Aging Committee staff briefing for the
record that documents -how. negotiating systems established in S.
2605 are used throughout-the country by such respected- institu-
tions as the Harvard Community Health Plan, the Cleveland
Clinic, and, yes, the Mayo Clinic. I think no one in here would say
that the Mayo Clinic provides second-class health care. -

[The information appears in the appendix.]
‘Senator Pryor. The drug industry, by their own admission, is

- afraid of enactment of S. 2605. They are afraid that private insur-

ers might use the same approach. And very recently, in an attempt
to make certain this does not happen, a number of the drug compa-
nies shocked the industry by offering their own proposals that
eliminate the negotiating methods outlined in S. 2605. And in.most
of these plans the manufacturers promise to give Medicaid their
best or something close to their best prices. -

I have commended, Mr. Chairman, publicly and privately, those
select companies that have developed their own plans for at least
being sensitivé and trying. Unfortunately, CBO and OMB do not
cost out promises, and ‘they have informed me that it is highly un-
likely that the proposals by the drug companies will produce signif-
icant savings. S ,

In response to the industry alternatives, I introduced a.second
bill last Wednesday, the Medicaid Anti-Discriminatory Drug Price
and Patient Benefit Restoration Act—S. 3029. It builds on the
plans that the manufacturers have proposed. The main difference
between my plan and their plans is, by indexing the manufactur-
er’s current best price to the rate of inflation, my plan assures sig-
nificant savings for Medicaid. The plan has been endorsed by Fami-
lies USA, the Children’s Defense Fund, the National Council of
Senior Citizens, the AARP, the American Cancer Society, the Na-
tional Association of Retail Druggists, and the American Pharma-
ceutical Association.

Mr. Chairmah, we have all seen an extraordinary, well-financed
campaign by PMA and its member drug companies é: roll onto -
Capitol Hill in an attempt to defeat both of these pieces of legisla-
tion. I do not mind a good fight. In fact, I enjoy a good: fight, Mr.

- Chairman. But it does sadden me to know that the same vulerna-

ble people, the poorest of the poor, paying such high drug prices
already, will be forced to pay even higher drug prices to underwrite
this very, very extensive lobbying campaign.

Mr. Chairman, it would have been less expensive for the pharma-
ceutical manufacturers to have endorsed my bills and save all the
money that they are spending now on lobbying against my legisla-
tion. Despite the.industry’s very intense campaign, I believe we are
im the verge of enacting a Federal Medicaid drug cost reduction

aw.

Now why is that? We are in an éra of great fiscal and social
needs. A poverty program for the poor should not be forced to pa
unjustifiably high and inflated.prices. The fact is, we spend weﬁ'
over half of the Medicaid drug budget on expensive brand-name
drug products. In some States, it is as high as. 90 percent. If Medic-
aid received discounts, as HMOs, DVA, and others receive, just 20

N
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percent or 30 percent, we would save between $200-$300 million,
maybe $400 million a year. It might not mean much to the drug
industry, but it would make a lot of difference to the Medicaid pro-
grams and the poor people it serves.

Some’ people within the industry, Mr. Chairman, argue I should
not be critical of profit margins o the industry. They say they al-
ready have given their fair share. I find this astonishing. Year
after year the brand name prescription drug industry leads all in-
dustries in record profits across all categories. Here is a chart, Mr.
Chairman, that demonstrates that of all Fortune 500 companies,
the pharmaceutical manufacturers are the most proﬁtable year
after year.

Mr. Chairman some will say that these profits are needed o
furLd the tremendous cost of research and develop the industry has.
to bear.

Mr. Chairman, I say that these inflated prices go to pay for the
tremendous cost of marketing drugs, which have little or no thera-
peutic advance over drugs in the market. Some recently released
information concluded that for every $1 that the drug manufactur-
ers are investing in research and development, $3.50 is spent on
marketing and advertising. .

Mr. Chairman, in an intent to induce the drug manufacturers to
come forward with a cure for cancer, to come forward with a cure
for Alzheimer and Parkinson and the dreaded discuse of our gen-
eration, AIDS, the Finance Committee has provided tax credits,
and tax breaks. In addition, we give them a patent that lasts for
several years, essentially granting a monopoly. Many of the compa-
nies then go to Puerto Rico to manufacture the drugs where there
are no State or Federal income taxes paid.

Finally, Mr. Chairman, let me say that in this era of fiscal con-

-straints, we might need to reduce some entitlement programs.
There is no justifiable way, there is no justifiable reason, that we
can ask Medicare beneficiaries, physicians, hospitals, or’ pharma-
cists to do more while we leave the very, very profitable drug com-
panies untouched and unscathed.

And, Mr. Chairman, it is going to take Federal legislation. While
I once agdin applaud several of the companies, like Merck, which
have come forward with some ideas, we cannot cost out those esti-
mates, nor can we say that 2 years from now that the same people
running Merck are going to still be at Merck. We have to have
Federal legislation. It may not be a very good alternative, but it is
the only alternative we have.

I look forward to hearing our witnesses today, Mr. Chairman.
And I look forward as they come forward to tell us what they

~would do about these tremendous prescription drugs costs increases
in the Medicaid program. I have offered to communicate with the
drug companies and to negotiate; and I have laid two plans on the
table. Now I think it is time that the burden should be laid on
them to lav ¢heir plans on the table. Thank you, Mr. Chairman.

Senator RieGrLE. Thank you, Senator Pryor. We will make those

‘charts a part of the record with your statement.

[The prepared statement of Senator Pryor and charts appear in

the appeadix. ]
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Senator RIEGLE. I must say, I move to comment based on the
fc.cefulness and power of your presentation that my mind goes
back 24 years to when we were serving together in the House of
Representatives, and the great concern you had about what was
going on.in the lives of senior citizens at that time. Our country
was paying very little attention to it. I remember you started out -
with an idea that we ought to set up a Committee to look at the
problems that werea affecting older people in our country; and the
old bulls that were running the House of Representatives at the
time did not much like the idea of creating a committee to look at
that problem. Do

I remember th4t you were able to get volunteers to come forward
and actually set up a house trailer on the House side of the Capitol
to begin to work on the problems of senior citizens and the elderly,

.including their access to health care and the medicines that they

need. So this is not a new interest of yours. Thais is an interest that
stretches back at least two and a half decades.
- Senator PrRYOR. Yes, Mr. Chairman. Thank you. -
Senator RIEGLE. I think it is important that that be known.
Senator Breaux? o : )
Senator BReEAaux. Just very briefly, Mr. Chairman. Was that 4
years ago? Boy, time flies.
Senator PrYOR. You were in primary kindergarten. [Laughter.]
Senator BREAUX. Thank you very much. I was over there as a
staff person though. .

OPENING STATEMENT OF HON. JOHMN BREAUX, A U.S. SENATOR
: FROM LOUISIANA ’

Senator BREaAUX. Thank you, Mr. Chairman. I just think it is
very important to note that these hearings are incredibly timely as
our budget negotiators are meeting at Andrews and other places. 1
think everybody knows that there are going to be some instructions

"in the area of Medicaid as well as probably Medicare and other

areas.’] think it is so important that we try and take the time now
to structure something that is going to meet their requirements in
a fair manner. : .

Second, I would just say to our colleague, Senator Pryor from Ar-
kansas, thank yod" for bringing this to our attention. Your sugges-
tions, I think are incredibly helpful. I think you have spent a great
deal of time, as the Chairman has indicated, trying to work out
somgthing that is fair and something that is workable for the
American people. I applaud your efforts. I want to be a part of
them ard to do ityin 4 manner that is fair to everyone, including
ut also to ensure that we can do a better job
of delivering the sirvices to the people than I think we have been

- doing in the past, and commend you for your effort.

Senator RIEGLE. Thank you, Senator Breaux.
Senator Bradley?
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OPENING STATEMENT OF HON. BILL BRADLEY, A U.S, S:ENATOR |

FROM NEW JERSEY

Senator BRADLEY. Mr. Chairman, let me thank you very much
_for the hearing and also let me thank Senator Pryor for all the
time that he has invested in this issue.

The'hearing today comes at a time when the buymg power of the
health care dollar has been severely eroded by health care inflation
and by an ever-expanding array of expensive technologies that
have enormous potential for improving the health and function of
our people. But all this comes at a very high price. .

Let me say that there are pressing needs in this country. There
are pressing needs for problems that could be addressed by Medic-
aid. But we do need dollars to address the problems of prenatal
care and early childhood health care. These dollars wiil largely
come from Medicaid expenditures. So the pressure is to seek to

save as much as we can so that we can cover more people who are.

in need of adequate health care.
At the same time, Mr. Chairman, let me say ‘that the pharmaceu-

tical industry has a long track record of successful research, that it
- created products that have made life better for millions of people
in this country and all around the world. This is an industry that
when it makes a successful break through, infections are defeat-
ed—breakthrough drugs can unclog arteries, and save countless
ulcer sufferers from the surgeon’s knife. It is a very successful in-
dustry, that is true. A major leader mternatlonally, that is true.
One of the American industries that continues to be a. major leader
internationally. Something we should take some pride in.

Senator Pryor has in the Aging Committee held hearings on his

proposal. There are two proposals before the Finance Committee -

today. One of those is, in view, better than the other. As the
Senator knows, I had some%f’oblems with his first approach; and 1
think that his second approach is better. It is based on ensuring
that Medicaid rec1p1ents have access to the best price for pharma-

ceutical drugs. As he says, it is patterned in part on some of the

innovations that have come forward from some of the drug compa-

nies.
I think that thls approach offers the promise of significant sav-
ings for the Medicaid program while ensuring that even new inno-

vative drugs will be discounted and access to these drugs assured.

However, let me share with you some—Well, let me share with you
at this point just two concerns I have about the approach as I un-
Aerstand it now.

It seems to me that what it might become is a rigid system of
price controls that could very well introduce some serious market
distortions. Now, you know, price controls always seem like a good
idea until you get into them for a couple of years. Then you find

some major problems. I would hope that the witnesses today might -

explore specifically what problems might arise if we add the rigid
system of price controls on the drugs in question. This is not an
insignificant question and it is one that I think the witnesses today
will be uniquely qualified to address.

But another aspect of the bill that troubles me is this whole issue

~« of prior authorization. It troubles me because it would require prac-
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titioners to obtain prior approval, meaning doctors, usually el:f
phone for specific medication before a prescription can be filled.
You will also need a backup with the pharmacist to verify that this

— apf)roval is in place..
¢

understand why we got to this point, but let’s think about how
- it might work. Imagine a busy physician with a room full of pa-

. tients waiting outside the office. Now this is a physician who is

treating Medicaid patients for a notoriously low fee and the room
is full. A patient comes in and is sick. It may be emphysema; it
may be a variety of other illnesses, and requires, because of the
physician’s knowledge, a new state-of-the-art drug, along with a
combination of other prescriptions which are all mixed in order to
give the patient the care that he or she needs. Imagine now at this
pcint when the doctor decides what he or she wants to prescribe
the doctor now has to get on the phone. The physician has to call
some bureaucrat for prior approval to give the medicine that the
d}c:c‘toxi) knows and believes, based upon medical knowledge, will do
the job.

ell what will happen from time to time is that it will be sim---
pler simply to write for a less effective alteraative. You will not
use the latest state-of-the-art drug that might do the job. You will
write for the less effective alternative so you are not bothered with

~ the bureaucracy checking you. _

Or take the circumstance, because it is a double check, where the
patient obtains the prescription from a physician who neglected to
call for prior approval. He takes it down to the pharmacist and
says, ‘Here is my prescription. The doctors says this will solve and
help me get better.” The pharmacist says, “We]l I am sorry that
cannot be filled. It cannot be paid for.” )

Well he calls the physician. Will he call? The physician did not
call in the first place. So the likelihood is that the sick individual
will not get the prescription, So I would hope, Mr. Chairman, that
we would look carefully at the proposal. While-it-is; T think, an im-
provement over the first proposal, I still think there are areas that
need to be explored. Indeed, we are here to explore ways to save
Medicaid money in a way that will not hamper a successful innova-
tive industry’s ability to continue to find ways to improve the
health of our citizens. '

I might say that I believe we. have come a long way. A year ago
it was not even possible to get all the principals in the same room
to discuss an approach to the problem. Today we have before us a-
potentially realistic approach that could be refined and modified in
ways that might meet everybody’s requirements.

I hope that the discussions will be conducted in good faith and I
am confident both the industry and the Congress can arrive at a
proptisal that would best serve the nation’s poor. But we should not"
treat lightly ¢he possibility that there are other diseases out there
waiting to be cured for which research is essential. We should not
treat-that lightly. We should not decide, for whatever reason, that
we are going to limit our possibility, not only to tontinue the lead
in an economic sector internatioaally, but to improve the health of
millions of people in this country and around the world.

Mr. Chairman, I thank you.

Senator RIEGLE. Thank you, Senator Bradley.
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Before we go to the first witness, Senator Pryor, did you have

any other comments you wanted to add before 1 go on?

nator PRYor. Mr. Chairman, I think I have decided on a course
_ of action today. I know that there are going to be many concerns,
‘as expressed by Senator Bradley in his eloquent statement. What I
am going to do is make a list of these concerns 'and at the end of
the hearing answer each of the concerns, rather than trying to
answer each one as they come. I do have, I think, a response to
eacﬁl of Senator Bradley’s ~oncerns that I hope will be satisfactory -
to him.

Thank ydu, Mr. Chairman.

Senator RIEGLE. Senator Pryor, we will be sure that we reserve
time at the end for that.

I want to indicate again before calling on our House colleagues
that Senator Hatch will be coming over from the Souter hearing at
some point. And when he does I am going to make just sort of an
ad hoc arrangement to accommodate his timing need and I know
everyone will understand.

Let me now introduce our two House witnesses that we are
pleased to have with us today—Hon. Ron Wyden, from the State of
Oregon, and who is a member of the Subcommittee on Health and
the Environment of the House Committee on Energy and Com-
merce; and with Congressman Wyden is Congressman Jim Cooper,
who is also a sponsor of the Medicaid Prescription Drug Fair
Access and Pricing Act, which is a companion bill to this new
Pryor bill that has already been discussed this morning.

I say to our House colleagues, Cooper and Wyden, we are delight-
.ed to have you both. Mr. Wyden, why don’t you begin and then we
will call on Mr. Cooper.

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

Representative WyYpeN. Thank you very much, Mr. Chairman.

Senator RIEGLE. Let me just say also at this point, and I apolo-
gize for interrupting you, but I am going to try" to ask all people
who are presenting today, and there will be a large number, to try
to keep their summary comments within 5 minutes so that we can
reserve the time for Q&A back and forth. We will make full state-
ments a part of the record, but I would hope we could stay within

that time limit as an accommodatlo\n to everyone who needs to be

heard.

Representative WypgeN. Thank you, Mr. Chairman. I am going to
start the day off right by doing that. If I could make my comments
a part of the record I would appreciate it.

Mr. Chairman, and Members of the Committee;-with what the
drug companies have overcharged Medicaid during the last decade
alone, millions of poor families could have received basic health
care benefits. The fact of the matter is that no savvy cost- con-
scious purchaser of medicine in the private sector would be paying
the prices that Medicaid is paying today.

I think it is important to understand why this is going on. The
Drug industry has simply been stlfﬁng the Medicaid program. If
you are a preferred customer in the private sector, they will negoti-
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ate with you and you can hold the prices down. But when-it comes
to Medicaid, the Government has just handed over a blank check
to the drug industry and in effect said, “You fill in the numbers.”

I think all of us have said that the country cangot afford to let
.the drug companies gobble up scarce Government dollars. What 1
would like to do for a moment is just touch on some of the argu-
ments that the industry has made and give you our response.

First, it does not seem to me to be setting up a system'of price
controls when you do nothing more than what the drug con.panies
are letting the big private buyers do in the private sector. The big
health maintenance organizations and the big private sector pro-
grams are already doing just what H.R. 5589 calls for and nobody
has said that that is a system of price controls.

Second, the industry says that this will damage research and de-
velopment. I strongly support tax credits for the purpose of encour-
aging research and development. But I particularly, Mr. Chairman,
wanted to submit for the record a memo done by Kidder, Peabody,
the important investment firm, done in April of this year which
says that the impact of the original Pryor bill, S. 2605, and I quote,
“would be immaterial for the industry.” So this notion that some-
how this is going to damage the competitiveness of the companies
is directly contradicted by this recent memo done by Kidder, Pea-

body.

Ti‘;e last point that I would want to mention with respect to the
mechanics of the bill deals with this queéstion of access for poor
péople. The only thing that this legislation does is that it expands
access. It calls for open formularies. In an April document done by "
the PMA at least 19 States have sharply restricted formularies and
the PMA says a number of others have additional restrictions. Our
bill calls for ‘“‘open formularies.” That is expanding access.

Second, our legislation makes a number of changes from the
original version of the Pryor bill, S. 2605. There is no therapeutic
substitution, so a doctor can control the medicine that the con-
sumer will get. There is no therapeutic equivalence, so you do not
have some kind of Committee making decisions about preferring
one drug or another. . :

And finally, w'*th respect to the important point that Senator
Bradley has made regarding prior approval, the only thing that our
legislation does is to make prior approval less restrictive than it is
today. In a lot of States in this country you do not even have
people answering the telephone when it comes to prior approval.
You have nothing there at all to make it possible to.get the drugs
out to the low-income people. Our legislation—and we do not say
for a second that it is perfect with respect to prior approval—goes a
significant step further than we are at today with respect fo access
by making sure that there is somebody there around the clock for
instant response. That is expanding access. So I think those are im-
portant points. They reflect the differences. ,

Unfortunately in the Health and Environment Subcommittee on
Friday we heard that the PMA, the group representing the indus-
try, is still opposed to the second bill. I think more than anything I -
come today because I think Senator Pryor—and we have been very
pleased to work with him on this from the beginning—Senator
Pryor, and I, and Mr. Cooper, have tried to walk the extra mile to
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accomnmodate legitimate industry concerns. We are still willing to.
But I just think what the industry hopes to do is in effect push this
aside, say that their private sector programs are going to take care
of it, and somehow keep this gravy train going. I think that is un-
acceptable

I am very pleased to have a chance to be here with my colleague,
Senator Pryor, who of course, has sparked this; and I think has
done a tremendous job. And ultimately,. what we have to face is

that no savvy purchaser in the private sector would be paying _

what Medicaid is paying today and it is time to bring it to an end

I thank you.

Senator RiecLE. Thank you very much, Congressman Wyden.

I want to go to Congressman Cooper from Tennessee. But before
I do, Senator Hatch has joined us and if I may—I have explained
that you are in the middle of the Souter hearings and were the
first one up to question and must get back there. So at this time,
we would be pleased to hear from Senator Hatch.

Let me just say that Senator Hatch, of course, from Utah, is the
ranking minority member of the Committee on Labor and Human
Resources; and_I think probaply is as active on health issues and
matters relating to people getting their health and medical needs
met as anybody in the Senate. go we are very much’ pleased to
have his testimony.

STATEMENT OF HON. ORRIN G. HATCH, A U.S: SENATOR FROM
UTAH

Senator HATcH. Thank you very much, Mr. Chairman. I appreci-
ate your kind remarks. I am sorry to be a little bit late, but I was
the first off to question Judge Souter in the Judiciary Committee
hearings this morning, and I shortened those so I could get in here.

1 appreciate the opportunity to appear before the Finance Com-
mittee.

Senator: RIEGLE. Can you give us a report as to what he said? .

[Laughter].

Senator HaTcH. You do not want to hear. [Laughter]

Actually, he was so embrassive in his answers—he was so com-
prehensive—that I only asked two questic 1s.

Senator RIEGLE. I see.

Senator HATCH. But he was magnificent in his answers.

I do appreciate this opportunity to appear before the Committee.
' to give you my perspective on various proposals relating to Medic-

aid prescription-drug costs. For many years, as you know, I have
followed the issues of prescription pricing and the development of
new therapeutic products.

In 1984, I was privileged to be a part of one of the most mgmﬁ-

-'c'mt efforts in recent history to obtain lower prescription drug

prices for the American people. In this law, the Drug Price Compe-
tition and Patent Term Restoration Act of 1984, also known as the
Hatch-Waxman Act cleared away many of the legal and regulatory
road blocks of the marketing of low-priced generic drugs.

A handful of bad actors in some generic pharmaceutical compa-
nies have created some temporary difficulties for the generic indus-
try. /Many oorrectxons have been made administratively at FDA;

Y
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and Senator Kennedy and I are working on additional legislation
to pravide the tools the FDA needs, so that such a scandal will not
occur|again.

I am satisfied that in the long run the generic drug program will .
continue to help the American people obtain low-cost pharmaceuti-
cal products. The so-called Hatch-Waxman Act has important bear-
ing on this hearing today because it was developed to cut.the cost
of drugs without undercutting innovation. It provided consumers
access to lower ‘cost drugs that were bioequivalent to the pioneer
drug once the drug -was off patent. It maintained incentives for
pharmaceutical companies so that they could continue their invest-
ment in research and development that ultimately led to better

.drug lth'erapies‘for Americans. And the consumers are the winners
under that bill. )

They continue to benefit from important new break throughs in
drug ‘therapies ard from access to lower priced drugs through in-
creased competition in the marketplace. Patents on more than 70
new drugs, representing $5.5 billion in sales in the year 1985
alone+not new drugs but existing drugs—have expired since 1984.
Because the market’s share.of name brand drugs has reduced by
upwards of 50 percent within 2 years of when patents expire, re-
search based companies have contributed signif.cantly to lower
health care costs. ' .

An-independent drug analyst recently noted -that brand named
drugs-with sales totaling about $10 billion are scheduled to go off
patent 'between 1991 and 1995, which means increased competition
is helping to reduce drug prices. ) _

Let me just show you this one chart. Within 2 years, following

the expiration of the patent, the pioneer drug commands only 51
percent of the market place—and competitive - forces begin to
-reduce the cost of the drug. The Drug.Price Competition Act of
1984 is, working well as an effective cost control strategy. They
started off with a sole source drug and within 1 year it is down to
65 perc%nt of the cost; and within 2 years 51 percent. It has really
been an impressive bill and has done an awful lot of good for con-
sumers, having saved billions of dollars thus far. . )

As a mratter of fact, virtually every State has implemented man-
datory generic substitution programs that have saved Medicaid and
other taxpayer-financed pharmaceutical assistance programs bil-
lions of dollars since 1984. Additionally, a large percent of Medicaid
expenditures are for generic drugs, rather than those that are con-
sidered sole source pharmaceuticals.

Currently, Medicaid expenditures for generic drugs account for
almost one-half of the total prescription drug expenditures. This
total amounts to a substantial savings in the Medicaid program;
and perhaps we should consider a mechanism for scoring expected
savings because there are savings because of Hatch-Waxman. How-

-ever, such generic substitutions should not be confused with thera-
peutic gubstitution that I will discuss later.

As ranking minority member of the Senate Committee on Labor
and Human Resources, I have spent a considerable amount of time
reviewing the drug development process. For a new drug to be re-
viewed| and approved by the FDA the manufacturer must produce
a truckload of information concerning the compositjon of the drug,
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the results of clinical trials; and everything else to ensure that the
drug'is safe and effective for the treatment for which it was cre-
ated.

The FDA regulations are necessary, but thé process is costly and
time consuming. I might add that the FDA revitalization bill that I -
have been- sponsoring along with a number of you as cosponsors
would help to alleviate some of those costs. But righf now the costs
are astronomical for development of any sole source drug of any
consequence. .

So the research companies really have a tremendous amocunt of
expense that simply has to be recouped if you are going to have
more and more innovative creation of pharmaceuticals in this
country. Biomedical research is extremely expensive. The equip-
ment and buildings are expensive. The salaries for top-notch scien- -
tists and regulatory experts are high. In fact, we have not hired a:
senior research scientist in any department of government in the
last 10 years—since 1978 in the case of FDA. We cannot competg
with the private sector because of the high costs and how much has
to be paid for these tremendous experts. - /

The competition among different companies and even among na-
. tions is extremely intense and very difficult. The cost of developing
a new drug has been estimated to be between $125 millioh and
$231 million, and it is rising every year. So we need revitalization,
but we also need to recognize that these companies tdke tremen-
dous risks to develop a new drug. /

In many instances such costs can never be fully recouped. ¥or in-
stance, for every ten drugs entering the Qarket only three of them
will ever recapture their development tosts. Furthermore, for every
compound that is commercialized, some 4,000 are abandoned in re-
search. That has to be factored in here. ' .

Drug prices reflect these and other business costs and risks. The ~
competition among R&D companies is tremendously intense. Any
proposal that artificially @aps charges may harm the incentive to
develop new therapies when we are on the verge of developing
therapies for diseases and problems that no one thought ten years
ago could be developed. That is going to dry up if we do not handle
this properly. :

I share the concerns of my distinguished friend from Arkansas,
and others, including my colleagues here from thesHouse, about
the high costs of pharmaceuticals. But they are going to be a lot
higher if we do not handle this in a free market incentive way. I
urge you to reject any legislative proposal that gives legal bias to
one company’s approach over another’s, favors one firm over an-
other, or indirectly favors development of drugs for certain diseases
at the expense of drugs that treat other diseases.

That is what is dangerous about this legislation. Many of the cur-
rent recommendations are not sensitive to these issues. I agree that
we must face the increasing costs of medical care and the expand-
ing Medicaid budget woes. Medicaid now provides health-care for
over $22 million people. Total funding for Medicaid has more than
doubled over the last ten years, increasing from $23.3 billion in
1980 to $48.7 billion in 1988. It is horrendous. :

'This increase has been due in large part to expansion of benefits
and increased vtilization. And when you look at Medicaid prescrip-

/ Y (”\
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tion drug expenditures it is predicted that in fiscal year 1991 $5 bil-
lion will be spent. That is a lot of money.

I want to commend my good friend, Senator Pryor, for motivat-
ing Congress and the pharmacedtlcal industry to find ways of
achieving important Medicaid drug savings. He deserves a l):)t of
credit for that. .

For the record, I believe his legislative initiatives helped provide
the impetus for the negotiations that are currently underway with
State Medicaid programs. I want to emphasize the importance of
those discussions. Reports are that 31 States have negotiated with

- various pharmaceutical companies for discounted drug rates, and

10 States. are on the verge of signing up. I am pleased to report
that my home State of Utah is one of them.

We should encourage, not discourage, these negotiations. We
ought to foster the ongoing efforts of States and manufacturers b
finding a way to again score the savings they will provide the Meg
icaid program, because they are going to provide a lot of savings. -
We have learned from the Hatch-Waxman law that we can achieve

" real and substantial savings from market forces without distorting

the delicate balance of innovation and regulation.

These same market forces have acted to provide discounts to
other Government health programs such as the VA. There is no
reason to believe that they could not be harnessed to provide sav-

) ings to Medicaid as well. Leglslatlvely, we should score these sav- .

ings that result from negotiations or contracts.

We should not enact S. 2605, S. 3029, and other similar proposals -
because they not only hamper the current discussions, but also be-
cause they rely on price controls, therapeutic substitution, and/or
the development of formularies. These proposals, I believe, would
reduce access and undermine the quality of care available to our
nation’s poor and disabled, especially at a time when many of us
con de that it is critical to expand and improve Medicaid.

1d strongly oppose any measure that contained therapeutic
substltutlon With generic substitution the consumer is guaranteed
"a virtually identical product to the one prescribed. With therapeu-
tic substitution, the patient gets a different product that has a dif-
ferent chemical composition, a different profile, different side ef-
fects, and different indications. Such substitution is bad health care
pollcy and is opposed by a host/of health care and public policy ex- -
perts. .
I will give you an illustration. Here are just stacks of letters
from experts who oppose this type of an approach. They are not ac- .
tivists or ideologies. These are top health care people in this coun- .
try who really have to handle these matters.

I would ask unanimous consent that these be at least placed in
the record. You nmiay not want to print them all for the record, but
- at least put them in the record.

Senator RIEGLE. We will certainly have them as part of the
record and they will be on file with the Committee. I do not know
that we will reproduce them, per se, but we will certainly have
them for reference.

Senator HaTcH. There are plenty of them here.

Senator RIEGLE. And we accept them on that basm

Senator HatcH. Okay. Thank you.
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In addition, 1 encourage the Committee to reject proposals that
would force price controls on the Medicaid program. That is pre-
cisely the wrong way to go. We need to assess the impact of such
proposals on the development of new drugs and the impact on
access to innovative therapeutic products for Medicaid recipients.
But first, let us step back and measure the savings that current ne-
gotiations are producing and the savings realized from the Hatch-
Waxman Act as more pharmaceuticals go off-patent.

In addition, if there must be Federal intervention, let it be aimed
at providing manufacturers with positive incentives for providing
Medicaid discounts within the current gompetitive market frame-
work. If you do not do it this way, we are going to discourage in-
centives and innovation. This will lead. to less drugs at higher costs,
doing less good work, and solving less problems in our society than
we have the potential of having by approaching it in a scoring way
that works, in a {ree enterprise system that works, and in a free
market economical way that works.

Thank you, M¥. Chairman.

4 ['Iihe prepared statement of Senator Hatch appears in the appen-

ix.

Senator Riecre. Thank you, Senator Hatch. I know this is an
area that, as I said earlier, you have invested a lot of time and
effort in. We appreciate the thoughtfulness of your presentation. I
think we have a good discussion already underway, with more good
witnesses to come.

I think at this point I am going to excuse you so that you can go
back to the other hearing. Because I know that is of keen .nterest -
to you and you have an obligation there. So without objection I am
going to indicate that we will not go forward with questlons to you
at this point unless a collea@ue—-

Senator HatcH. I would be happy to chat with my colleagues at

time.
enator PrYOR. Mr. Chalrman"

Senator RIEGLE. Yes, Senator Pryor.

Senator Pryor. I do not-have a question for my friend and col-
league, Senator Hatch, but just a statement. We will introduce this
for the record.

I would certainly not like for Senator Hatch to go back to the
Souter hearings without at least being very aware that the facts
demonstrate without question that when a drug loses its patent
after 7 years the law of economics does not work in this area for
some ieason. I have never gotten an explanatlon why—the cost of
that drug to the American consumer does not in fact go down. That
drug price continues to rise at the cost of 15 or 20 percent a year
for unexplained reason.

The other concernthat I have, and Senator Hatch may have
touched on it a little bit, is that the drug companies in our country’
sell to the poorest of the poor in America drugs at the highest pos-
sible price—the highest possible price. They even sell to the Euro-
peans and to other countries in the world the same drugs manufac-
tured in this country at 54 percent less than they sell them to us
for the Medicaid program.

Now I cannot understand that. This is what this hearing is
about. I want to again thank Senator Hatch for his concern in this.

Y
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But I did not want the record to go unchallenged about a couple of
these facts that I do think are in dispute.

Senator HatcH. I appreciate that. If I could just make one addi-
tional comment.

Senator RIEGLE. Senator Hatch?

Senator Harch. The Drug Price Competltnon Patent Term Resto-
ration Act was a monumental bill. I cannot begin to tell you the
effort that was put into that bill. We worked day and night for a
long period of time. Both sides were very, very tough throughout. It
had to be a classic compromise to get it through. And audibly we
did. It was literally the last bill passed in that session of Congress.
I was there.on the floor, and there was hardly anybody else there.
It passed by voice vote. And right up to that point there were out-

.side groups trying to stop it.

Virtually everybody-acknowledges that the generlc copy of these

drugs once they come off-patent has been much less in cost.

- Now with regard to foreign drugs being much less in cost, one
reason they escalate in cost when they com2 into our country is be-
cause of our FDA regulations. We are much more stringent than
other countries. We make it much more difficult. It takes longer
than other countries. We have an FDA that handles 25 percent of
all the consumer products in America and yet it is located in 23
. different buildings and 7 different locations without any central
"~ data processing system. It takes 8 to 10 years to get a drug through
the safety and efficacy process.

It is a very difficult, very expensive,
that adds to the costs of American
that. Because when an Agency that handles 25
American consumer products does Hot eve
processing system there is something wro
consumer in America. That is probabl
costs are as high as they are.

This still does not negate my thes1s That is, that we should not
putyprice controls on these matters which will stifle innovation. We
shoud-find other more innovative ways and negotiation is one of
them. And the State negotiations are doing a terrific job right now,
and in some cases actually reducing the prices even below some of
the agencies that I think the distinguished Senator from Arkansas
would like to match.

The process can work well without Government stallification. I
believe that this type of legislation is either going to cause prices to
go even higher in the final result or most importantly it is going to
stifle innovation, then we wiil not have the pharmaceuticals, mira-
cle pharmaceuticals, that we intend to have in the next 5 to 10
years, if we let this incentive process work.

Well 1 have taken enough of your time. But it is an important
issue to you. It is to me, and I think it is to the country as a whole.
The question is: Which is the better way of solving it?"I do not
think putting price controls on is the way to do it.

Thank you. ‘

Senator PrYor. Thank you, Senator. -

Senator RIEGLE. Senator Bradley has asked me if—because
must also go shortly to another commitment—if he could raise on
questlon with Mr. V{'yden.

ery time E&hsuming process
rugs. I am for chtgnlglin% ?lll

rcen{o all of the
ave a rentral data.
. We are Hurting every
e blggest reason why the
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Mr. Cooper, you have been very patient and I would hope that
you would indulge that question and then we will go right to you.

Senator Bradley?

Senator BrRADLEY. Ron, I was taken by your advocacy of the 24-
hour, 7-day a week instantaneous prior approval. I am just con-
cerned whether you do not think that would create an administra-
tive nlghtmare,,.‘glven the fact that, you know, there are 15 million
Medicaid recipients. Prescnptlons last year processed for them
were like 200 million prescriptions. You know, even a small per-
centage of those might seriously create a nightmare as far as I un-
derstand the process. I mean, maybe not, but it sounds to me like
the cost of trying to set up this system and man it might be bigger
than you might have imagined. .

Representativé WypEeN. I think, Senator, what we have to do is
talk\agout the status quo. Under the status quo there are these
prior approval programs. Under the status quo in a lot of States

.nobody even answers the telephone. I think that what we are offer-
is'certainly a significant step forward from the status quo.
“have never been wild about prior approval programs. I'am
not going to come in here and say otherwise. But I think that when
you look \at what we are talking about, which would provide in-
stant resppnse, as opposed to the status quo.where you have a mess
that doeg' not even result in a lot of cases in somebody answering
the phghe, what we are offering is a significant improvement.

Now/'Il am very happy—and I am sure Senator Pryor is—to talk
aboyt other ideas as well. I am open to suggestions. But I know on
_ House side this came up as part of the drug industry’s overall

argument that we were restricting access. And when it comes to
the issue of prior approval, the only thing that our bill does is
make it less restrictive than what we have got. We will hsten to
other proposals as well.

Senator BRADLEY. Do you think that 1f you could get the price
you do not need prior approval?

Representatlve WypeEN. Well I think getting best price, you
know, is the heart of the agenda. I think that given the fact that
States have these programs Congress has got to face the questlon of
whether it is then going to direct the States to get rid of it. But
certainly if we lock in, you know, best price, that is ancther argu-
ment for Junkmg the whole thing. )

This is going to be part of the debate about where we end up ulti-
mately on this question of streamlining procedures. We only want
to contend that based on the mess we got today where people are
not even answering phones the proposal in the second version of _
- the legislation is a step forward. If we can lock in best price then
we certainly have another argument for getting rid of the whole
thing and it ought to be on the table.

Senator BRADLEY. Thank you.-

Senator RiEGLE. Congressman Cooper, you have been very pa-
tient. We would like to have you testify now. Once we finish with
this set of congressional witnesses—we have Gail Wilensky next
.who is waiting to speak, and then others—I am going to try to
adhere to the time limits that we set out at the beginning.
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We have had a good debate which lays down a foundation of the
opinion and issues that are involved here. So, Mr. Cooper, we
would like to hear from you now.

STATEMENT OF HON. JIM COOPER, A U.S. REPRESENTATIVE
FROM TENNESSEE

Representative CooPer. Dthank the Chair and Members of the

. Subcommittee. I am confident that one day the first shall be last

and the last shall be first. -

I think most Americans are shocked to learn that the U.S. Gov-
ernment, through the Medicaid program, is the top purchaser of
prescription drugs in America and yet rarely even gets the dis-

counts that smaller purchasers get. In fact, we taxpayers usually -

end up paying top dollar. In most cases, Government has not even
tried to get lower prices. We have let the drug companies tell us
exactly how much they would like to be paid and we have paid
them with no questions asked.

‘The cost of this extravagance has largely been hidden, but it has
been extraordinary. This unlegislated, unrecorded subsidy to the
pharmaceutical industry has cost the nation’s Medicaid program

and thus the nation’s taxpayers and poor hundreds of millions of

dollars a year, according to both the congressional Budget Office

and the Office of Management and Budget. This vast amount of

money has not reached the poor in America primarily because the

U.S. ‘Government.did not get a better deal from U.S. drug compa-

nies. ’ .

This is not to say that the U.S. pharmaceutical industry is all
bad. It is far from it. It leads the world in innovation and quality.
Countless lives have been saved as*a result of the industry’s re-
search and product development. And being the world leader is not
cheap. It takes money and lots of it. .

But the drug toinpanies have found one way of getting lots of
money from the Federal Government without the need for an ap-
propriation or even an explanation. By simply refusing to bargain
with the Federal Government-they have created a. secret subsidy
for themselves that is unfair to the taxpayers and poor of America.

"I am not an enemy of the drug industry. I am open to any argu-
ment they would like to make for an aboveboard targeted subsidy
for their efforts. )

Mr. Chairman, the leadership of the pharmaceutical industry
will be tested by the manner in which it wages this fight. Will it
sink to the lowest common denominator and fight to the last
breath of the last company that wants to preserve this hidden and
unfair subsidy or will it be thankful for the many years:the U.S.
Government has paid it top dollar and instead argue for open effi-
cient subsidies that it is prepared to defend in public and on the
merits? ‘ :

To be honest with you, Mr. Chairman, the first skirmishes have
not been very encouraging. First of all on the second class treat-
ment argument, the bill that we are introducing in the House, H.R.
5589, assures access to the best prescription drugs on the market
for our nation’s poor. As Senator Pryor noted, as good as what the
‘Mayo Clinic offers. No one need fear the creation of a second class
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drug system for our nation’s poor. In fact, the estimated budget
savings of $2.5 billion over the next 5 years that this bill will
produce should allow the Medicaid program to reach out to many
more people in order to serve them better.

Senator RieGLE. Now can I just ask you one question at this

point then? I take it that what you are asserting is, that you would

.want to see built into your bill, or any other adaptation of a legisla-
tive vehicle that comes from this, an assurance of some form that
there was no reduction in the quality or the efficacy of the drug
that was used in a givb.Q person’s case. You would favor and insist
on some form of safeguard on that issue. Is that what I just under-
stood you to say?

Representative CoopER: I think that is fair and I think that our
recently introduced bill does just that. It opens up formularies. It

. gua‘rantees access to.more medications than the current system of -
t

ate-by-State negotidtion allows.-

Senator Hatch mentioned earlier all of their negotiating now.
That is wonderful. We need to remember that so often States rely
on closed formularies—keep drugs off the list. That hampers medi-
cal care. Our legislation offers the best hope for open formularies
so that a broad array of drugs and medications is available to the
poor of this country.

So I think that our legislation already takes care of the problem.
But I would be happy to work with the gentleman to make sure
that access to first class medicine is available to the poor of this
country. ) :

Senator RIEGLE. If I may just say one other thing. I think the
reason that is so important is that—and I think if that is the inten-
tion and that is the guideline of a sort or an iron discipline as
needed—it needs to be brought up front into the discussion. Be-
cause my own experience would be that so many of the people we
have on Medicaid are our walking wounded. They are the people in

-the country who have some of the worst problems and they have

accumulated over a life time, in many cases depravation. Many
have not had proper health care or the right nutrition. So their
health needs in many cases are more extreme.

It just follows that they are going to"need the best medicine. I
mean those folks are going to need medicine that can really get the
job done because their health profile is probably one that is more
disadvantaged. :

So I think it is very important that that policy I was hearing you
enunciate be emphasized.

Representative CoopeR. I couid not agrée with the gentleman
more.

And since there is confusion on this issue between the first Pryor
bill and the second Pryor bill I would suggest that the Chair cor-
sider the policy adopted -by Chairman Waxman on the House side
last Friday. He told witnesses that he would strike from the record
any reference that they made to the first Pryor bill, S. 2605, less
there be confusion about the way that this second version treats
the poor. Because this second version guarantees first-class medi-
cine for the poor. ‘

Another common pharmaceutical industry tactic has been the

parade of horribles approach. We have heard a little of that

e
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today—the critical description of State prior approval plans. I be-

lieve my colleague, Mr. Wyden, has shown very clearly that our

bill in no way encourages the use of prior approval plans. In fact, -
our bill will improve the efficiency and op°raﬁf)n of such plans
should a State choose to have one.

Should this Committee want to go ahead-and preclude a State
from having a prior approval plan, personally, that would not
bother me. But let me describe to you how such a plan works today
in Tennessee.

It is not a bureaucratic nightmare. There are only ten drugs on
the prior approval list. Only ten drugs out of tens of thousands of
druys even need a phone all to the State office. And the reason our
State has such a plan is, there are e drugs that are capable of

_ solving different health prob or 6% pie, the drug Prozac,
the anti-depressant, it is glg0 apparently eff tlve as a weight loss
drug. But it is not cost<&ffective to be prescrived as a weight loss
drug. So our office in Tennessee tries to discourage_the use of that
anti-depressant being prescribed as a weight logs drug.

So in answer to Senator Bradley’ 8 question, prior approval plans
do serve, in a sense, as a poor man’s drug utilization review. They
are a way that a State can hold costs down.

Another drug industry tactic has been not to work with Congreos
to improve the legislation and discourage any company that is in-
terested in talking to us. They have tried in past months to make
us figure out everything on our own. Now I am thankful they are
willing to talk. But if it had not been for Senator Pryor and his
efforts, they would not be willing to talk today.

We have to bear in mind that we are one nation and a 50 State
solution for our Medicaid beneficiaries. It has got to be preferable
to a patchwork quilt of State-by-State, generally closed formulary
negotiations with drug companies that had to be dragged kicking
and screaming into these talks in the first place.

. Another drug industry tactic has been to make our natlon S poor
- ieve that they are better served under the current system of
ighest possible prices, higher than® Europeans have to pay,
hig than anyone else has to pay, instead of finding a way to
channel some of these savings back into the Medicaid program so

that their health care can be improved.

-_— Finally, let me mention a fact that raany of our drug company
efforts today are spent not on improvirg drugs in a real sense, but
on inventing “me too” drugs that are so similar to existing drugs
that they are little more than a price increase excuse. These drugs
have no real therapeutic advantage. They are only one molecule or
one atom different from an existing drug, but they enable the drug
company to charge a big price for an allegedly new formula.

If these drugs cured more, it would be worth it. But so often it is
just an excuse to cost us more. These are all tactics, Mr. Cifajrman,
that I know this Subcommittee can see through. I feel fchab, this
Subcommittee wants the pharmaceutical industry to treut 1ts\§»]xg- '
gest customer fairly, even if it is the Federal Government; and that -
the pharmaceutical industry will not be able in future months and
years to be able to treat Uncle Sam like “Uncle Sucker.”

I thank the Chair.

LN
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[Tl’led _prelapargd statement of Representative Cooper appears in the
appendix.
nator RiEGLE. Thank you, Congressman Cooper, for a very
direct statement.
Congressman Wyden, did you have one other comment that you
. wanted to make? '
" Representative WYDEN. Yes. Just very quickly, Senator.
~ On this question of the quality of medicine that you asked - my
colleague. I think it is a very important one. One of the differences
between the second bill and the first bill is that the second bill does
not have in it therapeutic substitution. This means that the doctor
.can control the exact drug, the exact drug, aat the doctor wants
the patient to get. So if the doctor believes there is a difference in
quality and it is going to rel..te to what the low income person gets,
- it is addressed this way.
I thank you.
Senator RIEGLE. Yes. It is very important that that be empha-
sized. Because we all know that there has been a concern that has
.been generated based on the initial concept that maybe that would
not be the case, and that somehow poorer people would not have
access to a particular formulation that in the judgment of their
doctor or in themselves that they would need. :

.You are saying, for the record, that version two directly address-
es that issue so that that ought to be clear. I mean that is what I
take from your testimony. .

Representative WyYDEN. I think you have hit a key point. Version
two does not have therapeutic substitution in it.

Senator RIEGLE. It is interesting; sometimes it sounds like every-
body is in a different place on these things. It is the wonder of the
American legislative system that as we talk and work to a common
position. .

But I just want to say one thing on a philosophic note and then I
am going to yield to Senator Pryor. That is this: We have to think
in terms of Team America in the United States. There are roughly
250 million of us in this country and everybody is important. The
cold fact of the matter is that everybody is equally important.
Sometimes we lose track of that because somenne is a very famous
person or a great athlete or entertainer, or a very successful busi-
ness person and what have you. Somebody else that is out in socie-
ty that has no notoriety can be sort of pushed off to the side.

I think if America is going to be true to its values and also going
to be able to excel in this new global economy that is upon us, we
have to be sure that every single person in this country has an op-
~ portunity to be able to function fully. That starts with good health.

That is why we need a national health insurance system that
covers everybody. :
The fact that there are a million people in my State today with-
- out a penny of health insurance, and 300,000 of them are kids, I
think is just a terrible commentary on the fact that the United
States is not paying the right attention to our health needs in that
. dimension. But the same is true here.
I would not want anybody .out across the countryside to think
that the concerns that are being expressed are anything more than
trying to get the best possible 1}ealth care particularly to our low
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income people across this country who are the group that in many
cases need it the most and have had it the least, and have had good
health care denied and delayed and unavailable through much of
their life time.

So I want it understood that the commitment of the i 1nqu1ry here
is to make sure that the poorest of the poor are not forgotten and
not pushed aside, not exploited in any fashion or form, but that in
fact what we are looking for is something that ensures that they
have a full chance, and a fair chance, and an equal chancé in
terms of access to the health care and medicines that is needed to
get them up to a point where we want all of our people to be.

Senator Pryor?

Senator PRYOrR. Mr. Chairman, I have no questions for my col-‘
leagues from the House. But if I might just say this to the Chair-
man and our friend from Louisiana, Senator Breaux, if either of
you ever need two strong willed, brave, and also compassionate
souls in the House of Representatlves to ‘help to carry the water,
these two gentlemen are the ones. They have undergone a tremen-
dous amount of not only questioning, but to some degrees criticism.
A lot of times you get an ally and they will look for the nearest
exit when it gets hot. Well these fellows have not done that. They
have gone right into the battle; they have been absolutely splendid
in every way.

I want to sincerely thank the both of you for being such, not only
good allies, but also such great friends of the Medicaid recipient.
And I truly appreciate it.

Thank you.

Senator RiEGLE. Thank you very much.

Senator Breaux?

Senator BREAUX. No questions, Mr. Chairman.

Senator RIEGLE. No other questions.

Let me thank you and excuse you and call Ms. Wilensky to the
table. Our fourth witness is Dr. Gail Wilensky, who was here just
last week. She, I am sure, remembers very clearly as do we on the
Committee. She, of course, serves as Administrator of the Health
Care Financing Administration in the Department of Health and
Human Services—a very important policy position in our govern-
ment in this area. She is-here to give us the administration’s view
of the Pryor legislation and on other proposals to attain savmgs in
the Medicaid prescription drug program.

We will make your full statement a part of the record. We appre-
ciate your patience in being here for such a long time already this
morning. We would like to hear from you now. ;

STATEMENT OF HON. GAIL R. WILENSKY, PH.D., ADMINISTRA-
TOR, HEALTH CARE FINANCING ADMINISTRATION, US. DE-
PARTMENT OF HEALTH AND HUMAN SERVICES

Dr. WiLENsKY. Thank you, Mr. Chairman and Members of the
Subcommittee. I am pleased to be here today to discuss.the issue of
Medicaid prescription drug costs. I thank the Committee for the in-
v}iltation; and I also thank Senator Pryor for his unflagging effort in
this area.
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Like you, I am encouraged by recent indications that some phar-
maceutical companies are willing to provide to Medicaid discounts
similar to those given to direct providers. It is only right that the
poor, elderly and disabled who are dependent on medical assistance
should receive the lowest prices for needed medicine.

Despite the recent good news, we are concerned that Medicaid
continues to pay substantially more for drugs than many hospitals
and HMOs, other Federal agencies, such as the Department of Vet-

_erans Affairs and open-ended IPAs or PPOs. As we consider Feder-
al changes to moderate Medicaid’s payment for prescription drugs,
I believe it is important to understand the market for prescription
drugs in our economy. .

Nearly 60 percent of all prescription drugs are paid for out-of-
pocket. Medicaid, Medicarg, HMOs and occasionally traditional in-
surance pay for the 40 pergent of drugs covered by third-party pay-
ments, Two key factors c cate the market place for prescrip-
tion drugs. Patents grant 4 17 year monopoly to new drugs, called
sole-source-drugs, as to otHgr inventions, in an effort to encourage
the R&D for new product d¢velopment.

Consumers rely on the decisions of physicians who write the pre-
scription. While I believe that physicians often take into account
the beneficiary’s financial concerns, this process distances the
payor-patient from the decision about what and how much to pur-
chase. In Medicaid, of course, the patient pays little or nothing for
the prescription. Even with these complications we must use care
to protect the thriving R&D associated with prescription drugs. We
must be concerned for what is one of our most internationally com-
petitive industries. :

- Befure I describe HCFA'’s efforts to develop a savings policy, let

me provide salient background. After lagging behind inflation in
the 1970s, manufacturers’ drug prices have increased over the past
decade at three times the rate of general inflation. We estimate
that expenditures for Medicaid prescription drugs will be $4.4 bil-
lion in fiscal year 1990 and $8.2 billion by fiscal year 1995. These
represent minimum outlays. They do not include prescription drug
expenditures incorporated in in-patient hospital claims or nursing
home reimbursement rates.

In Medicaid, estimates show that about 37 percent of drug spend-
ing is for sole source drug ingredient costs and 26 percent for mul-
tiple source drugs. About 10 percent is spent on over-the-counter
drugs and another 27 percent is accounted for by dispensing fees to
pharmacists. Almost two-thirds of the spending on multiple source
drugs is for brand name drugs. = -

In addition, recent studies have shown that pharmacy margins,
while not spiraling upward as fast as ingredient costs, increased

. .~ slighter faster than inflation during the 1980s. Since you will have

~ the author of a recently completed study before you later today I .
will leave a further description of the situation-to him. ,
Growth in spending for prescription arugs under Medicaid makes
proposals to achieve savings attractive, appropriate and even neces-
sary. With. this in mind, let me describe the principles against
which I believe prescription drug savings should be measured. We
should assure that any reforms to current Federa! reimbursement
- for prescription drugs do not harm Medicaid recipients, for in-
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stance, by causing more physicians or pharmacists to decline to
treat Medicaid patients.

We recognize that there are 50 State-run programs and not just
one Federal program. We must encourage States to achieve savings
that build on their current best practices and encourage further in-
novation. We must not interfere with market forces in ways thet
might result either in inflated drug prices or prices so depressed
that manufacturers no longer invest in new product research.

We must not mandate progra expansions such as requiring
States to increase payments for pharmacists. For one, this would
violate the administration’s agreement with the Governors; and
second, it would mitigate the positive deficit reduction effect that
these proposals would otherwise have. We must insist on perma-
nent growing savings. Reforms should be designed so savings now
can be built upon in the-future. :

I am very pleased to hear the general agreement that no Federal
proposal should involve therapeutic substitution because we believe
it is an unacceptable interference with the patient/physician rela-
tionship. We would questiofi- proposals that allow a pharmacist to
dispense only a limited supply of prescribed medication. This may
interfere with appropriate access to needed medicine. Medicaid re--
cipients may not return to get refills of needed medication due to
transportation problems or they may incorrectly interpret the lim-
ited supply as sufficient if their symptoms cease.

In summary, we need to do all of the follow: Ensure competition,
encourage manufacturers to offer Medicaid their best price, safe- -
guard State’s prescription drug coverage options, and assure access
to needed medicines for Medicaid recipients.

Under these principles the following. combination of policies
could form an appropriate prescription drug policy. First, limiting
Federal reimbursement for drug ingredients to the manufacturer’s
best price. To ensure continued savings we would include assur-
ances that best prices did not rise substantially and systematically
over time. To ensure continued willingness to participate in dis-
count programs we would include limits on discounts and other
manufacturing safeguards.

Second, better enforcement of existing requirements for generic
dispensing through increased auditing of payment limits, tightened
use of brand medically necessary language, and focused review in
certain target areas.

Third, encousaging States to adopt tighter payment limits for
name brand drugs when generic equivalents are available.

And fourth, fostering a competitive bidding process at the State
level for a limited number of high volume, multi-source drugs with
wide price differentials and assurances that the drugs from win-
ning bids are available to pharmacies throughout the State.

Additionally, HCFA could conduct research on the cost effective-
ness of certain high volume, high cost drugs and test and evaluate
alternative strategies such as mail order prescriptions and best
practices in State drug use review. These activities would supple-
ment our review of how interim policies work in developing perma-
nent policies. :

In closing, let me reiterate our belief that any proposal to ad-
dress Medicaid prescription drug costs should assure a balance be-

-
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tween cdost savings, appropriate Federal/State roles, access to medi-
cally necessary drugs for Medicaid recipients, adequate payment
for pharmacists’ services, and the protection of the physician/pa-
tient relationship. ,

We earnestly want to work with the Congress, the industry and
health care providers to ensure changes that will constrain increas-
ing drug costs in the Medicaid program. .

Thank you for the opportunity to discuss these important issues
and I would be happy to answer any questions you may have.

Senator RiEGLE. Very good. Thank you for your testimony.

Now yyou mentioned in your testimony that States currently are
utilizing various methods to attempt to contain prescription drug
costs initheir Medicaid programs. As an example you cited Kansas,
~ but noted that the State has had difficulty getting manufacturers
to submit bids for its formulary. You also mentioned that the cost .
of Medicaid prescription drug programs nationwide is expected to
increase from $4.4 billion in fiscal year 1990 to $8.5 billion in fiscal
year 1995. That certain seems to be a very major increase, a virtual
doubling. -

Those data lead me to ask you first: How effective do you think
States have been or can be in containing Medicaid prescription
drug costs on a State-by-State basis? And a follow on to that, and
that is: Do you think that congressional action is needed to help
States control costs in their Medicaid prescription drug programs?

Dr. WiLeNnsky. I think that the activities today are varied. There
have been some areas in which States have shown a fair amount of
innovation and we think, although I will qualify this in a minute,
that they have had some success. There is an area, particularly the
drug utilization review area, where we think it would be prudent
in the next year or two to review what has happened.

It is our understanding that there are a number of different
types of drug utilization review programs. Before we would go for-
ward in this particular area we would like an opportunity to assess
the various programs, to describe them, to assess them, to have a
sense about how effective they are and to get that information out.

You are correct when you indicate that a couple of States which
have attempted to get competitive bidding have reported difficul-
ties. I am concerned about whether there may be any anti-competi-
tive activities going on. To the extent that there is concern that
there may be price collusion or other activities, we have remedies
available and I would certainly strongly suggest that where it ap-
pears appropriate they be used. '

I do think that this is an area in which, in large part thanks to
the activities of Senator Pryor, the types of savings that might be
had in this area have been made clear and that there is some
useful Federal legislation that could be put together. I am particu-
larly encouraged by some of the modifications that have occurred -
over time, although I hope that we can try to make a few more
modifications to make it even better. -

Senator RieGLE. Now one other question that I want to pose to
you. That is this: You mentioned in your testimony several ideas
that the administration has for containing Medicaid prescription
drug costs. Among these you mentioned, and I quote, “limiting Fed-



B 26

eral reimbursement for drug ingredients to the manufacturer’s best
price, within limits.” What exactly does that mean?

“t Dr. WiLENSKyY. It is a little vague. Let me try to give you some
indication of what we are thinking about. In part it is vague be-
cause we are still working within HCFA and the administration to
define some of the specifics on the option as well as working with
some of the Committee members and Committee staff on these

issues. /’

We think that the notion of a best price is the generally appro-
priate concept. But we are concerned because we know that there
are some areas that have hlStOl'lcallﬁ had exceedingly low prices,
such as the special discount relationship with the Veterans Admin-
istration that might have started after World War II or the special
relationship with Planned Parenthood that has a very low price, -
say, for birth control pills.

What we would like to see is the concept of having a minimum
type discount and maybe a maximum type discount also on a best
price, so that you try not to put the industry in positions that
might be regarded as too extreme. We also are concerned, as Sena-
tor Pryor and the members that were speaking here this morning
indicated, about making sure that best price does not get eroded
oveﬁ' time; and we think there are a variety of ways to do that as
we )

Senator RIEGLE. Very good.

Senator Pryor? g

Senator PrRYor. Dr. Wilensky, what has HCFA done to help the ,
States get a better deal on drugs from the manufacturers? Tell me
what HCFA has done.

Dr. WiLENSKY. | am not sure to date that HCFA has stepped in,
" other than requested specifically by States for any technical assist-
ance. We would -provide, and have on occasion provided, some as-
sistance. There has been no direct help in terms of setting prices.

Senator PrYOR. All right.

- HCFA is sitting there watching drug prices for the Medicaid pro-

grams explode, profits at an all time high for the drug manufactur-
ers, no discounts for the Medicaid programs or the Medicaid recipi-
ents. Why has HCFA done nothing in this area?

Dr. WiLEnsky. Well let me indicate some of the complications. I
do not know whether I can give you the rationale forr why particu-
lar policies were not undertaken in the last “X” number of years.
But I can indicate to you some of the areas that we have believed
were difficult.

The first is precisely how the States go about covering drugs Be-
cause drug coverage itself id a State option, how States go about
covering drugs is something that each State is allowed to set up on
its own. The particular kinds of arrangements that it has, the drug
utilization programs, the drugs that are covered—all the way from
any drug approved by FDA to a restricted class of drugs—has tradi-
tionally, because it is an optlonal benefit, been left to the option of
the State.

It is, as I have said, an area in which if State Medicaid directors
or other people- have asked for technical assistance from HCFA,
HCFA has been pleased to try to provuLe them with information or
other kinds of asslstance

N
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It is also more difficult for Medicaid to function than it is for,
say, the Veterans Administration because the Veterans Adminis-
tration is not an insurance program, it is a direct delivery pro-
gram. It, therefore, is actually purchasing services. It is the buyer.
Whereas in Medicaid, we are the financier of a program with poli-
cies set by the States and it is a totally open system. So a lot of the
abilities of the Veterans Administration or of an HMO or a hospi-
tal which are closed systems are not readily available, either to the
Medicaid program in general or to the Federal Government.

This is why we have not looked at analogies of what has hap-
pened with the Veterans Administration. We are not direct provid-
ers of services like the Veterans Administration is. While we can
do things or can assist in things better or differently than we have,
it is really not the same as any closed system, and it makes life a
lot more complicated. _

Senator Pryor. Dr. Wilensky, do you think in your past negotia-
tions or dealings or conversations or studies of the drug manufac-
turers you put them on the list of cooperative or uncooperative in
trying to give a better price for the Medicaid recipient?

Dr. WiLENsSKY. I obviously did not have any personal involvement
with it. I was extremely troubled by the reports that I heard that a
few States which were interested in competitive bidding were
unable to get any response and I told both the States and the drug

" - manufacturers, in a meeting early on that involved some of your

carlier legislation, that if I ever heard about that I would turn to
the Justice Department and to other areas in the Federal Govern-
ment and encourage them to look to see whether there was any
reason that a State putting out a competitive bid was not getting a
response. _ :

Senator PrYOR. The reason I asked you that question is because I
think in your testimony you mentioned the State of Kansas——

-Dr. WILENSKY. Right.

- Senator PrRYOR.—trying to lower their drug prices for the Medic-
aid recipient. The testimony before the Senate Special Committee
on Aging a year ago, we had the Director for that program from
the State of Kansas before the Committee.- His testimony was, as I
reflect back on it, and I am stating a general feeling of what that
statement was, that when the State of Kansas attempted to bring
the drug manufacturers into Kansas and say, “Look, we want dis-
counts on these Medicaid drugs,” at that time the pharmaceutical
industry, basically attempted or threatened, implied or explicit, to
say, “Well we.just won't participate in the Kansas program any-
more.” ‘

Now that is what I got out of the testimony. And yet I think you
are saying that the States should go out there—small States, just
like large States—in an attempt to negotiate with the very power-
ful and the very wealthy drug manufacturers. That is why I think
we are going to have to have a Federal program, Federal legisla-
tion.

Would you think that each State should negotiate or that we
should have Federal legislation? B

Dr. WiLENsKy. Well we were envisioning that there be Federal
legislation to set out the rules under which this would occur.

39-699 0 - 91 - 2
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Let me go back and talk about the Kansas s1tuat10n and I w111 '
try to respond directly to your question.

S%nator Pryor. Mr. Chairman, are we out of time on our ques-
tion? )

Senator RIEGLE. Please continue.

Senator Pryor. Thank you.

Dr. WiLEnsky. This is not to explain or condone what went on
with Kansas but I was extremely distressed by some of the reports.
I had heard. I do understand that there may have been some tech-
nical legal difficulties, particularly in the Kansas arrangement.
The point that you are raising isg one that is a legitimate issue—
that other States have tried to do some competitive bidding in the
past and have had a great deal of difficulty.

What the Health Care Financing Administration and the admin-
istration in general has been envisioning is to set up a series of
rules in terms of which the bidding would occur and to set up that
type of frame work, but not to have centrally organized bids.

The kind of arrangement that we have been thinking about is
discounted for States that have no class of drugs excluded from
what they cover, some general kind of open formulary. Open for-.--
mulary, if carried to extremes; represents a very vast opening. A
more general common sense thought of the term, “open formulary”
is that States would have, within an upper and lower boundary,
access to best prices. That would be in exchange for the kmd of
drug classes that would go on a formulary.

We have also been considering the notion of requiring States to
do competitive bids for a limited number of their high volume, high
cost drugs. Within that context, I think both because of the activi-
ties of yourself and your colleagues, whatever has been the past in-
clination of the pharmaceutical industry, you have cle‘arly gotten
their attention.

Legislative safeguards ought to make sure that best prlces do not
get whittled away over the future and that othey unwanted
changes are made, but I would not say that just because this is the
difficulty you have had in the past,.that this will necessarily be the
difficulty that you will have in the future. I think you really have
gotten their attention.

Senator Pryor. Well, Dr. Wilensky, I owe that to Chairman
Riegle and Chairman Bentsen, because I 'have not been able to get
the attention of the pharmaceutical manufacturers. In-fact, on two
occasions as Chairman of the Special Senate Committee on Aging I
have invited them to come and state their positions. They have re-
fused to do so up until today. This is.a first. I am indebted to Chair-
man Riegle for really getting their attention. I just happen to be a

lowly member of this committee. I appreciate his opportune sched-
uling of this meeting so I could be here and have a chance to par-
ticipate.

Now you said that ou are thinking in HCFA of a ‘'set of rules
whereby there mi, some savings. Now how long does it take
from the time HC A starts thinking about a-set of rules and the

time that you actually have those set of rules? How long does that
take, Dr. Vzllens y? .

- Dr. WILENSRW, Well as [ think you know, since we have been
talking with your staff, Senator Pryor, HCFA has been working on

S~~~
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this area for the past 6 weeks or so. What I was indicating by that
somewhat elliptical statement is that we do not yet have a formal
legislative proposal but we do have the general outltees and con-
cepts of what we think such a proposal would be like. We have
been working with our colleagues at OMB. Although for the most
part they have not been available.

Senator Pryor. They are out at Andrews Air Force Base now.

Dr. WILENSKY. Yes.

Senator PrYor. You have been working with us on all of this and
we appreciate very much your input. And you say you are going to
adopt a set of rules. I have introduced two bills. :

- Dr. WILENSKY. Yes, that is correct.

Senator PrYor. What is wrong with those bills?

Dr. WiLENsKY. Let me indicate areas. I think, as has been men-
tioned today, that “Pryor 2”—S. 3029—has addressed some of the
concerns that existed with respect to the first piece of legislation.

Senator Pryor. I also say that I think we are technically out of
time, Dr. Wilensky. But go ahead and just tell me briefly what you
think is wrong with S. 2605 and then the bill I introduced last
Wednesday. ‘

Dr. WiLENskY. Okay.

Senator Pryor. That will suffice. ‘

Dr. WiLeNnsky. First, of course, is that S. 3029 has been recently
introduced and we would obviously like the chance to go through
this bill more thoroughly.

Senator PrRyoR. It has indexing in it. o

Dr.. WiLENSKY. Yes.

Senator PrYor. Do you support indexihg? . :

Dr. WILENSKY. We can support a type of indexing. We are a little
concerned about the particular form of indexing. I would like to
make the distinction. Both your Senate bill and what I would
regard as a relative to it, which was embodied in some proposals
that the Merck Company has put out as a second round, index a
discount relative to CPI. - -

My concerh about the explicit way of ensuring that you keep the
best price over time is that it sounds an awful lot like a price con-
trol to me. It sounds like a price control to me because it pegs a -
orice at a given point in time. It increases it at a fixed amount over
time, That sounds a lpt like price control. ,

Let me give you an example of what I think would meet the le-
gitimate concern you have raised, which is, how do we know that
best price will not be resolved by simply upping what the best price
. has been to the average price or more and, therefore, lose best

price over time. I gather that is the concern that you have raised.

It would be possible to take an index of the manufacturer’s sole-
source drug prices weighted’according to the sales in which they -
occurred; and to index the price over time; if the index of a manu-__
facturer’s sole source line goes above CPI or MCPI increases you
could enforce an additional rebate.

Why do I regard this as a little less objectionable? It is because

ou are not tying the specific price that you willipg to reim-
Kurse absolutely to where you were in a bas%h no devi-
ation. It does not matter so much if a single drug gets but of line as
long as the weighted index of what that manufacturer charges on a

!
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sole source stays within approximately the CPI. A little bit of
movement reflecting market pressures or whatever, would, to my
mind, be much more acceptable.

So I appreciate the concern you were raising. I think there is a
way to ensure for scoring purposes—Senator Hatch may feel -com-
fortable that it is an easy problem to fix; I am a little mdre con-
cerned as to how easy it would be to fix—and in fact to assure our-
selves, that savings really would occur over time. But this need niot
be quite as rigid as tying it to a base year indexed by sofeé meas-
ure. I really do think that gets us into a rigidity we do not need.

Senator Pryor. Well I have no pride of authorship in all this. I
would be satisfied frankiy if we could get an indexing system based
on what our own American drug manufacturers sell t6 the Europe-
ans on and start it at that. Make the manufacturers-give us in this
country the same prices for which they sell these drugs in Europe.
But I know that is not going to work. :

Mr. Chairman, I want to thank you for allowing me to extend
the time, and also Dr. Wilensky.

Senator RiEGLE. Thank you.

Let me say we are please to have Dr. Wilensky here. This will be
the first of subsequent conversations, I think it is fair to say. Let
me thank you. We will have some questions for the record I think
-from other witnesses and will excuse you at this time.

Dr. WiLENsKY. Fine. Great. Thark you very much for allowing
me to testify here, Mr. Riegle. , \

Senator RiegLz. Very good. 7

[The prepared statement of Dr. Wilensky and responses to ques-
tions appears in the appendix.]

Senator RIEGLE. Let me now call ourfirst panel which consists of
two experts on the pharmaceutical industry and prescription drug
costs and cost containment. They are here to give us some back-
ground information on these topics and the concepts involved in
the proposals being proposed and discussed today.

Let me invite now Stephen Schondelmeyer, who is a Macist
and a Ph.D., and is the Director of the Pharmaceutical Economics
- Research Center, Purdue University; and as well, Judith Wagner,
Ph.D., who is a Senior Associate at the Office of Technology Assess-
ment. " .

Both of them will provide background information on drug pric-
ing, drug price increases and cost containment methods. Just look- -
ing ahead, we have got an important number of witnesses down the
line here, and it is very important that we get through all of them
today. This panel will be followed by a panel consisting of people
representing major pharmaceutical firms in the country, to be fol-
lowed by a panel of very important public interest group persons
and representatives speaking on this issue, and then a final panel
with people ranging from State Department of Health officials to
members of the Legislative Black Caucus in Louisiana and two
others that I will not mention now, but to give us a range of other
opinions and perspectives. , .
- So with that, let me say to the two,of you, we appreciate your
being here and your patience. I(\Ea to' stick to the 5 minute-pres-
entation summary. We will make
record. /

our statements a part of the - .
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Mr. Schondelmeyer, why don’t we start with you?

STATEMENT OF STEPHEN W, SCHONDELMEYER, PHARM.D,, PH.D,,
DIRECTOR, PHARMACEUTICAL ECONOMICS RESEARCH
CENTER, PURDUE UNIVERSITY, WEST LAFAYETTE, IN

Mr. ScHONDELMEYER. Thank you, Mr. Chairman. I appreciate the
opportunity to provide input into your Committee. I am Stephen
W. Schondelmeyer, an Associate Proféssor of Pharmacy Adminis-
tration at Purdue University in West Lafayette, Indiana. I also
serve as the Director of the Pharmaceutical Economics Research
Center at Purdue.

It was my pleasure last year to have served on the short-lived
Prescription Drug Payment Review Commission that was estab-
lished under the now repealed Medicare Catastrophic Coverage Act
of 1988 and we in our brief time began to look at and address some
of these issues in that context.

The goal of my remarks today is to address three major ques-
tions. Why are we dealing with legislation on Medicaid drug prices
and expenditures? What are the options for addressing the prob-
lem? What constitutes sound public policy?

Let’s begin by asking why are we dealing with this legislation on
Medicaid drug prices and expenditures. Federal and State entitle-
ment programs over the past few years have been growing at a
faster rate than the revenue sources which support them. Although
a number of factors have contributed to this growth, and the drug
expenditure growth in particular, the drug product cost grew five
to seven times faster than any other single component that contrib-
uted to the Medicaid drug budget. So drug product costs were the
fastest growing component of the expenditures in the drug pro-
gram under Medicaid.

Many of the attempts at expenditure control by Medicaid pro-
grams at the State level have focused on limiting pharmacists fees
and drug product cost reimbursement to pharmacists. That reim-

bursement limit to the pharmacist though is not passed on, or the -

pharmacist is not able to pass it, on to the manufacturer in most
‘cases. -

While these approaches have worked for controlling pharmacists’
fees, it is now clear that the growth in manufacturers’ drug prod-
uct costs cannot be controlled by limiting the pharmacist’s reim-
bursement and we need new mechanisms and alternatives.

This brings us to the second major question: What are the op-
~ tions available to manage drug expenditure growth in State Medic-
aid programs. Some manufacturers have begun to offer discount or
rebate programs, but only after the threat of Federal legislation
came with the introduction of S. 2605 by Senator David Pryor in
the spring of 1990, ,

These manufacturer offered discount programs are voluntary on
the manufacturer’s part and place in most cases significant restric-
tions.on the cost management options available to State Medicaid
programs, such as their use of formulary systems and prior author-
ization programs. .

Drug manufacturer agreements at the State level, | feel, are poor
public policy for several reasons. First, every manufacturer has its

\
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own plan and form of agreement, including special reporting and
accounting methodologies. A State could end up with 15 to 30 or
more different plans and increase significantly their administrative
costs in administeping™those plans.

Second the plans are voluntary for the manufacturers and will
result in Medicaid programs becoming economically dependent on
the manufacturer’s continued voluntary cooperation. This situation
could be leveraged by manufacturers to persuade State Medicaid
programs not to propose or seek further cost management tools
over the prescrlptlon drug program.

Third, it is very conceivable that manufacturers would offer vol-
untary discounts only to the largest States, leaving the smaller but
no less important markets without access to discounts. The larger
States might do all right on their own but we need to assure equity
for all States.

Tn other words, I think Federal legislation with a standardized
discount program and reporting system for all States would resolve
each of these concerns and provide equity among the State Medic-
aid programs in our country and equal access to medicines for all
indigent patients in this country.

What constitutes sound public policy? Flrst the legislative ap-
proach chosen should have a high potential for rea! economic
impact on Medicaid drug expenditures. Fbr example, discounts
alone are only relational in nature and may not have any real
impact on expenditure levels unless both price level and rate of
growth are addressed in conjunction with defining such discounts.

We probably all have fallen prey to the discount shopper mental-
ity which convinced us to buy something at 30 percent off only to .
find the same item next week at another store for less than the
original sale price. What I am saying is, the real issue is the net
price paid. It does not matter what the size or the amount of the
discount is.

I do feel that the new Pryor legislation, S. 3029, constitutes a -

very well fleshed out approach to providing a meaningful drug ex-
penditure tool for State Medicaid programs. I think our nation’s
Medicaid programs would be remiss in exercising their authority -
.and -their market power as one of the largest buyers in this mar-
ketplace if they did not use that market power to achieve the best
price. We would think that any private business that did not use
such market power to achieve and negotiate best prices would be
failing in their responsibility to their stockholders. I think any
State Medicaid program that fails in' such would be failing in their
responsibility to the cltlzens of this country.

Thank you.

Senator RIEGLE. Very good. Thank you very much. We appreciate
that and will make your full statement a part of the record. I ap-
preciate your working within this time constramt That is helpful

to us.
[The prepared statement of Mr. Schondelmeyer appears in the

appendix.]
Senator RieGLE. Dr. Wagner, we would like to hear from you

now.
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STATEMENT OF JUDITA WAGNER, PH.D., SENIOR ASSOCIATE,
OFFICE OF TECHNOLOGY ASSESSMENT, WASHINGTON, DC

Dr. WAGNER. Thank you, Mr. Chairman. At your request my col-
leagues and I at OTA reviewed the evidence on prescription drug
cost containment, emphasizing its impact on pharmaceutical R&D.
As you know, we are currently undertaking a study of the costs of
and returns to pharmaceutical R&D. My remarks today are based
partly on what we learned so far from that assessment, but most of
what I have to say today is independent of that study.

In keeping with OTA’s general policy my comments today will
address general cost containment alternatives, not specific legisla-
tive proposals. If we accept the fact that effective cost control of
Medicaid prescription }rug expenditures is urgently needed, the
next question is: What general approaches will provide the greatest
control of overall Medicaid costs with the least possible disruption
of Medicaid patients’ access to needed medicines and the least
harmful affects on the flow of new pharmaceuticals in the future?
~ We looked at cost conptainment over the life cycle of pharmaceu-
- tical products, from the market entry of a new compound as a
single source drug with patent protectlon to its transition to a mul-
fxple source drug when\patent protection expires some 7 to 15 years
ater. ’

If you take revenue gway from multiple source drugs by impos-

price controls and/or by encouraging generic substitution you
will do little to hurt R&D. This is because today’s investments in
R&D are governed mainly by the future stream of returns expected
" from the drugs that may come cat of the R&D process. These ex-
pected returns extend many years out into the future and must be
discounted back to their present value to the firm at a rate equal
to the firm'’s cost of capital.

Because generic competition comes at the end of a drug’s product
life cycle, lower expected returns many years in the future when
patents expire are much less important to the R&D decision today
than are changes in potentlal market returns when a drug is first
introduced.

All other things equal then, for the sake of innovation, control
over expenditures for multiple source drugs is very much prefera-
ble to control over expenditures for single source drugs; and cost
control methods that tend to focus on the newest single source
drugs by delaying marketing or adding uncertainty to reimburse-
ment decisions or restricting the launch prices of new drugs are
likely to be most damaging to innovation.

But what is the potential for cost control of multiple source
versus single source drugs under Medicaid? Two States—New York
and Florida—provided us data on their programs. In New York at
least 41 percent of all claims are for multi-source drugs. And in
Florida almost 40 percent of prescriptions are available from multi-
ple sources. In both States studies conducted in 1989 showed that a
substantial proportion of the prescriptions or claims were filled
with name brand drugs at prices substantially higher than the ge-
neric price. :

Florida détermined that 22 percent of all prescriptions, that is in-
-cluding name brand and generics, multiple source and single .

‘\
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ource, in the State were written with the physmans brand medi-
~ cally necessary override. In New York, name brand drugs held 63
percent of thé multiple source market volume.

Judging by these two large States the potential for savings, from

ncreases in the rate of generic prescribing is high. Florida officials
told us they now refuse to pay more than the generic price for a
multiple source drug that has a physician brand override. The phy-
sician can order; the pharmacist can dispense; the State simply will
not pay more than the generic price, except for 11 drugs that are
on their negative formulary. _

Now turning to single source drugs that make up about 60 per-°
cent of the total volume of prescriptions in New York and Florida
and a higher proportion of total revenues, it is much trickier to
control the revenues from these drugs without restricting access or
without dlsccuraglng.. R&D. In general, restrictive formularies,
- though the jury is still out on whether they reduce costs, do focus
on new drugs by delaying or denying product introductions in cer-
tain States.

If it is necessary to focus cost control on smgle—source drugs then
policies that permit freedom of access to new products and that
leave the companies free to set their own launch. price for new
drugs are likely to have the least negative effects on both access-
and innovation. Up to now Medicaid formularies have probably
had little influen¢e on. R&D or innovation, though they may have
limited access in some States to new drugs. Medicaid as a whole is
orily about 13 percent of the U.S. market and the U.S. pharmaceu-
tical market is only about 25 to 30 percent of the fvorld market.

Given the down side to policies that affect the incéntives to inno-
vate and, patients’ access it makes sense to think twice before we go
on a national policy that could have an impact on R&D in the
future.

Thank you.

Senator RieGLE. Thank you very much Dr. Wagner

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

Senutor RIEGLE. Senator Pryor?

Senator PRYOR. Mr Chalrman, I have ,several questloﬁ's\t.hab—l—
would like to submit in writing to both of these very distinguished
witnesses, but in view of the time situation, and that you are going
to have to leave shortly, I would just ask one at this time to Dr.
Schondelmeyer. Once again, I will be submitting written questions.

The manufacturers today, I think, Dr. Schondelmeyer, will be ad-
vocating voluntary programs whereby each State would basically
negotiate with each of the manufacturers on particular drugs.

What about a voluntary approach that they probably are going
to propose? What does that do to the patient, to the taxpayers, to
the Medicaid recipient, and also to the doctors? -

Mr. SCHONDELM?YER. Well as I stated in my presentation I do not
think that a voluntary approach on a State-by-State basis, manu-
facturer-by-manufacturer would be very efficient use of Medicaid
resources. Most State Medicaid programs, and I have worked with
a number of the pharmacy programs administrators in the State
Medicaid programs, have enough to do already without having the
drug company representatives beat down their doors to get their
drug on a formulary or to get a rebate program signed.
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Most of these programs are not even staffed for this type of activ-
ity and this would increase their administrative workload signifi-
~ cantly to have to manage such activities; and most of these plans
have separate reports that the manufacturer wants on the sales
volume of their drugs and they want it in just a certain way so
that they can put it into their computer system and track it. So
they are asking the Medicaid program to do some work and give
therf* some market data back to help them analyze and sell their
products better in that State, an putting a lot of administrative
expense off on the States. :

I feel that also the individual States, and particularly the small-
er States, are at a significant disadvantage on the one-on- one nego-
tiations. There is much less leverage or reason for manufacturers
to go into the smaller States and offer these programs.

Senator PrYOR. Thank you. I will have further statements that 1
will submit and ask you to answer for the record. :

Thank you, Mr. Chairman.

Senator RIEGLE. Very good, Senator Pryor.

Let me just ask one question and then I am going to give you .
iome‘ questiong for the record and call up the industry panel that is

ere. g : .

I assume that both of you are somewhat familiar with the best

" price proposals that have been put forward by some pharmaceuti-
- cal manufacturers and by Senator Pryor in his recent bill. I am
wondering, can you tell us what, if any, long-term effects these pro-
posals might have on the pharmaceutical market and particularly
--prices to other purchasers?

Dr. WAGNER. 1 believe in some respects the best price proposals
put forth by some of the manufacturers may in fact improve the
signals for R&D, that is by piggy-backing Medicaid expenditures
onto the price sensitive segment of the market for single source
drugs. That is, by linking Medicaid prices to prices that are given
to HMOs when a drug is a close therapeutic substitute, because the
HMO has a lot of market power itself, will send signals back to
drug companies that the ‘“me too”’ me toos, the real copies, are not
going to be as profitable in the future. But the significant new

-~ drugs will not be affected in terms of their ultimate market re-
turns. - ‘

Senator RIEGLE. Did you want to add to that?

Mr. ScHONDELMEYER. Sure, [ would be glad to comment. T think
in our marketplace for pharmaceuticals we have had for a number
of years some very unique discounting arrangements that have not
necessarily been based on market power or position or quantifiable
discounts or well-defiried discounts. There are some very disparate

_discounts in this marketplace, and we have had examples or some
charts in this hearing and other hearings before Congress.

I think to say that discounts to Medicaid would not change this
market would be an oversight. Certainly it will change some of
those pricing practices to certain buyers in the marketplace. But in
just the same way as if we had a situation where there was dis-
crimination with respect to race or other criteria in our society, we
do -not want to freeze that discrimination in place just because
. changing it would be inconvenient to someone.
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I think this Medicaid discpunt program will put us through a
period of great flux and instability for many buyers of pharmaceu-
tical products. But I think having the Medicaid programs exercise
their market power and begin to say, ‘“we deserve the same level of
discount if we meet the same criteria as another Government
Agency or the same criteria as another organization that buys on
volume” would be appropriated. Medicaid programs would be
remiss if ‘they did not exercise that power and begin to ask for
those prices. . .

There will be some sifting out. I do have one concern about S.
3029 that I would like to raise at this time in just a brief way that
relates to that. That is, I do not feel that it is in the best interest to
index the best price over time, but rather to index the average
manufacturer’s price at a certain point in time and then require
that the price that be given to the Medicaid program be the lower
of the best price or that indexed manufacturer’s price minus 10
percent or the current manufacturer’s price minus 10 percent. This
approach uses a lower of criteria as we have used with pharma-
cist’s fees and other programs in the Government. .

I do not think this type of expenditure control attempt is incon-
sistent with other actions that Congress has taken. in their efforts
to control physician’s expenditures under Medicare or hospital ex-
penditures under Medicare. I think this is quite consistent with
other public policy with respect to health care costs and expendi-
ture control. v
" Senator RiEGLE. Our next panel consists of representatives of the

pharmaceutical industry, including officials from several compa-

nies that have developed legislative proposals for giving discounts
to the Medicaid program. Unfortunately, we do not have the time
to hear the details of each company’s propesal, but their represent-
atives will answer questions about their individual plans.

As you are taking your seats let me just introduce this panel of
witnesses. We have Mr. Gerald Mossinghoff, who is President of
the Pharmaceutical Manufacturers Association, who will present
on behalf of the industry, the industry view of the Pryor bills and
industry principles regarding cost containment measures. He will
be accompanied by a number of company representatives who have
ideas that they have advanced in one form or another. They in-
clude Mr. John Zabriskie, who is the President of Merck Sharp &
Dohme, based in Raway, New Jersey; Mr. Kenneth Bowler, who is
Vice President for Federal Government Relations for Pfizer, Inc.,
based in New York City; Mr. Robert Ingram. who is the Executive
Vice President of Glaxo Inc., based in Trianglc Park in North Caro-
lina; and then from my home State, Dr. Theodore Cooper, who is
the Chairman of the Board and Chief Executive Officer of the
Upjohn Company, based in Kalamazoo, Michigan. -

I am going to very shortly call on you, Mr. Mossinghoff, to give
the statement on behalf of the industry association. When you have
finished making that suimmary comment I am going to pose one
question to Dr. Cooper that I particularly want him to address.
And then before long I am going to have to leave for another re-
quirement that I must meet and Senator Pryor will take over and
chair the session for the remainder of the morning and early part
of the afternoon here. '
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With that undegstanding I am going to make your full statement -
a part of the record and I would like to hear your summary com-
ments now. Then I am going to go to my question for Dr. Cooper
and then we will open it up for questions of the various ideas that I
know different companies have here. So we would be pleased to
hear from you now. ‘

STATEMENT OF GERALD J. MOSSINGHOFF, PRESIDENT, PHARMA-
CEUTICAL MANUFACTURERS ASSOCIATION, WASHINGTON, DC,
ACCOMPANIED BY JOHN- L. ZABRISKIE, PRESIDENT, MERCK
SHARP & DOHME, M. KENNETH BOWLER, VICE PRESIDENT,
FEDERAL GOVERNMENT RELATIONS, PFIZER INC., ROBERT A.
INGRAM, EXECUTIVE VICE PRESIDENT, GLAXO, INC., AND DR.
THEODORE COOPXR, CHAIRMAN QF THE BOARD AND CHIEF
EXECUTIVE OFFICER, THE UPJOHN CO.

Mr. MossiNGHOFF. Thank you, Mr. Chairman. Mr. Chairman, I
would like to make one major point regarding the industry as a
whole and then give the industry’s views as they have been devel-
oped in just the last few days on Senator Pryor’s second bill, Pryor °
2, and then summarize each of the companies as the staff of the
Committee asked me to do—each of the company’s proposals in
their terms.. ’ )

The first point is, although the overall cost of medical care in the
United States has represented an ever-increasing share of gross na-
tional product, prescription drugs have claimed less than 1 percent
of GNP for the past 25 years. The percentage was 0.84 percent in
1965 and 0.86 percent in 1988, the last year for which HCFA data
are available. While claiming a small and remarkably constant
- percentage of U.S. GNP, America’s U.S. research-based pharmaceu-
tical industry has established itself as a world leader in high tech-
nolggy, one that has consistently enjoyed a positive balance of
trade.

Turning now to the bill, S. 3029, I would like to make several
points on that bill based on our initial reading of it. First, state-
ments made regarding the bill could lead to an interpretation tliat
a drug would be automatically available under the bill to patients
in the Medicaid program if the manufacturer provided a rebate or
discount. A reading of the bill, however, indicates that this is not
the case. Even if the manufacturer provided a rebate, States could-
still subject any drug to a prior-approval system.

In an attempt to simplify the current unsatisfactory prior ap-
proval systems, quite noteworthy, the bills would provide for an im-
mediate telephonic response to a request by a doctor for prior ap-
proval. The bills do not, however, provide any criteria for prior ap-
proval or disapproval or provide any appeal procedure if the doctor
is overruled by the bureaucrat on tke other end of the line.

By permitting prior approval for some drugs and not other drugs,
"a State could very well-establish a de facto restrictive formulary
- under this bill, even though all manufacturers would be required
to provide a rebate. All of this is in sharp contrast to what is hap-
pening in the 'States now in negotiations for discounts and rebates
in the Medicaid program. States are providing automatic access to
new innovative drugs in return for -discounts and rebates. ‘
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Mr. Chairman, I was delighted to hear some of thé comments
this morning—particularly by the two distinguished members of
the House of Representatives. PMA would be glad to work with -
you, with Senator Pryor and with the Subcommittee to make sure
the bill does provide automadtic access {2 drugs. It is an easy change
to be made in the bills to provide ‘automatic access without this

. cumbersome prior-approval ‘system that Senator Bradley men-
tioned, and we would be pleased to work with you in that regard.
Second, S. 3029 is inherently unfair, I would submit again with .
all respect. Its economic impact would vary widely from comnany
to company. The bill, for example, would index a best price given
to the Department of Veterans Affairs in order -to calculate a
rebate in the Medicaid program. Many of our companies are re-
ported as having given deep discounts to the DVA, a practice that _
for some goes back to World War II. Those companies would be hit
hardest under the bill. - :
" Penalizing a company for having a practice of giving a deep dis-
count to the Veterans Administration—a practice which I would
submit is not reprehensible—is not sound public policy.

Third, the idea of price controls is inimical to this country’s free
market economy. Price controls are totally unreasonable in the ab-
sence of controls over a manufacturer’s cost of doing business, in-

cluding wages, energy, transportation, et cetera. A quintessentjal—

feature of world-wide developments is that free-market.forces serve
soc;ety far better than centrally planned and administered con-
trols. -

There was a provision—I was going to comment on it—that ap-
pears almost punitive in its nature—and I did receive and am very
g:;ateful for a letter from Senator Pryor dated yesterday—we have

nator Pryor at least working on Sunday, I know that, on this
measure. | do appreciate your letter, Senator, and I will not make
that statement in my prepared remarks.

But I would say that the thrust of the bill in the multi-source
arena is discriminatory. Companies doing exactly the same thing—
that ‘is, making and selling a multi-source drug—are treated very
differently depending on whether they are an originator or a
copier, with the originator being disadvantaged. The originator
must give a best price discount; the copier merely only ‘gives a 10
percent discount, and yet each company is doing exactly the same
thing—manufacturing and selling a multi- source drug.

Finally, there is no justification for the provisions to take money
in the form of rebates from manufacturers in order to pay a por-
tion to major chain stores, supermarkets and large mail order
houses among others. That may be good politics, but it is not sound
policy and does nothing for the Medicaid program.

Mr. Chairman, even though the orange light is on, maybe I
should very quickly summarize the company proposals.

Senator RieGLE. Please do.

Mr. MossiNGHOFF. First, the Merck proposal. Under the Merck
plan, called the Equal Access to Medicines and Best Price Dis-
counts Act, manufacturers would be required to grant best price-
based rebates on all of their single-source form prescription drugs
to every State’s Medicaid program as a condition for reimburse-
ment. )
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Such rebates would equal the difference between the manufac-
turer’s price to wholesalers and its “best price” offered to any U.S.
purchaser. The minimum discount under the Merck plan would be

" 10 percent. The Merck plan would assure Medicaid patients access
to a full range of pharmaceutical therapies by prohibiting States

—from using formularies, prior-authorization requirements or any
other restrictions in the single-source piescription-drugs-of those -
manufacturers that provide rebates.

The Merck proposal further calls for a ceiling on discounts that
would be phased out over a 5-year period. Specifically, the ceiling
would be 15 percent in the first 2 years, 20 percent in the third and
fourth years, and 25 percent in the fifth year. There would be no
ceiling in the sixth and subsequent years.

Merck voluntarily announced the plan to the States in April.
Since then 32 States have adopted it, and 10 more have declared
their intention to embrace it. These 42 States account for over 90

- percent of all Medicaid drug expenditures in the nation.

The Glaxo proposal is designed to provide Medicaid with the
same level of discounts achieved in the managed-care market.
Glaxo has offered Medicaid agencies the best discount it gives to

those managed health care organizations that, like Medicaid, reim-
burse for prescription drugs dispensed by pharmacies to partici-
pants. Under the Glaxo proposal, each State Medicaid agency
would receive a discount from the manufacturer based on the
number of units of a specific drug dispensed by pharmacies to Med-
icaid beneficiaries. ‘

In return, the States would be prohibited from restricting access
of Medicaid beneficiaries to the manufacturer’s products.

The Pfizer proposal has five key elements. First, the manufactur-
er would be required to make quarterly Medicaid discount pay-
ments to Medicaid programs in arnounts that assure that the pro-
grams receive the best market price available in the United States.

‘Effective this October, States that reimburse prescription drugs
would be required to reimburse all single-source drugs with no re-
quirement for prior authorization. The Federal Government would
not be permitted to establish a Medicaid formulary. All sectors of

~ the marketplace for prescription drugs should contribute to Medic-
aid savings.
. The possible options for multi-source drugs include codifying the.
current HCFA regulations, use of the same best price formula as
proposed for sole-source drugs, or competitive bidding.

Finally, in any State that provides open access manufacturers
would make payments equal to one-thifd of the Medicaid discount
payment for the periods from enactment to next October, and two-
thirds of the Medicaid discount payment for the period October 1,
1991 to October 1, 1992.

The. Upjohn proposal is for a formula offering 75 cents claims
processing and 3 percent of the total prescription cost to provide a
weighted prescription rebate. Total prescription price provides a
simple and convenient anchor on which to calculate future rebates
and includes increases in pharmacist reimbursement. ’

Advantages of the weighted prescription formula, according to
Upjohn, are (1) on average the rebate prescription would range
from less than $1 to $2.48 per supplier, with the major research
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pharmaceutical .manufacturers contnbutmg the larger rebates; (2)
administrative simplicity; (8) rebate calculations are possible from
existing data, specifically the MMIS data; and (4) total rebate sav-
ings wouyld exceed $300 million, assuming 220-250 million Medicaid
* prescriptions and an average of $1.30-1.40 per prescription.

Several other PMA companies have endorsed one or more of
these proposals. Perhaps more important, more than a dozen PMA
companies are now reported to be negotiating discounts and re-
bates with Medicaid officials; these companies represent slightly
more than one-half of the Medicaid single-source drug market. As I
have already indicated, 42 States are involved in these negotia-
tions.

Thank you very much, Mr. Chairman, for this opportumty

[’I:ihe ]prepared statement of Mr. Mossinghoff appears in the ap-
pendix

Senator RIEGLE. Very good. Let me now pose a question to Dr
Cooper, as I indicated earlier that I would.

Dr. Cooper, again, we are pleased to have you here. We are very
proud that the ed)ohu Company is based in Michigan. You have
had a distinguished record over many years. That is widely known .
of course. You have come’ forward with a proposal of your own now
as a company. I think that type of response and contribution of
thinking and initiative by the companies is an important part of
what is now this debate on Medicaid drug relmbursement propos-
als. So we are pleased to see that initiative.
~ Now I understand that Upjohn has a proposal which is different
from the best price approach that has been presented to the Com-
mittee. ] am wondering if you could please explain the Upjohn pro-
posal and its advantages. And at the same time, would you give us
your perspective on a best price approach as a mechanism for cost
containment.

Dr. Coorer. Thank you, Senator. I will be glad to answer those
questions. The Upjohn proposal was conceived as trying to reach
the objectives of returning money to the Medicaid program in a
way that would be as administratively simple as possible because
none of the discussion this morning thus far has commented on the
complexities of managing and administering any of the other pro-
posals, either in legislation, OMB or from the other companies.

These: estimates of the cost of administering the program have
been substantial in themselves. In a previous incarnation I had the
privilege of trying to implement what was known as the MAC pro-
. gram in the mid-70s. The administrative difficulties greatly out-
stripped any of our estimates at that time. So administrative sim--
plicity was one of the great objectives that we had to do.

The second is, we wanted a mechamsm that would not dxsrupt
current business practices, at least in my view what I would con-
strue as best price changes various times during the year in vari-
ous mechanisms to various customers. In answer to the question
that you asked Mr. Schondelmeyer, it certainly would have a best
price program in the manner that has been discussed by any of the
proposals, would have an impact on how we would do business with
a variety of customers.

There are data available. It could be paid every quarter on a reli-
aple basis and could be weighted in such a way that if the 3 per-
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cent is not adequate, if that is the non-starter, that is a matter of
negotiation. The exact amounts, including an: equivalent up to the
Merck 10 percent could easily be achieved.”What it amounts to is
paying an administrative fee of 75 cents for each prescription. That
is the data that we have received that seems to be the cost to Med-
icaid of administering that part of their program, giving that as

“one part of the program, and the other is a weighted program on
the amount of sales that any company makes over the time period,
by quarter or by year. -

In that way every supplier participates. The low cost prescription
participates less, the higher cost more. If prices increase the tax in-
creases essentially, but that could additionally be governed by a es-
calator Governor. So there are important differences in the way we
would approach the negotiations with the States or w1th the Feder-
al Government as a wholé, as opposed to trying to set up an elabo-
rate mechanism to rationalize what constitutes best price in any

- economic cycle. = .

Senator RIEGLE. Let me ask you this, Dr. Cooper, over the years
we have had insurance—the insurance companies in the United
States—regulated at the State level. It is one of the anomalies in
our financial regulation system, They are not subject to a broad na-
tional regulation, so they deal with each of the 50 States and you
have a pafttern of that difference that has arisen over the years.

Interestingly just this last week the insurance industry—I was
not present at those hearings—appeared before the Senate Com-
merce Comrmttee and suggested that perhaps the time had come to
" go to some manner of at least partial Federal standards and regu--

lation and oversight so there could be a uniformity, and we would

not .have a situation where 50 different fields were operating at

once. They testified that the time may have come, for a variety of

reasons, at least in the minds of some, that it is time to have some -

lg;nd fof a Federal structure in place that would work-to everybody’s
nefit

I am wondering, what you think about this question of individual
States working something out, versus having a Federal approach
that in a sense is a 50 State answer. I would like'you to just reflect
aloud on that for a minute.

Dr. Coorzr. I would think that the ability with our program to
respond to a Federally-mandated, country-wide program would be
quite easy. I do think that we have been negotiating with a couple
of dozen States already. We have come to terms on foyr, several
are pending. So we could do it on an either or basis because the
kind of negotiation is rather simple. One does not have to get into
trying to validate pricing and the likes.

Senator RIEGLE. But is there any inherent argument that says
that this should be done State-by-State, and all these different
venues and so forth? If we have something that needs to be dealt

“with in an appropriate fashion, why not do it in terms of a national
answer and in a sense*— .

Dr. Coorer. Well in this situation I would favor a national
answer. There is a philosophical difference on all kinds of activities
between States prerogative and Federal.

Senator RiecLE. I understand. Right.
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Dr. CooPer. And just as in the insurance industry, if you can
pick and choose what activities you would like to facilitate, equity
across the country, a Federal answer is appropriate. In this case 1
think it is. N :

Senator RIEGLE. Very good.

Senator Pryor, may I invite you to come over and take the chair
at this point. I must leave at this time and you gracious agreed to
chair the rest of this hearing today. Let me invite you to take the
chair at this time. . -

Let me also say that you are next up for the questlonq So it is
appropriate that you get the chair.

nator PrYor. Thank you, Mr. Chairman.

Mr. Mossinghoff, did you comaplete your statement? Dr. Cooper,
d.d you finish answering your question by Senator Riegle?

Dr. Cooper. I believe I answered Mr. Riegle’s questions. I have a
staterélent whlch as with the others, we would submit for the
recor

Senator PRYOR. Thank you. All of the statements of the witnesses
with this panel, as with other panels, will be placed as an appropri-
_ ate part in the record,

Senator PrYor. You know, this hearmg really is about a very,
very simple issue. If I could, I would like *2 have a chart placed
here, and here is'what the issue is about. It is about drug price
comparisons. ~

We see, for example, Pfizer’s price for its antiarthritic drug Fel-
dene. Medicaid pays $1.68, VA and HMOs pay 87 cents, a differ-
ence of 93 percent. For Glaxo’s product Zantac, Medicaid pays $1.18
per capsule, the Federal Government 79 cents per capsule. For Sel-
dene, Medicaid pays 61 cents, the Federal Government 40 cents.

That is what this heanng is about; to see if there is not some
way to recognize that Medicaid is a very, very large user of pre-
scription drugs. Also, that these prescription drugs go to the poor-
est of the poor, our Medicaid programs are financially strapped.
Our Federal involvement with the'Medicaid programs is at issue
probably as we speak at Andrews Air Force Base. All we are at-
tempting to do is to see if there is not some rational way that we
can basically sort of level the playing field with those prices.

As I have stated earlier, I have introduced two bills. Both have
- been discussed at some.length here today. I am not certain that
either of those approaches is going to be what we finally act on. I
have no pride of authorship. I am looking for suggestions. I think
that we have gotten a few suggestions this morning. We are rea-
sonable to any offer, but something has got to be done.” . .

Mr. Mossinghoff, you talk about the free market economy. Well,
what the free market economy has brought to us is that chart, the
highest priced drugs anywhere today are paid for by those least

able to afford them. That is what the free market economy you

" speak of has brought us. We cannot -stand it. Ifr does not make

sense. It is unjustified.

It has brought us also a 152 percent increase in ten years m the
cost of prescnptxon , versus the 58 percent increase in the
general price inflation. we have to do something. That is what
we are attempting to do with these two pieces of legislation.
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Let me ask a questlon, Mr. Mossinghoff. What has the Pharma-
“ceutical Manufacturer’s Association done to' cooperate with the
Medxgald programs 1n the States to achieve the lowest possible
price?

Mr. Mossmcnopp Mr. Chairman, as I have testified at some
great length before your Committee on Aging, PMA. as an associa--
tion does not get .involved in whether companies bid or not bid.
Indeed, we cannot get involved in that. We do not get involved in
pricing policy. We are an association of very tough competitors.
Under antitrust guidelines which our counsef' enforces on us con-
_tinually, we do not get involved in that. .

Senator. PrYor. By that, do you mean, not the assoclatxon, but
major PMA companies?

Mr. MossINGHOFF, I have outlined in my statement that States in
which more than 90 pertent of the Medicaid beneficiaries live, are
now in play with more than a dozen PMA companies. They have
decided on their own. And as I said in the public hearing—I do not
know if it was in this room, but in a room'much like this up here
when we were in a state of concern about the OMB therapeutic
substitution proposal—you deserve credit, I think, for that move-
ment.

The key element to the movement is access for discounts or re-
bates. So all of the patient groups that we worked with on'opposing
particularly. the OMB proposal, -but. also S. 2605, that is the over-
arching goal of those groups. That is, that Medicaid folks have
ﬁccess to the best medication available if the doctor wants them to

ave it.

- As 1 say, the key element of the State negotiations that PMA
companies are involved in now is that it is 'a quid pro quo. In
return for a discount or rebate—not a Veterans Affairs discount, 1
do not imagine, but a fair discount—they are having automatic
access to new medications. We would like to work with you and the
Chairman of this Committee to see if we cannot reshape the bill
somewhat to provide that.

That is a reasonable goal and it is one that hundreds of patlent
groups and legislators agree with. ,
Senator PrRYOR. Mr. Mossinghoff, if the Veterans Administration
- can purchase these drugs for these prices, why cannot the Medicaid . --
programs purchase at the saine price? f

Mr. MossINGHOFF. Let me explain—and I do not mean to be tech- o

nical—that Medicaid does not purchase anything. Medicaid is not
the largest purchaser of drugs. Medicaid is a reimburser for hun-
dreds of millions of small purchases, at average, $15 per prescrip-
tion. I think in a socioeconomic concept, Medicaid looks more like, -
for the prescription drug area, the food stamp program than it does
the VA program. They do not purchase it; they do not take it to a
- loading dock. They use the existing means of distribution, as the
- food stamp program does, and they simply provide a way for the
deserving people, people'that need the medication, to get the medi-
cation.

Many of the VA discounts I am told go back to World War 11
when Johnny came marching home. One of our companies told

me—one of the best CEOs in the business, I would submit; and I
am not going to name him at this hearing because that is not a

- : ¢
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good thing for a President of a trade association to do—that he did
not know what they were doing in the VA program so he went
back and asked what they were doing. The answer was that they

re, giving very, very deep discounts. N\
\;@Nquestron is: Why are you doing that? One, it started in 1943;
o, it is such a small percent of their business that it did not
show up on the balance sheet.

Senator PrYor. The Merck proposal and the:Pfizer proposal both
indicate that they are willing to sell at the lowest price. Does this

indicate a trend that the industry is now willing to sell to Medicaid

at the VA price, which is the lowest price?

Mr. MossINGHOFF. Well certainly I must make very clear that
the Board of PMA has not taken a position on any of the proposals.
Two of them do talk about the best price, but they also include a

phase-in period. And one specifically includes a cap on the dis-
. count It is, I believe, 15 percent for 1990-91; 20 percent for 1992-
93—so that there can be some—the adjustments that Mr. Schondel-
meyer was talking about, there can be some adjustments in price
and practices so they both include that.

They also do not include making the price that is locked in histo-
ry forever. If you as the CEO of a company had a very, very low
price that was established based on policies in-World War II and it
was perfectly legal—and as I point out in my statement, not only
legal, but certainly not reprehensible to give VA a dlscount from
World War II on—and you. sudﬂenly found public policy saying,

that is right and you are stuck with it forever, I would submit you

would find an inherent unfairness in that.

Senator Pryor. Mr. Mossinghoff, you mentioned OMB a few mo-
ments ago. Do you feel that OMB or CBO would actually cost out
the savings merely based on the promises of the drug industry? -

Mr. MossINGHOFF. I believe they should. I will not predict what
they will do, but I believe they should definitely do that. I would
say that they scored your bill, S. 2605. That does not have manda-
tory bidding; that has a system of guessing what the companies are
going to do and what the prices would be after there were a bid-
ding process.

I would submit that if you could prove everythmg you would not
need actuaries. That is what actuaries are for; they are supposed to
be based on common sense and a lot of data. They are supposed to
be able to tell you what most probably will happen.

The Medicaid market, I think Mr. Schondelmeyer said, was 13
percent. That is consistent with our numbers. We are somewhere

between 10 and 15 percent of any company in the Medicaid

market. That is such a small part of the market that if the compa-
nies are given a market-driven best price, they are not apt to be
able to change that market-driven best price which covers 90 per-
cent of the market in order somehow to gain the 10 percent.

In other words,. the dog is the HMOs, the hospitals, the other

people that are out in the marketplace; while the tail is the Medic-
a1d program. I do not think that an actuary would have to go very
far to say the tail is not going to wag the dog.

Senator PrYor. Has the PMA suggested legislation alohg the
lines of an effort to bring Medicaid prices down?
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Mr. MossINGHOFF. The PMA, as such, has not. At our last Execu-
tive Committee meeting, the Executive Committee noted what was
happening among the dozen or so companies. They noted with ap-
proval that what was happening was providing automatic access to
drugs in return for discounts and rebates. ~

I do not know if my general counsel will let me do this, but I
think it is a safe thing to say that 12 or 13 companies are reported
to be active in the field. I suspect there may be more that are not
reporting it, and that the numbers will grow throughout the indus-
try. oo ‘ . , ,

Senator Pryor. Well I do not know whether your lawyer will let
you answer this question either. But let me ask, and if it is some
sort of a disclosure you would not like to make, I would understand
that. How many companies belong to the Pharmaceutical Manufac-
turers Association? ,

Mr. MossINGHOFF. Really there are over 100 separate corporate
entities. Counting subsidiaries, it really comes down to about 60.

Senator PrRYOR. So you have now 5, 6, or 7 companies out of the
60 recognizing that prices in the Medicaid program have been too
high and basically saying we are going to make that better. No

"how long will it take the other companies to come along?

Mr. MossINGHOFF. Well, it is really now about a dozen compa-

nies, and they are the biggest companies. They are the ones that

are represented on our Board—a Board of about 30 people. So 1
think it is probably—in terms of the major pharmaceutical

“houses—about a dozen out of 30.

Senator Pryor. Did this dozen companies begin this negotiytion

or suddenly wake up and see these prices were too high as a résult

~going to do anyway?

“man.

4
-
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of S. 2605 and companion bills or was this something they

Mr. MossINGHOFF. I do not know the answer to that, M

Senator PryoRr. I think I know the answer. .

Mr. MossiNGHOFF. I do know that your bill basically came out of
the hearing last July. So I do not have any reason to say that it
would have been done without that political pressure.

Senator PrYoRr. You know we had-Senator Hatch, our friend and
colleague earlier this morning and he had come from the Souter
hearing. I watched Judge Souter the other night. I got hooked. I
am not on the Judiciary Committee. But I got hooked on watching
him do combat with the members of the Committee. I think he did
a Very splendid job. ,

'One thing he did say about Federal involvement I thought was
very succinct. He said that Federal involvement generally only
comes—and this has been true for 200 years—when the States or
the local governments, or local people, or what have you, do not do
something. We do it as a court of last resort.

That is why we are having to do this. This is the court of last
resort because there is a feeling that the drug manufacturers are
frankly not going to negotiate the best price for the- program.
There is also a feeling that the drug manufacturers jn the past, if
past is prologue—we have seen in the past, and it may be in the
future—they are going to take advantage. They are going to take
advantage of the poorest of the poor in our country, of States
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strapped for resources and not having the leverage, not having the
leverage to negotxate with the pharmaceutical manufacturers.

I think that is one of the reasons, another reason that we are
here today. I would hate to call it distrust. I guess I would say non-
belief that the manufacturers are Lgomg to come.forward.

Now you have characterized—I
bit confused here. Back some months ago the OMB, looking for cost
. savings, there was a proposal by OMB—and once again it is the

subject of the budget negotiations at Andrews Air Force Base—
OMB came out with a proposal to save some $1.5 billion over 5
years for the Medicaid programs. The OMB did allow the pharma-
cist to substitute one kind of drug for another without getting the
doctor’s permission. That is what OMB did.

You have characterized, and your organization has characterized,
and put out to many, many health organizations throughout Amer-
ica t}galtl; my original legislation, S. 2605 was a therapeutic substitu-
tion bi

Mr. Mossinghoff, I can tell you that at every stage of the pre-
scription process we made certain that the doctor was in total con-
trol of what that patient was ultimately going to receive. The
doctor only had to do a simple thing, that this is medically neces-
sary. So my S. 2605 is a long ‘way from anythmg called a ‘“‘thera-
peutic substitution philosophy.”

Mr. MossINGHOFF. Senator, I agree with that. We are a fairly
large organization, but I can tell you that as soon as S. 2605 was
introduced I went personally to great pains and my senior staff
went to great pains to draw a sharp distinction between that and
some earlier ideas that had been published in the trade press of
what you had in mind.

I made it a point in my appearance with some of your key staff
people before the American M ical Association’s Legislative Coun-
cil in Chicago to make su at this was not.therapeutic substitu-
tion, that you did not have thergpeutic substitution. We oppose the
call-back system as I have said in our statement. We oppose the
three-day supply as I have said in our statement.

There was a lot about S. 2605 that we did not like. But we—my
senior staff and I—did not characterize that as therapeutic substi-
tution. It is a restricted list, to be sure. Once you had-a list of pre-
ferred drugs—based on some national P&T Committee—we charac-
terized that, and I think I would submit accurately, as a restricted
"list in Medicaid. But we did not characterize it as therapeutic sub-
stitution. I drew that distinction as soon as it was introduced.

Senator Pryor. Well, Mr. Mossinghoff, someone has been charac-

terizing this as a therapeutic substitution bill. I have recently, for

example, received a letter from Alzheimer Accociation, sent to the
pharmaceutical- manufacturers, and in that letter the Alzheimer
Association asked that PMA set the record straight about the posi-
tion of the association relative to S. 2605.

We have a PMA developed list here of organizations that you
claim oppose my bill that have in reality never taken a position on
it. This includes the American Medical Association, the American

hink you have something a little

Y

Diabetes Association, the Epilepsy Foundation, AHSP, ASCP, and -

others.
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I wonder if you are willing to set the record straight as to who is
endorsing this bill and who is opposing it.

Mr. MossiNGHOFF. Mr. Chairman, we put out three volumes—the
three volumes that Senator Hatch had with him at this hearing—
of organizations that spoke out in opposition either to restricted
lists or to therapeutic substitution. That was the title of -the cover
sheet—‘Leading Organizations Speak Out in Opposition to Re-
stricted Drug List/Therapeutic Substitution.” Maybe the title does
not read “and/or” as the people in our Communications Branch

wanted it to be.
Let the letters speak for .themselvés.” When I write a letter for

_—__PMA, I do not-want people necessarily characterizing what I say. I

want them to give you the letter. If they want you to know what I

am saying, I want them to give you the letter. That is what we did. -

We sent it to the Senate Finance Committee and to the Energy and
Commerce Committee. Those letters are simply named with this
cover sheet on the front of them.

We did not say they are all against your bill or all agamst the
OMB proposal. Clearly the Alzheimer Foundation, I think, ends
with a statement saying, “We therefore reject the OMB proposal ”?

So we included them in this list.
Since then I have asked our General Counsel s office to review

~ all of them and group them, whether they were against therapeutic

substitution or against restrictive lists. In my submissions "to the
Committee, that is what we attempted to do. But I would urge that
the letters themselves speak for themselves and that is the way it
should be.

Senator PrYoRr. I am not saymg that you have misrepresented,

but I am saying that you have used the names of some very fine
organizations where you say have come out in opposition to this
bill. If they oppose it, that is fine. But if they do not oppose it, I
think you have taken a liberty that you should not have done.
- Mr. MossINGHOFF. Well I hope not, Mr. Chairman. I hope that
you do not think that. Because clearly in the case of the AMA, we
were very interested in what they did because of their obvious in-
terest and their obvious persuasiveness in this issue. I know they
did not oppose S. 2605. I was there in Chicago when they did not
support it. They had some problems with it. They did say that if
any parts of that bill immediately got into the budget reconcilia-
tion they would oppose it; and they did oppose the OMB naked
therapeutic substitution proposal.

Senator Pryor. And I understand OMB now has taken out that
part of their proposal. Maybe'l am misrepresenting. I thought that.
Maybe I am wrong.

Mr. MossINGHOFF. I do not know the answer to that. The last
time we talked to a key staff person in Senate Finance the answer
was that they recognize that there is enough vigorous opposition
that it is not going anywhere. But still the only formal piece of
paper, I believe, on the table at Andrews Air Force Base, is the

June 20, 1990 OMB submission whlch is naked therapeutlc substl-

- tution.
Senator PryorR. Mr. Mossinghoff, let me yield to Senator Breaux

'if I might at this point, and then to Senator Chafee.
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Senator BrReaux. I just have a couf)le'of questions, Mr. Chair-
man. Thank you véry much; and-gentlemen on the panel, thank
you for your appearance too.

I represent one of the poorest States in the counbp’y probably -

ment probably pays over 70 percent of the Medicaid payments in-
Louisiana. When I lo i

with the highest unemployment, Medicare—the Federal Govern-
those types of problﬁn Louisiana and have to report back that

"~ the Federal Government is paying 87 cents for Feldene and my

State is helping to pay $1.68 for the same product, I cannot tell
them it is bacause “Johnny came marching home' is something
you wanted to take care of.

‘I 'mean there_is-no rationale for doing something good for the
veterans and yet the poorest of the poor are being gouged. If that is
a fair price for the veterans why isn’t it a fair price for the poorest
of the poor and some of the poorer States in the nation. You men-
tioned that Medicaid is not a centralized system. But that cannot
account for 93 percent additional costs merely because of delivery

- problems. .

I mean in plain and simple terms, what do I tell pebple baek -
home?. :

Mr. MosSINGHOFF. I think that's—— -

Senator BREaux. That is what I will tell them I guess.

Mr. MossINGHOFF. From our point of view I answered a question
like this almost identically phrased by Senator Pryor last July, I
gave what I thought was an eloquent answer, but it obviously has
not persuaded anybody—that is, that there is a free market out
there. I think what the Federal Government pays actually is based
on a historical anomaly. - - :

The fact is that in overall prescription drug pricing we are in-
credibly or remarkably when we did the analysis a constant share

of gross national product. It turns out that based on'the 1967 con-

sumer price index—this is general, this is not just Medicaid—we

are now virtually identical. There is a median, slight cross over.
But the drugs are virtually the same cost now as they were in

1967. In 1965 drugs generally were at 0.84 percent of GNP. We are .

now at 0.86 percent of GNP.

So if all the elements of the medical program—the medical deliv-
ery program in the United States—were as constant as a percent-
age of GNP, you would not see this chart that goes through in the
year 2000 that medical care goes through 15 percent. Every policy
maker in this town and all over the country knows that.

If the other elements of the medical system were as cost effective
and as constant as a percentage of GNP you would not have that:
ghalrétsgoing through 15 percent. It would be down to where it was
in . X

Now that is not a good answer to someone standing in——

Senator BReaux. It really is not. I appreciate what you are

. saying, but you are talking about the cost as a percentage of gross
» national product. My point is, whatever the costs are, why do we
have thedifferentials between government purchases and-the Med-

icaid program. That is what I do not-understand. Whether the costs
have all gone down or remain.the same ox are increased dramati-
cally on the products, it does not justify why there is such a huge

at that and look at a State that is having .
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differential between volume buyers by tle Federal Government
and volume buyers under the Medicaid program.

‘Mr. MossINGHOFF. Well it is a dxfferent volume, obvmusly As I
indicated this CEO who must remain nameless tells me that he
had not focused on this. runs a very tight company. He had not
- focused on this until tA®*issue came up and asked what are we
doiiig. And the answer is, we are giving very deep discounts. I be-
- lieve it was 55 percent to the Veterans Administration. The ques-
tion was: Why are we doing that? And the answer was: It is less
than 1 percent of our sales. They were willing certainly to continue
that very low price—that very deep discount to VA—they had es-
tablished basically in 1943.

So there is; I think, a rationality to this, particularly when you
. consider the VA as one of the elements in the equation.

Senator BREAUX. What about when you add the HMOs, doesn’t

that increase the percentage?

Mr. MossINGHOFF. Oh, I think for most of our compeanies it very
definitely would raise the percentage. But 1 do not know. Again,
we, s PMA, stay very far away from pricing and pricing policy as
we must. But that is, I think, orobably the deepest discount you
-will find, certainly on average or to the VA. They are deep old

prices, and they are out of line with HMOs. They are out of line
- with hospitals, and they are out of line with sales to warehouses.

Senator BReaux. Do.you have a recommendation as head of the
association for what Congress might do in order to bring back some
 balance in this or are you just going to let the various companies
present their recommendations?

Mr. MossINGHOFF. At this point, Senator, all of the companies
are watching this. The companies here all have specific proposals.
They all differ each from the other, and they are available to
answer your questions on that. There will be Board consideration
very shortly to see what it is that might be done as a PMA organi-
zation..

It is like that famous rule in town, though, that where you stand
depends on where you sit. I do not know. I really cannot guess
whether the PMA is going to have a recommendation or not. But
clearly the key companies in PMA not only have recommendations,
but they are out pursuing them in the marketplace

Senator Bxreaux. All right.

Mr. Chairman, thank you.

Senator PrRYOR. Senator Chafee, we are glad to have you join us
this afternoon. Senator Chafee?

OPENING STATEMENT OF HON. JOHN H. CHAFEE, A U.S. SENATOR
FROM RHODE ISLAND

Senator CHAFEE. Thank you, Mr. Chairman. Just 'a couple points
I would like to make. One, I do support the concept of offering
pharmaceutical products at a reduced price to the State Medicaid - -
program.

Also at the same tlme, Mr. Chairman, I want to stress that in
the pharmaceutical industry, we have an industry that unlike all
the rest, or all too many industries, come to us ‘wanting help in a
whole series of ways and moaning about 1nternat19nal competltlon
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This is one industry tnat, thank goodness, is a net surplus gainer

for the United States of America in its exports. So, therefore, 1.
think we have to be conscious of that. I do not think we want to  °
come charging in like a bull in a china shop because of what prices
are offered to VA or whatever it might be.

We have to realize that they are doing something right in that
industry in international competitiveness and we want to be con-

_ scious of that.

Now I would hke to ask, is it Pfizer—I guess it is Pfizer with the
Feldene. What percentage does the VA represent of your market?

Mr. BowLER. Senator Chafee, I am Ken Bowler with the Pfizer.

Senator CHAFEE. Maybe you have touched on this. Have you
touched on this?

Senator Pryor. No. That is a good question.

Mr. BowLER. I think it is approximately 1 percent A small per-
cent—1 percent.

Senator Pryor. That is the Veterans Adm1n1strat10n‘7

Mr. BowLER. Yes.

Senator CHAFEE. Now, as I get the argument of the pharmaceutl-

cal companies that if this Committee should say, whatever you are
offering it, no matter where it is and to what entity, then th.t
lowest price must be matched to the Medicaid. That is a suggestion.
I take it your argument is, or the argument of the industry, or per-
haps it is of Pfizer, is that you have had this long time relation-
ship—Well, what is your argument? Maybe I should not——
[Laughter.]

Go ahead with your argument.

Mr. BowLER. Senator, 1 cannot explain the existing differences.
Let me say Pfizer’s position is—and we have a proposal that we
have drafted to this affect—that we would offer to the Medicaid
programs our best price. Generally, that would be the VA price.

So one answer Senator Breaux would give, Pfizer, the manufac-
turer of Feldene, is proposing that whatever Feldene has sold to
the VA, that would be the price in Louisiana to the Medicaid pro-
gram.

Senator CHAFEE. Well that is very nice. Perhaps Rhode Island
will sign up on that program. [Laughter.]

Now let’s try Glaxo. [Laughter.]
hrlt is kind of like a prayer meeting. Come on up the sorter’s path

ere.

Mr. INGrAM. Senator Chafee, like our colleagues at Pfizer, the -
" VA represents 1 percent of our business. It does receive a signifi-
cant discount, much more significant than that we provide to other
classes. We, in our proposal, which we have voluntarily come to the
table with and have signed a number of States up to that agree- -
ment, would treat the Medicaid programs in the same manner that
we treat other reimbursement type accounts—like individual prac-
tice, associated HMOs, network model HMOs and preferred provid-
er organizations.

I would point out that the discounts in our proposal range up to
20 percent, average 15 percent, and certainly in the opinion of a
number of States who have signed those agreements, represents .
significant cost savings for those States. We think it is the most-
analogous way to treat the Medicaid programs and we certainly
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think that it would be unfair to take a 1 percent segment of the
market and use that as the barometer, if you will, for this segment

~of the market when different companies have different . discount.
proposals for that 1 percent savings market.

Senator CHAFEE. Well, I can see that. I can see the argument
that you historically mlght have had sort of a nearly charitable re-
lationship with an entity, whether it is the VA or it might even be.
a, charitable institution, in which you sold a very modest portion of
your total product sales have been to this entity. And to then say

- that all future sales to the Medicaid program, for example would
have to Le tied to that lowest price, one of the actions I suppose
might be you wouldn’t sell it at the lowest price to that entity any-
more. So we might we shooting ourselves in the foot.

Well, thank you very much, Mr. Chairman.

How would you describe—Am I repeating? I apologlze

Senator PrYor. Go right ahead. :

Senator CHAFEE. I just arrived back in town.

How would you describe the negotiated sales or the sales you
now have to an HMO, for example? What is the term you would
use to say you are willing to sell to Medicaid at that, what, negoti-
ated price that you are using to what? How would you phrase it?

Mr. INGRAM. Senator Chafee, we negotiate contracts with these
reimbursing HMO customers and we have pledged to give to Medic-
aid agencies the best pr1ce that we give to any of those customers
by product.

Senator CHAFEE. The best price would go to all State Medicaids?

Mr. INGrAM. To all State Medicaids, yes.

" Senator CHAFEE. The best price that you have achieved within
that State or nationally?

Mr. INGrAM. Within nationally, within the whole reimbursing
HMO customer segment. I would again say that that segment cur-
rently represents just in the IPA model 20 million Americans.
Within the preferred provider organization market you have some-
where between 80 million subscribers to PPO services. It is a very
competitive segment of the business. In our case it represents in
excess of 30 percent of our business and we would submit, Senator
Chafee, Senator Pryor, that that segment of the busmess is one
that at least Glaxo would be very reluctant to walk away from; and
thus ensure, if you will, ‘those types of discounts for Medicaid pro-
grams.

Senator CHAFEE. Okay, fine. Thank you, Mr. Chairman.

Senator Pryor. Thank you, Senator Chafee. Senator Chafee, this.
has been a fascinating hearing this morning and we dppreciate

—your being here. Do not feel apologetic if you want to cover some
ground that is already covered. Because those areas of question you
had were not covered earlier.

. Mr. Ingram, could we get the same price in this country that you
are selling your drugs to the Europeans for?

Mr. INGRAM. Senator Pryor, I am not familiar with the prices we
sell our products in Europe. I would comment that Senator Hatch,
I think, this morning pointed out some of the rationale for, if you
will, cases where prices are higher here, due to the longer review
process at FDA. -

Senator PrRYOR. Mr. Mossinghoff? :
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Mr. MossINGHOFF. I would respond to that by saying that the Eu-
ropean systems of price controls go all over the lot. They are very"
different.

Senator PryYOR. I know they are very complex.

Mr. MossINGHOFF. In some countries, such as the United King-
dom, they do not control prices at all, but they control levels of
profit under their health-care system and others. France is a ver
regulated system. They have among the lowest prices regulated.
And among other things they limit the number of pharmacists that
can exist by a strict quota. In Sweden they also have price controls.
They have no pharmacists in the private sector. They all work for
" the Government. They all have a socialized pharmacy.

So I would submit that you really cannot look to Europe or any
specific country in Europe and come up w1th anything that would
recommend itself to the United States.

I would also point out that exchange rates have an enormous
amount to do with this. A hypothetical product introduced in 1981
at $2 all over Europe would differ by 300, 400, 500 percent now just
because of exchange rates themselves.

Senator PrRYOR. Senator Breaux? \ _

Senator BREAUX. On the line of questioning that we are talking
about, I like what I am hearing from the companies. This is the
question, and I think Senator Chafee may have referred to it: What
is the possibility of us accepting that type of a proposal and just
having the affect of it minimized by increasing the prices to every
other person that you sell to at the low price? In other words, in-

stead of having the Medicaid price come down, just have all the
other prices come up to the cost that we are charging Medicaid for
the drugs. There would be no guarantee of that. I guess that is my
concern.

Senator Chafee, I think, raised it. Are we just requmng all
volume purchasers to have their prices increased to that $1.68 and
you can say, well that is our best price; everybody is paying $1.68
now. Is there anything within that mix that would address that
particular concern?

Mr. INGRAM. Senator Breaux, I can see where that is an attrac-
tive consideration. I can only speak for Glaxo in that, as I said ear-
lier, 30 percent of our business—in fact, over 30 percent—is ir. that
HMO market; and it is a very competitive market.

Senator BREAUX. Competition within the market would require
you not to just arbitrarily raise your prices because somebody else
could come in and undercut you?

Mr. INGRAM. Right.

Senator BREAUX. Does anybody differ with that?

. Mr. BowLER. Senator, I would offer the same observation. In a
statement before Senator Pryor’s Committee on Aging, a witness
for the Veterans Affairs made some statement that he said, “it was
difficult to identify a trend in cost because variables such as compe-
tition have a dramatic effect.” There are market forces in affect
that produce the discounts to VA and others.

We_see no basis for assuming those market forces are going to go
away. They will continue to operate, continue to produce discounts
to the VA and others, and under the Pfizer proposal those dis-
counts will be passed on to Medicaid.
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Senator Breaux. Thank you, Mr. Chairman.

Senator PrYor. Gentlemen, a moment ago Senator Breaux made
the statement talking about how poor the State of Louisiana was.
If he ‘thinks Louisiana is poor, let me say, he “ain’t seen nothing
yet” until he goes to his northern neighbor Arkansas. Because our
Medicaid program—I do not know about Rhode Island—but our
Medicaid program is about 50 pertent of poverty. That is when you
- get on Medicaid. That is about $216 a month or sométhing like
that. So we are talking about some very poor people.

In our State a Medicaid recipient can only receive six paid for
drugs out of the program. Anything over six different drugs that
poor recipient has to pay for that drug out of their pocket if they
can buy it; and ‘most of the times they cannot.

My questxon is this: Is there a mentality—and think about this,
let’s go back ten years—is there a mentality in the drug manufac-
turing industry? Well the Medicaid program 1s a Government pro-
gram. No matter what we charge the Government is going to pay
the price. Are you thinking of a Medicaid program being & Govern-
ment program in that context and forgetting that Medicaid patient
out. there who many times has to take more than six drugs? Eight,
ten drugs is normal I think now. Are we forgetting that individual
who cannot, who simply cannot, pay for those extra drugs that
they have been prescribed by their physician?

Mr. MossINGHOFF. Mr. Chairman?

Senator PRYOR. Mr. Mossinghoff?

Mr. MossiNGHOFF. [ would answer generally. I canpnot imagine
that there was that thinking that this is a Government program.
When Congress designed the Medicaid program, which is 3n option-
al State program, it chose to go through existing warehoysing, dis-
tribution, pharmacy systems of dispensing. So the that our
companies charge are those that they charge the general system.

Now it turns out that somewhere between 10 and 15 percent of
that happens to be reimbursed through State systems because of
Medicaid. But it is the 85 to'90 percent that I would submit sets
the parameters of the basis. Now not knowing how companies indi-
vidually do it, it just seems to me that they are impiementing the
congressional 'decision that I assume was recommended by the ad-
ministration to be normal: You go to the corner pharmacy or chain

store and buy your prescription and that is the price. That is the-

price that Medicaid pays, and it is the price that anyone else pays.

So I could not imagine *there would be that, but I cannot say spe-
cifically. Because, one, I was not there; and two, I do not get in-
volved in prices. s

Senator Pryor. Well on two occasions today you have mentioned
the fact that the cost of prescription drugs, I believe, has been basi-
cally running about 1 percent of the GNP. To Senator Breaux you
answered that question and in your opening you also made that
general statement. That is correct? ¢

Mr. MossSINGHOFF. Yes, actually 0.86 in 1989.

Senator PrRYOR. If you are a local pharmacist and you are down
. in Baton Rogue or Providence, or wherever, Little Rock, and the
;" poor recipient of Medicaid comes in and they are going to have to

s, pay out of their pocket for the cost of drugs, and that poor pharma-
“¢ist has to face these people almost on a monthly basis to tell them

n
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their drugs have gone up again, I think that it would not be wise
for the pharmacist to try to explain to that citizen that wait a - -
minute, this is just 1 percent of the GNP. ‘

It is kind of like Senator Breaux said, what am I supposed to tell
these people. We do not have a defense for this right now. We do
not have a defense for these price increases in prescription drugs.
We do not have a defense for the variation of the Medicaid versus
the VA and the HMOs and the hospitals. That to a degree, is what
we are about today.

Dr. Zabriskie, your company, Merck, I have praised you in public
and in private for sort of taking the lead being the first to come
out here and say, we are going to start giving our lowest price. I do,
not think your program is going to cost out by OMB or CBO.-

What do you think of—What kind of indexing might you support
or might Merck support—cost indexing?

Mr. ZagsriskikE. On Friday, Senator, I talked about a proposal that
we have been thinking about., The reason that we got to that situa-
tion was because we understood that Government would find it dif-
ficult to score anything without some sort of an index. And think-
ing about it, we thought the Government is trying to ensure a min—"
imum amount of savings. In your bill, for instance, the minimum -
amount of savings is targeted at at least a minimum discount or
rebate of 10 percent.

The argument had been going that if prices increased much
faster than the rate of inflation then that savings could be wiped
out. So thinking about those two things together and the fact that
we needed something that could be scoreable, we thought that a
fair approach would be a 10 percent across-the-board discount, plus
any excess price costs that were generated by price increases great-
er than the rate of inflation. |

So a manufacturer freely in a free market could increase prices
as they saw fit, but in doing so they would guarantee that Medicaid
would save the amount of money that was ongmally mtended

Senator Pryor. Thank you, sir.

Any other commefits along that line? [No response.]} : )

Let me at this time if I might yield to Senator Breaux or to Sena-
tor Chafee.

Senator CHAFEE. Just a quick questlon for the record ‘and per-
haps this is already in the record. Maybe it varies. If it 'does vary
by company substantially then perhaps we could have it from the
industry spokesman. That is: What are the percentage of sales of
your company or the industry to these various entities? In other
words, is it accurate to say that for each of you your sales to the
VA are 1 percent?

Mr. MOSSINGHOFF. Yes.

 Mr. INGRAM. Yes.

Senator CHAFEE. Okay.

Now is it accurate to say that your negotiated sales or cOmpetl-
tive bid sales, which are sales to HMOs, are 40 percent" Is that an
industry ﬁgure"

- Dr. CoopER. Ours is 20 percent. ‘

Senator CHAFEE. Could you speak into the microphone, please"

Dr. Coorkr. This is Upjohn Upjohn’s would be about 20 percent
for the HMOs. |
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Senator CHAFEE. I think Pfizer said——
_____ Mr. INGrAM. No, Glaxo said.
' Senator CHAFEE. Glaxo said it is 40 percent?

Mr. INGraM. No, over 30 percent. It is 36 percent to be exact,

Senator. .

Senator Cuarre. Okay.

Now are there any other big entities that you negotiate with or
that you go shead ir & competitive—of course, in the general
market, I recognize that—but I am talking to some type of entity
that just escapes me at the time that I would not know of. Is there
any other similar group?

Mr. INGRAM. Those would be the two groups.

Senator CHAFEE. That would be it—the HMOs and the VA‘?

Heow about State hospitals? Don’t you get into the same thing as
you get into with the VA if that is a——

Mr. INGrRAM. Yes.

Mr. BowLER. There are other Government entltles—hospltals— )

where there are some discounts.

Mr. INGRAM. Right.

Dr. CooPEir. State mental health hospltals, for example.

Senator CHAFEE. State mental health hospitals.

Dr. Cooper. Clinics and hospitals.

Senator CHAFEE. ' And what percentage would that represent of
your sales or does.that vary widely among the companies?

Mr. INGraM. Ours would be very small. :

Dr. CoopPeR. Very small.

Senator CHAFEE. One percent, less than 1 percent‘?

Dr. CoopeR. One .percent.

Mr. MossINGHOFF. Senator, just for the record, in terms of indus-
try-wide sales to VA, 1 beheve, those sales are between 1.7 and 1.8
. percent of the entire sole-rource market in the United States.

Senator CHAFEE. Now, I understapd that some companies, such as
Merck, it is my understandmg, do not dlscount the HMOs but
‘there are other incentives. Is that correct?

Mr. ZaBriskie. Our policy has been to—We do not negotiate with
HMOs. We have the same price for HMOs as for the regular phar-
 macy. The main discounts that we do give is to the military and to

the VA. We recognize that-Merck was a bit different in that regard
and that is why we fashioned.the phase-in period in our proposal
with maximum. discounts of 15, 20 and 25 percent over § years.
. And also why we put in our proposal a minimum discount of at
least 10 percent.

Senator CHAFEE. Well, 1 understand each of you have offered pro-

posals on this and I think you should be congratulated for that. We
are used to dealing with many, many companies that come for-
ward. I am not talking about this particular area, but all of us are
used to sitting on this or other Committees: where the companies
‘come in and pretty much stonewall us on our efforts to try and
find a solution. So, I want to thank each of you for what you have
offered here, and I look forward to reviewing it.

. Thank you, Mr. Chairman.

Senator PrYor. Thank you, Senator Chafee. e

One quick line of questioning right quick and then we will go to

B

our next panel. Mr. Mos,smghoff you have been very smart It mk '
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in something you have done over the last several months, that is
. put out a series of advertisements in the Washington-Post and-Roll-
Call newspaper, other famous publications.

Mr. MossINGHOFF. The Senator who suggested that would not
readily come to your mind, that was Senator Metzenbaum who sug-
gested we do that.

Senator Pryor. Well you did it. What it does, basically, the
bottom line in all these very expensive advertisemants, in my opin- -

‘ion, is sort of justify your big profits and price increases over the
~tast decade. But that is my opinion and you have yours.

~+/  Now Congressman Stark had a little takeoff on your advertising

_ program. Have you seen Congressman Stark’s little takeoff here"

Mr. MossiNGHOFF. Unfortunately, yes. [Laughter.] >

Senator Pryor. Well it says, “Drug 1ndustry advertising and re-
search budgets running neck and neck.” Is that correct?

Mr. MossINGHOFF. The only data we have on that, and it actually
comes from a hearing that Chairman Waxman held over on the
House side, and with some variation his conclusion was that the

. amount spent on promotion, education, continuing medical educa- .
tion and so on was about the same as research with one higher
than the other in some years and lower than the others in some
years.

It certainly is not the three to one ratio that we have heard. It is

- certainly about one tosone. It is one of the services—and I think
you will find a lot of medical doctors agree with that—that the
“brand-name industry provides over the generic industry. When a
new drug comes on the market, it is potent. While it has great ben-
eficial effects, it also has a lot of potency to it, and there is a lot of
information that flows to doctors, to very busy, hassled doctors.
There is a lot of information flowing from our detail personnel and
the promotional materials.

Senator PRYOR. Mr. Mossinghoff, one of these ads mentions the
amount of money spent in research—research’ and development of
new drugs. In fact, all of them sort of refer to that. It is ineresting
that your association does not also say that the industry gets big
write-offs for research and development, tax breaks. Do you think
that tax breaks are fair? Should they be in¢reased or decreased?

Mr. MossiNGHOFF. Well we certainly are in favor of retention of
the R&D increase, which-I"would. not characterize as a big write-_
off. It is, I believe, a 20 percent tax credit for the addltlve, the .
delta. It is not this year’s research that is the baseglt is the
amount that this year’s research exceeds last year’s research cost. I
believe it is 20 percent for the R&D tax credit. We think that is

very fair. It certainly is a very small percentage of what we spend
‘on research. x

. Senator PrYOR. Senator Breaux?

° Senator BREaUX. No questions.

' Serllr?tor PrYOR. Senator Chafee, any further questions for this
pane | :

Senator CHAFEE. No questions.

Senator Pryor. We want to thank you, Mr. Mossinghoff, and
your-colleagues in the drug industry. I thank you for coming and
we will go to our next pane % ‘Thank you very much.
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__ . Qur.next-panel, ladies and gentlemen, will—by the way, I just- =

started to announce for my colleagues and the audience’s informa--
tion that I was planning to proceed through the noon hour. It is

- now 1:20. I guess we are through the noon hour. So we will keep
going. We have two more panels.

" We have Marsha Simon, Legislative Director, Families USA;
Nancy Dickey, M.D., Member, Board of Trustees, American Medi-
cal Association; and James Cloyd, Doctor of Pharmacy, Associate
Professor, Head of the Department of Pharmacy Practice, Universi-
ty of Minnesota.

We look forward to this panel. We will try to abide by the five-
minute rule. We thank you for your patience. Now, Marsha Simon,
we will appreciate your comments.

STATEMENT OF MARSHA SIMON, LEGISLATIVE DIRECTOR,
FAMILIES USA, WASHINGTON, DC

Ms. SimoN. Thank you for the opportunity to testify on S. 3029.
Families USA supports this bill because it promises to control ex-
cessive inflation in Medicaid drug cost as well as to increase access
to needed prescription drugs for the very poor. This is especially
important for elderly Medicaid beneficiaries who use three and one
half times as many prescription drugs as other Medicaid benefici-
aries. It is essentidl to assure that the Medicaid program is getting
its worth. ‘

Prescription drugs, according to the Federal Funds Information
Service, are projected to cost Medicaid approximately $3 billion
next year. Medicaid prescription drug payments from 1973 through
1985 rose at an annual rate of 11.8 percent with only one-fifth of
this increase accounted for by increased use of drugs. States are
struggling to pay these staggering increases. S

As a result, in many States Medicaid beneficiaries cannot get the
‘medicines they need. because of State-imposed restrictions. In 1986
48 States covered drugs in their Medicaid programs. Of those
States 22 charged co-payments to beneficiaries, 11 States arbitrar-
ily limited the number of prescriptions per month, 19 States ex-
cluded coverage .of entire classes of drugs without physician over-
ride provisions such as prior approval. The situation continues to
deteriorate. '

" For example, Oklahotna this year cut back its program from four
to three drug prescriptions per month. Seuth Carolina is right now
considering dropping from three to one prescription per month.

Senator CHAFEE. Excuse me. When you say a prescription, is that
for a—A prescription is just one drug? ,

Ms. SimoN. That is right. And without regard for whether the
beneficiary needs three prescriptions or six drugs, they are arbi-
érarily limited to as few as one prescription per month in some

tates. '

Senator CHAFEE. Okay. Now would that prescription cover the
balance of the month in theory? "Would it be a prescription of ade-
.quate drugs for a month? Is that generally the technique?

Ms. SimoN. It depends on the States. Typically that would be cor- -
rect. Many States only permit the dispensing of one month’s

-amount of a prescription. That would be standard practice.

4
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- -Senator CHAFEE. Thank you. Go- ahead Thank you-very-much.
Ms. SimoN. These kinds of .restrictions are having a harmful

" effect on the health of Medicaid beneficiaries. A 1987 study of New

Hampshire’s imposition of a three-prescription limit per month
found that Medicaid beneficiaries use 30 percent fewer drugs fol-
lowing the imposition of this restriction. The authors concluded.
that these Medicaid beneficiaries, especially the elderly, did not get
the drugs they needed as a result.

Over the past 5 years some States have sought bldS from manu-
facturers in an effort to lower prices. Until Senator Pryor’s legisla-
tion was first discussed, the drug companies refused to negotiate.
Meanwhile, other purchasers such as the Department of Veteran'’s
Affairs, HMOs and hospitals, have been able to negotiate discounts.
" This legislation requires States that cover drugs to make avail-
able all medically necessary drugs either through a formulary or a
streamlined approval process. The legislation prohibits Medicaid
grug programs from arbitrarily excluding any medically necessary

rugs.

Some drug manufacturers have only now proposed. discounts for
State Medicaid programs. But it is important to understand the dif-
ferences between the discounts proposed by the manufacturers and
those proposed by S. 3029. The manufacturer’s discounts are for
only 1 year with no guarantee that these discounts will be offered

again.

Since none of these proposals 1ndex prices savings could be wiped
out by inflation. In addition, the manufacturers have not proposed
a discount innovator multiple drug source products. That is the
original patent brand of a product that is now a multiple source
drug. Medicaid incurs significant expenditures for these products.

S. 3029 would not be time limited, wouid index drug prices to the
CPI, and would apply to both single and innovator multiple drug
source products. S. 3029 will save the Federal Government an esti-
mated $2.5 billion over 5 years. We believe that these savings
should be used to help the Medlcald program address hlgh priority
unmet needs.

One current initiative before the Congress that could be funded
from these savings is S. 1942, the Medicaid Home and Community

.Care Options Act. Mr. Chalrman, this bill represents a rare oppor-

tunity to achieve savings and improve quality of care in the Medic-
aid program. We urge the Committee to adopt this legislation and
to reinvest the savmgs in new health and long- term care initia-
tives.

Thank you.

[The prepared statement of Ms. Simon appears in the appendix.]

Senator CHAFEE. All right. The next witness, Dr. Dickey.

STATEMENT OF NANCY W DICKEY, M.D., MEMBER, BOARD OF
TRUSTEES, AMERICAN MEDICAL ASSOCIATION, RICHMOND, TX«®

Dr. Dickey. Thank you. We appreciate the opportunity, Mr.,

‘Chairman. My name is Nancy Dickey. I am a family physician in

Richmond, Texas, and a member of the AMA Board of Trustees.
The American Medical Association appreciate the opportunity.to
address proposals for the payment of drugs under Medicaid.



59 -

Prescription drugs are often the therapy of choice and can be the

— -most cost effective means of treatment. The affordability of pre- .

scription drugs directly affects the nature and the quality of care
available to our patients. Dramatic increases in the costs of pre-
scription drugs can have a deleterious affect on the access to care
- and patient compliance with prescribed treatment. _
Physicians’ concern over the cost of prescription drugs has led
our association to call on the pharmaceutical industry to exercise
reasonable restraint in the pricing of drugs. The AMA has also pre-
"pared a report on the increases in prescription drug prices during
recent years and a copy of that report is included with this state-
ment. .
Once Medicaid prescription drug reimbursement was identified
as a primary target for cost-cutting and reform there have been a
number of proposals introduced to accomplish this. Some of these

roposals have the potential to be truly dangerous to Medicaid -

geneﬁciaries and we strongly oppose them. Specifically, any Medic-
aid proposal which relies on the concept of therapeutic substitution
should be rejected.

The risk of therapeutic substitution for the patient stems from
the fact that individual patients may react differently to a drug for
reasons related to their other medical conditions, other drugs they
may be taking, and factors such as the patient’s age, race and indi-
vidual sensitivity to the drugs. The AMA expressed strong opposi-
tion to a recent OMB proposal which would- rely on a therapeutic
substitution scheme as a part of deficit reduction efforts.

Another approach to this issue is Senator David Pryor’s Pharma-
ceutical Access and Prudent Purchasing Act of 1990, S. 2605. Sena-
tor Pryor has indicated that his primary concern is the increasing
cost of drugs under the Medicaid program and the fact that drug

costs are detracting from the ability of Medicaid to provide ade-

quate reimbursement and coverage for other needed benefits.

The AMA shares Senator Pryor’s concerns regarding the impact
of prescription drug prices on Medicaid programs across the States.
The AMA has identified in S. 2605, however, several problems
which would affect the quality of medical care for Medicaid benefi-
ciarigs. The AMA, therefore, does not support the bill as intro-

' duced. ’

Even if this legislation does not go forward, though, Senator

Pryor deserves our commendation and appreciation for the exten-

sive work he has done on this issue. He has demonstrated an ex- - =~

traordinary effort to be flexible and to be open to suggestions and
concern expressed by the AMA and others”T think we have seen
that again today in Senator Prfror’s questioning of witnesses. The
AMA staff continues to work closely with-the staff of the Special
- Committee on Aging and we appreciaté the ability to do so.
Because of Senator Pryor’s efforts companies within the pharma-
ceutical industry also have responded with cost containment pro-
posals of their own. These proposals in general take a straightfor-
ward economic approach and do not incorporate those elements
such -as therapeutic substitution that cause us concern with the
- quality. of patient care for Medicaid beneficiaries. - .
Just within the last several days Representatives Wyden and

Cooper and Senator Pryor have introduced new legislation which

39-699 0 - 91 - 3
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- at -first- readmg ‘appears to -incorporate -a . drug-pricing approach
similar to that proposed by the drug companies. The new legisla-
tion does not incorporate therapeutic substitution or therapeutic .
interchange in any form and appears to address other concerns the .~
AMA has raised with other legislation. : °

We support the concept of an economic solution such as a drug
discount program over other proposals which would affect patient
care. However, we have identified several places in the bills where
the legislative language does not appear to reflect what we under- -
stand to be the intent of the sponsors. We also note considerable
differences between the two bills in the important area of drug uti-
lization review. There is no reason why these issues cannot be re-
solved and the AMA will attempt to do so through Senator Pryor’s
and Representatives Cooper’s and Wyden’s staffs. 4

In conclusion, we are encouraged that the parties to this issue
appear to show genuine concern for the quality of care of Medicaid
beneficiaries. We also are encouraged by the flexibility demonstrat-
ed by the parties to this debate. Certainly the AMA would not sup-
port an approach that would result in a diminished or second class
level of care for the population served by Medicaid. We are confl-
dent that appropriate substantive reform and savings to the Medic-
aid program can be realized.

We would be happy to answer any questions that youy might
have.

Senator Pryor. Thank you, Dr. Dickey. .

[The prepared statement of Dr. Dickey appears in the appendlx]

Senator PrYOR. Dr Cloyd?

STATEMENT OF JAMES C. CLOYD, PHARM.D., ASSOCIATE" PRO-
FESSOR AND HEAD OF THE DEPARTMENT OF PHARMACY
PRACTICE, COLLEGE OF PHARMACY, UNIVERSITY OF MINNE- . . .-
SOTA, AND MEMBER, PROFESSIONAL ADVISORY BOARD, EPI-

~ LEPSY FOUNDATION OF AMERICA, MINNEAPOLIS, MN )

Mr. Croyp. Mr. Chairman, Mr. Chafee, and Mr. Breaux, on
behalf of the Epilepsy Foundation of America I thank you for the -
opportunity to provide testimony. EFA represents more than 2.5
million Americans who have one or more types of epilepsies. On a
- personal note, I too have a keen interest in this area. My father
developed epilepsy as an adult and for 20 years our family lived
with this disorder. And were it not for the medication he took daily
our life would have been infinitely more stressful. ®

On a professional note, I have an interest in epilepsy in my con-
duct of research in this area. I examine the clinical pharmacology
of anti-epileptic drugs and as a practitioner I serve as a clinical
pharmacist at the Comprehensive Epilepsy Program at the Univer-
sity of Minnesota. My job there is to assist my medical colleagues
in assuring safe, effective and economical drug therapy for our pa-
tients.

As a background to this testimony- I would like to say something
about the nature of the epilepsy. It is a complex disorder; and actu-
ally represents several disorders. There are many different types of
epilepsy requiring many different types of therapies. And, indeed,
the patients who have this disorder often react quite dlfferently
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and markedly dlfferently dependmg on the medications used in
—their treatment.

The EFA has great interest in the various Medicaid drug pricing
proposals that are now on the table. Bear in mind that drug ther-
apy is the mainstay of treatment for patients with epilepsy. Opti-
mal drug therapy permits more than 80 percent of patients to
achieve improved seizure control and a relatively normal lifestyle.
However, patients do react differently to various anti-epileptic

“drugs, even those within the same chemical class. And finally, vir-
tually all the anti-epileptic drugs possess a very narrow therapeutic -
range—the difference between good seizure control and severe tox-
icity.

With these comments in mind let us go on to say that we are
generally supportive of the proposals embodied in S. 3029. We ap-

o plaud the effort to reduce cost and the effort to improve gumality of
drug therapy, a point which has not been raised in these discus-
sions, but one which we think is very, very important in the legis-
lative proposal.

However, we do have some concerns. With regard to substitution

. of one drug in a chemical class for another there are simply too
few medications and patients react too variedly to permit therapeu-
tic substitution. For this reason, EFA opposes such leglslaﬁon in
“whatever proposal is on the table.

~ _ With regard to accessibility, particularly that embodled in S.
3029, we are supportive of open access through the rebate program.
We would oppose any legislation which contains language that’
would require preapproval of any drug manufactured by a compa-
ny participating in the rebate program, We would prefer to see
that all drugs of a ¢ompany in a participating program be made
available to patients.

With regard to prior authorization, we feel that should such an }
authorization be required there needs to be a timely appeal proc-
ess, that in the intcrim patients should be provided a limited
supply of drug until the appeal is settled; and finally, that lan- -
guage should be provided that provides for an acceptable rationale
for denial if denial is so issued.

With regard to drugs.from a muitiple source that have a
narrow therapeutic range, EFA is opposed to limiting acceg?’o\ _/
drugs in that group, which includes virtually all the anti- epileptic
drugs. Patients taking either the innovative drug or a’product from -
generic company A, B, or C should be permitted to continue taking
such medication and not*to experience a precipitous change from
one manufacturer to another which might result in loss of secure
control on toxiety.

Indeed, the very limited cost savings realized by switching from
manufacturer to another- will be quickly lost because of the in-
- -creased “cost associated with monitoring drug therapy when one
changes from one manufacturer to another. ‘

Finally, we wish to comment on “me too” drugs. Much has been
discussed about such entities, but we feel that there are value in
these kinds of compounds, specifically-those which may have simi-

(“ lar affect, but a better side affect profile. Likewise, companies that .
take the step of providing enhancements to formulations, such as

L ]
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? sustained release or liquid formulations for the elderly, these two
————should be recognized and supported.

Finally, we would like to applaud the efforts to provxde both pro-
spective and retrospective drug. utilization review. It occurs to us —
that this is a means to improve the drug therapy of the patients
most in need of this effort.

In conclusion, EFA strongly urges any legislation reported out of
this Committee must ensure the following: (1) Access to all drugs
determined fo be medically necessary; (2) when necessary, reasona-
ble and efficient prior approval procedures; (3) that overall cost sav-
ings be ensured without burdensome administrative processes; (4)
that adequate incentives are made available to ensure the contin-
ued development of new products and formulations; and (5) finally,
that patients receive medical information, mcludmg information on
the safe and effective use of medications which will help them
make better decisions about their health.

‘Thank you.

Senator Pryor. Thank you very much, Doctor.

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

Senator Pryor. I want to thank all of the panelists today. Let me
ask two or three very quick questions because time is running. .

Ms. Simon, you are representing Families USA and I want to sin-
cerely thank you and your splendid organization for your support.
Do you feel that either of the bills that I have introduced would
result in so-called “second class” treatment for Medicaid benefici-
aries? This has been claimed by some organizations.

Ms. SimoN. Families USA would like to thank you, Senator, for
your leadership on this issue. In answering your question, no, we
do not think that it would exacerbate the current situation where,
frankly, too many beneficiaries receive se~ond class health care in
{)hﬁ Medicaid program. We support both your second and your first

“bills.

We think it is riecessary to recognize that States are going to
place restrictions on their drug programs; and we felt that the in-
formation on therapeutic equivalents would have been very useful
information to State Medicaid programs in'making those decisions.

Senator Pryor. Thank you very much.

Dr. Dickey, I want to thank you and the American Medical Asso-
ciation Board for not only )(our cooperation-but also your flexibil-
ity. I know anytime you mention therapeutic substitution there is a
great fear. I know it is spine tingling to physxclans I can under-
stand this and I am sensitive to it. T

Now you do not feel that my legislation, S. 2605 is a’therapeutic
substitution bill; is that correct? wi/

Dr. Dickey. No. We understand the dlfference bet the thera-
peutic interchange and the therapeutic substitution. _

Seﬁlator Pryor. Thank you. I wanted to make the record stralght
on that

You also indicated that the American Medical Assoc1atlon has -
basically articulated five criteria of any Medicaid drug pricing leg-
islation. How does, let's say, my new proposal that I introduced

" Wednesday, how does that proposal meet within that five crlbena
. boundary?

-
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— . Dr. Dickey. We support the philosophy of an economic solution
to what we consider an economic problem. Qur remaining concern
. is with the language not tracking some of what we understand
your intent is. For exaniple, the prior authorization provision. Sen-
ator Bradley this morning alluded to the problems of very busy
physicians. I might need to add a second waiting room where
people would line up waiting for answers to their preauthorization
problems. We appreciate your willingness to continue to work on
that language to be sure that your intent ahd the language track
one another.

We also have concerns with the S. 3029 drug utilization review
provisions. Again, we support the concept, but want tc assure our-
selves that the primary goal of DURIis to improve the quality of
care.and not to set up a back door for a restrictive formulary or a
cost-control mechanism.

Senator PRYOR. Vary good. Thank you. \

A final question for Dr. Dickey. A philosophical question, Doctor.
Should the Congress proceed with believing that there is hope for a-
voluntary apgroach by the pharmaceutical manufacturers in deal-
ing with the States or should there be Federal legislation?

Dr. Dickey. As we have stated, the AMA has a broad plan for
Medicaid reform. In order to be able to address the needs of more
beneficiaries and increase Medicaid coverage we have to find some_
savings. So with that in mind, I think our concern with the volun-
tary approach is something which you have also expressed.

“The voluntary approach is not indexed over time. There is no
guarantee that initial savings will be maintained. Another short-
coming of all the voluntary industry proposals that we have re-
viewed is that they do not address the issue of how to achieve
access for our patients to those drugs that are not part of the vol-
untary repate program. But we are delighted that we are seeing
some flexibility and willingness for everyone to sit at the table and
try to work out the solution through legislation or otherwise.

"~ Senator Pryor. Dr. Dickey, thank you. :

Senator Breaux or Senator Chafee?

Senator BREAUX. I just have one quick question, Mr. Chairman,
if I might to Dr. Cloyd. -

~ You raised a point that Senator Pryor’s bill would only reim-
bursé pharmacists for disbursing: preferred drugs unless the physi-
cian has issued the restrictive prescription for a non- preferred
- drug. I guess you are expressing a concern that this could be bur-
densome and time-consuming and create problems.
: My. understanding of how it would work would just be that the
..physician in writing a prescription would just indicate the medigal
necessity for this particular type of prescription drug and that
would be it. I do not understand where the burden concept or the
delay concept that you seem to address comes into play. - - .. . .
- Dr. CLoyp. Our intent was to raise a concern about the availabil-
~ ity of several products within a multi-source drug group in which
the drug hasa narrow therapeutic range. With respect to anti-epi-
leptic drugs it might be a drug such as’ Carmezapine or Phenytoin
-or Valproic Acid. And in those cases our concern is that there be
relatively easy and efficient continuation of therapy with the ini-
‘tial product. -
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So if a patient started out on say the brand formulation of phe--
nytoin, Dilantin, that regardless of what the system does, the pa-
tient continues to stay on the same formulation. If the patient
starts out on generic drug A, that the system would allow continu-
ation of that particular formulation, regardless of bidding and pre-
ferred price, et cetera. The change over from one product to an-

other in and of itself is costly with the necessary monitoring and
might evaporate any. savings achieved by purchasing the lowest

cost multi-source drug.

Senator BREAUX. But would not the doctor have the authority
under Senator Pryor’s bill to indicate that that treatment is the
preferred treatment, that it is the treatment that is medically nec-
essary and, therefore, just continue with what you would i}ke to
see happen? -

Dr. CLoyp. My reading is that that is the case, with the language
of I believe both bills if I am not mistaken.

Senator BREAux. Thank you very much. I thank all the panel
members.

Senator PrRYoRr. Thank you, Doctor.

Senator Chafee? .

Senator CHAFEE. Thank you, Mr. Chairman.

Dr. Dickey, on page 5 you mentioned toward the bottom there
that you have several conceptual and practical problems with S.
2605, especially with the concept of drug interchangeability and
the administrative process. Have you outlined those concerns in
more detail in your statement? Or have they been overcome by
subsequent introductions?

Dr. Dickey. Most of our concerns have been overcome with the
introduction of subsequent legislation. I would be happy to share
some of them with you if you would like. .

Senator CHAFEE. Well why don’t you just go through them quick-
ly, if you would, and we can, if need be, contact you for further
detail? In other words, I am curious what—you set forth objections
but you do not specify them. Why don’t you go into that briefly?

Dr. Dickey. Dr. Cloyd, for example, just referred to one of those.
That is, in the interchange program on an annual basis a preferred
drug in a therapeutic interchange group would be chosen. And
while these days are for similar indications there are some diseases
that require a very narrow range of response. Therefore, if in Janu-
ary the preferred drug changed from Drug A to Drug B and physi-
cians did not have the opportunity to restrict the prescription, we.
wou!d find in January that a number of patients with chronic dis-
eases would have to come in and have their disease icstabilized, be-
cause of the minor variations that.can occur even between very
similar drugs.

Another concern we have with S. 2605 is the 72-hour rule. That

is, providing a patient with a small amount of medication long
enough for the pharmacist to attempt to reach the physician to dis-
cuss possible interchange. I take care of a fair number of Medicaid
beneficiaries. If I can get them to the pharmacy once to fill their
prescription then they make take that medication. If I have to get
them to the pharmacy two or more times to get the same amount
of medication, I run great risks that they will not make the second
trip back, will not understand that they have a limited suppiy and

\
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need the second trip back, and, indeed, may be confused if we
decide to make a change to another drug and a different drug is
dispensed later.

nator CHAFEE. Well, Mr. Cloyd touched on that same problem
in his full testimony as I read it over.

Dr. Dickey. Yes. So these are things that have primarily disap-
peared from the new legislation and for that we are very grateful.

Senator CHAFEE. All right. Fine. Thank you.

Thank you.

Senator Prycr. Thank you, Senator Chafee. Any form of final
questions from Senator Breaux?

. Senator BREaUX. No questions, Mr. Chairman.

" Senator PrRYor. We want to thank this panel. We will now call
our final panel.

Mr. Jim Parks; Mr. John Gans; State Representative Alphonse
Jackson; and Senator Chet Brooks. Mr. Jim Parks is Chief of the
Medi-Cal Drug Discount Program, Department of Health Services,
States of California; John Gans, Executive Vice Pres1dent of the
American Pharmaceutical Association; Alphonse Jackson is a Lou-
isiana State Representative; he is also the Chairman of the House
Health and Welfare Committee in the Louisiana State Legislature.
He is testifying today, by the way, on behalf of the Louisiana Legis-
lative Black Caucus. And we have Texas State Senator Chet
Brooks, who is Chairman of the Health and Human Services Com-
mittee, Texas State Senate.

Mr. Parks, we will hear from you first and we appreciate all of
you being with us today.

Mr. PaRrks. Senator, it is a pleasure.

Senator Pryor. Have I missed someone? I see five of you and 1
only read four names.

Mr. Gans. Mr. Chairman, joining me is Louis Sesti, the Chief Ex-
ecutive Officer of the Michigan Pharmacists Association.

Senator PrYOR. Very good. Thank you. We welcome you here.

All right. Mr. Parks, we will hear from you first.

Mr. Parks. Thank you for the opportunity.

Senator PrYor. Tell us what is going on in California.

Mr. Parks. I would be happy to.

Senator PrRYor. We will invoke the five-minute rule. Thank you.
Maybe that ought to be 3o minutes. [Laughter.]

Mr. Parks. I will actually do my best to be brief. There are a
couple of points that I think I will need to highlight and empha-
size.

Sex:iator PryoR. Sure. Your full statement will be placed in the
recor

STATEMENT OF JIM PARKS, CHIEF, MEDI-CAL DRUG DISCOUNT
PROGRAM, DEPARTMENT OF HEALTH SERVICES, STATE OF
CALIFORNIA, SACRAMENTO, CA

Mr. Parks. Briefly, I would like ‘o start off by indicating that
California supports the concept of Federal legislation to ensure
that States with drug discount programs already in place have con-
tinued success; and that all States, not just large States with for-
mularies, obtain rebates from manufacturers.

<
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The status of the California Drug Discount Program is as follows:
To date we have signed four contracts with manufacturers. Those
manufacturers are Merck, Sharp and Dome, @laxo, GD Serial and
Syntex Corporation. We have reached eements with three addi-
tional manufacturers, but the contractd hyve not yet been signed.
We have three formal negotiations scheduled; and we have four in-
formal discussions that have been held which we anticipate will
probably lead to formal negotiations. :

State law prohibits us from talking about the details of specific
contracts, but I will give you some general direction ‘about where
we are heading. As a matter of policy, in our contracts, we sign
contracts with companies, we do not adopt their national policies..
Accordingly, not all of a manufacturer’s drugs may necessarily be
added to our list of contract drugs as a result of a contract, nor will
we necessarily agree to lifting utilization controls or prior authori-
zation requirements for drugs that are placed on that list of con-
tract drugs. . :

We also in our contracts assure that Medi-Cal retains their prior
approval authority to impose those utilization controls in current
and potentially future situations. And finally, we assure in our con-
tracts that the savings that are achieved at the point where we
reach agreement continue and are not eroded by future price in-
creases beyond agreed upon limits.

California’s success to date I think is due largely to several fac-
tors. Most importantly in our mind is the fact that manufacturers
are concerned about the potential for Federal legislation and they
h.'ilve a desire to obviate the need or preempt the need for such leg-
islation.

Second, Medi-Cal uses both a formulary and utilization controls
in our administration of our pharmaceutical benefits program.

Third, Medi-Cal is viewed both in itself as a potentially large
direct market with over 3.5 million beneficiaries and represents
access to a larger California market.

And finally, some manufacturers now see contracting with us as
an opportunity to have their drugs added to our list of contract
drugs on a more expeditious basis than was previously available.

In regards to Federal legislation, we see several things that will
result in significant savings and those should include a minimum
level aggregate savings reimbursement requirement, allowing
States to retain their formularies and utilization controls where -
they exist, and giving States the option of either contracting direct-
ly with manufacturers aor becoming part of a contracting consorti-
um at the State or the Federal level.

There are, however, in our review of some proposals at the Fed-
eral level aspects which we believe have the potential for signifi-
cantly increasing costs. One of those is a requirement that States
have open formularies without utilization restrictions. California
has used a formulary since its inception of the pharmaceutical ben-
efits program in Medi-Cal approximately 25 years ago.

- We believe that a formulary represents a cost-effective alterna-
tive for assuring the appropriate provision of medically necessary
pharmaceuticals. The utilization controls that we estaklish are re-
lated primarily to assure that abuse of drugs does not occur or to
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fassure that the appropriate use of drug occurs to prevent unneces-
/sar utilization and cost.

" e have estimated that elimination of our for mulary would cost -

" approximately $400 million in California alone. That i1s a substan-

. tial cost increase for us, not a cost savings. We view with some con-

. cern requirements for the establishment of prospective and retro-

~ spective drug utilization review systems.

- We are concerned about potential increases in pharmacy reim-
bursement. For example, in our Medi-Cal program every one penny
increase in the dispensing fee will result in an additional cost of
$300,000. We are also concerned about the creation of new responsi-
bilities which will need to be funded, such as the annual pharmacy
cost audit, State drug use review boards, on-line claims processing
capabilities, et cetera. The net result if all of these requirements
were imposed on States could well be net cost, rather than net sav-
ings.

. We do not want people, however, to get the 1mpress1on that we
are opposed to the concept. We support the concept,and we will
continue to work with everyone who will listen to us in assisting
you in designing a cost effective program.

We strongly urge four specific things. That States be allowed to
retain control of their pharmaceutical programs, their formularies
and their utilization controls, so long as they meet appropriate re-
quirements relative to prior approval processes; that studies be con-
.ducted of pharmacy cost audits; and that their be demonstration
projects on DAR programs prior to imposing them on a statewide
basis for all States; and that there be review of the cost benefits
associated with encouraging on-line claims processing capabilities.

We believe if these things are done, both States, the Federal Gov-
ernment, and most importantly the Medicaid beneficiaries served
by the programs will gain in the process.

Thank you.

[The prepared statement of Mr. Parks appears in the appendix.}

Senator PryYor. Thank you, Mr. Parks.

Dr. Gans"

STATEMENT OF JOHN A. GANS, PHARM.D.,, EXECUTIVE VICE
PRESIDENT, AMERICAN PHARMACEUTICAL ASSOCIATION,
WASHINGTON, DC, ACCOMPANIED BY LOUIS MICHAEL SESTI],
CHIEF EXECUTIVE OFFICER, MICHIGAN PHARMACISTS ASSO-
CIATION .

Dr. GANS. Thank you, Mr. Chairman. As I mentioned, accompa-
nying me is Louis Sesti, the Chief Executive Officer of the Michi-
gan Pharmacists Association, because we felt it was critical that we
have someone from one of the States that is affected as one of our
affiliates. We appreciate the opportunity to be here.

The guiding principle that APhA, the National Professional Soci- -
ety of Pharmacists has followed sigce our founding in 1852 has
been to advocate those activities which enable pharmacists to en-
hance the care of our patients. Today, up to 20 percent of all hospi-
tal admissions can be traced to some type of drug misadventure.
We believe the percentage may be even higher in the Medicaid pro-

gram.

-
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That is why we have' found it so troubling to hear some oppo-
nents of S. 2605, Senator Pryor’s original proposal, call]the legisla-
tion “second-class” health care, when, in fact, it incorpprates time-
tested measures that will enhance patient care. Opp¢nents have
cited use of therapeutic interchange as a reason to defeat the pro-
posal. We strongly dlsagree Therapeutic interchange’is not new,
nor is it mysterious. It is simply the use of a formulary or drug list
to guide therapy; and it happens every day throughout our nation.

In fact, that is why we are here today. The VA and; military pro-
grams use formulary-based therapeutic mterchange and receive
significantly discounted prices. Medicaid does not and pays much
higher prices. "Therapeutic lnterchange was developed by physi-
cians and pharmacists working together. It requires them to ex-
change information regarding the patient’s needs and available
drug therapies and to select the most appropriate medication for
the patient.

" Medical and pharmacy associations, along with the Joint Com-
mission on Accreditation of Health Care Organizations have devel-
oped standards for this practice. In fact, most of you in this room -
who have received pharmaceutical care in the last ten years from a
hospital in the United States, or from a health mainitenance orga-
nization, have had your therapy developed through the formulary
therapeutic interchange process.

This process has now moved to ambulatory care. We ask a rhe-
torical question: If this system is good enough for your health care,
then why is it not good enough for Medicaid recipients? It seems to
us that they are currently receiving second-class care. This lack of
equal access to the best drug prices, which has been well document-
ed this morning, and has been well documented by your Commit-
tee, Senator Pryor, it is important for you to know that this is not
only the Medicaid recipients who are being discriminated against.

Those consumers who purchased their medications at America’s
community pharmacies are also discriminated gainst because com-
munity pharmacies are unable to purchase at the manufacturer’s
best prices, even when they enter into extremely large volume
buying groups to get low prices.

These consumers are your constituents, gentlemen, who write to
you complaining about the high cost of drugs in America. We be-
lieve the study called for in S. 3029 which would compare the dis-
counted prices some groups pay for drugs. With the prices commu-
nity pharmacies must pay for the same drugs will clearly demon-
strate the extent the discriminatory pricing practices of manufac-
turers.

We hope that Congress would use this information from the
study as you are intending to use in Medicaid to address the in-
equities also faced by community pharmacy. APhA also strongly
supports the drug utilization review as an impprtant element in
quality assurance for medication use. DUR programs collate the
total pharmaceutical care received by a patient,\which is then re-
viewed by a group of pharmacists and phys1c1ans who compare the
therapy against national standards.

By 1dent1fy1ng problems early a pharmacist. ¢an mtervene before
a patlent may experience a drug mlsadventure Wthh often re-
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.quires a hospitalization. For every dollar spent-in one study, DUR
programs save between $3 and $5. '
- All of this leads to a basic economic question. How can pharma-
cists be expected to engage in these new programs—therapeutic
interchange, DUR—without additional compensation? I would note,
Mr. Chairman, that it is well documented that pharmacy practi-
tioner reimbursement has already been cut significantly in recent
years, as States and HCFA have sought to control the dramatic in-
creases in drug product costs.

Proposals now before the Committee in Senator Fryor’s bills
would begin to restore these inequitable cuts in pharmacy reim-
bursement and to provide pharmacists with the incentives for im-
p}llementing the cost-saving measures of DUR and therapeutic inter-
change.

In conclusion, Mr. Chairman, by utilizing the pharmacist and
their - skills the legislation proposed by you ‘will significantly im-
prove the quality of care while achieving major savings in Medic-
aid—a win/win for the American taxpayer. We urge the Commit-
tee to support efforts in the area of Medicaid drug price reforms
and we appreciate this opportunity.

Thank you.

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

Senator Pryor. Thank you, Dr. Gans.

I believe our next witness will be State Representative Jackson—
Alphonse Jackson—from Louisiana.

Senator BREAUX. Mr. Chairman?

Senator Pryor. I am going to allow Senator Breaux to 1ntercede
here.

Senator BREAUX. 1 just wanted to add my welcome to that of the
Chairman to Representative Jackson. He is a good friend of mine
and he is also one of the senior members of the House of Repre-
sentatives in Louisiana where he chairs the Health and Welfare
Committee, a very important Committee in our State; and was
really one of the lead authors in an effort the State made a couple
of years ago to try and put in a formulary system in Louisiana.

In their opinion it did not work and they came back and elimi-
nated that. His testimony today addresses what happened down
there. I am anxious to hear it and look forward to bemg with Rep-
resentative Jackson again.

Senator PrYOR. Representative Jackson, Senator Breaux is one of
the busiest men in Washington. He has sat in this room 4 hours
waiting to make those comments. I wanted you to know that
[Laughter.]

We welcome you to the Committee.

STATEMENT OF HON. ALPHONSE JACKSON, CHAIRMAN, HOUSE

HEALTH AND WELFARE COMMITTEE, LOUISIANA STATE LEGIS-

- LATURE, TESTIFYING ON BEHALF OF THE LOUISIANA LEGIS-
LATIVE BLACK CAUCUS, SHREVEPORT, LA

Representative JACKsON. Thank you, Mr. Chairman; and to my
Sen]ator, he can be assured that I am going to vote for him. [Laugh-
ter :
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I am pleased to be here to represent my colleagues in the Louisi-
ana legislature and to relate some of our experiences. I have served
as Chair of the House Committee on Health and Welfare for 12
years and we have been actively involved in the whole health care
delivery system. We certainly share the laudable goals of Senator
Pryor and the rest of the Members of the U.S. Congress as it re-
lates to reducing health care cost.

But I have some differences as it relates to the two proposals ad-
vanced by the Senator and by the OMB proposal that I would like
to share with the distinguished members of this panel. So I would
like to summarize my reasons for raising questions about these pro-
posals by way of three concerns.

One is that I do not believe that we can reduce overalI cost in
the health delivery system as it relates to Medicaid recipients by
focusing on one aspect of the health delivery system, and that is
the cost of pharmaceuticals. Because pharmaceuticals only repre-
sent about 7 percent of the overall Medicaid expenditure to our
budget. And when we take means and when we programmatically
implement schemes that would produce restrictive formulanes,
from my experience in Louisiana, we found that we had not -/
duction in terms of the overall Medicaid costs, but rather than m- .
crease in terms of long-term care and acute care, and doctor’s visits
and emergency room visits.

So I think that when we examine this whole scheme that we are
going to have to be very, very careful that we do not end up in-
- creasing costs, rather than decreasing costs as it relates to how we
propose to dispense pharmaceuticals.

Second, I question some of the programmatic aspects of all three
proposals because I think you are going to reduce the number of
practitioners in the whole health delivery system as it relates to
Medicaid recipients because I do not believe that they arée going to
engage in the increased amount of administrative details. And the
proposals suggested in the last submission by the Senator in my
opinion would create an administrative nlghtmare as it relates to
administering the program.

And thusly, we are going to have a reduced number of practition-
ers as it relates to the Medicaid program. We are hard put in Lou-
isiana now to find doctors and other health care practitioners to
participate in the program in some of the areas.

Third, I am concerned with these proposals because I think that
they would limit access rather than to increase access, mainly be-
cause I think you would decrease the number of practitioners; and
second, I do not see how we are going to implement many of these
proposals. And thusly, I think that States are going to take the
easy way out ax}lxcgé—fda\vlen}em restrictive formularies. The practical

o~

results will be that doctors will do the same thing because they will
get in the habit of'taking the path of least resistance.

Also, I am opposed to any Federal program that would place
severe restrictions on the ability of States to negotiate and imple-
ment their own programs. For example, in Louisiana we have a
program that is saving the State a considerable amount of money
because we have a MAC program and we have MACed over 800
drugs and we.save considerable amounts -of money by implement-
ing this program.
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I t’ﬁmk -that.if we have an overall program that would set forth
for'scme hard and inflexible rules and regulations that we are not
going to be able to do that.

Finally, let me summarize by saying that I do not believe that
restrictive formularies will be in the best interest. And if we estab-
lish by way of these proposals public policies that would implement
a restrictive formulary, that we are not going to reduce costs, but
we are going to increase costs. This would certainly have deleteri-
ous affects on the whole ability of access and ability of doctors to
practice medicine as they have been trained to do so.

When we look at some aspects of this program as it relates to
requirements on the part of pharmacies to make certain inquiries
and to give certain information to patients, I wonder if we are not
asking pharmacists to practice medicine.

I think also we have to examine the aspects of the proposals as it
relates to mandating increased costs in dispensing fees. And if we
are going to examine the whole scheme of reducing costs, and we
ought to, I think we have to also look at the enormous profits that
pharmacies are) realizing from selling generic drugs and not pass-
ing those savings on to consumers and to other Medicaid recipients.

[The prepared statement of Representative Jackson appears in
the appendix.] :

Senator Pryor. Thank you, Representative Jackson.

- Senator Chet Brooks? .

STATEMENT OF HON. CHET BROOKS, CHAIRMAN, HEALTH AND
- HUMAN SERVICES COMMITTEE, TEXAS STATE SENATE, PASA.
DENA/GALVESTON, TX

Senator Brooks. Thank you, Mr. Chairman.

Senator PrYORr. By the way, Senator Brooks, where is your dis-
trict?

Senator Brooks. I am in the Texas Gulf Coast7Houston Galves-
ton.

Senator PrYOR. Very good. Thank you, sir.

Senator Brooks. I appreciate that, Mr. Chairman. Senator
Breaux, it is good to be here with neighbors.

I want to tell you very briefly about the Texas program. We are
about a $3 billion Medicaid program in Texas, serving approxi-
mately 1.2 million people. We made major expansions in our Med--

- icaid programs in our last session in 1989. We are now seeing those

implemented and we are having to frankly struggle to keep the
money funded necessary from the State’s part, to really keep those
services going and to meet the new needs that we have identified
—"ant-for which we have now made formal authori/zation in our pro-

- gram.

I wanted to tell you first of all that I am/ver encouraged by
what I have heard today. I have been with ygd the same 4 hours
that Senator Breaux has been here and I am very much encour-
aged by the ideas that are being advanced and what I sense to be a
willingness of all parties to try to work together to do something
about the overall cost of the programs and certainly try to also re-
member the quality of care and the quality of the ingredients ulti-

. mately being prescribed f0j' our Medicaid patients.
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I want to comme bnefly on the other thing that was men-
tioned this morning; aud that is the fact that 3 million Texans do
not have any insurance| They are working poor. They do not qual-
ify for Medicaid. They ajre out there working, trying to take care of

themselves and their families, but they, frankly, do not have any,
health insurance.

They are over, in the indigent care field and that is an area that'

I have been working on since 1985. That one has a very tremen-
dous cost and we are going to have to do a great deal more, both
Federally and in-the States to try to respond to that need.

I might mention the evolution of the proposals that are here; and
I would also respectfully ask the Chair to allow me to supplement
the earlier submission I made to this committee because there are
some changes which frankly I think are improvements. I we:uld
like to respond from our State’s perspective in a future communica-
tion to the committee very short})e
i ['Iihe prepared statement of Senator Brooks appears in the appen-

ix

Senator BROOKS. Along the Texas Gulf Coast I think we might, in
our vernacular, characterize the changing proposals in this way: As
. far as the Texas Medicaid program is concerned the first major was
kind of a hurricane. Then it was downgraded to a tropical storm
when the second one came out. And now what we are all really
seeking desperately is to get a good slow two-inch rain. I hope that
we will be able to accomplish that for the benefit of our patients, of
all of our Medicaid patients we are trying to serve.

I would respectfully urge all working on this issue not to forget
your partners. Medicaid sometimes is thought of as a Federal pro-
gram. It is not purely a Federal program. States pay. In the case of
Texas nearly half of the cost of that program is borne by Texas tax-
payers. We also have a very healthy share in the Federal diversity
- go.into that program as well. So remember that those of us who in
‘the States are trying to handle these programs and help fund these
‘programs also have a stake in what happens.

I would like to comment very briefly on one other aspect, and
that is about access and the availability of providers. We have just
gone through a tough time in Texas identifying problems in our
failing rural health program. We have hospitals that have closed
almost weekly. We now have seen the closure of over 100. We now
have many of our 254 counties that do not only not have a hospital,
that do not even have a physician.

In an effort to try to get the Medicaid coverage there, because so
many of those people are elderly and they are poor, the families
are poor, and they rely very heavily on Medicare or Medicaid, we
are trying to see whatever we can do to keep access to prov1ders in
those areas.

In this last session I authored a bill in con_]unctlon with the only
practitioning physician who is a member of the House, Dr. McKin-
ney. I authored a bill to set up an indemnification program for ob-

stetrical services, physicians who are rendering obstetrical services,
and also for emergency room coverage and certain others. We hope .
that that will keep the access and it will hopefully 1mprove the
number of providers we have.
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-So 'we would not want to see a bureaucratic system of override
“that woul require busy physicians to make some options, some-
time not tp make that call, and thereby not be able to prescribe
what the physician truly felt was the most medically necessary pre-
_scription.

Thank you for the opportunity to share our ideas and our experi-
ences with you.

Senator PrYOR. Senator, we apprec1ate you coming to Washing-
ton to give that statement. We thank you very much. ~

Mr. Parks, let me ask you a question here if I might. Are you
aware of any situation in which the drug manufacturers have
agreed to give rebates without requiring that all of their drugs be
placed on the State formulary?

Mr. Pagks. I will answer your questlon circumspectively if I may.
Because of the confidentiality provisions of our contract in process,
what I will say is to date, collectively, in all of the contracts that
we have agreed to, we have not agreed to add all of the manufac-
turer’s single source products onto our list of contract drugs or to
remove prior aut},mrlzatlon"f‘requlrements under certain circum-
stances. :

Senator Pryor. In addition to this, have the manufacturers
agreed to any type of use controls on these drugs?

Mr. Parks. Generally speaking, yes, they have.

- Senator Pryor. Is the negotiation process working? .

Mr. Parks. It is working well from our point of view.

Senator PRYOR. But no contracts have been signed?

Mr. Parks. We have four contracts that we have signed.

Senator PryoRr. Oh, four contracts.

Mr. Parks. Four.

Senator Pryor. I apologize.

Mr. Parks. And three we have agreed to. The signature process
is being delayed in terms of just technical interpretation.

Senator PRYOR. On those four contracts, what do you think the
savings to Medicaid in California will be?

Mr. PArks. We have estimated that the savings of those four con-

_tracts—Excuse me for a second while ] refer to a piece of informa-

tion.

Senator PrYOR. Yes, sir.

Mr. PAarks [continuing]. Will save in terms of rebates approx1-
mately $26 million. However, in that same process we have agreed
to incurring an additional $25 million in costs because one of the
goals of our contracting process is to increase beneficiary access to
‘needed medicines.

We have in that contract process added approximately two drugs
that are rated 1-A by FDA, representing significant therapeutic
gains. We have also put four additional drugs onto our list of con-
tract drugs to fill what we view as holes in our therapeutic arma-
mentarium of drugs available through the pharmaceutical benefit
program.

I would like to also, if I may, take this opportunity to just indi-
cate very clearly that we see contracting as increasing rather than
decreasing access to needed medicines by patients in a number of
ways.

e u - Ceer AU e RS B .
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First of all, we are in many cases adding what we believe are ap-
propriate drug therapies to our formularies. We also in our effort
to achieve State legislation are committed to the addition of 28 ad-
ditional staff to improve our prior approvsal processing.

Also, I want to point out that Califernia semi-restrictive formu-
lary means that any FDA approved-drug is available, either
through the formulary or the prior authorization process. We have
no arbitrary limits on the number of prescriptions available to
beneficiaries in a given month.

¢ Senator Pryor. Thank you, Mr. Parks.

Let me at this time yield to Senator Breaux for any questions he
has of any of the panel members.

Senator BREaAUX. I want to thank all the panel also for being

- with us for most of the day.

I would like to ask Alphonse Jackson, Representative Jackson,
you compared or described the situation in Louisiana where the
legislature adopted a fairly restrictive formulary systém to try and
accomplish what we are trying to accomplish on the Federal level.
But then the State reversed itself by a 96 to 0 vote in the House,
and I think a 34 to 1 vote in the Senate.

Would you tell us why they took that action, why it did not
wlork? and the perception of the State system that you had in
place :

Representative JACKSON. I certainly would, Senator. What we
found during the—period we implemented a restrictive formulary
was astounding. One, that what we thought would reduce costs
ended up increasing costs because we found individuals staying in
the hospital longer; we found more doctor’s visits; we found more
people ending up in Emergency Rooms. And. we found that doctors
actually were prescribing three and. four drug treatments where
they could have used cne because they had to use these three drugs
to try to get some treatment, modality, for their patient that would
give them some relief.

So we found that it just would not work because doctors could
not practice medicine in the manner in which they had been
trained. That is why we reversed our situation, even at a time
when we were incurring a tremendous budget deficit.

Let me hasten to add that the prediction that the drug budget
would just shoot out of the top of the roof cost wise did not come
about in spite of the fact that we added 30,000 people to the roles.

The actual expenditure for prescription drugs for a Medicaid pa-
tient did not exceed the budget amount. In fact, it came in under
what we had budgeted because doctors were able to prescribe medi-
cine, single source drugs, that got patients well quicker, kept them
out of the hospital, cut down on doctor’s visits and kept people out
of acute care and long-term care.

Senator BREAUX. I understand Senator Pryor’s bill has two fea-
tures, at least two, but two that I am struck by in his legi
that would be different from the system in Louisiana. O ,
be the medical necessity provision that would allow a doctor if he
feels a particular drug, even though it was not an appro drug, if

- it was medically necessary for that patient to recover, that he
would be able to simply indicate that and they would be able to get
that drug.
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The second difference, as I understand it, is that unlik?he re-
strictive system in Louisiana, the system that is proposed by Sena-
__tor Pryor’s-bill would ensure. that every category has a drug on
that therapeutic category and would not have blanks in some of
the categories of prescription drugs. That every category would
have at least one drug that would be listed as a permissible drug.

‘Would those features as I have attempted to descrihe them ad-

dress the concerns or the problems that you experience in the Lou-
isiana program?

Representative JACksoN. No, they would not, Senator. Let me
 tell you the reason. Let me take your last concern first, where we

would have one drug in each category. Let's take arthritis for ex-
ample. If you have one drug, we find that often times these pa-
tients will develop a toxicity for a resistance to a certain drug be-
cause of the toxicity that builds up and you need to switch to some-
thing else. -

We tried that in Louisiana and what we found were horrible re-
sults because people ended up in the hospital. They got a crisis be-
cause they could not move to the other drug that would get them
some results. So’I think that all FDA drugs ought to be on the list.
I think that doctors ought to be free to write what they want to
write and not have to worry or not worry about whether or not this
is on the list or not, or whether or not we have to give prior ap-

_proval. Doctors ought to be free to practice as they have been/

trained to do so.

Those two features that are in your bill, Senator, as laudable as -

the goal is, I think we need to address. Because I think that they
will construct and implement a program that will limit access and
will end up costing additional dollars in terms of the health care
delivery system.

Senator BREAUX. One other point, if I may, Mr. Chairman, is: I
guess Louisiana probably operates one of the only true charity hos-
pital delivery systems in the -nation for indigent people in the
State. I was wondering if Representative Jackson could elaborate
as to whether our charity hospital systems in the State, do they
have a formulary system for when they purchase medicine in the

volumes that they do?
Representative JACKsON: Yes, we have. And they get a discount

as it relates to pharmaceuticals. But that is one of the concerns -

. that I was raising when we look at how are we going to reduce
overall care. Yes, we had a small reduction in terms of overall
costs because of these discounts to our system of State hospitals.
But the hospital budget went out of the roof during the time that
we had a restrictive formulary because it costs $700 a day for one
patient to go to the hospital; and it costs $15 for one prescription
that would have kept them out of the hospital. '

So what we found were escalating hospital costs, escalating doc-
tor’s visits, escalating emergency care visits because we restricted
the formulary. So I think we ought to have an open formulary and
we ought to encourage these research-based companies to engage in
negotiations at the State level to convect the savings that I think
can come about. But we ought not to institute price controls that
would place a hard break on their ability to do research.
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-affect in savings that you are talking about and that O

‘16

Because if we can find a cure, for example, to Alzheimer, if we

save 2 days of expenditures, are we going to more than pay for an

Mg is sug-

gesting that can come a’.»ut by these schemes and proposals that
are be%ﬁog.

Senator BREAUX. Thank you very much, Alphonse, for your pres-

_entation.

Thank you, Mr. Chairman.
Senator Pryor. Thank you.

Representative Jackson, thank you. I may have one question in.a -

moment. Certainly, did you want to say something more to Senator
Breaux? '

Representative JACksoN. I just wanted to.express appreciation to
my Senator for assisting me in having the ability® to share my
views with this distinguished panel. :

Senator PrYoR. I can assure you that your Senator, and this Sen-
ator, and many others are trying to find a way to bring the costs of
prescription drugs down and not sacrifice the quality of care. That
is what we are trying to achieve. R

Representative JACKsON. I applaud you, Senator. I look forward
to working with you in reviewing these proposals and seeing if we
cannot make suggestions by way of amendments to achieve the
goals that you and I share.

- Senator Pryor. Thank you.
Dr. Gans, a question for you and Mr. Sesti.

\ Senator Pryor. Now you are with the Michigan Pharmacists As-

sociation?
Mr. SesTi. That is correct, sir.

Senator Pryor. All right. I want to know something. I have

heard today a time or two or by implication that the only reason

that pharmacists are supporting these initiatives is because both of

these pieces of legislation I have introduced contain reimbursement
provisions for the pharmacists.

Now why are ycu supporting this? And, Dr. Gans, why are you
supporting these two pieces of legislation? And if that is the rea-
sons I would like to know about it. But what are your reasons?

Mr. Sesti. Senator, I will go first. There is a bit of brief back-
ground. I am here in great part, I believe, because of two or three
factors. One of which is the preponderance of third-party prescrip-
tion coverage or insurance coverage for prescription drugs that
exists in the State of Michigan.

Dr. Wilensky mentioned that 60 percent is paid out of pocket is
the data across the country, and 40 percent through Medicaid and
other insurance services. That is absolutely reversed in Michigan,
approach 70/30 if not knocking on 80/20, whereby in some markets
80 percent is covered by Medicaid or some insurance program.

I can take you to Flint, MI, the home of the good Senator, Don
Riegle, and show you 90 percent coverage of health care expendi-
tures through insurance or funding mechanisms. So we are sort of
a preview of coming .attractions for the Senate and I think the
APhA wanted to share these insights with the good Committee.

Number two, I was personally at the forefront of the generic
drug law, at that fight in the mid-70s, and we were the first coun-
try to pass that at the time, a heralded legislation. Much of the dis-

L™
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cussion that I have heard in the past four, going on five, hours,
-+>while the issue not exactly the same, but the professional and eco-
nomic issues on both sides of the isle are very, very, very close.

‘In the other aspect of Michigan being in the forefront of negoti-
ated benefits. I wanted to bring that insight to you.

Yes, there are, indeed, as I read both versions of your bill, Sena-
tor, economic incentives for the pharmacists in the sense of restitu-
tion and retention. If I personally would not join this table, if that

~was the only reason, in support of your noble efforts, it was not the
reason we were there fighting for the generic drug law in 1970 and
joining with the UAW, and the Big-3, and the Democratic leader-
- ship in the State of Mlchlgan

It was a combined effort, a combined reason. It is economics,
indeed. I would be foolish to say that that does not motivate man-
kind, personkind.

But number two, and: equally so, is the professional role of the
pharmacist in providing care to patients at the sight of action.
Even better than in the hallowed halls of our State legislature or
in Congress, policy that is permissive, we have found—permissive
at it relates to the care of patients—when carried to the sight of
action, namely at the preséription counter, where the pharmacist,
physician, patient, hospital or all nearby can and often will result
in cost savings at no sacrifice to patient care.

Dr. GaNns. Senator, I think also your bill is a balanced approach.
You are asking the pharmacist to do more—drug utilization
review, both prospectively and retrospectively. In your one bill,
therapeutic interchange, counseling patients. There is significant
increase in activities for pharmacists to improve the quality of care
and to bring about these savings.

I do not believe your bills, either one, can be effective unless you
have the practicing pharmacist’s support in America’s community
pharmacies. And you know .very well that with this escalating drug
prices on all the charts we have seen here this morning there has
been significant cuts by States and HCFA in pharmacy reimburse-
ment.

In fact, one study by the National Association ~f Chain Drug
Stores states that America’s community pharmacies are subsidizing
Medicaid to the tune of $300 million a year. Now we cannot allow
that to continue and be asked to do more. We can bring about sig-
nificant savings. But I do believe it is going to require some incen-
tives to stimulate pharmacists to do that.

I think your bill is very balanced. You get much more savings for
the small amount of increased reimbursement in either bill.

Senator PrYOR. I have a chart. I have not used this today and I
thought this might be an appropriate point. I have some great
chart preparers. [Laughter.] - .

I think one of our witnesses alluded to big profits by the pharma-
cies or the pharmacists. Here is 1988. Here are the drug companies
and their profits; here are the pharmacies and their profits. This is
the Weekly Dlgest Survey, 1988 data before ‘taxes. And two is
Standard and Poor’s Industrial Analysis.

So I think this is significant. I have said averywhere that I do
not think anyone has a tougher obligation right now than that

“local pharmacist who is out there having to tell thexr-chenbele on a
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monthly basis that their drugs have gone -up again. As I mentioned -
to Mr. Mossingboff, to say, oh, it is just 1 percent of the GNP, that -
does not go very far. I did want to have that chart placed in the -
record or a facsimile th_reof.

[The chart appears in the appendix.]

Senator PrYOR. You know, enator Brooks, if I might just men-
tion, I have been a State legislator. I know some of the things that
you and Representative Jackson are going through. I also have
been a Governor many years ago and I know some of the things
that the Governors are faced with right now. The Governors and
the State legislators throughout the country are attempting to find
a way to save some Medicaid dollars and not to have the program
cut.

My original philosophy was to keep the quality of care, save tie
Medicaid dollars, rather than giving it to the manufacturers. Pass
- those savings on to the States and ultimately the Medicaid con-
sumer, whereby you could have more dollars for the other areas of .
Medicaid, they being sharply reduced. That is sort of the original
intent.

If I might say this, Representative Jackson, and I say this in all
due respect—I probably should not even bring this into the hear-..
ing—I have been criticized for attempting to create against minori-
ties a second class tier of medicine. I want to assure you that is not
the case. That was the furtherest thing from my mind. o

In fact, one of the organizations recently put out a publication
when they made reference to sort of—if I can have a moment—
when this particular organization made reference, I assume to me.
I do not know who else they could be talking about. It said, “When
mean spirited bigots want to strike at the black underclass restrict-
ed formularies are a convenient way to accomplish their goal.”

This is from one of the minority groups. I can assure you, sir,
that is not what this legislation is all about. It is not what it was
‘intended to be. I really feel very strongly that this has been mis-
characterized.

Representative JACKSON. Let me say, Senator, for the record,
that your record in Arkansas is very distinguished and that some
of my friends there sing your praises high and you receive high
marks for them in terms of your ability to be sensitive and to work
with all of the people of Arkansas.

So certainly there was no reference on my part to indicate that
that was the direction of your legislation. I do not believe that you

vrould be motivated by such a unprofitable and wrong directed di-
rection.

Senator PrYoRr. Thank you. This legislation was intended to help.

Representative JACKsON. I understand that. But we know about
legislation, Senator, and we all can work to improve it. That is
what this hearing is all about.

Senator Pryor. That is right. I think this has been a very con-
structive hearing. Our witnesses have come from a broad range of
not only philosophical groups, people who have an interest in this
‘whole area, if it is going to be successful, from a long way around
the country—all the way from California.

I have made mention actually after Senator Bradley made his
statement this morning and expressed two concerns, I made men-
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tion at the end of the hearing I would sort of enumerate every
worry and every concern and go down and analyze my response to
-those. I think I am going to save everyone from going through that
because we have discussed these concerns as the afternoon and
morning have gone forward.

We are going to leave the hearing record open for a 10-day
period. There are other members of the committee who have ex-
pressed interest in asking some of our panelists, some of our wit-
nesses, particular questions on points; and we will have those ques-
tions forwarded to you as soon as we receive those.

Senator Breaux, did you have any final questions?

Senator BREaux. No.

. 'Senator Pryor. We would just like once again to thank all of
_ you. Our meeting now stands adjourned.
- [Whereupon, the hearing was adjourned at 2:34 p.m.].

I3
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APPENDIX

ADDITIONAL MATERIAL SUBMITTED

PREPARED STATEMENT OF M. KENNE’I‘H/BOWLER
Pfizer’s proposed “Medicaid Improved Access to Medicines Act of 1990” addresses

" two problems of equal importance: the severe budgétary constraints faced by state

A

-ing Medicaid 'recipients access to appropriate drug therapy.
. correct public policy, appropriate and timely drug therapfv frequentl{ eliminates_the
ac

Medicaid programs and the limited access to prescription drugs faced by many Med-
icaid recipients. The objectives of the Pfizer propgsal are to address both of these
problems through a simple and efficient market-baged program that provides Medic-
aid savings, improves beneficiary access to needed / rescription drugs, and minimizes
new administrative procedures and costs.

Increasing health care expenditures have severgly straired the financial resources
of state Medicaid programs. The response has been the i1 troduction of a variety of
hospital, physician and other provider reimburserent policies aimed at reducing ex-
penditmaes. Unforfunately, many of these policies have hac. the undesirable effect*of
limiting the access of ‘Medicaid patients to needed- mgfiic‘al care and reducing the

. quality of care they receive.

Medicaid recipients should have access to fhe same level and quality of medical
care received by other Americans. Any propgsed change in Medicaid reimbursement
policies should attempt ﬁ%,reduce,‘existipgbarriers to care and improve the quality
of the services received by the low-income aged, blind and lisabled SSI individuals
and AFDC families with children who depend on the Medicaia program.

.Pfizer’s proposal addresses Medicaid’s financial problems by extending to the pro-:

_gram discounts on prescription drugs generated by the marketplace. Market forces

produce significant discounts on prescription drugs to certaiu entities, the most
Prominent being the Department of Veterans Affairs. Essentially, under the Pfizer

“best price” proposal, these discounts will be made available to state Medicaid pro-

grams. Manufactt rers will be required to make quarterly “Medicaid Discount Pay-
ments”’ to each state in an amount necessary to ensure that the state Medicaid pro- -
gram receives the best price (highest discount) given any U.S. purchaser. -

By assuring that Medicaid receives the best price on single-source prescription

. drugs, both the states and the Federal Government will achieve substantial cost sav- -

ings. We anticipate these savings on single-source drugs viill be approximately $200
miilion a year. Furthermore, these savings can be achizved without interfering in
the current market system; without artificial price controls or major new adminis-
trative structures and regulatory burdens at Federal or state levels. The savings to
state Medicaid programs will continue into the future hecause the market forces -
that produce the current discounts will continue to opera‘e. There is no basis for
assuming that these forces will disappear and that the VA and other entities will
not continue to negotiate substantial discounts in the future. We also believe addi-
tional Medicaid savings of the same magnitude—approximately $200 million per
gear—could be achieved through one of several proposed changes in Medicaid reim-
ursement for multiple-source drugs. -

. By requiring all state Medicaid programs that cover drugs to have open formular-
ies, the Pfizer proposal addresses the problem that some Medicaid recipients are
limited in-their access to prescription drugs. States wolild be required.to provide re-
imbursen’xevnt\ for all FDA-approved drugs prescribed by a plﬁ'sician, thereby ensur-

ot only is equal access

need for expensive hospital and institutional care. The lack of early and the most

" .advanced drug therapy can result in more serious and prolonged illness requiring

_more expensive hospital, surgical and medical care. -

- (81)
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. The Pfizer proposal enables states to capture substantial discounts generated in
the marketplace. Equally important, under this proposal, the mos% advanced and ap-

.

propriate prescription drugs will be accessible to Medicaid patien

SUMMARY OF THE MEDICAID IMPROVED ACCESS TO MEDICINES ACT OF 1“990 .

1. Sole Source Drugs—Open Medicaid Formularies and Manufacturer’s Best Price:
Effective October 1, 1992— State Medicaid programs that cover prescription drugs
will be required to provide reimbursement for all sole source prescription drugs and
biologicals, for any indication recognized in an authoritative compendium and with-
out any requirement for prior authorization. : A

In order-to have their drugs reimbursed, manufacturers of sole source drugs will

" be required to provide each State a Medicaid discount payment in an amount neces-
. sary to ensure that the State receives the best price given any U.S. purchaser.

2. Definitions: A Medicaid discount payment is the difference between the manu-
facturer’s price to wholesalers, minus customary prompt payment discounts, and the
manufacturer’ s best price. - 1 o

The best price is the lowest price charged by a manufacturer to any wholesaler,
retailer, provider or government unit taking into account all free goods other than
samples, and all discounts, rebates or credits except prompt payment discounts. '

3. Quarterly Medicaid Discount Payments: States will be required to provide each
manufacturer with quarterly information on the utilization of the manugacturer’s
sole source drugs necessary to calculate the Medicaid discount payment. Within
ninety days of receipt of the state utilization data, the manufacturer will calculate
the Medicaid discount payment and remit it to the state. The calculation of the
Medicaid discount payment will be subject to audit by a mutually agreed upon inde-
pendent auditor at the state’s expense.

4. No-Federal Formulary: The Federal Government will be prohibited from with-
holding Federal financial participation, or from requiring states to exclude from
coverage or deny payment, for any specific prescription drug or biological, or for any
specific class or use of such drug or biological.

5. Transition Provisions: In any state that provides reimbursement for all sole
souree drugs and biologicals of a manufacturer, such manufacturer will be required
to make a payment equal to one-third of the Medicaid discount payment for the

period from enactment to October 1, 1991, and for two-thirds of the Medicaid dis- ..

count payment for the period from Oc.ober 1, 1991 to October 1, 1992.

{6. Multiple Source Drugs: Possible options for including muitiple source drugs in . A

the legislation include: codify the current HCFA regulations (150% of the lowest
priced drug product); use the same “best price”” formula as proposed for sole source
drugs; or, competitive bidding.]

PREPARED STATEMENT OF CHET BROOKS

Thank you, Mr. Chairman and members of this distinguished Committee for the
opportunity to appear before you today and share my perspective on the Medicaid
Prescription Drug Pricing proposals under consideration.

For the past 17 years, I have chaired the Texas Senate Committee on Health and
Human Services. In this capacity, I have reviewed numerous state initiatives which
would affect the health and well-being of fellow Texans. As a member of the Senate
Finance Committee and the Legislative Budget Board, I also am quite familiar with
the ever-increasing costs of the Medicaid program and the strain this places on state
anil Federal budgets. ~ '

Very briefly, let me describe the current fiscal problems Texds is facing with re-
spect to health care costs under Medicaid. I think this will help illustrate our genu-
ine concern and desire to participate with you in the cooperative development of
effective cost-containment measures. : B

In June of this year, our state legislature passed a tax bill to provide supplemen-
tal appropriations for education and health care. Due to unanticipated caseload
growth and rising benefit costs, the Texas Department of Human Services had a
shortfall of about $200 million in the Medicaid program during State Fiscal Year
1990. The agency is now projecting a shortfall in the program of approximately $630
million for the current fiscal year which began September 1.

These figures alone are staggering, but our state’s Medicaid costs are estimated to
increase by as much as $3 billion by 1993. Keeping pace with expanding caseloads
and escalating benefit costs present a tremendous challenge for state legislatures all
across he nation. And quite frankly, most states.probably cannot meet this.chal-
lenge within existing resources. '
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~ ~ Although Texas can be characterized as having a restrictive Medicaid program,
based on our income, eligibility and limitations on optional services, I am pleased to
say we do cover prescription drugs. At one point during our recent budget negotia-
tions, it was suggested we might eliminate drug coverage since it is an optional serv-
ice as a'way to partially reduce our shortfall. Recognizing the significant health con-
sequet:ices ‘and potential long-term cost implications, we chose to raise state revenue
instead.-

I want to focus my remarks today on the adverse effect I believe some of the pro-
posals you are considering could have on the 1.2 million Medicaid recipients in

- ..Texas. As you know, a substantial number of the recipients are children. Another
large segment is comprised of the sickest and poorest of our elderly population. The
recipients also include pregnant women and persons with disabilities of all ages. By

- virtue of being eligible for Medicaid, these individuals are vulnerable and dependent.
on the state and Federal Government to some extent for their well-being.

Of greatest concern to me are the provisions which would require the cheapest
possible prescription drug to be dispensed to Medicaid patients. As the author of the
generic drug legislation in Texas, I obviously am in favor of offering less expensive,
chemically-identical drugs in lieu of a name-brand product to achieve cost savings

- while maintaining quality. But, I think it is critically important to stress the differ-
ence between “generic”’ drug products and the “therapeutic substitutes” which
would be required under these proposals. " ‘

As I understand it, therapeutic substitutes are seldom, if ever, chemically-identi-
cal. They will hot necessarily have the same effect on all people, and therefore may
not achieve the desired outcome when taken by different individuals. A particular
drug known to work very well on the majority can actually cause disastrous side
effects and complications for other individuals.

The theory.of ‘“one illness, one drug” advanced in the S. 2065 and the OMB
budget proposal overlooks tle distinct differences among individual patients.

I am told there are even some highly successful medications which have been de-,
veloped specifically for ce::ain'ethnic groups. Under a “preferred drug” policy, the
decision about whether tliese drugs would continue to be available to Medicaid re-
cipients would be based solely on one factor: cost. As a public policymaker, I coyld

‘not endorse any proposal which might have the unintended outcome of denying

. access to the most effective drug in a therapeutic category. -

I also have learned over the years that there are some decisions we must leave to
our health care profession And in the case of prescribing medicine, this means
-the physician. Only they k their individual patients’ unique medical conditions,
their body chemistry, their tolerances or intolerances of certain prescriptive medi-
cines. I believe there are ways to contain costs without tying the hands of those who
are most knowledgeable and skilled in diagnosing and treating health problems.

The ultimate goal being advanced by the Pryor legislation and the office on Man-
agement and Budget [OMB) is to reduce expenditures for the prescription drug pro-
gram. While we all agree this is a worthy goal, there is widespread disagreement
about whether any real savings would be achieved under either of the proposals.

Several nationally-recognized medical authorities and well-respected research in-

stitutions have cautioned that restrictive drug formularies actually cause cost-shift-
- ing to other more expensive Medicaid services by increasing physician visits, testing
procedures, and even hospital admissions. At least one of the university-based stud-
ied I have seen indicated the “preferred drug” concept can add as much as 15% to -
overall Medicaid program costs. : :
_ This kind of data frightens those of us in Texas whose basic health care compo-
nent of the Medicaid program is currently costing around $3 billion. Any increase,
particularly one the size of 15% or $450 million, would further complicate an al-
ready fragile and serious financial situation in our state. -

1 am submitting with the written statement a four-page memorandum from the
. Texas Department of Human Services which identifies other potential cost implica- _
. tions for our vendor drug program. without going into any detail, the agency esti-

mates the cost of switching from a cost-based system to a charge-based system would
add another $10 to $12 million in costs each Xear. -Another $2.5 million annually

_ would be necessary to-cogmply with the expanded audit requirements for a charge-
based reimbursement system. .

In some respects, we feel the “substantial price reduction” provisions will reward
those-states. which have made no effort to implement federally-recommended cost

. containment strategies -and will penalize those who have demonstrated success in
ezistafbi_lis.hling efficient reimbursement systems by working in cooperation with Feder-
al officials. v : -
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_Our vendor drug reimbursement system is based on the estimated acquisition cost

" (EAC) drug pricing policy rather than the average wholesale price (AWP) still in use -

in a few remaining states. As an example, a state using the AWP might be paying
$10 today for a particular drug product. To comply with these proposals under con:
s1derat10n today, this state would have to negotiate an $8.50 price. For compénson,

“using the EAC system, the current reimbursement would already be at $8.70 since

the mandated payment is set close to the pharmacist’s actual cost. Although it
would appear Texas need only achieve another $.20 reduction to be on the same
paying status with the other state, in fact, we would have to negotiate a rate of
$7.40 in order to be_in comphance I hope this helps illustrate why we believe that
states which are already using cost-efficient relmbursement systems could be penal-
ized.

Because prescription drug costs comprise only around 6.5% of all Medicaid ex-
penditures, the opportunity for savings can be relatively small in comparison to
other areas of the program. The savings also can be more difficult to accomplish
because any major structural or policy changes can.cause human suffering and can
drive up overall Medicaid costs for the state and Federal governments. For these
reasons, I hope we will fully explore all of the alternatives available for containing
costs.

At the annual Southern Legislative Conference (SLC) in July in Asheville, North |
Carolina, we adopted a resolution calling far immediate dialogue on prescription
drug costs among state Medicaid administrators, pharmacists, pharmaceutical man-
ufacturers, physicians, consumers, legislative leaders and other interested parties.

.The SLC initiative will include a 15-state evaluation of drug costs, and I have agreed

to spearhead this effort in Texas. Our Health and Human Services Committee will
be holding public hearings during the next few months as a part of the evaluation.

Clearly, we are equally concerned about spiralling costs at the rtete level. Howev-
er, I would respectfully ask you to delay any further Federal mandates until we can

- complete this process and share our findings with you. We don’t-want to see Medic-
aid patients suffer, and we certainly don’t want states which have efficient pro-

grams in place to be penalized. I am confident we can develop appropriate, coopera-
tive cost-containment measures which will maintain access to quality prescription
drug services for Medijcaid recipients.

Mr. Chairman, I believe it is imperative to preserve a workable federal/state rela-
tionship that will deliver approprxatei re and medications to-the individual pa-
tients in a safe and cost-effective system.
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The changes made to SQn{tor Pryor's pharmaceutical access and
Prudent Purchasing Act as a result of earlier comments on $260%
have clarified the intent of the bill and greatly i{mproved the
definition section. A number of problems remain, however, that -
vould adversely atffect Texas and other states that have
previously adopted responsible cost containment strategies in
their Medicaid pharmacy programs.

chaxqe - Based Reimbursenent (1927 (a)={i})

Despite Senator Pryor's  staff attempts to ninimize the
inflationary nature of this type system with costly and
cumbersome audits, the basic i{nflationary tendency ot charge. -
based gystems has not been addressed. Such systems are not ..
inflationary because providers misrepresent their customa
charges, but because customary charges bear little relationship
to the cost of doing businesa. Cost-relatedness is a 1long
standing principal of Medicaid reimbursement; and recent state
cost-containment weasures in Medicald pharmacy programs, far from
being the "short-sighted reimbursement cutbacks to pharmacists®
described by the Senator, have been legitimate attempts -to pay
pharmacists on the basis of their true costs plus a reasonable
profit factor. To cite just one example of hov charge-based
reimbursement can differ from cost-based reizbursesent, recent
billings from one large chain provider- {ndicate Usval and
Customary charges for Diazepam at $21.50 for a one month supply.
While this is a considarable savings over the brand fame, Valium,
the cost plus fee currently paid by Texas Medicaid for this
product is less than six dollars! Clearly, reimbursement of the
pharpacy's customary charxge, even at the 90th parcentile, would
represent a tremendous overpayment of public funds. In Texas, the
system of charge-based reimbursement mandated by £2605 would
_result in a 6% ($10 - $12 million per year) total loss to the
progras since current reimbursement averages 84% of reported
Usual and Customary charges. . It would also cost $2.9%5 million
year  increase audit efforts _for custo

mary charge based /t
reimbursazent. -

&
Additionally, the proposed drug rebate systea would push future
custonary chapges, which currently increase at a rate of over %
a year, higher as drug manufacturers "cost shift" the losses from
Medicaid to tha private paying custozer. State Medicaid
programs, unable even to consider other contractors' prices in. -

BEST AVAILABLE COPY
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determining customary charges, will end up continuing to pay tor
the rising cost of prescription druge to the private sector.
Medicaid programs, unable to fazttclpatc 1ike other contractozs
in negotiations with phatwucists, vill bs forced to pay ever
increasing customary charges over vhich they have no control. It
appears that 82608 will rcctuto,&g at the total program
reimbursesent level, the saxe problem its drafters are seeking to
solve at the drug product reimbursenent level. This problem is.
“largely caused by a lack of Xnowledge of the costs involved in
producing pharmaceuticals. W{thout the ability to relate
reimbursexent to cost, Medicaid programs and recipients would be

totally at the mercy of providers of services.

Texas' highly successful system of reimbursesent to pharmacies,
vhich has been developed over the past five years, evolved in a
clisate of state/federal partnership and program flexibility.
Our system has resulted in a bread, stable provider population
and excellent access to services. There seems to be little logic
in removing all state flexibility in pharmacy reimbursement,
wvhich wvill negate established program savings. Savings
attributable to drug rebate programs should be in addition to
current program savings rather than instead of them. States
should retain the flexibility to work with all the participants
in the prescription market place to capture all potential savings
tor Medicaid programs. -

=Preferred® {0rugs(3 (g))

Senator Pryor's comments on his proposal indicate he does not
favor creating restrictive formularies. 1Indeed, in some states
vhete vhole therapeutic categories have been eliminated as a cost
containment. measure, 52605 wvonld restors some drugs to
formularies. _The problem with S2¢03 is that, since across the-
board rebates in the amount specified by the bill are unlikely,
current open and broad formularies will have to be restricted in
order to generate any savings. Of cqurse, thers is still no .
guarantee that a system of preferred drugs would save money,

since extensive overrides by physicians would negate the majority
of such savings.

Substantial Price Reduction (3{m)}
This section {s apparently intended to mean that states must

achieve approximately 15% savings in drug product cost over what
they currently pay tfor drug products or would pay if their .

‘.

current system continued. This definition of "substantial price

reduction® places states that have implemented estimated

acquisitiont cost (EAC) drug pricing policles at a substantial
disadvantage over the minority of states that have continued te
pay average wholesale price (AWP) for drugs. As an example, on
a $10 AWP drug product, a state such as Arkansas need onl
negotiate an $8.50 real drug product cost (after rebate) to
comply with the law. In Texas, however, vhers EAC policies
mandate pa{lent close to the pharmacists actual cost of
approximately $8.70 for the same drug, the state would have to
negotiate a real price, after rebate, of $7.40 in order te be in
compliance. In other words, this part of S2605 advantages states
that have made no effort to effect federally recommended cost
containment strategies over those that have been successful in
that respect. B

Add{tionally, this definition of "Substantial Price Reduction® as
15% off the current system se¢ems rather arbitrary and certainly
would limit states in their attempts to negotiate rebates with
drug manufacturaers.
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Texas is currently exploring these two areas and is supportive

of 52605 in its encouragement of such systems for Medicaid
prograns.

Sumsary

52608 can best be described as a reimbursement system that would
"rob Peter to overpay Paul.® The real beneficlary of this
legislation would be the pharmacists, not Medicaid programs that
would be forbidden from exercising flexibility {in developing cost
hased pharmacy reimbursement systems; nor Medicaid recipients,
who would eventudly lose services as charge-based reimbursement
systenms escalated the cost of Medicaid pharmacy programs. Texas'
experience suggests that fair, cost-based reimbursement systeas
to pharmacies, result in stable provider populations, excellent

access to services and no diminishnent in the quality of pharmacy °

practice. We are in favor of any additicnal measures that can be
taken to control rising costs in Medicaid drug programs, but ve
believe that a system that controls charges by gaining adequate
evidence of what it really costs to develop, manufacture, and
market prescription drugs and then relates payments to costs,
would better serve ths public than one that merely takes

advantage of the mysterious differential pricing systems already
in place.

I2, however, Medicaid rebates are to be implemented, they should
be used to gain additional program saving and control potential
future costs. By retaining currently avallable program savings
and adding to them, the real beneficiaries will be the Medicaid
prograa and the recipients it serves. -

Donald L. Kelley, M.D.

DLK:srs
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PREPARED STATEMENT OF JAMES CLOYD

Mr. Chairman, Senator Chafee and other Members of the Subcommittee: Good
morning. My name is James Cloyd and I am here today on behalf of the Epilepsy
Foundation of America (EFA). The Foundation appreciates this opportunity to dis-
cuss the various proposals which have been offered to restructure the Medicaid Pre-
scription Drug Program. The Epilepsy Foundation of America, founded in 1968, is
the sole national consumer organijzation representing the interests of the more than
two-and-a-half million Americans with epilepsy. o

I am here today for both professional and personal reasons. My father had epilep-
sy so I am personally aware of many of the problems associated with this complex
medical disorder.

My professional qualifications include a B.S. and Doctoral degree in Pharmacy
and employment as Associate Professor of Pharmacy within the College of Pharma-
cy at the University of Minnesota. I am also Head of the Department of Pharmacy
Practice.

I also seérve on the Professional Advisory Board of the Epilepsy Foundation of
America. As a voluntary health agency, EFA relies upon its 50 member Professional
Advisory Board for advice on technical medical issues including such matters as
drug development, efficacy and safety. EFA invited me to serve on their Profession-
al Advisory Board because of my position as a Clinical Pharmacist at the Compre-
hensive Epilepsy Program at the University of Minnesota. My job is to assist my
medical colleagues in providing safe, effective and economical drug therapy for pa-
tients with epilepsy. ' ’

Epilepsy is really a misnomer. The more appropriate term is the epilepsies since
there are many different seizure classifications. Some forms of ‘épilepsy are convul-
sive while others are not. The epilepsies are very complex disorders to diagnose and
treat. Finding the appropriate drug or combination of drugs is often an extremely
lengthy and frustrating experience for an individual with epilepsy. Technological
advances using imaging devices and blood level monitoring have greatly contributed
to the medical community’s ability to more effectively control seizures using the
limited number of available antiepileptic drugs. o ‘

Just as the effects of epilepsy are very individualistic, so are the experiences of
individuals, who have the same type of epilepsy, when prescribed the same dose of
an antiepileptic drug due to physiologic and metabolic factors. :

One person, for instance, with complex partial seizures may be completely con-
trolled on the same dose of a specific medication without significant side effects
while another individual might experience serious side effects. Yet a third person
might not achieve any seizure control with the same drug. , .

The Foundation has followed with great interest and much concern the various
proposals which have been advanced to restructure Medicaid’s prescription drug
program including: Senator Pryor’s initial bill (S. 2605); the Office on Management
and Budget (OMB) initiative; the rebate programs proffered by drug manufacturers
particularly Merck; and Senator Pryor’s new legislation, S. 3029.

EFA has particular interest because (1) drug therapy is the mainstay of treatment
for people with epilepsy; (2) optimum drug therapy assists approximately 80 percent
of all people with epilepsy achieve seizure control and quality of life; and (3) antiepi-
leptic drugs unlike most other drug categories possess a relatively narrow range in
which seizure control is achieved with minimum toxicity. The six drugs primarily
used in the treatment of epilepsy are: (generic/brand): carbamazepine (Tegretol);
ethosuximide (Zarontin); phenobarbitol; phenytoin (Dilantin); primidone (Mysolin);
and valproate (Depakene/Depakote).

Each of the proposals before this Committee seek to reduce Federal Medicaid ex-
penditu, 28 for prescription drugs—an amount which totalled $3.9 billion during
fiscal 1989. Not only does EFA "applaud this goal, we would be happy to share at -
another hearing alternatives on how to use these savings to expand Medicaid cover-
age to better meet the needs of Americans with chronic health conditions. The diffi-
culty arises with the means to this laudable goal. ) .

The Foundation remains opposed, to the OMB proposal because therapeutic substi-
tution would have seriously adverse consequences to many people with epilepsy.
While the Foundation has not taken a final position on S. 2605, we believe it is seri-
01;23; flawed and would require substantial amendments to protect the health care
n of people with epilepsy. While S. 3029 is a major step in the right direction,
several provisions need revision before EFA is in a position to support its enact-
ment. The Foundation offers the following specific comments regarding the various

pending proposals.

*

{
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I. OMB PROPOSAL: THERAPEUTIC SUBSTITUTION

The most flawed proposal before the Committee is the OMB initiative permitting
therapeutic substitution. EFA, along with several professional associations, has long ™~
been opposed to the substitution of any prescribed antiepileptic drug (whether ge-
neric or brand) without the prior approval of the patient and the physician.

. There are important differences between drugs in the same therapéutic class and
substituting one drug for another may well result in people with epilepsy either ex-
periencing seizure(s) or toxic side effects. Physicians, after careful medical evalua-
tion of their patients, know best what their patients need. It-i% unacceptable for a
bureaucratically established process to second guess what is appropriate treatment

. for a particular individual with epilepsy as the OMB proposal would permit. Solu-

tions such as the OMB proposal which threaten the health of Americans with
chronic health conditions like epilepsy must be rejected outright.

e
iI. THE PHARMACEUTICAL ACCESS AND PRUDENT PURCHASING ACT (S. 2605)

Therapeutic Alternates and Drug use Classes

S. 2605, the Pharmaceutical Access and Prudent Purchasing Act, takes a slightly
different approach. The National Pharmacy and Therapeutics (NP&T) Committee,

* envisioned by S. 2605, would group all outpatient drugs into one or more drug use

classes based upon medical indications. “Drug use class” is defined as “a group of
covered outpatient drugs that has the same intended use.” -

The NP&T Committee would determine which drugs within each drug use class
are therapeutic alternates. lbtl defines therapeutic alternates as two or more drugs
that contain different therapeutic moieties but are of the same pharmacological or
therapeutic; class and can be expected to have a similar therapeutic effect when ad-
ministered to patients in a therapeutically equivalent dosage. States would then de-
termine a “preferred drug” among therapeutic alternatives based, in large measure,
upon which drug is available at lowest cost. ,

This approach is seriously flawed as it relates to drugs used for conditions such as
epilepsy. Being therapeutic alternates does not ensure that two or more drug prod-

.ucts mare either as effective or as safe in differing individuals. As previously men-
‘tioned, people with epilepsy have widely varying reactions to specific artiepileptic

drugs, even though the drugs are equally appropriate for the indication (specific sei-
zure type). People have differing metabolisms and family histories. They may have
other medical conditions which affect drug absorption or tolerance. Many people
take more than one antiepileptic drug or drugs for other medical conditions. Finally
some people are allergic or sensitive to specific classes of drugs. Finding the right
drug therapy for individuals is difficult at best. Physicians must be permitted maxi-
mum flexibility to prescribe what is best for their patients. For instance, 13 drugs
including carbamazepine, phenobarbitol, phenytoin and sodium .alproate are used
to treat generalized tonic-clonic (grand mal) seizures. Phenobarbitol has markedly
different side effects in some patients than does phenytoin or carbamazepine and-
sodium valproate, yet phenobarbitol is significantly lower in price than any other
drug within this indication.

The term ‘“drug use class” should be more narrowly defined and “indication”
should be defined. One ‘“nationally recognized” classi ion system is the U.S.
Pharmacopoeia. The U.S.P., for instance, identifies 8 Separate epilepsy-related indi- -
cations as follows: (1) Absence, (2) akinetic, (3} complex partial; (4) epilepsy-mixed
seizure patterns, (5) myoclonic, (6) simple partial, (7) tonic clonic and (8) status epi-
lepticus. S. 2605 does not adequately address whethér antiepileptic drugs would be
placed into one broad classification (antiepileptic drugs) or several based on each
specific seizure type. The definition hinges upon how the phrase “drugs that has the
same intended use” would be interpreted by the NP&T Committee. This is too imi-~
portant to leave legislatively undetermined. :

Physician Querride .
S. 2605, would only reimburse pharmacists for disbursing “‘preferred drugs” unless
the physician has issued a restrictive prescription for a non-preferred drug. The
physician must write the words (brand name) medically necessary on the prescrip-
tion or used those words when communicating the prescription by phone. .
.. If the physician fails to specify “brand medically necessary” the pharmacist must
clarify with the physician whether a preferred drug in the same drug use class is
acceptable for the patient or that the prescription is intended to be restricted.
EFA fears that this process may prove burdensome to all concerned—the pharma-
cist. the physician and, most important of all, the patient. Most troubling is the pro-
vision that limits the pharmacist from providing more than a 72 hour supply of the

-
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non-preferred drug when he or she has been unable to communidgate with the pre-

scribing physician. :

s a terrible burden and inconvenience on the MedicaM retipient. Not
everydne lives within walking distance of a pharmacy. Many people with epilepsy
are Yinable to drive. What if they are unable to get back to the pharmacy within 72
houys? If this individual has a seizure and is taken to an emergency room or visits a
physician, whatever savings will be lost. In addition, the person with epilepsy
havmg a breakthrough seizure risks serious m_]ury and the potential of major eco-
nomic and personal loss. EFA recommends issuing at least a two week supply of

“medications when the pharmamsts is unable to reach the physnclan

The physician override provisions of S. 2605 at least recognize the importance of
permitting treatment decisions to be determined by the physxclan—-not some un-
specified state agency clerk as provided for in Senator Pryor’s new hill. S. 3029 must
permit physicians to control treatment decisions.

Pharmacy and Therapeutics Committee

The NP&T Committee, envisioned by S. 2605, would be compnsed of professmnals
with recognized knowledge of appropriate drug utxllzatlon, relative safety and efﬁca-
cy including an “individual with expertlse m psychiatric or neurological problems.”
The Foundation’s experience with “expert’” panels established by national medical
groups leads us to questlon whether the interests of people with epllepsy would be-
adequately represented by having just one expert in the neurosciences given the
fact that there are over 600 neurological conditions.

The bill also requires the P&T Committee to solicit advise from advisory panels
The bill should specify the establishment of.a panel which would provide advice on
which medical conditions, such as epilepsy, should be exempt from the provisions of
the bill due to the severity of the condition; the pharmacologic difficu }y of manufac-

turing drug products; and metabolic problems associatéd with drug/treatment re-

gimes. The bill currently provides for an advisory panel dedicated té problems and
perceptions -of consumers. Another panel should be created to mc)ude representa-
tives of patient advocacy groups.

1II. MEDICAID ANTI-D SCRIMINATORY DRUG PRICE AND PATIENT BENEFIT RESTORATION ACT

Senator Pryor’s new bill is‘based,"in part, on the initiative introduced earlier this
year by Merck. This legislation, S. v029, requires each manufacturer wishing to par-
ticipate in the Medicald program to provide Medicaid the same substantial dis-
counts or “‘best prices” provided other purchasexs of its medications. -

While 8. 3029 promises to achieve.substantial savings without many of the admin-
lstratlve’ costs associated with S. 2605, it has several problems which must be re-
dressed if this proposal were to be enacted These problems related primarily to the -
* accessibility of medically necessary prescription drugs.

Drug Accessibility : v

S. 3029 states that ail drugs from a participating manufacturer are eligible for
reimbursement under Medicaid. While this provision is a notable improvement over
existing law, S. 3029 takes a step backwards when, another section, grants states the
authority to establish a prior authorization process. This process would, in effect, be
a state formulary-EFA is opposed to this provision as it stands. All drugs of partici-
pating companies should be available to patients. Prior approval should only be re-
quired for drugs marketed by companies not participating in the Rebate Program or
for a limited number of extraordinarily high price drug products If it is the intent
to permit limited access to a few high a price drugs, then“this section should be re-
drafted accordingly otherwise we urge elimination of this authority. To do otherwise
ensures inequitable medical care, uncertainty and burdensome administrative provi-

sions.

Pricr Authorization :

While we urge elimination of this provision for companies participating in the
Rebate Program, at a minimum, we believe it must be amended to: (1) require states
to establish an open process including a public hearing and an appeals process when
deciding which drugs require prior authorization; (2) establish a timely [>rocess per-
mitting a physician to appeal any denial issued under the prior authorization pro-
gram; (3) permit the physician to prescribe a limited supply of a drug when his or
her initial request is denied, and (4) provide additional language regarding what
constitutes an acceptable rational for denial.
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Drug Formularies =~ . . .

The Foundation is strongly opposed ta the establishment of highly restricted for-
mularies which are far removed from daily clinical practice. Restricted formularies
currently exist in selective Medicaid programs and in institutional settings. There
are differences between these types of formularies. The latter which are found in
hospitals are developed and constantly reviewed by medical practitioners concerned
with the medical needs of specific patients. These formularies are carefully devel-
oped to ersure the availability of quality medications at reasonable costs. State
Medicaid formnularies, on the other hand, are far removed from clinical practice and
patient considerations. Their purpose is primarily to generate savings by narrowing
the availabiiity of rnedications. This method of determining reimbursable drugs
often serves to deny or seriously limit access to newer and often more effective or
safer medications. B o

Several studies from selected states ‘where formularies have been in place, have
shown that costs will rise rather than fall. These studies indicate that restricted for-
mularies increase total Medicaid costs between 4 to 15 percent because those denied
appropriate drug therapiés may require more expensive alternative’ treatment such
as additional physician services, hospitalization or surgery.

.~ * While EFA has not independently réviewed these studies, its conclusions seem
. consistent with the experience many individuals have in securing and maintaining
effective seizure control.

Narrow Therapeutic Range Drugs and Generics
S. 3029, as drafted, prohibits reimbursement after April 1, 1991 for innovator

: (brand) multiple-source drugs. This provision must be amended to permit physicians

to prescribe brand formulations. All generic drugs are not therapeutically equivalent
to the,innovator product under existing standards. The FDA has identified 24
narrow therapeutic range drugs (see attachment) defined as drugs where “quality
specifications are generally considered to be critical” used to treat disorders such as
epilepsy, high blood pressure and asthma. These drugs, together with “hard-to-copy”’
groducts, present a special problem which this legislation must be amended to ad-

ress. .

- The American Academy of Neurology issued a statement earlier this year on the
problems associated with generic substitution of antiepileptic drugs (see attach-
ment). Every formulation of a particulzr drug (whether brand or generic) a differs
from each other. Each differ in the rate and extent of absorption. These difference
can and will cause problems with patients. The use of narrow therapeutic range
generics present a significant Problem which must not be overlooked or classified as
mere ‘“‘generic drug bashing.” The I"DA, together with the U.S.P. have recently
begun tightening the manufacturing standards for two major antiepileptic drugs.
This is a long and complicated process. EFA strongly urges that narrow therapeutic
range innovator multiple source drugs be specifically exempted from this proposed
exclusion provision.

The costs associated with switching a patient from one formulation of a drug
(whether brand or generic) to another formulation (i.e., blood tests, loss of seizure
control, adverse side effects) are likely to be higher than any savings achieved
through the mandated use of generics. »

A related problem stems from the lack of markings on generic products which
would permit consumers to easily identify the manufacturer of the drug. Such
markings must be required before this provision of S. 8029 receive approval.

Manufacturer markings are necessary, particularly for narrow therapeutic range
drugs, to permit consumers wishing to use a generic product to be assured that they
will remain on the same generic formulation when the prescrintion is refilled. Oth-
erwise they risk experiencing a therapeutic failure or toxicity.

Base Price Indexing

S. 3029 would establish as the “best” price the lower of either the market price
offered each calendar quarter or the lowest price offered as of September 1, 1990.
This-amount would be indexed to the consumer price index. :

Senator Pryor has pointed out that prescription drug prices rose 123 percent over
the past decade (1980-89) compared to 50 percent for the overall CPI. Yet the medi-
cal care component of the CPI increased by 99 percent during this time period.

EFA is not in a position to comment on what constitutes a reasonable rebate. We
do question whether using the consumer price index (CPI) is reasonable. It would
deem more appropriate to use either the medical research inflator or the medical
care component of the overall CPI, S )

’

An Ara n nqg _ A T e S . —
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“Me Too" Drugs ‘

Much has been said about so-called “Me—too” drugs. We understand the desire to
limit the practice of developing new drug products which are very similar to exist-
ing products and which do not significantly add to available drug therapies. EFA
thinks it is important to clarify that some-new drug products, although similar to
existing products, offer significant clinical benefits to patients. Individuals taking
antiepileptic drugs, particularly the older and, it is important to point out, less ex-
pensive drugs such as phenobarbitol often experience serious side-effects. Several
new antiepileptic drugs currently undergoing clinical trials show potential as being
as effective as existing drugs while having fewer side effects. Others, which are
chemically similar to existing products, offer longer half-lives permitting extended
release of the drug allowing individuals to take fewer doses daily.

The FDA rating given these new drugs, if eventually approved, would not reflect
the contribution these products will make to improving the lives of individuals
taking the older, more toxic drugs. If the FDA ratings are to be uséd to evaluate the
contribution of new drugs, then they must evaluate improved tolerance.

Drug Utilization Review

S. 3029 establishes a mechanism to improve consumer understanding’ of the
proper uses of their medications and the problems associated with taking multiple
drugs. These provisions are commendable since they seek to -maximize the benefits
which are derived from drug therapy while minimizing the problems. This legisla-
tion would strengthen the important role currently performed by pharmacists.

CONCLUSION

Not ‘all uses of prescription drugs are equivalent. Many drugs are used temporari-
ly to treat an illness. Others are used to reduce pain. Some drugs mean the differ-
ence between life or death. Other drugs mean the difference between an individual
leading a relatively unencumbered life or being seriously disabled. This is certainly
the case with antiepileptic medications.

These various proposals raise many serious questions. While the goal is to reduce
Medicaid expenditures, new bureaucracies and administrative procedures must be
avoided. Limiting access to certain drugs may also increase other expenditure cate-
gories such as physician visits or hospitalizations not to mention affect the quality
of life for people with chronic health conditions such as epilepsy.

If the Finance Committee were to pursue an approach similar to S. 2605 or S.
3029, we strongly recommend adopting provisions which regognize the problems as-
sociated with narrow therapeutic range drugs used to treat medical conditions such
as epilepsy where it is essential to maintain a stable druz level within the blood
stream to prevent the occurrence of life-threatening situations such as status epllep-
ticus or prolonged seizures.

The Foundation appreciates the difficulty in crafting d new legislative vehicle af-
fecting health care. EFA beligves it is essential to build protections into any legisla-
tion in order to ensure individuals with epilepsy who are Medicaid beneficiaries re-
ceive appropriate medical treatment.

The Foundation strongly urges that any leglslatlon reported out of thxs Commit-
tee must ensure: (1) access to all drugs determined “medically necessary” by the in-
dividual's physician intluding all narrow therapeutic range innovator drugs until
tighter therapeutic ranges are adopted by the Food and Drug Administration and
the U.S. Pharmacopeia; (2) reasonable prior approval procedures in¢luding a timely
appeal process; (3) achievement of cost-savings without burdensomé new administra-
tive processes; (4) adequate ingentives to ensure the development of improved drug
products; and (5) consumers receive the types of inforfation which assmt them to
make better decisions about their own health. *

The Foundation appreciates this opportunity to appear before you today.
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< . PUBL.IC HEALTH SERVICE
FOOD AND DRUS ADMINISTRATION
CENTER FOR DRUS EVALUATION AND RESEARCH

.

DATEs ‘Noveaber 13, 1989 . o v

FROM: Acting Director, o'"u:o of Generic Drugs

SUBJECT Narrow Therapeutic Range Druqgs - ‘ .

TOs Dr. Peck . )

Mr. Michels

. . . . LY . 4

The Commissioner has expressed concern about tm possibility that
drugs with narrow therapeutic range were not targeted in, the list
of top 30 generic drugs screened through the field sample
acquisition and assay prograa. As an fnitial response, the areas . .
of anti-convulsant druqg products and antf~asthmatic drug products
wore ifdentified. These were felt to be drug groups where acdest
deviations from biocequivalence potmttally could result in
adverse clinical ocutcomes, either adverse reactions.or : .
therapeutic failure. Comprehensive lists of anti-asthwma and .
anti-convuisant drugs include more than 60 products, After
sedical review of this list, it was obvious that while a
substantial nuaber of these products, in fact, did have a © ..
relatively narrow therapeutic range, there were alsd products
included for which the therapeutic index was quite brosd. In
addition, there are prooucts in other therapeutic areas whicn
also have a narrow therapesutic range. Theretore, Dr. Dighe was
asked to develop a list of multi-source drugs that would not
receive bioequivalence waivers, for which there was inforsation .. .
on the therapesutic range in the literasture, and for which the
therapeutic range was relatively narrow. This 1ist was then .
circulated to the Directors and Division Directors in the Qffices
of Drug Evaluation | and Il who have provided comment and input,
This list was reviewed bys Dr. Pack and is attached. Only drugs
that have approved ANDA's and are for oral or inhalation. dosing -
are included. There are insufficient data to establish internal
ranking for the drugs that are on this list. While we may well .
update and refine this list, given the understanding that it is
not considered definitive, £t mthﬂntt seees like a reasonable. .
starting place for this purpose. Please note that a parallel
evaluation (s deing developed for prriucts that, based on the

Contor tor Drug Evaluation’'s understa.Jing of the probless
involved in sanutfacturing, are likeilv to be hard to sanutacture ‘

by a new company.
l ' 2L ,‘ g—-—l.?
0. Bruce Burunqten. ‘
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U8, Conocern exists that some generic antiepiieptic medications do not provide
oathhaam peutic equivalence to the brand name product for which they are

mmngmamupnommuuomymmqmwmmu

esch other.1°S These concerns have besn voiced mosi ofien regarding the drugs phenytein
“end carbamazepine. The princips! advantage of generio substitutions -ponainment.
This economic goal must be balanced by quailty assurance Any sssessment of that
balance must include & knowledgeable Interprststion of the relevant principies of
phermacology and clinical neurciogy, as well as the refevant soclal and sconomic lesues.

Current FDA guidelines are based on the sssumption that bicavaliabiity can vary safely by
20%.1 There ls no sclentific evidence that this, or any other range of variabliity, can
be tolerated safely by petients with epliepsy. :

Three pharmacoioglo risk factors have been identified M sre associated with diffioulty
in creating 8 new drug: formulation: low water soludliity, & narrow therspsutio range and
nonlinesr pharmacokinetics. Phenytolss possdsees all three of these risk tactors, and

_MmmmmmuMMununmammamm
_ for persons with spliepsy. The physician and the petient. have difficulty In determnining

" the cause of rsing or falling blood levels and episodes of breakthrough selzures and drug
toxicity, under the best of croumstances. Some patients require delicetely balsnced

therapy. These problems are mzungmmmmmmnMnu
physicisns sre kept informed aboiut which manufacturer’s generic formulstion ls actually
dispensed st a particular ime. Many generic tublets and capsules are not identified by

any easlly identified marks or charact in contrast to brand name tablets and
capsules which are simost always distinctly labeled or identified. Thess nonlabeled pilte

" can be difficult 10 identify, mmmwmmmm .
settings.

m.mmumau.mammﬂmmma

Neurology. It is based on current sclentific and clinical information, -
ond does not represent endorsement by the AAN of padicular

disgnostic and thetspeutic precedures or reatment. .

¢ Copyright 1989 Amoricon Academy of Newsslogy
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The effects of therapeutic nonequivalence can be dramatic ln the case of sntleplleptic
medication, and these can far outweigh the economic advaniages of generic substitution.,
Breakthrough selzures In 8 previously welt controfied patient with epliepsy can be ‘
catastrophic. Selzures while driving can seversly injure or kill innocent bystenders.

‘Even i the patient wers not Injured In breakthrough selzures, the foss of driving

snd other soclal mmifications can cause severs hardship, Loss of work time ¢an

‘occur both for breakthrough selzures and for drug toxiclty. Selzures and toxicity also

fead to Increesed physicien vislts, Increased ordering of blood level tests and additions!
loss of work hours for each of thess. The incressed visits and biood level tests wit
happen for many pstients even without clinically spparent toxiclty or breakthrough ,
selzures, simply as a means of attempting o prevent such problems. These hiddan costs
represent 8 serfous flaw In the economic incentive for generic substiiution, which cen

" result i additional costs that far outweigh any small cost savings accruing from use of

generic medications. In perticulsr, a $10-100 annugl cost savings by using generics would
be cancelied ot many times over by just a few extra physician visits and biood leve! tests

" during that yesr. Although the patient will bear the risk for ssizures, he or she will

galn Httle in cost savings even when no new expenses are Incurred.
Relatively fow states require that wholesale cost savings be passed aleng 1o patients.®

"Retall stors price surveys have even shown thet price ditferences between ditferent stores
_can be greater than 8 specific store’s price differential between brand and generip

formulations of @ drug. In & given town, there are examples of storss chn?h\g more for
the generic than a compethor charges for the snalogous brand name drug.”®  For an
individuat patient, shopping around for the lowsst price on the brand name medication can
be & bigger coet savings than switching to generic. N

Pharmacists sre being asked to make generic substitutions, and yet they ere not in & (/}l
professional position to decide whether an antiepileptic drug-generic substitution ts ™~
reasonably safe for an Individus! patient. HMOs snd hosphat formularies, third

carriers, Medicald and Medicare have Implemented mandatory substitution policles without

" sutficlent discretion regarding Individual patient circumstances. Such substitutions are

covert since they sre dons without the knowledge or consent of sither the patient or the

" physiclan and often without even the notification of elther. This Is a substantial

confounding factor for patient-care, which may even prevent identification of the generic
substitution as the culprt causing clinical problems. The fack of Informed consent also
creates concern sbout a Hablity problem: Lawsults regarding breakthrough selzures or
dissbdiiity from dpug toxicity may well name physiclans, especiatly in states where the
pharmacists and drugstores have gained statutory protection from lawsults resulting from
generic substiiution. Lisblity for damages resulting from generic substiution, without
explich physicisn approval, ought to be the responsibliity of those who instituted the
policles and statutes sifowing such substitution. Regulatéry blas favors substitution in
many states by forbidding physician control of generie subsiitution thvough such simple
masans as placing a check in 8 preprinted box.

These many problems and the patient care difficulties from generic substitution have been
obscured by the often repeated myth, "No patient has sver been harmed by s generic drug° *
There are weil-known published reports of | nonequivalence with breakthrough
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selzures or hernnd ulxun m‘mcy upon generic substitution®12 or In toxicity upon

_ Glspensing & different formulation.

3 Pubdlished reports slso document that conm‘.

antieplieptics do have ditferent rates of alnotptlon. bioavallablity and blood levels.!
17 Even changes in the formulation or od tion of brand namae antleplieptic

. imedica!

s have ceused cilnically significant eftects.18-20  Bome cutbreaks of ciinlos)

mblom ve resutled In recalls of generic antiepiieptic medications.81-22  These

ltnmmmmw.lnd»mmmmﬂmuluh

mmm In biood levele®3 or clinical efficacy. 24 Generic drug

- manufe

snd the FDA have chalienged some reports of nonequivatence as being t0o

" snecdotsl.25-27 Recognizing that the anecdots’ nslure of reports does not detract from
_thekr significance, many members of the AAN have provided us with exampies of serfous
" glinical problems that they stiributed to generio substitution. For antieplieptic

the problems involve primarlly phenyto!n and carbamazspine. 8ome other

antieplisptic drugs may or may not have generic substitution dlificulty, because they

. possess few pharmacologlo risk factors. $till other antieplieptic medications are quits
well suted for substitution, e.g., smong various generic formulstions of phenobarbital.

\

Much of the disadvantage of generic substitution results from switching, often repeatedty,
from one carbamazepine and phenytoin formulstion to ancther. Other problems inciude
" mandated substitution policles without notice to patlent or physician and quallty control

" lssues.

All of these could potentially be overcoms. At the present time, however, the

obstacies are substantial, snd  may require some fime before policies, laws and hablts
can de changed sufficiently to aliow a widespresd sifective generic substitution for
phenytoln and carbamazepine. Under existing circumstances, the following lo recommended:

—

@

@

©

Generic substiution can onty be approved If safety and officacy m not
compromised. Patient safety and drug efficacy may be unduly compromised by
indiscriminate switching 10, from or between gensric dnm for patients taking
phenytoin or carbamazepine.

Physiclans should avold switching betwesn formulations of antieplieptic

medications except when medically necessary, particularly tor carbamazepine or

phony!oln. They also should monttor blood fevels closely at the time of any known
switch to a different formulation. Medlication doses should be

md]uuod accordingty.

8pecific information sbout sach lmlopllcpﬂc generic drug should be made
avallable to physicians, Including srea under the curve bloavallabliity, time to

" maximum serum conconmglon, dissolution rate and reported complications.

Pharmacists should He required to Inform patients and physiclans when switchifg s
patient between ditferent formulations of antiepiieptic medications, and sach
prescription bote should be fabaled sufficiently to identity the specific
manufacturer of the product dispensed. .

Any mln!atlon thit encourages or nqu!m‘ generic substitition a1 antleplieptic
maedication, including feders! and state agenciés, hospltals, health plans, third
wtgl carriers, Medicald and mdlem should evatuste s posttion regarding this
problem.

More research fs needed 10 assess the impact of generic drugs In patients with
apilepsy as well as In other clinical aRtuations where lluctuatlng drug fevels can
produce disastrous cmcu.
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V.S, Govenment employees who puuclpatod In the dovolopmm of this
technology sssessment did so in & private capaclty. No officlal support or
" endorsement by the U.8. Department of Health and Human Services or the
‘Veterans Administration ls intended or should be inferred.
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PREPARED STATEMENT OF CONGRESSMAN JiM COOPER

L 4

. Sometimes an idea comes along that is so simple, so powerful, and so compeling
that people wonder why it hadn’t been considered years before. OQur colleague in the
other body, Senator Pryor, has come up with such an idea, and my House colleague
R}:)n ‘gydep‘ and I introduced legislation last Wednesday in the House to implement
that iddh.* -

" - Thé&'idea is simple. When the U.S. Government is a large purchaser of something,
it should be able to negotiate to get either the lowest possible price, or at least as
good a price as other bulk purchasers are getting. The U.S. Government should be
run more like a business, which almost always bargains to get the ‘best possible
deal. The converse of that is the Government should never blindly pay the highest
possible prices, thus wasting precious taxpayer dollars, because it forgets to ask for
a discount. . ) .

In many cases, the U.S. Government does get reduced rates. When the Federal

. Government purchases everything from automobilcs .. fountain pens, even renting
sBotel rooms, a substantial discount is available from t -supplier. :

* T think most Americans would be shocked to learn that the U.S. Government,
through the Medicaid program, is the top purchaser of prescription drugs in Amer-
ica and yet rarely even gets the discounts that smaller purchasers get. In fact, we
taxpayers usually end up paying top dollar. In most cases, Government hasn’t even

_tried to get lower prices. we've let the drug companies tell us how much they would
like to be paid, and we have paid them with no questions asked.

At

The cost of this-extravagance has been largely hidden, but it has been extraordi- ~

nary. This legislated, unrecorded subsidy to the pharmaceutical industry has cost

the nation’s Medicaid program, and thus the nation’s taxpayers and poor, hundreds

of millions of dollars, according to both the Congressional Budget Off ice and the
Office of Management and Budget. This vast amount of money has not reached the

poor in America primarily because the U.S. Government did not get a better deal

from U.S. drug companies. ,

This is not to say that the U.S. pharmaceutical industry is all bad. Far from it. It
leads the world in innovation and quality. Countless lives have been saved and im-
proved as a result of the industry's research and product development. Being the
world leader i8 not cheap. It takes money and lots of it. But the drug companies
have found one way of getting lots of money from the Federal government without
the need for an appropriation or even an explanation. By simplgsrefgsing to bargain
with the Federal government, they have' created a secret subsidy for themselves
that is unfair to the taxpa{ers and poor of America. Coe

The U.S. pharmaceutical industry gives discounts to the vast majority of hospitals

in America use they are smart enough to demand them. The industry also gives °

- lower prices to the Department of Veterans Affdirs hospitals and to health mainte-

BEST AVAILABLE COPY
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nance ovsanizations. Why not to their blggest customer, the U.S. Government’s
Medicaid program"

Some states have caught on to this game and have begun the bargaining process..
But they have often been forced to resort to formulanes, restrictive lists of drugs
that Medicaid patients may be prescribed; in order to gain a bargaining advantage
with the drug companies.

The Federal Government has the power and the responsihility to make sure that
every state, every taxpayer, ond every poor person, is protected from wasteful
spending in the Medicaid program. The Pryor-Wyden-Cooper bill, which we intro-
duced last Wednesday, achieves these savings without harming the legitimate inter-
ests of either poor citizens or drug companies. This bill should be distinguished from
an earlier bill, S. 2605, which Senator Pryor introduced on the same subject but
with a mgmﬁcantly different set of solutions.

This bi]l we are mtroducmg today assures access to the best prescription drugs on
the market for our nation’s poor. No one need fear the creation of a system of
second-class drugs for our nation’s poor. In fact, the estimated budget savings of $2.5
billion over five years that this bill will produce should allow the Medicaid program
to reach out to many more people in order to serve them better.

" Major companies in the U.S. pharmaceutical industry itself have shown that they -
can live quite well when they give discounts to their largest customer. Several lead-
ing drug manufacturers have offered voluntarily to treat the U.S. Government as’
“they do their other large customers, instead of discriminating against it. Unfortu-
nately, these voluntary industry initiatives, while commendable, do not go far
enough and lack adequate safeguards. To be sure, the Pharmaceutical Manufactur-
ers Association is still against the legislation, as you would expect a trade associa-
tion to be. But I feel that it is losing more and more of its members on the issue.
Thede companies expect discounts from their suppliers; the Federal Government ex-
pects discounts from its suppliers.

The Leadership of the pharmaceutical industry will be tested by the manner in
which it wages this fight. Will it sink to the lowest common denominator and fight
to the last breath of the last company that wants to preserve this hidden and unfair
subsidy? Or will it be thankful for the many years the U.S. Government has paid it
top dollar, and argue for open, efficient subsidies that it is prepared to defend m
public and on the merits?

To be honest with you, the first skirmishes have not been encouraging.

A very common tactic has been used: Discredit the first Pryor bill in the hopes
that all subsequent legislation, such as the bill we introduced Wednesday, will
either not be noticed or discredited.

Another tactic: Don’t work with the Congress to improve the legislation and dis-
courage those companies who are willing to; make Congress figure out everything
on its own.

Efforts have eyven been made by the pharmaceutical industry to convince our na-
tion’s poor thag’they are better served with the current system, which has often
denied patients access to health care, than it could be if we did not secretly funnel
money to the pharmaceutical industry. e‘i

Efforts have also been made to hide the fact that so many of the new.and expen-
. sive drugs being introduced today are so similar to existing drugs that they ase
little more than an excuse for a price increase. So much of our technologlcal talent
is being wasted on “me-too” drugs that cost a lot more and but don’t cure a lot
more.

I would hope that this is an issue that businessmen i in the pharmaceutical mdus-
try would treat as businessmen. Don’t discriminate against your biggest customer,
even if it is the Federal Government. Don’t treat Uncle Sam like Uncle Sucker.
Why? Bécause we all lose as taxpayers and as a nation when we, exploit our own
Gavernment.

. .1 am not an enemy of the pharmaceutical industry. In fact, I have generally sup-
" ported their initiatives. I am open to any argument they want to make for open,
" targeted subsidies to help it bring need drugs to market. I am an enemy of waste,
and of secret subsidies at the taxpayers’ expense. The pharmaceutical industry of
America needs to treat our taxpayers with more respect and offer them, and the
poor of America, at least the discounts that they offer to other groups. "

- I thank again my colleagues, David Pryor of Arkansas and Ron Wyden of Oregon,

for joining me u% this important legislation.
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PREPARED STATEMENT OF NANCY W. DicKEY

Mr. Chairman and Members of the Subcommittee: My name is Nancy W. Dickey,
M.D. I am a family physician in Richmond, Texas and a member of the AMA Board
of Trustees. With. me is Michael Zargki of the A Division of Legislative Activi-
ties. ' b :

The American Medical Association appreciates this opportunity to address propoe-
als for payment of drugs under Medicaid. ‘

Before discussing these proposals, let me tell-you about the Association’s interest
in improving Medicaid coverage for those in need. The AMA has devoted much at-
tention to this issue. We have studied and identified the severe inequities in the cur-
rent Medicaid I";n'ogram and we have-concluded that the program is in need of
reform. The AMA proposals to modify Medicaid include:

1. The creation of basic national standards of uniform eligibility for all persons
below poverty level income (adjusted by state per capita income factors); 4,

2. The creation of basic national standards of uniform minimum adequate bene-
fits; ) - . N

3. The elimination of the existing categorical requirements; and

4. The creation of adequate payment levels to assure broad access to care.

We recognize that the costs of these reforms will be great. Indeed, merely to con-
tinue providing the current level of care to Medicaid beneficiaries without such im-
provement will require increased resources. . )

Under these circumstances, we must be comprehensive in our examination of the
elements that contribute.to the cost of health care for Medicaid beneficiaries. One

_element that the AMA and others have studied recently has been prescription
drugs. Prescription drugs are often the therapy of choice and can be the most cost
effective treatment. The affordability of prescription drugs directly affects the
nature and quality of care available to patients. Dramatic increases in the costs of
-prescription drugs can have a deleterious effect on access to care an9 patient com-
pliance with prescribed treatment.

Physicians’ concern over the cost of prescription drugs has led our Association to
call on the pharmaceutical industry to exercise reasonable restraint in the pricing
of drugs. The AMA also prepared a report on the increases in prescription drug
prices during recent years. A cor;:z of that report is included with this statement. In
our report, we state that the AMA supports programs whose purpose is to contain
:'}::i rising costs of prescription drugs, provided that the.following criteria are satis-
led: :

1. =Physiciz;ms must have significant input into the development and maintenance
of such programs; 8

2. Such programs must encourage optimum prescribing practices and quality of
care; ‘ .
_113. All patients must have access to all prescription drugs necessary to treat their
ilinesses; .

- 4. Physicians must have the freedom to prescribe the most appropriate drugs for

the individual patient; and

5. Such programs should promote an environment that will give pharmaceutical
manufacturers the incentive -for research and development of new and innovative
prescription drugs. ‘

. Ever since Medicaid prescription drug reimbursement has been identified as a pri-
mary target for cost-cutting and reform, there have been a number of proposals in-
troduced to accomplish this. Some of these proposals have the potential to be truly-
da:ferous to Medicaid beneficiaries and we strongly oppose them. Specifically, any
Medicaid proposal which relies on the concept of therapeutic substitution should be

re;'l;e}clted. ' )

e practice of substituting a drug different in chemical structure from the drug.
prescri by the treating physician has been applied in some institutions as a .
containment measure. The risk of therapeutic substitution to the g‘eg‘ient stems from
the fact that different individual patients may react to a drug differently for rea-
sons relating to their other medical conditions, to interactions with their other
medications, and to factors such as the patient’s age, race, and individual sensitivi-
ty. The risk is compounded if the substitution occurs in an outpatient situation
where the physician has no idea that a drug has been substituted for the one pre-
scribed. It i8 essential that the treating physician have accurate knowledge of the
patient’s drug therapy ‘in order to monitor for possible therapeutic failure or side
effects. Moreover, where drugs are substituted on the basis of whichever is cheapest,

-

————
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patlents especlally thoae with chronic disease, may be switched repeatedly to a dif-
ferent drug after being successfully stabilized on the original drug.

The AMA expressed strong opposition to a recent Office of Management and
Budget (OMB) proposal which would rely on a therapeutic substitution scheme as
part of deficit reduction efforts. We understand that the Department of Health and
Human Services (HHS), among many others, has also expressed opposition to the
QMB proposal and modification of the proposal is-likely.

Another approach to this issue is Senator David Pryor’s “Pharmaceutical Access
and Prudent Purchasing Act of 1990” (PAPPA), S. 2605. Senator Pryor has indicated
that his primary concern is the increasing cost of drugs under the Medicaid pro-
gram and the fact that drug costs are detracting from the ability of Medicaid to pro-
vide adequate reimbursement and coverage for other needed benefits. Of special
concern to Senator Pryor is that Medicaid often pays higher prices for drugs than -
other high volume drug purchasers. The AMA shares Senator Pryor’s concerns re-
garding the impact of prescription drug prices on Medicaid programs in the states.

The AMA has’identified in S. 2605 severalconceptual and practical problems, es-

pecially with the concept of drug mterchangeablhty and the administrative process-

es that would burden the physician’s practice with further administrative reqmte-

ments. The AMA, therefore, does not support the bill as introduced.

Senator Pryor and the AMA have continued to discuss the legislation and are ad-
dressing the profession’s concerns with the bill, although spontaneous actions by
pharmaceutical companies may render the bill unnecessary.

Companies within the pharmaceutncal industry also have responded with cost-con-
tainment proposals of their own. These proposals, in general, take a straight-for-
ward economic approach and do not incorporate ‘tHose- elements such as therapeutic
substitution that cause us concern with the quality of patient care for Medicaid
beneficiaries.

Overall, we are generally encouraged that the parties to this issue appear to show
genuine concern for the quality of care of Medicaid beneficiaries. We are also en-
couraged by the flexibility demonstrated by the parties to this debate.

Certainly the AMA would not support an approach that would result in a dimin-
ished or second-class level of care for the population served by Medicaid. We are
confident that appropriate substantive reform and savings to the Medicaid program
can be realized this year. )

We would be happy to answer any questlons you may have. '
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. REPORT OF THE BOARD OF TRUSTEES

. Répori: 0
. . (A-90)
Sﬁbject: - Cqst of Prescription-bruga
Presented by: John J. Ring, MD, Chairman

Referred to: Reference Committee B .
(Charles D. Sherman, Jr., MD, Chairman)
. e

—
. 13
1 . The afforcdability of prescription pharmaceuticals diractly
2 affects the nature and quality of care available to patients.
3 Recent, and in some cases dramatic, increases in the cost of
— 4 prescription pharmaceuticals have had a deleterious effect on access
5 to care and patient compliance with prescribed trcatment. During
6 the 1989 Interim Meeting of the House of Delegates, Resolution 112
7 was adopted. Resolution 112 asks that the AMA urge the '
] pharmaceutical industry to exercise reasonable restraint in the
9 pricing of drugs. The resolution also calls upon the AMA to study
10 the justification for the sharp increases i{n prescription drug
11 prices during recent years. . ¢
12 ; .
13 CONTRIBUTION OF PRESCRIPTION DRUGS TO HEALTH CARE
14 IN THE UNITED STATES
15
16 The contribution of prescription drugs to improving the health
17 of Americans and to containing the cost of health care is well
18 recognized. Over the past century, new effective pharmadeuticals
19  have helped in the virtual elimination of deaths in the United
N 20 States ‘suck ag poliomyelitis, pertussis, and
21 ‘tuberculosis and have contributed to a better ghan 30-year increase
22 in average 1ife expe tant& at birth, Prescription drugs have been
23 repeatedly cited by i.ulth economists as one of the most cost
24 efficient of medical technologies.l,2 Often self-administered
25 and generally requiring no expensive medical facilitles, drugs have
26 increasingly replaced other more expensive forms of therapy,
27 -forestalling hospital admissions, shortening hospital stays and
28 reducing the need for costly invasive medical procedures.
29 Currently, preacription drug costs account for less than 7% of each
o 30 dollar spent on health care in the v.s.3
Past Howe Actions: 1-89:301; A-88:273; 1-85:229
S ' .
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THE COST OF PRESCRIPTIOK DRUGS IR THE UNITED STA‘IBS

"The 19BOs have witnessed a dramatic increase in the cost ofe
prescriptiin drugs. Between 1981 and 1988, the price of drugs in e
the U.S. -‘nse 88%, a rate nore than triple the general inflation
rate of 25X for the perlod. Although expenditures for
prescra_ .ion drugs represent only a small fraction of overall health
care expenditutea, the majority of drug purchases in this country
are not covered by health insurance and must be paid for
out-of-pocket by consumers.® For the poor, for persons dependent
bn high-priced pharmaceuticals for extended periods of time, and for
the elderly living on fixed incomes who are najor consumers of
drugs, th: cost of prescription drugs represents a major personal
health-care expense.®

Since 1980, prescription drug prices have increased faster than R
general medical care prices and the prices of other gools and
services (See Table 1). ‘

Table 1: Consumer Price Index for Selected Goods and Sefvicee, ' ———
1980 - 1989 \
1980 86.3 . 13.6 . 7.6 11.0 75.2 9.2
1981 94.0 89 87.3 12.5 84.7 12.6
1982 | 976 38 | 969 110 | 949 120
1983 101.3 3.8 103.1 6.4 141 97
1984 105.3 39 © 109.4 6.1 1144 9.9-
1985 109.3 38 | 1168 6.8 123.8 8.2 .
1986 110.5 11 125.8 17 1349 - 90
1987 115.4 44 133‘.1 i 5:8 145.7 8.0
1988 . 120.5 44 142.3 6.9 157.1 78
1989 126.1 4.6 1544 8.5 1720 9.5

Source: U.S. Department of Labor, Bureau of Labor Statistics.

Kbproxiutely 50% of the increase in cost of drugs is attributed
to the general increase in the consumer price index and about 3% of
the increase is due to increases in the volume of drug purchases.

»

3
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The remaining increase in the cost of drugs reflects increases in
drug prices above the general rate of inflation and

independent of prescribing practlces. Factors cited by the
pharmaceutical industry as contributing to the rise in prescription
drug prices include:

e the cost of resear?h and teatiny, intcluding the cost of
experimenting with drugs which iid not prove to have ¢

therapeutic benefit; s
e the cost of compiling clinical data and seeking and obtaining
FDA approval;
e the coast of manufacture and production and of majintaining
quality control;
the cost of new drug promotion and physician education;
the limits of patent protection and competition from generics; °
uncertain market life and competition from fast follower drugs;
competition from overseas producers;
product liability; and
the need to provide adequate shareholder returns.8-12

L2 B BN B BN

DRUG RESEARCH AND DEVELOPMENT

A major factor driving the cost and, ultimately the price of
pharmaceuticals is the high cost of drug research and development
(R&D). A 1986 study conducted for the Pharmaceutical Manufacturers
Assocfation (PMA) estimated that it took, on average, 10 years and
$125 million to get one medication from the laboratory to the
phairmacist's shelf. 13 Preliminary data from a more recent study
by Tufts University Center for the Study of Drug Development adds
tvo years ard more than $75 million dollars to the PMA's estimate of
the lead-time and cost'of developing a marketable drug.l4

The profitability of individual drug firms depends largely on
the eoi:tinual introduction of successful new products. Thus,
research and development is key to industry growth and survival.
During 1989, U.S. drug companies reinvested nearly 17X of their
pharmaceutical sales revenue ($7.3 billion) into drug research and
development. This represented a 12.3X increase over the 1ndustry s
1988 R&D investment of $6.5 billion.15 Pharmaceutical R&D funding
has accelerated over the past decade, doubling every five
years.3,16 Yet despite one of the highest levels of R&D funding
of any manufacturing industry in the United States, only a small
proportion of this investment eventually results in saleable
products,

Dru’ research and development {s both expensive and s
risky.17-20 gD costs for néw drugs can vary widely and there is
no apparent relationship between the magnitude of these costs and
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success in the marketplace.2l The Upjohn Company estimates that

of every 2,000 chemicals studied by its laboratories, only 200 show
any potential in early tests, and of these, only 20 may eventually
be tested in people. Only one experimental drug out of the origingl
2,000 chemicals studied by Upjohn scientists may be found safe and
effective enough to pass Food and Drug Administration (FDA) review
and reach the market.22 The PMA estimates the R&D success rate

for new pharmaceuticals at an even gloomier one iw 10,000.

A major study of the cost of new drug development is being -
conducted by Tufts University Center for the Study of Drug
Development under the direction of Joseph A. DiMasi, PhD, in
collaboration with Henry Grabowski, PhD, of Duke University and
Ronald Hansen, PhD, of the University of Rochester. The study,
_yhich is based on a 1987 national survey of pharmaceutical firm$,
examines in detail the actual expenditureas by year and stage of
development invested by participating companies in the development
of new chemical entities. Results of this study are expected to be
available by June or July of 1990.23 The results will be
communicated to the House of Delegates in a follow-up report on
pharmaceutical drug pricing.

DRUG DEVELOPMERY AND THE FDA APPROVAL PROCESS

Compliance with FUA requirements for new drug approval adds to
the cost of drug R&D in the U.S. Designed to hglp assure that only
safe.-and effective medicines come to market, tie FDA drug approval
process formally begins with the filing of an‘investigational new
drug (IND) application and culminates with the review and approval
of a newv drug uapplication (NDA). For new drugs approved in 1989,
the FDA required an average review time of 32.5 months just to
review and take action on the NDA. Howvever, years of basic research
and laboratory and animal studies precede the submission of an IND
and additional years.of clinical trials in humans precede submission
of the NDA. Even after the approval of the NDA, the FDA requires
drug companies to continue to submit periodic reports that document
adverse reactions to the drug, guality control records, and, for
some drugs, long-term effects.2

According to W. Leigh Thompson, MD, group vice president of
Lilly Research Laboratories, one of the major factors contributing
to the rise in drug research costs is the increasing amount of
information required to support new drug applications (NDAs) for the
FDA--in particular "the expansion of the magnitude of clinical
trials."” Doctor Thompson illustrates this increase by pointing to
the differencea in clinical trial requirements for the 1979 approved.
antibiotic, Ceclor® (Cefaclor) and a similar related antimicrobial
nov under development at Lilly. While the clinical trials for
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Ceclor® involved 1,493 patients, the clinical trials for Lilly's

1

2 new antimicrobial will involve 10,000 patients. According to

3 Thompson, the number of routine clinical laboratory tests have

4 doubled every two years and the number-of pagea of clinical report

5 . forms submitted 'in NDAs have doudbled every year and a half. The'KDA
6 for Lilly's recently developed Pindac (pinacidil), a vasodilator

7 currently under review at the FDA is 470,000 pages in length.

8 “Technology inflation" has also, played a part.in the added cost of

9 drug R&D as laboratories try to streamline basic research through
10 ° the use of computer generated chree dimensional molecular models.26 . N
11

12 THE OUTCOME OF DRUG R&D .
13 .

14 In 1989, 23 new drugs, i.e., nev molecular entities (NMEs),

15 obtained FDA approval and according to a recent PMA survey, there

16 are currently 67 new drug applications (NDAs) awvafting FDA review in
17  1990.27 . The length and total cost of the research and development
18 effort that resulted in the 23 FDA approved drugs in 1989 and that
19 supported the 67 NDAs for 1990 are difficult to estimate. Drug

20 manufacturers have argued that increases in pharmaceutical prices

21 are necessary to cover the large and groving expense of research and
22 development for nev,druga.23 Industry critics have countered that
23 many of the new drugs coming out of this R&D effort offer little or
24 no therapeutic advantage over existing products.

26 In a maJoriti staff report on the July 1989 Congtessional Drug

27 Pricing Hearings, the Senate Special Committee on Aging questioned

28 the pharmaceutical industry's justification for high new drug prices

29 based on high R&D cdsts and the value of drugs as new effective

30 therapies. Using the FDA's evaluations of new drug therapeutic

31 potential ("A" rated--important therapeutic gain; "B" rated--modest

32 therapeutic gain; "C" rated--little or no therapeutic gain), the

33 staff report concluded that class "C" drugs, those whose treatment

34 potential was judged by the FDA to be essentially the same as

35 existing drugs already in use, comprised 84X of the 348 new drugs

36 marketed by the 25 largest drug companies between 1981 and 1988,

37 Only 4X of this group of new drugs received an "A"™ rating from the

38 FDA meaning they offered an important therapeutic gain over existing

39 products. The report argued that Class "C" drugs, described as "me

40 too”~druc¢,~ofter little economic advantages to the patient over

41 existing drug products and, therefore, should be priced lower. 29
However, many of these new drugs are priced signiflcantly higher
/Bhan the older drugs they netk to replace.30

45 The PMA criticized the committee's staff report in their own
46 report, "America's Pharmaceutical Research Companies:
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A Cost-Effective Source of Important New Medicines." According to
the PMA, the Senate staff analysis inappropriately lumped new
molecular entities (NMEs), which account for approximately 80% of
all industry research expenditures, with improvements to existing
products, which almost invariably would be rated class "C" by the
FDA. The PMA states that of 182 NMEs approved by the FDA between
1981 and 1988, 47X were considered to represent aignificant or
moderate therapeutic gains,28

The PMA has also taken issue with the uge of the FDA's rating
system as a measure of the ultimate or even current value of drugs
on the market. Designed only to serve ‘as an FDA administrative tool
to allocate reviewing resources, the rating system does not take
into account that a drug's actual value to patient care evolves with
widespread use, -

Studies of new drug aevelopment show that biﬂy of the major
pharmaceutical advances of the past 50 years have involved "me too”
and "folldw on" research.29 These studies stress that “molecular

‘modification is the essence of effective pharmacology" and the

foundation of many original drug advances. For example, four’

- important therapeutic classes of drugs--sulfonamide antimicrobials,
" diuretics, uricosurics, and otal antidiabetic agents--were

ultimately derived from the drug prontosil, developed -by Domagk in
the 19308. Molecular changes in mercaptopurine, a chemutherapeutic

.agent, led to allopurinol, a xanthine oxidase inhibitor used to

treat gout, and azathioprine, an immunosuppressant; &ocaine, an
analgesic, eventually gave rise to the cardiovascular and anesthetic
drugs procainamide, lidocaine, bupivicaine, and tetracaine; apd
research on norepinephrine's chemical structure led to
alpha-methyldopa, an antihypertensive. A 1988 Tufts University
study of the World Health Organization's essential drug list found
that nearly half of the drugs considered essential by the WHO were "’
not innovator drugs in their respective therapeutic classes but were
the.result of "me-too" and "follow-on" drug research.3l

DRUG PATENT PROTECTION AND MARKET LIFE

Once a drug is on the market, the manufacturer prices the drug
to recoup R&D costs and support.ongoing operations. The market life
of a new drug is uncertain. Competing manufacturers are continually
introducing new products which they claim are as good a3 or better
than drugs already on the market. Thus, at any time a more
efficacious drug may appear and curtail an existing drug's market
life even before the end of its patent-life, Before a drug reaches
the market, its patent life of 17 years. is eroded by the length of
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{ts R&D period. The average remaining patent life for drugs after
FDA approval {s about nine years.32 . Once the drug goes off

patent, it can expect competition from lower priced generic drugs.

.

4

. GENERIC DRUGS .

Since the passage of the Drug Price-Competition and Patent Terh
Restoration Act §n 1984, the number of generic drugs developed has
accelerated in the U.S. prescyiption drug market. The act
facilitated quick FDA approval, via the Abbreviated New Drug
Approval (ANDA) process, for generic drugs which were chemically
12 equivalent and biqequivalent to FDA-apgroved brand name (innovator)
drugs. (As a quid pro quo, the act also allowed manufacturers of
~innovator products to recoup some of the patent life lost on their
15 drugs because of the length of the FDA's approval prdcess.) Today,
16 generic drugs comprise about 30% of U.S. retail drug sales.33
17 Many of these generic drug products are manufactured by brand name
18 drug companies. The share of the prescription drug market held by
19 3eneric products 18 expected to expand as more brand name
20 (innovator) drug products come off-patent (See Table 2)3%4 and’
21 generic preacribing and generic substitution become more widespread.

P
COVOBNOUVDWN
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lele 2 Mljﬂl’ 0rugs Losmg Pttem Prowcuon 1991- 1995
m K oy

' Manufacturer... Egtimated Sales

: REAX sk S 2l S ﬁwn"z“""ﬁ*&y&' SarEadng mﬂllm) :
o 1991 Procardia Heart Pfizer $228
' Tenormin Heart icl " 250
1992 : Cardizem o Heart Marion 300
3 Ceclor Antibiotic " Eli Lilly 191
Feldene Arthritis Pfizer 208
Seldane Antihistamine Dow . 118
1993 Corgard/Corzide Heant ~  Squibb | 1s
W Heart Cibs-Geigy 169
Naproyn - Arthritiu Syntex 275
. Xanax Tranquilizer Upjohn 235
1994 Tagamet Ulcer SmithKline 523
1995 Capoten Heart Squibb o
Zantac - Ulecer ’ Gh@ngAi, 500

Source: Generic Paarmaceutical Association as cited in Wall Street Journal, February 20, 1990
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Generic drugs often are much less expensive than the brand name
{innovator) products they mimic. This price break is largely due to
the fact that generic drug manufacturers do not incur the high risk

and high costs of pioneering drug research and development. The

major task of generjc manufacturers is to demonstrate biloequivalence
to the innovator drug product and secure FDA approval for their
ANDA. ‘Because. the market for a generic product is already
established by the brand name drugs they copy, the promotional and
advertislns budgets of generic drug produce:rs are telatively small.

To coampete vith generics, brand name companies have chosen to
raise rather then lower the'price of their off-patent products.35
The rs~ionale {s that there will be a post-patent period of
continued brand loyalty among prescribers and patients. Although
thé number of sales of the brand name drug will fall as generics
make inroads into the market, higher prices for the former may, for
a time, offset market share losses to generic competitors.

Other strategies to retain market share in the face of generic
competition include changing the appearance of the drug to increase
patient recognition and brand loyalty, aggressive advertising
compaigns wvhich wvarn physicians of potential therapeutic
inequivalencies of generic products, and modification in the drug
delivery system which can potentially extend the patent life of the
brand name drug. Pioneeming drug firms also may establish or
upgrade their own generic drug divisions to remain competitive in
the therapy areas addressed by their brand hame products. This
strategy realistically accepts that brand name drugs, like other
products, have a market life cycle and that the generic market will
most likely become a permanent and growing part of the dryg market.
Generic substitution is permitted in all 50 states and a stoving
number of reimbursement programs either require or strongly
encourage the use of generic drugs.36  In 1990, only 21 of the
current ‘top 100 U.S, prescription drugs will have some form of
patent protection.

While conpetitlon from generic drugs has had the effect of
boosting the price, at least in the short term, of specific brand
name pharmaceuticals, increased use of lower cost generics in the
place of Erand name drugs should lower overall drug expenditures.
Barriers to the growth of generic prescribing and substitution
inglude physician resistance or indifference and physician and
public concern over the quality of generic drugs.

DRUG‘PROHOTIGN AND HARXBTING
Brand name prescription drugs are marketed directly to

physicians. From a marketing viewpoint, it is important for a drug
company to be the first on the market with a major drug innovation
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and to quickly develop brand name recognition for that drug within
the medical community. Studies of physician prescr!binz practices
consistently show that physicians are brand loyal.’,37

Advertising and promotional campaigns directed toward physicians
are highly technical and often considerably more expensive than
those directed toward the general public. The proportion of sales
revenue devoted to product promotion is higher for drug
manufacturers than for manufacturers of many other products,
Because the pharmaceutical industry,is continually introducing new

ﬁs of new competitors, '
advertising and promotional strategies must be continually changed
and updated adding to the overall cost of drug promotion. As the
prescription drug market haglbecome more conpetitive. the
promotional budgets of major drug firms have increased. In 1980,
the U.S. pharmaceutical industry spent $754 million for promotion.
The following year this figure inércased 19X to $898 million. 38

A large proportion of promotion budgets of drug companies are
used to support the activities of field representatjves or 'detail
men" who call upon physicians, pharmacists, and hospital purchasing
agents. This one-on-one process is a very expensive way of

-advertising a product. Most drug companies believe that the size of

detail forces directly influences market share. On average, 70X of
drug company promotional expenditures are .allocated to support sales
forces. Between 1983 and 1989, the number of sales people at the
top 30 most profitable U.S. drug companies increased 50%. By 1993,
this detail sales force is expected to grow another 25%.39
INTERNATIONAL COHPBTIITION
Another factor affecting the pricing of drugs is international
competition. Sixty- slxlpercent of the total ethical pharmaceutical
sales of U.S., drug firms in 1989 were domestic and 34X were
foreign. The major foreign consumer of U.S. pharmaceuticals ig
Western Europe, followed by the combined market of Japan, Australia,
and New Zealand. Anti-infectives comprise the largest class of
drugs exported by the U.S.; cardiovascular druss and central nervous
system products rank second and third.

There is a marke& price differential between the cost of drugs
in the U.S. and elsewhere in the world. The pharmaceutical industry
has argued that much of the price differences by country reflect
currency flucruations. Other factors contributing to drug price
differences between countries include variations in approval times
between discovery and market entry, in standards of .edical practice,
in customary dosages, in packaging and wholessle and retail
mark-ups, and {n price control and drug reimbursement systems.%0
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Because the cost of R&D is lower overseas than it is in the U.s., a

‘number of U.S. drug firms have begun to export this work. The

length of the drug approval period also is much shorter overseas
than in the U.S. Thus, a growing number of drugs submitted for FDA
approval are already in approved use in Europe and elsevhere.
Eighteen of the 23 new molecular entities (NMEs) approved by the FDA
in 1989 were approved in another country first,. 7 Differences
between drug R&D in the U.S. and elsewhere in the world, differences
in the financing of drug purchases, and currency fluctuations make a
one-on-one comparison of drug prices between countries dltficule.

PRODUCT LIABILITY B

Another major difference that distinguishes the United ltates
pharmaceutical market from many foreign markets is our product
1iabflity and tort system which adds to the cost of drugs in this
‘country. According to the PMA, the number of product liability
lawsuits filed in federal district courts has been increasing
rapidly. Between 1986 and 1988, the number of cases in the U.S.
diatrict courts increased 26X from 13,595 to 17,104.  Compliance
with FDA drug approval regulationg does not Yrovlde drug companies
rwith immunity from product liability action. I3 portion of the
rise in drug costs represents the potential financial risks posed by
product liability suits. Product 1iadility considerations also have
affected R&D. This is particularly true in the case of vaccines.?l

o

DRUG PRICING AND THE ECONOMICS OF THE PHARMACEUTICAL INDUSTRY

To date, the pharmaceutical indust leasing
detailed information on the pricirg of drugs, considerfng this
information to be proprietary. It is glear from a business
standpoint, that the revenue realizea fthrough the saie of
pharmaceuticals must support private Arug research and development,
marketing costs, manufacturing and stributio

and other operational expenses.

Critics of the industry have alleged that new drug prites are
often 49X above the price of therapeutically comparable drugs
already on the market 42 High prices allow drug companies to
recoup R{D costs in the early phases of a drug's product life.
Premium pricing also acts as a market signal that the product is

ev, different, and presumably in some way better than the lower
cost drug(s) it seeks to replace. As discussed above, premium
pricing also occurs at the end of a brand name drug's market
lifecycle vhen {t goes off patent. Higher prices for newly off
patent drugs allow drug manufacturers to capitalize on brand loyalty
in the face of generic competition.
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The pharmaceutical industry has been very successful in the
pricing of its products and is today one of the most profitable and
competitive iniustries in the country. United States drug sales
increased 10.¢X in 1927, 12.5% in 1988, and 13.1%X in 1989. Foreign
sajes of U.S. drug companies increased 15.6%X in 1987, 8.2% in 1988,

8.4X in 1989. The pharmaceutical industry is thus one of the
few major U.S. manufacturing concefns that is currently experiencing
a positive balance of trade.lS : '

In 1989, the pharmaceutical industry realized a 15.1X after-tax
profit on sales, a return which was nearly three times the combined
after-tax profit on sales e}perienced by all manufacturing
enterprises in the United States that year., The after-tax return on
stockholders' equity (RSE) has also been strong for the
pharmaceutical industry. For the first three quarters of 1989, the
after tax RSE was 28.6X% for the pharmaceutical industry, nearly
douB%e the after tax RSE for all U.S. manufacturing (see Table
.

'

Table 3: Pharmaoeuucal Industry and Manufacturing Industry Profitablhty.

1980-1989.
Pham'acendcal Industry All Manufactaring Indostry
Afer Tax | After Tax
“'RetonOn: | 'Rewmon
.. Sales’. :/| Stockholders'
i ;. Bquity,
1980 4.8% 14.0%
1981 < 4.8 13.7
1982 35 9.3
1983 40 - 10.6
1984 4.6 124
1985 38 10.1
1986 37 9.6
1987 - 49 12.7
1988 - 59 - 160
1989 53 . 14.4

Source: Quarterly Financial Review as cited by G.S. Persinger,
Agssistant Vice President of Industry Studies, PMA, in January
26, 1990 letter to AMA Department of Drugs. -
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Despite the pharmaceutical industry's strong market performance,
there are aighs that it may be heading for more turbulent times.
Since the 1970s the industry has been affected by a trend toward
consolidation and takeover as drug firms worldwide seek to buy their
vay into new markets and acquire promising R&D ventures. The
largest drug company worldwide(is Merck with $5.9 billion in annual
sales, However, Merck controls just 4X of the world market for
pharmaceuticals.26 The U. S./ﬁfus market is similar to the global
market in that no single company dominatis. ﬂowever, as competition
increages both within the U.S. and internationally, only the largest
drug firms will have the resources necessary to support aggressive,
long term R&D programs and expensive marketing campaigns (See Table
4),

Another signal of market change for the pharmaceutical industry
1s the fact that a number of drug products will lose their U.S.
patents over the next five years. These include flagship drugs such
as Pfizer's Procardia; Marion Laboratories' Cardizem; Eli Lilly's
Ceclor; and SmithKline Beckman's Tagamet. According to Salomon
Brothers analyst, Robert WHl, by 1995, over $2 billion in domestic
brand name drug sales for U. S. companies will be exposed to generic
competition. Uhl and others have observed that there appear to be
fev nevw "blockbuster" drugs in the pipeline to replace these "star"

products .26

lhe rate of drug innovation also appears to be slowing. The
major health threats currently facing the U.S.--heart disease,
cancer, neurological disorders, diseases of aging and viral diseases
like AIDS have proved to be elusive therapeutic targets for drug R&D
efforts. While some drug companies have continued to realize large
returns on their R&D investments, others have been less fortunate.

DEMAND S3iDE FACTORS AFFBCTING DRUG PRICING

So far this report has revieved many of the supply side factors
that contribute to the rising cost and price of prescription drugs.
These include research and development costs, competitive pressures,
and the need to comply with FDA regulations. Demand side factors
also affect the market for drugs and the way these products are .
priced. Demand’side factors include physician prescribing and
patient buylns practices.

Ptescription drug purchases are initiated by physicians who
preacribe for patlents. Physiclans define the amount, frequency,
and duration of a drug's use and vhether a brand name or generic
drug will be used. In states which allow generic substitution by
pharmacists, it is still the physician who has the authority to

o
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Table 4: Major Pharmaceutical Companies
: g e R
Por milliongd 25, - v : I e
* = ATTERITTIN
A
395% 3.80%
QGlaxo Holdings | UK 3,160 3.52 976 30 1.4
Ciba-Gelgy Swz | 3,020 1213 865 28 ja .
loechst .. T3OER | 2,700 2353 973 25 30
American Home | USA | 2,420 35 932 228 i1
Products . :
Bayer GER | 2,370 23.65 954 4.7 480 22 20
Tohnson & USA 2,350 2.0 974 14.9 RS 22 23
Johinaon -
SmithKline USA | 2300 475 476 107 285 215 28
Beckman . .
Pfizer USA | 2,260 5.39 791 114 380 2.1 29
Sandoz sSwz | 2230 7.26 493 6.6 390 2.1 20
Bl Lily USA | 2,090 407 761 145 318 1.95 25
Bristol-Myers USA | 2010 LX) 829 16.0 215 19 2.1
Hoffmann-La SWzZ | 1,940 5.79 427 4.2 470 1.85 22
Roche .
Squibb USA 1,710 2.59 426 138 218 1.6 13
Schering-Plough} USA 1,670 297 3% 12.3 300 1.55 17
Upjohn USA 1,650 275 |. 353 1.3 320 155 1.6
Wamer-Lambert| USA 1,590 391 340 12.6 220 1.5 19
American UsA 1,560 4.59 306 6.1 190 1.45 ‘ NA
Cyanamid
‘Takeda JAP 1,480 .06 m 4.5 NA 1.4 1.1
Chemicaldnds .
Abbot USA 1,450 4.94 752 15.6 250 1.35 11
Laboralories
(mperial UK 1,450 21.06 1,586 18.1 240 1.35 1.6
Chemical Inds ) v
Beecham Group | UK £,400 4.68 458 10.5 140 1.35 14
Wellcome UK 1,340 211 218 10.1 205 1.25 1.1
|Rhone-Poulene | FRA 1,300 10.72 M2 30 230 1.2 1.6
Sankyo JAP 1,190 328 9% 34 NA 11 14

Source: Financial World, May 30, 1989, pe 77.
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' ‘ \'-‘ . kS
ingist on the use of a brand\hane drug. Although physician generic
prescriding is on the increase, it still represents a relatively
small proportion of all prescription orders. As noted above,
barriers to generic prescribing include a lack of information or
belief in the therapeutic equivalency of generic and brand name
drugs, concern over the quality of generic products, and a lack of

physician information regarding the availability of generic drugs.

OVONIOTWVDWN -

In general, patients are even less informed than physicians

10 about generic drug products. In addition, on the retafil level,

11 there is considerable variability in the price of prescription

12 drugs, even within the same market area ding to a 1989

- 13 American Association of Retired 8 report on"gharmacy surveys

14 in the same community, the pri cription could
15 be twice-as much or more ne pharmacy as at anotherj~and

16 typically price differences of 25% can be found- among ha%{ a dozen
17 or fewer pharmacies in the same community. Furthermore, ugh,
18 on average, generic drugs cost half as much as brand name drugs,

19 generics at some pharmacies may cost mare than their btand name

20 counterparts at other pharmacies. The AARP survey also found

21 substantial price differences for the same drug both within the same
22 state and acrous states. 44

of an identical pr

24 Patients often do not comparison shop for prescription

25 pharmaceuticals. If the price of a prescription drug is beyond

26 their financial means, the patient may forego purchasing the drug or
27 may take fewer pills than what is prescribed. The lack gf insurance
28 coverage for preacription medicine can be a significant barrier to
29 quality care for many low and moderate income persons.

30 ~

31 . DRUG COST CONTAINMENT MEASURES
32
33 Moat health insurance programs in the U.S. do not cover drug

34 expenses and pharmaceuticals have not, historically, been the tarzet
35 of ¢ost-containment measures.’ Prescription drugs are covered by

36 some HMO plans and state Medicaid programs. These programs, along.. -
37 with large institutional and group purchasers of pharmaceuticals,
38 have been the innovators i{n drug cost contajnment,

Although prescription drug. coverage is an optional benefit under
41 dicaid, 48 of 51 Medicaid Jur!sdlctione provide this coverage.
42 Faced vith increased demands for services and limited budgets, state
43 Medicaid programs have begun to institute policies aimed at
44 containing the cost of drugs used by their enrollees. Medicaid
a

45 program drug cost control strategies include: N
46 . ,
47 ' o Restrictive formularies--lists of 'drugs that are approved f9r

48 coverage;
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e Copayment requirements--requirements that enrocllees pay a part
of drug charges;

o Maximum payment limits for all dispensed drugs--prescription
drug payments capped.ht a fixed dispensing fee plus an amount
to cover drug ingredient costs (usually the average wholesale
price of the drug);

¢ Dispensing restrictions--limits on the amount.of drugs that
can be dispensed at any one time or on the number of covered
prescriptions that can be reimbursed in any one monthj

¢ Drug utilization review--formal review of the medical
appropriateness and therapeutic implications of patient drug

use.’

The effectiveness of these cost-containment programs has received
nixed reviews.

Restrictive formularies are in use in about 20 Medicaid programs
and are generally applicable only for outpatient drug use.
Restrictive formularies limit program drug coverage to those drug
products on an approved-l1ist. Limited or restrictive formularies
allow Medicaid programs to channel most cr nearly all drug purchases
for a given therapy to a limited number of suppliers. This forces
drug suppliers to compete on price. In exchange for price )
discounts, the supplier is assured a captured market for their

druga.7

.

Drugs are included in drug formulary lists based on the
perceived needs of program enrollees, the therapeutic properties of
the drugs, and their price. Drug formularies frequently consist of
a set of Jower-priced drugs which are felt to be therapeutically
equivalent to higher-priced drugs. Drugs not on the formulary list
are usually not eligible for Medicaid coverage although many state
programs have prior authorization mechanisms which allow special
exceptions to the closed’ list if a physician documents that an
alternative drug {8 necessary for a particular patient. .

Recent ‘studies of Medicaid drug formularies have concluded that
vhile these programs may reduce Medicaid drug costs, these cost
savings are offset by the substitution of more costly services such
a8 increased physician visits and hospitalization. The net result
is that overall Medicaid costs may rise. A recent Louisiana State
University study of restrictive Medicaid drug formularies, sponsored
by the PMA, concluded that, on average, restrictive formularies may
cause a 4 to 15X increase in a state's total Medicaid expenditures.
The study found that patients who are prescribed less efficient,

’
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lower-cosat drugs instead of restricted drugs may take larger amounts
of the former or take these drugs for longer periods.

Alternatively, these patients may be hospitalized. ‘Inpatient
hospital care costs for mental patients may rise 20 to 31X when this
care is substituted for new drug treatments which are not included

OO NN DWN

in the formulary. Restrictive formularies have also been found to
exert strong upward pressure on the use of physician services
tuiaing Hedlcald expenditures for this care by an estimated 28 to
37.6X%.

There is also growing concern that Medicaid formularies may
compromise the quality of care provided to Medicaid recipients. 7

Medicaid patients may receive less than optimal care because of the

inevitable time lag before new pharmaceuticals are reviewed and
approved for inclusion in the formularies and becauge-lower-cost,
less-effective drugs which are included in these formylaries may

therapeutic effect as off-formulary drugs.
Medicaid formularies are so pessimistic a
achieve program savings, but it appears
cost-containment strategy must be part of \a-larger, more
comprehensive program of utilization reviewNand cost control. 46

Another drug cost-containment strategy is e reqdirement of a
patient copayment when a drug is purchased. deudies of these
programs have consistently shown that they reduce drug program
expenditures. However, the impact of these requirgments on the
utilization of other covered services and on overall Medicaid
program expenditures has not been studied.%8 In examination of
drug cost containment strategies, Wagner and Duffy suggest that to
the extent that copayment discourages consumers from filling

prescriptions, it may negatively affect health outcomes.

Medicaid drug costs have also been controlled through the use of
pwaximum payment limits which cap the amount a Medicaid program will

pay for any given drug. A special type of maximum payment program

is the Maximum Allowable Cost (MAC) program. Federal regulations

for the MAC program were issued in 1976. Over time these
regulations have expanded to include price limits on a growing
number of drug entities for which there are three or more

suppliers. The MAC progranp sets ingredient price limits based on a

review of the wholesale g;ices of all competing manufacturers of a
given generic drug. State Medicaid MAC programs may include drugs
in additfon to those on the federal MAC list. Two major 1980

government sponscred studies of the MAC program concluded that it

produced significant Medicaid cost savings. Although these studies
have been criticized for not using a representative sample of states
and drug ptoducts, for underestimating administrative costs, and'(or
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not examining the impact of MAC iimits on other payors,5! the MAC
program has probably resulted in Medicaid savings particularly as:
more generjc drugs have come into the market.

Dispensing restrictions either limit the quantity of drugs or
the number of prescriptions that are covered by Medicaid for an
enrollee in a given month.? Programs which limit the quantity of
Medicaid covered drugs dispensed at any one time have been shown to
save program expenditures. Programs which limit the number of .
Medicaid covered prescriptions in a given period have been shown to
have the same impact as restrictive formularies--namely that while
Medicaid drug expenditures may be lowered, there is an overall
increase in total program expenditures because other health care
services are subgtituted for prescription drugs. The health status
of the elderly a the disgbled, two patient populations
characterized bylth est level of multiple prescription use, may
also be seriousl promised by these programs.

. Drug utiliza@on review programs have not been wvell studied,?
Such programs, v appropriately designed, may improve the quality
of patient care, | Whether the administrative cost of these programs
outweigh any drug cost savings is unclear.

-

Major private institutional or large group purchasers of
pharmaceuticals including multihospital groups, HMOs, and pharmacy
groups, have also instituted drug cost-containment measures, In
addition to the aforementioned strategies, these private major drug
purchasers have sought negotiated discounts from