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HOSPITAL GROUP PURCHASING: LOWERING
COSTS AT THE EXPENSE OF PATIENT
HEALTH AND MEDICAL INNOVATIONS?

TUESDAY, APRIL 30, 2002

UNITED STATES SENATE,
SUBCOMMITTEE ON ANTITRUST, BUSINESS RIGHTS,
AND COMPETITION,
COMMITTEE ON THE JUDICIARY,
Washington, D.C.

The committee met, pursuant to notice, at 2:54 p.m., in room
SD-226, Dirksen Senate Office Building, Hon. Herb Kohl, chair-
man of the subcommittee, presiding.

Present: Senators Kohl, Leahy, Schumer, and DeWine.

OPENING STATEMENT OF HON. HERB KOHL, A U.S. SENATOR
FROM THE STATE OF WISCONSIN

Chairman KOHL. This hearing will come to order. I held it for
Senator DeWine, who is unavoidably detained for just a few min-
utes and he requested that we proceed.

Today, this subcommittee turns its attention to an issue affecting
the health and safety of every American who has ever or will ever
need treatment at a hospital, in other words, every one of us. This
issue is how hospitals form buying groups to purchase nearly ev-
erything used by hospitals, everything from pacemakers to ther-
mometers, from surgical devices and CAT scanners to needles and
band-aids, and how these groups affect the cost and quality of pa-
tient health and medical innovation throughout our country.

These guying groups, known as group purchasing organizations,
or GPOs, are at the nerve center of our health care system. Be-
cause they determine what products are in our hospitals, they di-
rectly affect patient health and safety. Because they control more
than $34 billion in health care purchases, they impact the cost we
all pay for our health system. Because they represent more than
75 percent of the nation’s hospital beds, they are a powerful gate-
keeper who can cut off competition and squeeze out innovation.

Gaining a GPO contract is essential for any medical equipment
supplier. GPOs determine which medical devices will be used to
treat us when we are sick or injured, which manufacturers will
survive and prosper, and, in fact, which ones will fail. It does not
do any good to invent the next great pacemaker or safety needle
if you cannot get it to patients because a GPO stands in your way.

With that kind of power comes responsibility. But too often, it
seems that GPOs have failed to serve as honest brokers seeking to
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serve the best interests of hospitals and patients. We are going to
detail three major concerns.

First, conflicts of interest raise the specter of critical health care
decisions being influenced by financial ties to suppliers. We have
heard startling allegations of scandal and conflicts of interest that
have infected the GPOs. Premier’s chief executive received millions
of dollars worth of stock options from a company with a contract
supplying pharmaceutical services to Premier hospitals. His re-
sponse, that he recused himself from contracting decisions with re-
spect to the company at issue and that his financial interests were
disclosed and approved by Premier’s board, is good, but not good
enough. He should have severed all ties to the company when he
joined Premier.

On another occasion, Premier steered business to a pharma-
ceutical supply company and thereby helped turn its $100 invest-
ment into a stake worth $46 million last year. Novation today de-
mands that medical suppliers it contracts with sell their products
on a for-profit e-commerce site in which Novation has a substantial
interest and in which many of Novation’s senior executives hold
personal stakes.

These practices, in our judgment, are appalling and should not
be tolerated. We cannot accept a situation where a decision on
which medical device will be used to treat a critically ill patient
could conceivably or even theoretically turn on the stock holdings
of a GPO executive.

Second, contracting practices may reduce competition and inno-
vation in health care and narrow the ability of physicians to choose
the best treatment for their patients. In one case we know of, a
hospital denied a physician permission to use a vital pacemaker for
a patient on the operating table, but not yet anesthetized, and all
because there was no GPO contract for that particular pacemaker.
The pacemaker that was on contract that the hospital required him
to use was in the midst of an FDA investigation into its effective-
ness and safety. Hospitals have failed to buy safety syringes which
prevent accidental needle sticks because doing so would mean buy-
ing off the GPO contract. As a result, nurses have suffered easily
preventable injuries and have developed HIV and hepatitis.

GPO contracting policies have created a system that keeps many
good products out of circulation while enabling large manufacturers
to entrench their market position. Practices such as sole sourcing,
high commitment levels, which require a hospital to purchase as
much as 90 percent of a product from one company in order to get
the maximum discount, and bundling, which gives hospitals extra
discounts and bonuses for buying a group of products, can seriously
damage the ability of doctors to choose the best products for their
patients and for competitive manufacturers to survive and inno-
vate.

Third, the General Accounting Office today revealed that these
buying groups, whose goal, after all, is to save money, do not al-
ways get the best deal. We all support the basic purpose of GPOs,
to hold down health care costs with volume purchasing. But the
GAO study raises serious doubts as to whether GPOs are doing a
good enough job in achieving this goal. In many cases, hospitals
can get a better deal if they go outside the GPO. It seems like
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sometimes GPOs may produce the worst of both worlds, little sav-
ings and fewer choices.

We, therefore, call on the entire GPO industry to work with us
to create a code of conduct that will address these ethical problems
and contracting issues. The industry should clean up its own act,
and we believe they want to, but without quick and effective self-
regulation, we would have to consider Congressional action.

In addition, Senator DeWine and I are today writing to the Jus-
tice Department and the Federal Trade Commission to request that
they reexamine their guidelines that protect GPOs from Federal
antitrust scrutiny in most cases.

Our goal should be to ensure that the GPO system truly achieves
cost savings in the cost of medical equipment and that these sav-
ings do not come at the expense of patient health and medical inno-
vation. We thank our witnesses for coming here to testify and we
look forward to hearing their views.

[The prepared statement of Senator Kohl follows:]

STATEMENT OF HON. HERB KOHL, A U.S. SENATOR FROM THE STATE OF WISCONSIN

Today our subcommittee turns its attention to an issue affecting the health and
safety of every American who has ever, or ever will, need treatment at a hospital—
in other words, all of us. This issue is how hospitals form buying groups to purchase
nearly everything used by hospitals—everything from pacemakers to thermometers,
from surgical devices and CAT scanners to needles and Band-Aids—and how those
groups affect the cost and quality of patient health and medical innovation.

These buying groups—known as group purchasing organizations or GPOs—are at
the nerve center of our health care system. Because they determine what products
are in our hospitals, they directly affect patient health and safety. Because they con-
trol more than $34 billion in health care purchases, they impact the cost we all pay
for our health system. Because they represent more than 75 percent of the nation’s
hospital beds, they are a powerful gatekeeper who can cutoff competition and
squeeze out innovation. Gaining a GPO contract is essential for any medical equip-
ment supplier. GPOs determine which medical devices will be used to treat us when
we are sick or injured, which manufacturers will survive and prosper—and which
ones will fail. It doesn’t do any good to invent the next great pacemaker or safety
needle if you can’t get it to patients because the GPO stands in your way.

With that kind of power comes responsibility. But too often it seems GPOs have
failed to serve as honest brokers seeking to serve the best interests of hospitals and
patients.

We have three main concerns.

First: conflicts of interests raise the specter of critical health decisions being influ-
enced by financial ties to suppliers. We have heard startling allegations of scandal
and conflicts of interests that have infected the GPOs. Premier’s chief executive re-
ceived millions of dollars worth of stock options from a company with a contract sup-
plying pharmaceutical services to Premier hospitals. His response—that he recused
himself from contracting decisions with respect to the company at issue and that
his financial interests were disclosed, and approved by, Premier’s Board—is good,
but not good enough. He should have severed all ties to the company when he joined
Premier. On another occasion, Premier steered business to a pharmaceutical supply
company and thereby helped turn its initial $100 investment into a stake worth $46
million dollars last year. Novation today demands that medical suppliers it con-
tracts with sell their products on a for-profit e-commerce site in which Novation has
a substantial interest and in which many of Novation’s senior executives hold per-
sonal stakes.

These practices are appalling and cannot be tolerated. We cannot accept a situa-
tion where a decision on which medical device will be used to treat a critically ill
patient could conceivably or even theoretically turn on the stock holdings of a GPO
executive.

Second: contracting practices may reduce competition and innovation in health
care and narrow the ability of physicians to chose the best treatment for their pa-
tients. In one case we know of, a hospital denied a physician permission to use a
vital pacemaker for a patient on the operating table but not yet anaesthetized—all
because there was no GPO contract for that pacemaker. The pacemaker that was
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on contract—that the hospital required him to use—was in the midst of an FDA in-
vestigation into its effectiveness and safety. Hospitals have failed to buy safety sy-
ringes which prevent accidental needle sticks because doing so would mean buying
off the GPO contract. As a result, nurses have suffered easily preventable injuries
and have developed HIV and Hepatitis.

GPO contracting policies have created a system that keeps many good products
out of circulation while enabling large manufacturers to entrench their market posi-
tion. Practices such as sole sourcing, high commitment—levels—requiring a hospital
to purchase as much as 90 percent of a product from one company in order to get
the maximum discount—and bundling—giving hospitals extra discounts and bo-
nuses for buying a group of products—can seriously damage the ability of doctors
to choose the best products for their patients and for competitive manufacturers to
survive and innovate.

Third: the General Accounting Office today revealed that these buying groups—
whose goal is to save money—don’t always get the best deal. We all support the
basic purpose of GPOs—to hold down health care costs with volume purchasing. But
the GAO study raises serious doubts as to whether GPOs are doing a satisfactory
job achieving this goal. In many case, hospitals can get a better deal if they go out-
side the GPO. It seems like sometimes GPOs may produce the worst of both
worlds—Ilittle savings and fewer choices.

We therefore call on the entire GPO industry to work with us to create a code
of conduct that will address these ethical problems and contracting issues. The in-
dustry should clean up its own house, and we believe they want to. But without
quick and effective self-regulation, we would have to consider congressional action.
In addition, Senator DeWine and I are today writing to the Justice Department and
Federal Trade Commission to request that they re-examine their Guidelines that
protect GPOs from Federal antitrust scrutiny in most cases.

Our goal should be to ensure that the GPO system truly achieves cost savings in
the cost of medical equipment, and that these savings do not come at the expense
of patient health or medical innovation. We thank our witnesses for testifying today
and look forward to hearing their views.

Chairman KOHL. I call now on my colleague and the ranking
member of this subcommittee, Senator Michael DeWine.

STATEMENT OF HON. MIKE DEWINE, A U.S. SENATOR FROM
THE STATE OF OHIO

Senator DEWINE. Mr. Chairman, thank you very much. Let me
begin by saying that I am also quite disturbed by some of what we
have learned in our investigation of group purchasing organiza-
tions.

There is certainly some anecdotal evidence and some indication
that GPOs in some cases have strayed from their original purpose
of allowing hospitals to work together to limit costs. We clearly
have some specific incidents that we need to explore today, and I
know we will, and we need to decide how to prevent them in the
future.

In addition, we need to examine the enormous changes in the
medical supply marketplace and the changes that have occurred in
GPOs. As medical costs have skyrocketed, many hospitals struggle
on a daily basis. They struggle to reduce costs while attempting to
maintain high quality health care

GPOs have become an increasingly important part of this effort
to reduce costs. However, I think it is fair to say that due to con-
solidation and other changes in the GPO system, GPOs today look
very different than the system that was originally planned and con-
templated.

Some reports indicate that hospitals channel as much as 70 to
80 percent of their non-labor expenditures through GPOs. Within
that 70 to 80 percent of purchasing, two large GPOs, Premier and
Novation, handle purchasing for over 60 percent of the nation’s
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hospitals. This level of concentration gives these two firms a very
important role in the medical device market, and their buying ar-
rangements have a tremendous impact on the market.

This importance is magnified by the fact that Premier and Nova-
tion will often have only one or two suppliers on contract for a
given product or product category. For the one or two suppliers
who are able to make a deal with them, they are virtually assured
a very big market for their products. The others, however, will face
real problems in gaining access to a large or significant segment of
the market.

As long as these contracting and purchasing decisions are based
on a reasonable mix of quality and cost factors, these outcomes are
not necessarily troubling, and we have been told that, often, health
practitioners do play a significant role in determining which prod-
ucts are placed on GPO contracts, a role which helps to assure that
product quality and patient care are part of the decision.

However, there are some indications that other factors have
sometimes been considered, factors that have more to do with the
financial health of the GPO than the health of the patient. For ex-
ample, information provided to this subcommittee demonstrates
that executives of some GPOs have a financial interest in compa-
nies that have been granted GPO contracts. Obviously, it is com-
pletely unacceptable for private financial interests to play any role
in contracting decisions.

More broadly, I am concerned about the extensive range of busi-
nesses and programs run by GPOs and the manner in which they
are funded. Approximately 15 years ago, Congress gave the GPOs
an exemption from the anti-kickback laws in order to allow them
to collect administrative fees from suppliers. But the result of that
decision is a system in which some believe the GPOs have con-
flicting interest and mixed incentives. It is not always clear wheth-
er GPOs are serving the hospitals who own them or the suppliers
who have in some ways become their clients. We need to explore
this issue today.

Furthermore, Mr. Chairman, we need to examine the competitive
implications of the GPO system. It is critical that we maintain a
competitive environment in which new and improved medical de-
vices are able to gain a foothold in the marketplace. However,
many have complained that the GPO structure is acting as an im-
pediment to innovation by allowing incumbent suppliers to lock in
large portions of the buying market for their products.

That assessment seems to have some support among those in the
investment community. In fact, we will hear testimony today that
investors are increasingly unwilling to fund start-ups, the kind of
companies that often provide technological improvements, because
the odds are stacked too heavily in favor of incumbents on GPO
contracts. This is a very troubling possibility.

On balance, it does seem likely that GPOs have delivered savings
to hospitals. Many of the hospitals in my home State of Ohio have
reported that to me, although, as the recent GAO study indicates,
GPOs do not necessarily always save money for hospitals. As I
have noted, legitimate questions have been raised about what im-
pact the current structure of the GPO market is having on innova-
tion and health care. We cannot overlook the long-term costs that
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we will pay, both in dollars and in quality of care, if we allow our
purchasing structure to impede innovation in medical devices.

So, Mr. Chairman, I look forward to hearing from our witnesses.
I will closely evaluate everything that we hear today. Certainly, we
must remain focused, focused on making health care affordable to
all Americans. It is equally important to ensure that the system op-
erates in a way that will provide the best possible health care for
patients.

As an initial step, as Senator Kohl has already indicated, the
chairman and I both agree that a code of conduct addressing a
number of specific practices will help address our concerns. In the
meantime, Senator Kohl and I have sent a letter to the Justice De-
partment Antitrust Division and the Federal Trade Commission
asking them to examine the competitive effects of the GPO system.

If, after careful evaluation, we determine that further changes
are, in fact, necessary, we will work closely with all interested par-
ties as we seek a system that will provide our hospitals with the
best products at competitive prices. Thank you, Mr. Chairman

Chairman KoHL. Thank you, Senator DeWine.

[The prepared statement of Senator DeWine follows:]

STATEMENT OF HON. MIKE DEWINE, A U.S. SENATOR FROM THE STATE OF OHIO

Let me begin by saying that I am also quite disturbed by some of what we have
learned in our investigation of group purchasing organizations. There is certainly
some anecdotal evidence, and some indication that GPOs in some cases have strayed
from their original purpose of allowing hospitals to work together to limit costs. We
clearly have some specific incidents that we need to explore today, and we need to
decide how to prevent them in the future.

In addition, we need to examine the enormous changes in the medical supply mar-
ketplace, and the changes that have occurred in GPOs. As medical costs have sky-
rocketed, many hospitals struggle on a daily basis to reduce costs while attempting
to maintain high-quality health care.

GPOs have become an increasingly important part of this effort to reduce costs.
However, I think it is fair to say that due to consolidation and other changes in the
GPO system, GPOs today look very different than the system that was originally
contemplated.

Some reports indicate that hospitals channel as much as 70 to 80 percent of their
nonlabor expenditures through GPOs. Within that 70 to 80 percent of purchasing,
two large GPOs, Premier and Novation, handle purchasing for over 60 percent of
the nation’s hospitals.

This level of concentration gives these two firms a very important role in the med-
ical device market, and their buying arrangements have a tremendous impact on
the market.

This importance is magnified by the fact that Premier and Novation will often
have only one or two suppliers on contract for a given product or product category.
For the one or two suppliers who are able to make a deal with them, they are vir-
tually assured a very big market for their products; the others will face real prob-
lems in gaining access to a large segment of the potential market.

As long as these contracting and purchasing decisions are based on a reasonable
mix of quality and cost factors, these outcomes are not necessarily troubling. We
have been told that often health practitioners do play a significant role in deter-
mining which products are placed on GPO contracts, a role which helps to assure
that product quality and patient care are part of the decision.

However, there are some indications that other factors have sometimes been con-
sidered, factors that have more to do with the financial health of the GPO than the
health of the patient. For example, information provided to the Subcommittee dem-
onstrates that executives of some GPOs have a financial interest in companies that
have been granted GPO contracts. Obviously, it is completely unacceptable for pri-
vate financial interests to play any role in contracting decisions.

More broadly, I am concerned about the extensive range of businesses and pro-
grams run by GPOs, and the manner in which they are funded. Approximately 15
years ago, Congress gave the GPOs an exemption from the anti-kickback laws in
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order to allow them to collect administrative fees from suppliers. But the result of
that decision is a system in which some believe the GPOs have conflicting interests
and mixed incentives. It is not always clear whether GPOs are serving the hospitals
who own them or the suppliers, who in some ways, have become their clients. We
need to explore this issue today.

Furthermore, we need to examine the competitive implications of the GPO sys-
tem. It is critical that we maintain a competitive environment in which new and
improved medical devices are able to gain a foothold in the marketplace. However,
many have complained that the GPO structure is acting as an impediment to inno-
vation, by allowing incumbent suppliers to lock in large portions of the buying mar-
ket for their products.

That assessment seems to have some support among those in the investment com-
munity. In fact, we will hear testimony today that investors are increasingly unwill-
ing to fund startups, the kind of companies that often provide technological improve-
ments, because the odds are stacked too heavily in favor of incumbents on GPO con-
tracts. This is a very troubling possibility.

On balance, it does seem likely that GPOs have delivered savings to hospitals.
Many of the hospitals in my home State of Ohio have reported as much to me, al-
though, as the recent GAO study indicates, GPOs do not necessarily always save
money for hospitals. As I have noted, legitimate questions have been raised about
what impact the current structure of the GPO market is having on innovation and
health care.

We cannot overlook the long-term cost that we will pay, both in dollars and in
guality of care, if we allow our purchasing structure to impede innovation in medical

evices.

I look forward to hearing from our witnesses, and I will closely evaluate every-
thing we hear today. Certainly we must remain focused on making health care af-
fordable to Americans. It is equally important to ensure that the system operates
in a way that will provide the best possible health care for patients. As an initial
step, I agree with Senator Kohl that a code of conduct, addressing a number of spe-
cific practices, will help address our concerns. In the meantime, Senator Kohl and
I have sent a letter to the Justice Department Antitrust Division, and the Federal
Trade Commission, asking there to examine the competitive effects of the GPO sys-
tem. If, after careful evaluation, we determine that further changes are necessary,
we will work closely with all interested parties as we seek a system that will pro-
vide our hospitals with the best products at competitive prices.

Chairman KOHL. Now, to our witnesses. I will introduce the
seven and then we will start with their testimony.

Mr. Richard Norling is Chairman and CEO of Premier, Incor-
porated. He joined Premier in 1997, first as Chief Operating Offi-
cer. Before that, Mr. Norling was President and CEO of Fairview
Hospital and Health Care System, headquartered in Minneapolis—
St. Paul, Minnesota.

We have with us Mr. Mark McKenna, President of Novation. He
served on the management team that structured the joint venture
between VHA and UHC, resulting in the creation of Novation.
Prior to joining VHA in 1987, Mr. McKenna was Director of Mar-
keting for IMED Corporation of San Diego.

Ms. Trisha Barrett is a registered nurse and Assistant Director
of Materiel Services and Value Analysis Facilitator at the Univer-
sity of California Medical Center in San Francisco. Ms. Barrett
serves on the Novation Nursing and Clinical Practice Council.

Mr. Joe Kiani is the co-founder and CEO of Masimo Corporation,
a privately-held medical technology company. He is also an inven-
tor on more than 30 patents related to signal processing sensors
and patient monitoring.

Dr. Mitch Goldstein is a physician at the Citrus Valley Medical
Center and the University of California—Irvine Medical Center. He
specializes in neonatal medicine.

Ms. Elizabeth Weatherman is the Managing Director of Warburg
Pincus, where she has been a member of the health care group
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since 1988. Ms. Weatherman also serves as the Vice Chair of the
National Venture Capital Association Medical Group.

Mr. Lynn Detlor is the Principal of GPO Concepts, Inc. He served
as President of Premier Purchasing Partners from 1986 to 1999.
Mr. Detlor joined Premier through a merger with the American
Health Care Systems, where he served as President.

We welcome you all here today. We request that you hold your
statements to five minutes.

Before we commence, I would like to ask the chairman of our
committee, Senator Leahy, if he has an opening statement.

STATEMENT OF HON. PATRICK J. LEAHY, A U.S. SENATOR
FROM THE STATE OF VERMONT

Chairman LEAHY. Mr. Chairman, just hearing your comment
about keeping it brief, I just want to compliment both you and Sen-
ator DeWine. As I have said on many occasions, the two of you, the
subcommittee should be a model for the rest of the Senate in the
way you handle it.

One, we all agree that we worry about escalating health care
costs, whether you are a legislator or a provider or you are a con-
sumer or anything else. I am concerned on this one issue: Do the
GPO’s contracts and other practices with large established medical
and pharmaceutical supply companies keep newer and smaller
companies from bringing innovative items in? Do the fees paid by
suppliers to the GPOs who act as go-betweens for the hospitals ex-
ceed statutory limits? Do some GPOs have officers and employees
with inappropriate connections to large medical suppliers? Should
they be funded by the suppliers at all, rather than by the member
hospitals?

So these are the issues. I will, because of our other hearing, I
will leave most of these for the record, but I do want to compliment
you, Mr. Chairman and Senator DeWine, and thank you for hold-
ing this hearing. If I could put my whole statement and my ques-
tions in the record.

Chairman KoHL. It will be done and we thank you for your ap-
pearing here, Senator Leahy.

[The prepared statement of Senator Leahy follows:]

STATEMENT OF HON. PATRICK LEAHY, A U.S. SENATOR FROM THE STATE OF ARIZONA

Escalating health care costs are a source of concern to all of us, as legislators and
as health care consumers. The struggle to keep health care costs as low as possible,
while ensuring that the quality of care remains high, is the Herculean task con-
fronting our nation’s health care providers and hospital administrators. In recent
years, the development of Group Purchasing Organizations, or GPOs, has been her-
alded as an effective tool to meet this pressing need. The New York Times reported
today that the General Accounting Office has just released a study concluding that
hospitals do not necessarily benefit from participating in GPOs.

GPOs allow hospitals to aggregate their buying power in making purchases from
suppliers of medical equipment, pharmaceuticals, and the many ordinary products
necessary for the daily functions of any hospital. By purchasing in bulk, the hos-
pitals ostensibly would save money, and because the GPOs handle much of the ad-
ministrative burden of dealing with the suppliers, the hospitals would then be re-
lieved of those tasks.

However, recent media reports and industry commentaries suggest there are
issues we need to address in the context of GPO purchasing. I see this hearing as
an opportunity for the Judiciary Committee and for the public to learn more about
how GPOs operate, how they benefit hospitals, and whether there are any changes
that could improve their operations.
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Serious questions on several topics should be answered, including:

e Do the fees paid by suppliers to the GPOs who act as the go-betweens with the
hospitals exceed the statutory limits?

¢ Do some GPOs have officers and employees with inappropriate connections to
large medical suppliers?

¢ Should the GPOs be funded by the suppliers at all, rather than by their mem-
ber hospitals?

¢ Do the GPOs’ contracts and other practices with large, established medical and
pharmaceutical supply companies keep newer and smaller companies from bringing
innovative and high-quality products into our nation’s hospitals?

e In light of the new GAO report, do GPOs actually save hospitals money?

I look forward to exploring these questions with the panel today, and I thank Sen-
ators Kohl and DeWine for their laudable and bipartisan efforts to ensure that these
questions—and other important antitrust issues—are considered in this forum. I
commend the chairman and the ranking member of this subcommittee for their pro-
ductive working relationship. This level of cooperation should be the rule and not
the exception in the Senate.

Another significant effort to improve the quality and lower health care costs is
the Drug Competition Act of 2001, S. 754, which was reported out of this Committee
unanimously last October. Drafted in the wake of several Federal Trade Commis-
sion suits against large brand name drug makers who paid off their generic rivals
to keep their lower cost drugs off the market, that bill would require that such deals
be filed with the antitrust enforcement agencies. The FTC and the Justice Depart-
ment would then have the tools they need—tools they have asked us for—to combat
these pernicious practices which keep prescription drug costs unnecessarily high by
blocking generic entry into the marketplace. But that bill has been awaiting Senate
action for 6 months, the victim of a partisan anonymous hold. Such politically moti-
vated efforts only hurt consumers, and I would hope that this body could focus on
the best interests of the American people, rather than on short-term political gain.

I thank the witnesses for coming before us today and I look forward to hearing
their testimony.

Chairman KoHL. We start with your testimony first, Mr. Norling.

STATEMENT OF RICHARD A. NORLING, CHIEF EXECUTIVE
OFFICER, PREMIER, INC., SAN DIEGO, CALIFORNIA

Mr. NORLING. Thank you, Chairman Kohl, Senator DeWine, and
Senator Leahy. I am Richard Norling, Chairman and CEO of Pre-
mier. As a former hospital CEO who spent 28 years in not-for-prof-
it health care, I know that hospitals are under enormous pressure
from Medicare, Medicaid, and other payers to deliver high quality
care at the best possible price for their patients, and hospitals need
all the help they can get. Premier provides them with a very impor-
tant tool, namely group purchasing services. I would like to talk to
the subcommittee on specifically how that works.

Premier is an alliance of some 1,600 not-for-profit hospitals and
health care systems, from major medical centers to small rural
community hospitals. To put it simply, our mission is to do every-
thing we can to help our not-for-profit hospital members provide
the best patient care at the best possible price. We are a perform-
ance improvement organization.

One important part of what we do is negotiate contracts with
suppliers for our hospitals, but we are not a middleman for hospital
purchasing. In addition to our contracting program, we offer many
other valuable services to our hospitals. For example, Premier is
the most significant health care database available in America
today to help hospitals share information and implement best clin-
ical practices. We estimate that we save our member hospitals over
$1.5 billion per year through all our programs.

Premier is a driving force for innovation. Premier hospital sys-
tems, like Aurora Health Care in Wisconsin, Cleveland Clinic in
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Ohio, demand immediate access to the newest and most effective
technology. We work closely with our hospitals to identify and
evaluate promising new products and processes. We have staff
dedicated to tracking key medical developments to identify the very
best products. Our technology assessment team’s primary job is to
evaluate promising new technologies with an eye towards bringing
those advances into our hospitals. Our contracts give us flexibility
to add breakthrough technologies regardless of the existence of ex-
isting contracts.

If T can, a couple of examples with regard to our record on inno-
vation. We regularly examine the marketplace and move rapidly to
evaluate new technologies and make available under group con-
tracts those that are real breakthrough advances. In January,
shortly after the cutting-edge given imaging camera pill was
launched—I have an example of that right here—our staff recog-
nized the potential of this pill-sized device, which, after being swal-
lowed by the patient, provides the most advanced images of the
small intestine available. It is a very, very exciting technology.
Within 30 days of learning that, we had a group contract with this
company, the only group purchasing organization at this time with
a contract of this revolutionary new product.

Second point, even when a contract is already in place, we can
add breakthrough products to our portfolio. In early 1999, well be-
fore Congress passed the Needle Stick Safety Act, which I might
note we very strongly supported, Premier reached out to the indus-
try for new safety products in this arena. Through our Technology
Breakthroughs Program, we added three new syringes and four
blood-drawing devices with safety features to expand our portfolio,
all but one of these from small manufacturers. Currently, we have
96 sharps safety products categories on contract with 772 indi-
vidual products available to our members. These are manufactured
by 15 different companies.

The facts are clear. Our contracting process is open to all sup-
pliers and we are always interested in and actively seek out more
advanced and safer products. If this were not the case, there is no
doubt our member hospitals would go elsewhere.

Let me emphasize how we engage those hospitals. All product se-
lections are made with substantial clinical input by committees of
people who work at our hospitals. Once they, the committees, make
their decisions, we negotiate the contracts. But Premier does not
purchase products, hospitals do. Our group purchasing contracts do
not require our hospitals to use a contract for all of their needs in
any product category. Our members can and do buy items to meet
their unique needs and preferences while still getting a negotiated
discount for products under group contracts.

Like all GPOs, we receive administrative fees in return for our
services. Our fees average 2.1 percent, well within Federal guide-
lines. We have no fees in excess of 3 percent involving medical
products or pharmaceuticals. We do not require up-front payments,
and since 1997, 67.4 percent of all administrative fees we receive
through group purchasing have been distributed as cash payments
or credited to Premier hospitals as incremental equity in their re-
tained earnings.
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After Premier’s creation in late 1995 through a three-way merg-
er, we inherited from our predecessor organizations some practices
that have figured in recent criticisms of our organization. As Pre-
mier has matured and evolved, many of those practices have been
discontinued.

In conclusion, we are very proud of our accomplishments in pur-
suing excellence in health care. We are committed to operating
openly, honestly, and transparently. We intend to cooperate with
the subcommittee and the health care community to explore every
avenue to make our work even more effective. If there is an oppor-
tunity to improve, Senators, we will take it, and may I say that I
applaud you for your proposal on the idea of an industry-wide set
of ethical practices and you have Premier’s absolute full support in
trying to seek that common ground that I think is so important.
Thank you.

Chairman KoHL. We thank you, Mr. Norling.

Now from Novation, we have Mr. McKenna.

STATEMENT OF MARK MCKENNA, PRESIDENT, NOVATION,
LLC, IRVING, TEXAS

Mr. McKENNA. Good afternoon, Chairman Kohl, Ranking Mem-
ber DeWine, and Senator Leahy. It is my pleasure to be with you
today representing over 2,300 health care organizations. I am also
compelled to relay this message from our members. The value, cost
savings, and other benefits they receive through Novation are nec-
essary and crucial to their survival and to their ability to provide
quality patient care in their communities.

Novation was formed in 1998 by combining the group purchasing
programs of VHA and the University Health System Consortium,
two national health care alliances with members in all 50 States.
From major academic medical centers to rural 50-bed facilities,
these hospitals share a common mission of community service, a vi-
sion of continually improving the quality of care, and an imperative
to operate more efficiently. These hospitals rely on us and the col-
lective strength of their membership.

Group purchasing saves hospitals hundreds of millions of dollars
annually. By our estimate, last year alone, we saved our members
over $1 billion by aggregating their buying power and by con-
sequently avoiding other costs. Many hospitals, especially those
serving rural communities, could not realize these savings on their
own. Here is just one result of how these savings can directly im-
prove community health and why our members value what we do.

In Menomonee Falls, Wisconsin, Community Memorial Hospital
saved $1.5 million over the last 2 years through purchases made
by Novation contracts, and they report that these savings have
helped them fund a free clinic for indigent care patients in their
community.

The benefits enjoyed by Community Memorial reflect a sound
business model. It is a cooperative model, similar to others outside
the health care sector, such as agriculture and electronics.

Now, I would like to take a moment to briefly comment on Nova-
tion’s business practices. I am proud of our organization and what
we accomplish every day on behalf of our members. We are mem-
ber-driven and rely heavily on member input in determining the
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needs, identifying and evaluating products, and by helping individ-
uals share ideas and best practices.

Novation provides many ways for physicians and other clinical
professionals from our member organizations to guide us in admin-
istering an objective and open bid process, resulting in the selection
of high-quality, low-cost products. We use over 20 member advisory
councils. Our councils include more than 450 individuals from 300
health care organizations. These represent both large and small
hospitals. Our contract decisions are supported by a matrix evalua-
tion that considers safety, quality, availability, support, customer
service, education, and, of course, cost.

Some suppliers may provide a single product. Others provide
more. But each product is chosen on its own merits through this
fair, objective, and inclusive process. In fact, all our bids are posted
on our public website so they are all available to all suppliers. This
methodology results in low best bid, which in our definition means
providing our members the highest quality products at the lowest
possible costs.

I should point out that many suppliers can and do take advan-
tage of opportunities to provide contracts through Novation. In fact,
approximately 25 percent of our suppliers meet the Small Business
Administration’s definition of a small business. One example, Triad
Disposables, a small Upper Midwest company that makes alcohol
preps, which won a bid over much larger competitors, proves this
out.

Our contracts are also flexible, allowing us to continually seek
and offer new and alternative products and the latest technology.
For example, our members told us that Possis Medical had an inno-
vative device to more effectively treat blood clots, and after receiv-
ing input from members on our advisory councils, we promptly
added it to our portfolio.

Finally, our members can freely choose whether or not to pur-
chase through Novation contracts, and we believe that this vol-
untary approach has been key to our success and greatly enhances
the satisfaction of our members. They retain the freedom to choose
the products that best meet their specific needs.

In the time allotted, I hope I have been able to give you a sense
of how group purchasing benefits hospitals and how Novation ad-
heres to a strong, fair, and ethical process in contracting. As you
know, hospitals across the country are under severe budget con-
straints and desperately need ways in which to reduce their costs
and serve their communities. Thank you for this opportunity to tell
our story.

[The prepared statement of Mr. McKenna follows:]

STATEMENT OF MARK MCKENNA, PRESIDENT, NOVATION, LLC

Chairman Kohl, Ranking Member DeWine, and distinguished members of the
Subcommittee, thank you for this opportunity to tell our story and share with you
examples of the value we believe Novation delivers to the nation’s patients and hos-
pitals. My name is Mark McKenna. I am the president of Novation, the supply chain
management company for VHA Inc. and University HealthSystem Consortium
(UHC), two alliances comprised of community-owned not-for-profit hospitals and
academic health systems throughout the United States.

Our focus at Novation is to help the hospital members of VHA and UHC realize
efficiencies and cost savings in their purchasing functions. As I'm sure you know,
the environment of health care has changed dramatically in the last 10 years—
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through the Balanced Budget Act of 1997, staffing shortages, advances in tech-
nology, aging populations and managed care. Our nation’s hospitals are facing these
pressures and the rising costs of supplies, as well. At the same time, reimburse-
ments from HMOs and Medicare continue shrinking, while many more patients are
uninsured and are unable to pay at all. Hospitals are caught in the middle. Nova-
tion, as an extension of its owner alliances, works to lessen this financial pressure
by helping those it serves create a more cost-efficient supply chain, while keeping
quality the top priority.

For example, Community Memorial Hospital, a VHA member and not-for-profit
health care organization in Menomonee Falls, Wisconsin, employs almost 1,300 peo-
ple and provided care to more than 60,000 patients last year, including many indi-
gent patients. By choosing to purchase quality products through Novation contracts
they realized tangible costs savings of well over $700,000 in 2001, in addition to sig-
nificant cost-avoidance. These savings went directly to their bottom-line and helped
them maintain their community outreach and indigent care services to their com-
munity, such as their free clinic. This hospital’s story is only one of many around
the country.

At its very core, group purchasing benefits hospitals as well as the entire health
care system. As it currently stands, group purchasing brings the most value to hos-
pitals and maintains a fair market for suppliers. All of the hospitals Novation serves
are under tight budget constraints. Thousands of free standing large, medium and
small hospitals—especially smaller facilities in rural areas—would experience in-
creased costs and struggle to survive if the system was changed.

Health care group purchasing was created by groups of hospitals that came to-
gether to gain efficiencies. History traces the concept of group purchasing in the
health care industry to as far back as the late 1800’s. However, it really didn’t take
hold until the late 1970’s, when health care costs, specifically supply costs, were es-
calating at an alarming rate. Not-for-profit and academic hospitals, hurting finan-
cially, sought a way to aggregate purchasing strength to lower supply costs and to
better compete with the for-profit hospital chains. By pooling their efforts, they were
able to achieve more together than they could alone.

VHA and UHC are organized as cooperatives and as such, return 100 percent of
their cooperative income to members in cash and equity. In 2001, VHA returned ap-
proximately 32 percent of its revenue to members in cash payments. UHC distrib-
uted almost 40 percent of its revenue to members in cash payments. Members indi-
cate that the combination of VHA and UHC’s cash and equity returns, pricing, and
value beyond price for products and services are superior to other alternatives.
These cooperative payments and the clinical services that the alliances offer help
hospitals carry out their missions.

Fees also fund other services of the alliances and are utilized in board-approved
initiatives such as information technology resources, research, benchmarking, edu-
cational programs, and other efforts to improve health care—things that would be
too costly for hospitals to do on their own.

We continue this vision of slowing rising health care costs, helping hospitals fulfill
their mission of healing and saving lives. Novation serves the purchasing needs of
more than 2,300 health care organizations—the members of VHA and UHC. Our
company was formed in January 1998 when these two alliances created a new joint
venture firm that would efficiently serve the purchasing needs of both alliances.
VHA, is a nationwide network of more than 2,200 leading community-owned health
care organizations and their physicians. It comprises 26 percent of the nation’s com-
munity hospitals. UHC, representing most of the academic medical centers in the
United States, is an alliance of 87 academic medical centers and 110 associate mem-
bers. In total, VHA and UHC represent health care organizations in all 50 states.

Cooperative group purchasing, as well as Novation’s overall approach, are com-
monly recognized business models. Novation’s relationships with suppliers are simi-
lar to business-to-business relationships in other industries where agents broker
services such as real estate, financial services, travel and hospitality and other buy-
ing agents in the electronics and food industries.

Cooperatives have served this country well. They enable their members to reap
the benefits of joint endeavors while still maintaining their independence. They
allow the members to own and control the business and to operate it for their ben-
efit. Our cooperative structure is similar to other cooperatives in the farming, build-
ing, hardware and restaurant industries. Supplier-paid fees are a means by which
cooperatives operate. This is the most effective way to fund our operations, given
the financial constraints that most hospitals operate under.

Novation receives fees from suppliers just as other cooperatives do. The amount
of the fee offered is generally based upon the value placed on Novation’s services
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by the supplier and usually varies based upon the product category. Fees are paid
based on a percentage of member purchases from the agreements accessed.

Our average overall fee is 2.1 percent. Of those fees that are above 3 percent, the
vast majority are for NOVAPLUS agreements—our private label brand owned by
VHA and UHC members. These slightly higher fees involve trademark and licensing
fees. Novation, VHA and UHC are fully accountable for the fees they collect from
suppliers and manufacturers and disclose all fee information to the member hos-
pitals.

The Federal Government has previously reviewed the issue of administrative fees
received by group purchasing organizations from suppliers and determined that
based on the benefit of these organizations to the nation’s health care system, the
fees they generate on behalf of their memberships should be permitted. On April
17, 1985, Richard P. Kusserow, HHS Inspector General said:

“We [HHS OIG] believe the current practice of reimbursement by vendors to
group purchasing agents should be permitted . . . The use of volume pur-
chasing through group purchasing agents clearly reduces the cost of purchases
by hospitals. Therefore, we would encourage use of such arrangements regard-
less of the reimbursement methodology.”

Novation works as an agent on behalf of VHA and UHC hospitals, ultimately an-
swering to them. Whereas publicly held manufacturers ultimately answer to stock-
holders for their financial performance, we answer to hospitals for financial perform-
ance as well as by how well we help them fulfill their missions of healing. Member
satisfaction is extremely important to Novation. Half of our yearly incentive plan
for all employees is based on member satisfaction. As stewards of the members’ fi-
nances, the other half is based on achieving operating income goals.

With significant involvement from, and on behalf of, VHA and UHC members, No-
vation works with medical supply companies to offer contracts for products of the
highest quality at the most cost-efficient price. When comparing Novation’s product
portfolio to member and prospective member hospitals’ supply purchasing Novation
has saved VHA and UHC member hospitals approximately $2.1 billion since its in-
ception in 1998.

Dennis Barry, President and CEO of Moses Cone Health System in Greensboro,
NC and chairman-elect for the board of the American Hospital Association, probably
sums it up best:

“[They] bring significant value to us as an organization: better pricing for
consumables and equipment than we could arrange on our own; a range of other

services . . . helpful to our organization; the ability to network with other simi-
lar sized organizations throughout the country on a whole range of questions
or issues.”

You will hear many benefits and aspects of group purchasing and Novation men-
tioned today, but the primary one to remember can be summed up in our mission
statement: In partnership with VHA and UHC, Novation will deliver industry-lead-
ing supply chain management solutions that assist community-based, not-for-profit
and academic hospitals in improving financial, operational and clinical perform-
ance.

Novation, and group purchasing as a whole, brings tremendous value to health
care. In this regard, my testimony will focus on five topics:

» The philosophy and ethics of Novation’s overall business practices

e The value created by Novation’s competitive “low best bid” process

e The fair, open and competitive nature of Novation’s bidding process for sup-
pliers of all sizes

¢ The flexibility of participation in our product and program offerings

* The clinical & operational benefits beyond group purchasing of the VHA and
UHC alliances

Now, I would like to tell you about the way Novation delivers value to member
hospitals:

NOVATION’S OVERALL BUSINESS PHILOSOPHY

Our overall philosophy is to deliver the greatest possible value to hospitals, keep-
ing both quality and cost squarely in focus. This is accomplished in large part
through our open competitive bid process and through extensive member input.

On a more practical level, our day-to-day purpose is to offer and manage contracts
with a variety of companies that provide VHA and UHC hospitals with the ability
to access high quality products in a cost-efficient manner. Much of what we contract
for is commodity-oriented products.
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Our contracting objective is to provide members with the highest quality products
at the lowest total delivered cost. Recognizing the diversity of the hospitals we
serve, all participation in our product agreements is purely voluntary. We seek to
provide additional value to hospitals based upon their purchasing volume, commit-
ment and ability to drive purchasing efficiencies across their respective systems. To
that end, considerable attention has been given to the following elements:

¢ Involvement of VHA and UHC member representatives in the process

¢ Development of a structured process with “high integrity” to accommodate the
competitive bid requirements of public institutions

* Reliance upon the business acumen and facilitation skills of staff to guide the
process

Because of our eight-step contract process—what we believe to be the most exten-
sive in the industry—hospitals can have confidence that Novation ensures con-
sistent, high-value agreements. This process is used across all departments and pro-
gram areas of the company to achieve a consistent, high-value outcome.

Novation’s contracting process includes the following steps:

. Identifying VHA and UHC member contract needs
. Conducting member and market research

. Developing and analyzing bids with councils

. Deciding awards

. Resolving and clarifying contract issues

. Finalizing the award

. Launching the agreement

. Retaining records

To determine contracting priorities, Novation relies on member input and member
purchasing behavior. Through the direction of member councils, made up of clinical
and procurement professionals, as well as surveys and other research, we distribute
Invitations to Bid for specific product categories. These include specific questions re-
lated to member-determined specifications.

Additionally, we post and maintain a bid calendar of products that are up for bid
on our public web site, inviting all suppliers, large and small, to request an invita-
tion to bid. While many manufacturers offer multiple product lines, they must sub-
mit separate bids for each product category based upon the bid calendar. Novation’s
supplier agreements are generally 3-year agreements with two 1l-year optional ex-
tension years, exercised at the discretion of Novation and the hospital members.
Member councils also help determine if an agreement is sole (one supplier) or multi-
sourced (multiple suppliers.) Generally, when there is little difference in the overall
award decision criteria matrix results, a multi-source award is recommended to give
members more choice.

OO WK =

“Low BEST BID” CONTRACTING PROCESS

Novation is proud of its innovative “low best bid” approach to contracting. In fact,
it is one of the first things new Novation employees learn as they are oriented into
the company. Understanding the low best bid process is the key to understanding
Novation’s overall strategy. The concept centers around the view that hospitals de-
rive the most value from supply agreements when other qualitative (non-financial)
factors are considered rather than just the lowest price. The product with the best
value for hospital members is not necessarily the product with the lowest price. The
low best bid takes into account both financial and non-financial criteria. All decision
criteria are established by member councils and through research and vary from
product category to product category. For example, non-financial requirements
might include: patient and care provider safety, customer service, product quality,
clinical knowledge of company representatives, educational offerings and cost in use.
Financial criteria can include price, fees and other value measures such as free
goods for trial, which are deducted from the cost of the product. These criteria are
entered into a matrix—what we call a Decision Criteria Award Matrix—standard-
izing the way decisions are made. To calculate the low best bid, the financial scores
are divided by the non-financial scores for each bidder. This fair and equitable proc-
ess, created with significant member involvement, ensures a mix of both high qual-
ity and cost effectiveness.

Our contracting process is thorough and exhaustive. The average contract decision
takes 9 months, and some take as long as 1% years from start to finish. In addition
to member-based criteria and input, the decisions take into account such things as:
interviews, field trials and published literature, as well as the opinions of multiple
member clinicians. Imagine the time, resources and cost associated with these ac-
tivities if more than 2,000 hospitals did them individually.
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The entire contracting process is member-driven. As the contracting arm for the
members of VHA and UHC, Novation works with prestigious hospitals around the
country that employ some of the most well-respected clinical professionals. Novation
seeks member input in many ways including through surveys, councils, task forces
and focus groups. In fact, Novation sponsors 23 standing member councils and sev-
eral other ad hoc task forces, representing more than 300 hospitals, that help shape
Novation’s product portfolio.

Novation keeps its member-centered focus throughout its award selection process.
Physicians, nurses, pharmacists, directors of operating rooms, other clinicians and
materials managers from around the country are included on councils. These mem-
ber councils help decide the bid criteria before the invitations to bid are even sent
to suppliers.

It’s also important to note that Novation’s highly objective and fair contracting
process makes the concept of “inherent conflicts” practically impossible. Fees are one
small part of a host of quality, non-financial and pricing criteria, which is also set
by members. Mathematically alone, fees alone never drive decisions. Quality plays
too important a role—as it should.

WORKING WITH SUPPLIERS OF ALL SIZES

Novation’s public competitive bid process allows all eligible suppliers to partici-
pate in a fair manner. Novation welcomes competition from manufacturers as it al-
lows us to gain better value for the members we serve. The competitive bid process
and our low best bid approach, provide a level playing field for manufacturers large
and small. Our bid calendar is continuously posted on our public web site to ensure
the bid is open to all interested parties and those interested in receiving a bid are
encouraged to request one.

Of the approximately 500 suppliers contracted with Novation, 25 percent of them
are small businesses, as defined by the Small Business Administration. A shining
example of Novation working with a small company is our relationship with Triad
Disposables, a small business based in Wisconsin. Through the contracting process,
they were awarded the contract for alcohol wipes, a low-tech but vital supply for
all hospitals. During the contract process, they won over other larger suppliers, in-
cluding one of the largest in health care, simply because they brought the most
value to the members per the decision criteria established by the members.

Innovative technology suppliers, in addition to small suppliers, are found through-
out our portfolio of supplier contracts. One innovator, Possis Medical, is a leader in
creating a significant new medical market for the mechanical removal of blood clots
with a procedure known as “rheolytic thrombectomy.” Soon after the FDA approved
this new technology, Novation placed it on contract in September 1999, following
input from members. The members involved in the decision consisted of inter-
ventional radiologists, radiology technologists, interventional cardiologists and car-
diovascular administrators and nurses. Additional input was obtained through mar-
ket research studies to VHA and UHC members.

It is important to note the distinction between “new” (something not available
anywhere else) and “different” (something similar that accomplishes the same out-
come) technology. Novation is committed to providing agreements containing the lat-
est technology to members—the competitive bid process and provisions in our con-
tracts ensure it.

Novation strives to be sensitive to continually evolving health care technology, to
remain relevant to those we serve. Through our contracting process, we ensure that
we contract for the technology that is most acceptable to VHA and UHC hospitals
at the time of the bid award. Should technology change during the term of the
agreement and the current supply partner not provide the latest technology, Nova-
tion can add other suppliers or terminate the existing agreement and put out a bid
for a new agreement if the members find the technology change so substantive to
deem the current agreement’s offerings outdated. All agreements contain termi-
nation clauses that allow Novation to terminate the agreement with the existing
supplier with 90 days written notice when necessary.

An example of a supplier with a new technology being added to the portfolio is
Megadyne, a small company that makes an innovative product—reusable grounding
pads—used to protect patients from electrical shock. Novation already had dispos-
able grounding pads on contract with 3M and Valley Lab. Megadyne’s reusable pads
employed a new technology that VHA and UHC members wanted added to the port-
folio. These reusable pads are and example of “new” technology.

An example of technology that is simply “different” is in the field of pulse
oximetry. The selection of Nellcor over Masimo is a good example of how Novation’s
bid process works fairly. During the contracting process, which took almost 18
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months to complete, we used enormous amounts of clinical input from members, in-
cluding the active involvement of five separate member councils made up of more
than 40 hospital professionals as well as survey results involving more than 850
member hospitals. Regarding the non-financial criteria, our process revealed that
Masimo’s technology is based on “rhythmic and repetitive” patient motion while
Nellcor’s technology is based on “random and chaotic” patient motion. Masimo’s
product was deemed to be a different technology, but not a new technology. Our cli-
nicians gave us input that random and chaotic patient motion is a more realistic
measure, especially when the patients are children and babies. Overall, in the non-
financial categories, Nellcor received higher marks from clinicians than any other
competitor in every single category. In the end, the results were overwhelmingly in
favor of Nellcor, far above all other bid participants. Ultimately, the member coun-
cils recommended the bid award go to Nellcor.

Besides meeting member standards, suppliers with new technologies also face ad-
ditional challenges. Some truly “new” technologies must wait for FDA approval.

Others are available, but must wait long periods for reimbursement approval,
making them cost-prohibitive to many health care institutions. Finally, many com-
panies with “new” technologies are not always interested in contracts with group
purchasing organizations, believing that with no competition they can command
higher pricing for their product on their own.

Possibly even more telling regarding clinical input in decisions, is the support of
many clinicians at VHA and UHC member hospitals following bid awards. Because
participation in our contracts is voluntary, hospitals often conduct their own clinical
trials on some contracted products, even after the rigorous review the Novation con-
tracting process gives to the products. By conducting their own clinical trials, mem-
bers ensure they are choosing to access the products that best meet their needs.
This not only underscores the clinical decision of our member councils, but also un-
derscores the inherent freedom of choice that member hospitals enjoy in the Nova-
tion relationship.

In addition to relying on member input to keep us updated on health care tech-
nology changes, Novation’s contracting staff—with significant input from Novation’s
field-based service delivery team—is responsible for monitoring their respective
product’s markets for technological advances. These staff members typically have a
high degree of experience, training and expertise related to their area of responsi-
bility—often having direct experience in these areas at provider organizations.
Should a Novation staff member learn of changes in product technology, the staff
member can review the impact of the technology changes with one of Novation’s
member councils.

As a member-driven organization, it is always in the members’ best interest to
make sure that our agreements meet the needs of the VHA and UHC members—
clinically, financially and operationally.

FLEXIBILITY OF MEMBER PARTICIPATION

Hospital participation in Novation agreements is totally voluntary. Novation
strives to offer VHA and UHC hospitals the most competitive value on the highest
quality products based upon members’ purchase patterns and ability to deliver vol-
ume, commitment and purchasing efficiencies.

However, we also recognize that each hospital’s ability to commit varies. In re-
sponse, Novation offers a portfolio of agreements and programs in which organiza-
tions can freely choose to participate in, without disadvantaging those that cannot.

For example, Novation offers a committed purchasing program we call OPPOR-
TUNITY. Novation’s approach to commitment is a self-selecting philosophy in which
members are free to choose whether they wish to participate. We believe the vol-
untary nature of OPPORTUNITY has helped make it the industry’s leading and
most successful committed purchasing program. In addition to offering best pricing,
the program helps organizations focus their efforts on further improving efficiencies
through standardization and utilization. OPPORTUNITY delivers cash rewards for
commitment and the potential to increase VHA’s and UHC’s cooperative returns.
OPPORTUNITY rewards VHA and UHC hospitals that voluntarily meet previously
agreed-upon commitments in designated product categories. There are no Novation
programs that require 100 percent participation.

Our contracts offer product coverage of about 75 percent of the total supplies the
average hospital uses. So, there is 25 percent we don’t have on contract at all—these
products could represent fast-changing technology areas, local or regional products
or large capital expenditures. Of the 75 percent product coverage we offer, VHA and
UHC hospitals typically use our contracts for about 55 percent of their purchases.
So, overall, VHA and UHC hospitals use Novation’s services to purchase about 40



18

percent or less of their product needs, all of which is accessed on a voluntary basis.
Hospitals choose what works best for them.

The significant involvement of the councils and hospitals as a whole, play an im-
portant role in the aggregated purchasing strength of the VHA and UHC facilities.
We actually see ourselves as a champion for the small rural or community hospital
that would have a difficult time providing these services on their own. Through our
aggregated approach, small rural and community hospitals enjoy the buying
strength of large health systems. More than 700 VHA and UHC member hospitals
have fewer than 100 licensed beds. According to the March 2000 Muse & Associates
study, The Role of Group Purchasing Organization in the U.S. Health Care System,
without Novation to contract on their behalf, these small health institutions could
be spending up to 15 percent more on hospital supplies. Additionally, of our 23
member councils and task forces, about 30 percent of the participants are represent-
atives from small hospitals with 100 beds or less.

To better illustrate this, if I may quote Susan Park, Purchasing Agent of VHA
member Sarah D. Culbertson Memorial Hospital in Rushville, IL, she says,

“We have limited resources, as a 58-bed facility, and Novation is always will-
ing to work with us to meet our needs. With Novation’s help, we gain the bene-
fits of a bigger hospital that we couldn’t get on our own. Through Novation, we
are not little, but mighty.”

CLINICAL & OPERATIONAL BENEFITS OF THE VHA AND UHC ALLIANCES

It’s important to note that health care organizations affiliate with VHA and UHC
and gain access to Novation’s services for a number of benefits beyond simply supply
chain management. These include: nationwide collaboration on clinical improvement
initiatives; high-quality educational opportunities; groundbreaking research on
emerging technologies; consulting services that improve operational efficiencies; re-
search on consumer trends; advocacy on public policy issues; and innovative services
provided by VHA and UHC that might not otherwise be affordable for individual
organizations or available from other sources. Alliances represent the coming to-
gether of their member organizations in areas other than purchasing. More can be
done to improve the country’s health through collaboration and scales of efficiency.

For example, VHA recently launched the nationwide program, Women’s
HeartAdvantage, as part of a national initiative to change how women are treated
for heart disease and to educate women about their own risks for heart disease.
VHA is collaborating with hospitals across the Nation to implement the first hos-
pital-based program to address heart disease, which is the greatest health threat
to women. To address this largely unrecognized health crisis, VHA conducted na-
tionwide and market-specific benchmarking research on the attitudes and aware-
ness among women about heart disease. Interval results from the Yale-New Haven
Hospital demonstration program revealed that after 10 months of the Women’s
HeartAdvantage program, awareness significantly increased from 26 percent to 39
percent. In fact, already we know it’s helped save at least one life. After experi-
encing chest pain, a patient mentioned to her doctor that she had read about Yale-
New Haven’s participation in Women’s HeartAdvantage. The symptoms she read
about reminded her of her own discomfort. She was sent to the hospital, where doc-
tors performed an emergency balloon angioplasty, and she’s doing fine.

Likewise, UHC helps members identify standards of excellence among academic
health centers and community providers so that members can achieve optimal qual-
ity and productivity.

UHC’s improvement and effectiveness services focus on enhancing practice man-
agement, improving members’ clinical and operational performance, and providing
the support and resources for effective clinical decisionmaking. UHC’s
benchmarking projects use data-driven processes to identify models of efficiency and
best practice, share up-to-date information, and initiate effective, long-term clinical
and operational improvements. A recent benchmarking study focused on ischemic
strokes. Participating hospitals reported current patient care protocols for treating
stroke victims. UHC compiled and reviewed the information and produced a report
that identified best practices in patient care. The University of Utah Hospitals and
Clinics was one of the stroke project participants. Using the findings from the UHC
study, the hospital’s staff formed a clinical “brain attack team” of physicians, nurses
and pharmacists. The team reviewed the findings and modeled their response and
treatment patterns on better performers’ practices. Since implementing their new
response protocols, they have experienced improved outcomes with many of their
stroke patients.

Attention to safety is also a vital initiative. Novation’s comprehensive safety ini-
tiative promotes and enhances patient, care provider and environmental safety.
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Through this initiative, Novation increases member awareness of its safety-related
contracted products; promotes and tracks supplier-sponsored safety initiatives; ob-
tain member input on safety projects through councils; and incorporates safety spec-
ifications into the contract process. Our quality assurance/regulatory affairs team
ensures the delivery of safe and effective products by conducting manufacturing in-
spections and audits of supply partners, monitoring customer complaints and enforc-
ing all regulatory guidelines.

During 1999 and 2000, 25 VHA and UHC member organizations participated in
the Novation Education in Anesthesia Techniques program. This program is an an-
esthesia clinical simulation training program offered by Novation’s anesthesia busi-
ness unit. The initiative was presented, reviewed and supported by the Novation
Anesthesia Advisory Council which consists of clinicians such as nurses and phar-
macists. This program allows organizations to receive a free, cutting-edge and ac-
credited training program for anesthesiologists, nurses and pharmacists. Nine out
of ten participants felt that their clinical staff gained enhanced clinical knowledge
from the program. Multiple clinical participants wrote to us following the program.
One letter from a physician and professor at the University of Minnesota said the
program was “tremendously successful educationally for medical students, residents,
fellows, anesthetists and staff.”

Additionally a fourth-year medical student that attended the program wrote to us
saying:

“I attended a training session on the identification and treatment of a tension
pneumothorax. The very next morning, one of our patients developed a tension
pneumothorax in the PACU. After the incident, when the resident began asking
questions about how to treat this condition, I was able to answer correctly.”

Additionally, VHA and UHC, operational efficiency solutions are offered to hos-
pitals through Marketplace@Novation, Novation’s Internet information solution con-
taining a members-only Web site and e-commerce services for hospitals and sup-
pliers. Hospitals can access contract and program information, publications and
other Novation supply chain tools. In the late 1990s, VHA and UHC members
strongly indicated a need and a desire for electronic health care procurement. VHA
and UHC’s strategic investment in Neoforma to build Marketplace@Novation en-
sures that members have easier access to innovative technologies and reduces mem-
bers’ development costs for these services.

The health care industry is large, fragmented and surprisingly behind in the in-
formation arena. Easily accessible information available to all parties in the supply
chain is non-existent. In 1995, the industry-wide study, “Efficient Healthcare Con-
sumer Response” stated that by addressing current inefficiencies in the supply
chain, $11 billion of additional savings could be realized by America’s hospitals. De-
spite the industry’s best efforts to try to address these issues, very little was accom-
plished. The evolution of the Internet and the 2001 study, “The Value of e-Com-
merce in the Healthcare Supply Chain” identified specific steps we can take to
achieve potentially 2-10 percent savings and help hospitals accelerate the tech-
nology timeline to reach supply chain efficiencies enjoyed by other industries. Those
steps are the guiding development principles behind the Marketplace@Novation.

Marketplace@Novation is an evolution of our core competency of aggregating pur-
chases to reduce supply costs. The Internet makes it possible to streamline the proc-
ess, create new efficiencies and connect existing information systems to perform pro-
ductive new activities. Marketplace@Novation will enable members to purchase vir-
tually all their supplies through our e-commerce services. In fact, any supplier—
both those with and without Novation agreements—can post all of their product in-
formation on Marketplace@Novation—not just those products on contract—to allow
greater visibility. These services will allow members and suppliers to automate cur-
rent manual purchasing processes.

It will reduce administrative costs by aggregating purchasing information across
all health care organization sites. Marketplace@Novation is a logical extension of
what we already do for VHA and UHC members—deliver value.

As it grows and develops, Marketplace@Novation is proving to be successful. In
just over a year since its first member hospital went online, Marketplace@Novation
has seen dramatic increases in the transaction volume and rapid hospital and sup-
plier adoption. Currently, more than 700 VHA and UHC hospitals and almost 240
supply and distribution companies have signed on to participate in
Marketplace@Novation e-commerce services. This leading supply chain solution fa-
cilitates the efficient exchange of information with hospitals and their suppliers for
the procurement of goods and services, resulting in streamlined processes, reduc-
tions in administrative costs and more efficient healthcare purchasing.
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CONCLUSION

Safety, quality patient care and good stewardship of resources are the top prior-
ities of the hospitals and health care professionals we serve. Their passion, commit-
ment, and insight are transferred to us through their involvement in everything we
do as a company. We are dedicated to helping hospitals around the country realize
significant efficiencies and cost-savings—the underlying reason for the existence of
group purchasing organizations. In today’s health care environment of tight budgets,
these savings are invaluable in allowing hospitals the breathing room to have re-
sources for safe and quality patient care, providing indigent care, hiring practi-
tioners, providing community outreach programs and offering the best services most
effective to better the health of our nation.

On behalf of Novation, VHA, UHC, their hospitals and their patients, I deeply ap-
preciate the opportunity to share with you of the value and benefits we bring to
public and community-owned hospitals around the United States.

Chairman KoHL. Before we proceed further, I would like to ask
Senator Schumer, who is on a very tight schedule, to make his al-
ways very brief and concise statement.

[Laughter.]

OPENING STATEMENT OF HON. CHARLES E. SCHUMER,
A U.S. SENATOR FROM THE STATE OF NEW YORK

Senator SCHUMER. Thank you, Mr. Chairman, and I want to
thank you for squeezing me in right now and, more importantly,
for your leadership, and I thank Ranking Member DeWine, as well.

What I want to do is just ask that my statement be added into
the record, my whole statement, to make the point, of course, that
health care costs are out of control. We have to find solutions to
this. I think it is very important that all of us keep in mind that
GPOs, in concept, are not all a bad thing. They perform a valuable
service by permitting hospitals to buy supplies more effectively,
and when hospitals can purchase quality equipment at cheaper
prices, consumers save money.

Now, health care bills are soaring. We know that. Savings cannot
come at the cost of the quality of care. So the balance we need to
strike at this hearing today is important. We have to not throw out
the baby with the bathwater, look at the concept of GPOs and un-
derstand why they are needed, see if how business has been con-
ducted works—there have been some serious allegations that it has
not—and I look forward to, Mr. Chairman, not only to your hear-
ing, but knowing your thoughtful diligence and persistence at these
issues, to help you come up with whatever solutions might make
things a little better.

Chairman KoHL. Thank you, Senator Schumer.

Senator SCHUMER. Thank you. I apologize. This committee al-
ways has a lot of things going and we have the bankruptcy con-
ference, as well, but I wanted to come in here, so thank you. I ap-
preciate it.

Chairman KoHL. Thank you for coming.

[The prepared statement of Senator Schumer follows:]

STATEMENT OF HON. CHARLES E. SCHUMER, A U.S. SENATOR FROM THE
STATE OF NEW YORK

Mr. Chairman, thank you for squeezing me in to make a few brief remarks. As
you know because of all the work you've done on the bill, we're trying to work out
the final details in the bankruptcy legislation that’s in conference. But I did want
to take a couple of moments out of that process to say a few words here.
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It’s no secret that health care costs in this country are spiraling way out of con-
trol. An ever increasing percentage of Americans’ monthly income is going to pay
absurdly high health care bills. We need to find solutions to this problem that will
only get more serious as the baby boomers move into their later years.

One area that I've been looking at is prescription drugs. Senator McCain and I
have a bill that would make generic drugs more broadly available and reduce pa-
tients’ reliance on high-priced drugs from the big pharmaceutical companies. Pass-
ing that bill would be a start, but only a start.

In the past few months there’s been a lot of debate about the role of group pur-
chasing organizations in the health care system. As you mentioned in your state-
ment, the New York Times ran a front page article raising some serious questions
about the practices of certain GPOs and I'm pleased to see that they’re here today
to give some answers to those questions.

As we examine the problems, it’s important for all of us to keep in mind that
GPOs, in and of themselves, are not a bad thing. They perform a valuable service
by permitting hospitals to buy supplies more affordably. When hospitals can pur-
chase quality equipment at cheaper prices, consumers save money.

Not to put too fine a point on it, but lower operating costs lead to lower-cost oper-
ations.

With health care bills soaring through the roof, every dollar counts. But savings
can’t come at the cost of quality care. That’s the balance we need to strike and this
hearing today is important because it will examine both the problems with and the
advantages of using GPOs.

Government shouldn’t jump in with fixes to problems that industry can clean up
on its own. That’s why I'm so pleased to hear that the GPOs have committed to cre-
ating their own code of conduct which, we trust, will resolve the concerns that have
been raised about the ways GPOs operate.

Mr. Chairman, I know that you share my view on that issue and I believe that
holding this hearing, focusing attention on these issues, and taking a constructive
approach to solving the problems you're highlighting here is just the kind of limited
government intervention that serves our constituents well.

I look forward to reading the testimony of everyone here and to reviewing your
answers to the questions posed. I apologize for not being able to stay to participate,
but duty on the bankruptcy bill calls.

Chairman KoHL. Now, we proceed to Ms. Trisha Barrett.

STATEMENT OF TRISHA BARRETT, BSN, ASSISTANT DIREC-
TOR, MATERIEL SERVICES, VALUE ANALYSIS FACILITATOR,
UNIVERSITY OF CALIFORNIA, SAN FRANCISCO MEDICAL
CENTER, SAN FRANCISCO, CALIFORNIA

Ms. BARRETT. Chairman Kohl and Senator DeWine, it is a pleas-
ure to be with you this afternoon to share my perception of how
our hospital benefits from its association with Novation. My name
is Trisha Barrett. I am the Value Analysis Facilitator for the Uni-
versity of California—San Francisco Medical Center, a member of
UHC, where my responsibilities include the clinical coordination
for product selection and standardization.

I have been a nurse for 25 years. Previous to joining UCSF, 1
served in a similar capacity at a VHA facility. I have thus served
on the Novation Nursing Council as both a VHA and a UHC mem-
ber representative. I am proud to serve an organization like UCSF
Medical Center, where our mission focuses on caring, healing,
teaching, and discovering.

UCSF Medical Center is a 500-bed academic hospital. Annually,
we perform over 20,000 surgical procedures and provide literally
tens of thousands of days of care. To meet this demand, we main-
tain a product and device inventory anywhere from 20,000 to
30,000 items. Recently, we were named one of the top ten hospitals
by U.S. News and World Report.
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Beyond the daily challenges of providing care and saving lives,
America’s hospitals face nursing shortages, constraints imposed by
managed care, and important patient and health care worker safe-
ty issues. Overshadowing these challenges is financial pressure due
to ever-rising costs of pharamceuticals, supplies, devices, and
equipment. While Medicare, Medicaid, and private payer reim-
bursements go down, the cost of health care continues to rise.

Novation helps our organization remain financially viable, allow-
ing us to place our energies where they belong, on patient care. We
spend about $120 million each year for supplies, 50 percent of that
through Novation contracts. The remaining 50 percent is spent on
products that are not on contract or on products that may compete
with Novation contracts, but our clinicians choose to use them.
That is one of the good things about Novation. Use of their services
and product contracts are voluntary. However, we do use Novation
agreements whenever we can because they bring value to UCSF
Medical Center.

The Medical Center benefits from my participation in councils
and task forces because it provides a forum where I am able to pro-
vide clinical expertise and product experience in the formation and
analysis of Novation contracts. Clinicians like me from across the
country gather and collaborate to share our experience, reach con-
sensus, and advise Novation in structuring and awarding contracts
thaf‘gf we know will best meet the needs of our patients and our
staff.

For example, I am currently working with fellow -clinicians
throughout the country to establish quality criteria for the upcom-
ing IV catheter bid. We clinicians share our experiences and opin-
ions to formulate catheter quality and supplier service criteria. For
instance, many hospitals have lost on-site nurse educators, either
to national nursing shortage or to financial constraints. Therefore,
educational support will be a high priority for the supplier we
choose, that the supplier will be able to provide 24-hour-a-day,
seven-day-a-week training during conversion from old product to
new. These discussions lead to consensus and advice that make the
final bid award a good one.

It is important to note that as clinicians who actually use med-
ical products to treat, heal, and save lives, we place a high priority
on product quality and performance in our discussions and our de-
cisions. I take my role as a health care professional very seriously,
so when I was invited to participate on the Novation Nursing
Council in 1999, I welcomed the opportunity. Being a council mem-
ber is something I do above and beyond my day-to-day responsibil-
ities at UCSF and often involves being away from my family. How-
ever, having the opportunity to assist Novation in contracting for
the highest quality, most clinically acceptable products available on
behalf of our patients makes it all worthwhile. More importantly,
I can trust in other Novation contracts because I know there are
hundreds of others like myself working on other member councils.

I have the privilege of assisting some of the best doctors and
nurses in the country at UCSF. With that privilege comes the
moral and legal responsibility to invest the hospital’s funds wisely.
When selecting products, I ask my fellow clinicians to think of
these funds as they would their own family budget.
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There has been a perception that member hospitals are a passive
third party when these awards are made. Nothing could be further
from the truth. At each individual facility, the hospital must evalu-
ate Novation’s offering, committed or not, on its clinical and finan-
cial merits.

In closing, I would suggest that the members of the committee
proceed very carefully in considering any new laws that could po-
tentially place additional financial pressure on an already fragile
health care system. Without companies like Novation, I am con-
cerned that hospitals, and ultimately patients, would pay more for
health care. In addition, we in hospitals would be forced to dedicate
significant additional resources to contracting, diverting those pre-
cious resources away from care at the bedside. Thank you.

Chairman KoOHL. Thank you for your statement, Ms. Barrett.

[The prepared statement of Ms. Barrett follows:]

STATEMENT OF TRISHA BARRETT, VALUE ANALYSIS FACILITATOR, UNIVERSITY OF
CALIFORNIA, SAN FRANCISCO MEDICAL CENTER

Chairman Kohl, Senator DeWine, and distinguished members of the Sub-
committee, it is a pleasure to be with you this afternoon to share my perspective
of how our health care organization benefits from its association with Novation.

My name is Trisha Barrett and I am the Value Analysis Facilitator for the Uni-
versity of California, San Francisco Medical Center—a member of University
HealthSystem Consortium (UHC)—where my responsibilities include the clinical co-
ordination for product selection and standardization. I have been a nurse for 25
years. Previous to joining UCSF, I served in similar capacity for Alta Bates Summit
Medical Center in Berkeley and Oakland California, a member of VHA. I have thus
served on the Novation Nursing and Clinical Practice Council as both a VHA and
UHC member representative.

I am proud to serve in an organization like UCSF Medical Center where our mis-
sion focuses on caring, healing, teaching and discovering. UCSF Medical Center is
a 500-bed academic hospital, located in northern California that employs 5,500
health care professionals. Annually, we perform 20,000 surgical procedures, and pro-
vide tens of thousands of inpatient and outpatient days of care. To meet this de-
mand, we maintain a product and device inventory of anywhere from 20,000 to
30,000 different items. Recently, we were named one of the top ten hospitals in the
Nation by U.S. News and World Report.

Beyond the daily challenges of providing care and saving lives, America’s
healthcare organizations face shortages of nurses, constraints imposed by managed
care, patient and healthcare worker safety issues, the aging of the baby boomer gen-
eration and more. Overshadowing these challenges is financial pressure due to the
ever-rising costs of pharmaceuticals, supplies, devices and equipment. While Medi-
care, Medicaid and private payer reimbursements go down, the cost of health care
continues to rise. Novation helps our organization remain financially viable, allow-
ing us to place our energies where they belong—on patient care. We spend about
$120 million each year for supplies—50 percent of that through Novation contracts.
We at UCSF choose to access just over 50 percent of the Novation contracts avail-
able to UHC hospitals. The remaining 50 percent is spent on products that are not
on contract, or on products that may compete with Novation’s contracts that our cli-
nicians choose to use instead. That’s one of the good things about Novation—use of
their services and product contracts are voluntary. However, we do use Novation
agreements whenever we can because they bring value to UCSF Medical Center.

The Medical Center benefits from my participation on councils and task forces be-
cause it provides a forum where I am able to provide clinical expertise and experi-
ence in the formation and analysis of Novation contracts. Clinicians like me from
hospitals across the country gather and collaborate to share our experience, reach
consensus, and advise Novation in structuring and awarding contracts that we know
will best meet the needs of our patients and staff.

For example, I am currently working with fellow clinicians throughout the coun-
try to establish quality criteria for the IV catheters bid. Clinical council members
share our experiences and opinions during meetings and conference calls where we
discuss IV catheter quality criteria and supplier service criteria. We recently dis-
cussed the need for the supplier to support hospitals with education and training.
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Many hospitals have lost onsite nurse educators either to the national nursing
shortage or to financial constraints. Educational support is a high priority for the
supplier we choose—that they be able to provide training 24 hours a day 7 days a
week during conversion from old product to new. These meetings and discussions
lead to consensus and advice that makes the final bid a good one and also makes
it satisfying to participate on the councils and task forces.

It is important to note that as clinicians—who actually use medical products to
treat, heal and save lives—we place a high priority on product quality and perform-
ance in our discussions and decisions. I take my role as a health care professional
very seriously, so when I was invited to become a part of Novation’s Nursing and
Clinical Practice Council in 1999, I welcomed the opportunity. Being a member of
a council is something I do above and beyond my current responsibilities at UCSF
and involves being away from my family periodically. However, having the oppor-
tunity to assist Novation in contracting for the highest quality, most clinically ac-
ceptable products available on behalf of patients makes it all worth it. More impor-
tantly I can trust in other contracts because I know there are hundreds of others
like myself working on the other member councils.

I have the privilege of assisting some of the best doctors, nurses and other
healthcare professionals in the country. With that privilege comes the moral and
legal responsibility to invest the organization’s funds wisely. I ask fellow clinicians
to think of these funds as they would their own family budget. When possible, we
use Novation contracts. Beyond that, we concentrate our own hospital resources at
searching and bidding for those items our care providers need that are not on con-
tracts or offered by suppliers who choose not to participate in Novation bids.

In closing, I would suggest that the members of the committee proceed very care-
fully in considering any new laws that could potentially place additional financial
pressure on an already fragile health care system. Without companies like Novation,
I am concerned that health care organizations, and ultimately patients, would pay
more for health care. In addition, we would be forced to dedicate significant addi-
tional resources toward contracting, diverting precious resources away from the de-
livery of care.

Thank you.

Chairman KOHL. Now, we are going to hear from Joe Kiani, who
is a co-founder and CEO of a privately-held medical technology
company. Thank you for being here.

STATEMENT OF JOE E. KIANI, PRESIDENT AND CHIEF EXECU-
TIVE OFFICER, MASIMO CORPORATION, IRVINE, CALI-
FORNIA

Mr. KiaNI. Thank you, Chairman Kohl and Ranking Member
DeWine. Good afternoon. We are happy to be here to testify. We
thank you.

Masimo is a typical American start-up company. Our goal was to
make a contribution to humanity by improving care and reducing
cost of care. We also wanted to become financially independent and
reward investors who invested in our dream.

Masimo actually started very humbly in our garage. I took a
loan, a second loan on my home, and since then, $90 million has
been invested in Masimo by some of the leading health care inves-
tors in this country.

Masimo has developed the next-generation pulse oximetry. Pulse
oximetry, in case you do not know—we have lived this for 14
years—is the non-invasive monitor to measure oxygen in the blood,
and it is important, because if your blood oxygen drops below nor-
mal, within three minutes, you can get brain damage, and within
five minutes, you can die. On neonates, there is an additional prob-
lem. If they get too much oxygen, they can get eye damage.

Masimo is the innovator in the industry. The problems that were
thought to be inherent limitations with pulse oximetry, we solved.
These were problems of motion artifact, like you would see with ba-
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bies moving or agitated patients in the intensive care unit or recov-
ery room, and maybe just as importantly, very sick patients have
very low perfusion, which means very low blood flow.

In fact, there have been over 50 clinical studies over the last sev-
eral years by independent researchers across the country that have
proved that Masimo SET is indeed superior and it has improved
care and reduced costs. But you gentlemen do not need to decide
that here. We understand your role as policy makers is to not favor
any company, but to foster a free market. We are not asking for
special treatment. We are just asking for you to show oversight on
this and help us compete in a free market.

We believe there needs to be reform because there is a system
here that precludes innovative devices to get to the hands of the
clinicians who are the best to know what is best for the patients,
and this is happening at the expense of not only manufacturers
like ours, but expense of clinicians, patients, and payers.

The fact that our primary competitor, who owns more than 90
percent of the pulse oximetry market, can pay group purchasing or-
ganizations to exclude Masimo from the market is dead wrong. It
is not good for Masimo and it is not good for the society.

The title of the hearing is, “Hospital Group Purchasing: Lowering
Costs at the Expense of Patient Health and Medical Improve-
ments?” I presume this title assumes that GPOs are saving money.
I do not understand how they can save money when they exclude
competition in most instances.

My dad used to say to me, to keep your honest neighbors honest,
lock your front door. Well, with very good intentions, Congress left
the door open in 1986 and allowed kickbacks to be paid by sup-
pliers to group purchasing organizations. I guess in a polite world,
those are not called kickbacks, they are called administration fees,
marketing fees, other types of fees.

GPOs, and when I mean GPOs, I am talking about the most pow-
erful group purchasing organizations like Novation and Premier,
are using this policy to enrich themselves and a few companies by
selling them exclusivity and market share, to these powerful com-
panies. Their strategy is to maximize the group purchasing organi-
zations’ and these companies’ revenues at the expense of vendors,
hospitals, patients, and payers, and as you very well know, govern-
ment is one of those payers and pays over 40 percent of health care
expenditures.

Why have we concluded this? For 4 years, we have had direct ex-
perience dealing with Premier and Novation, who we believe actu-
ally control over 70 percent of U.S. hospitals’ purchasing. There has
been a systematic pattern of exclusion of competition by sole-source
contracting, by bundling, by questionable tactics, which include
threatening manufacturers of Masimo-type devices, the same man-
ufacturers that actually are current, or some of them are still cur-
rent GPO contractees, with expulsion if they show Masimo tech-
nology to their member hospitals. We discovered the hard way that
the breakthrough process, the breakthrough technology process, or
the technology assessment process, is a sham. I have specific exam-
ples that I will be happy to share with you here today and I wel-
come your questions on that.
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Is this all sour grapes? There is an exhibit I would like to show
you. I think it is important, if you will allow us, Chairman Kohl,
to show it.

Let us look at this exhibit. Masimo has 100 percent success rate
in the free markets. In the magenta, you see the sole-source GPOs.
In the yellow, you see the free markets. Last year, we did not lose
one deal, we did not lose one opportunity at a hospital that was in
a free market. AmeriNet is actually one GPO who has allowed
Masimo in contract, and we are grateful of that. They are acting
differently. They do believe members should have choice and voice
and they do believe in bringing value. Then also, independent hos-
pitals, zero. I did not expect to see the statistics, Chairman Kohl,
but we lost zero.

At the same time, we lost 48 contracts, 22 at Premier, 24 at No-
vation, and 22 at Consorta. These are all sole-source contractees
with Tyco—Nellcor, who is the 90 percent market share competitor
of ours. As you can see, in hospital-wide conversions, what that
means, these are hospitals that chose that every one of their pa-
tients should have access to Masimo SET, in the free markets, over
50 percent of those hospitals chose to have every patient there be
monitored with our technology. As you can see, the sole-source en-
vironment, in Novation, we did have some success, 10 percent, but
those happen to be the most famous institutions, like Massachu-
setts General Hospital, where they are not easily bullied by such
tactics. Thank you.

We are not just an anecdote. I know some would like you to be-
lieve that, but Masimo’s story is just one of many, just one exam-
ple. Chairman Kohl, there are numerous other companies—I can go
from A to Z, companies like Applied Medical, Biotronics, Retract-
able Technologies, St. Jude Medical, and Utah Medical—that suffer
the same problems that I am talking about today.

The current system for group purchasing organizations like Pre-
mier and Novation sell markets and exclusivity to group selling or-
ganizations, these big companies I big call them, has a negative im-
pact on health care. Many companies are exploiting the system to
exclude competition. Competition and innovation is, therefore, sti-
fled. Prices are artificially kept high. Patient care is being harmed.
Today, it is the best pulse oximetry, the best pacemaker, the best
safety needle, but tomorrow, it could be the best cancer treating
medication that is kept out.

We need a solution. The solution should restore free market. I
have my own. I would be happy to share with you what my rec-
ommendations for those solutions are. But we believe competition
is not only the key to innovation and improved health care, but as
one hospital purchasing manager has put on his walls, he put,
“Competition is the mother of lower prices.”

So I would be happy to answer your questions and I thank you
for this opportunity.

Chairman KoHL. Thank you for your testimony today, Mr. Kiani.

Now, we move on to Dr. Mitchell Goldstein, a physician at the
Citrus Valley Medical Center at the University of California, Irvine
Medical Center. He specializes in neonatal medicine.

Dr. Goldstein.
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STATEMENT OF MITCHELL GOLDSTEIN, M.D., NEONATOL-
OGIST, CITRUS VALLEY MEDICAL CENTER, WEST COVINA,
CALIFORNIA

Dr. GOLDSTEIN. Good afternoon. Thank you for inviting me to
testify today. I am Dr. Mitchell Goldstein. I am a practicing
neonatologist and clinical researcher in southern California.

I am here because I have become concerned that products offer-
ing improved care and potentially decreased costs are being kept
from reaching patients due to purchasing constraints. GPOs oper-
ate in the middle ground, selectively contracting with manufactur-
ers and supposedly providing discounted pricing to hospitals.

Pulse oximeters’ incessant beeping and alarming were more of a
distraction than a useful clinical tool when I started practice. Dur-
ing one outbreak of retinopathy prematurity, a disease caused by
too much oxygen given to premature infants, an associate of mine
went through the neonatal intensive care unit, shutting off every
oximeter in the room. The devices were the cause of inappropriate
oxygen administration. This was the beginning of my interest in
improving this technology.

Since 1994, I have conducted several studies on pulse oximetry.
I found a 90 percent reduction in false alarms in neonatal patients
using Masimo technology. Looking at the independent studies,
Masimo SET has been shown to be overwhelmingly superior to its
competition.

Masimo SET has not been placed on the GPO’s availability list.
Those of us physicians who have tried to lobby for purchase of
Masimo SET in GPO-dominated hospitals have dealt with the in-
cessant smoke and mirrors techniques. One former associate of
mine in an area children’s hospital has indicated in a national neo-
natal forum that his hospital’s GPO contract prevents them from
acquiring more than a certain percentage of Masimo pulse
oximeters. His hospital has also requested that he not speak pub-
licly about these constraints.

Several years ago, I was involved in the care of a newborn sev-
eral weeks of age. The baby came to the emergency room in ex-
treme condition. The skin was blue. Resuscitation was begun. The
conventional monitors gave no indication of improvement. The
pulse oximeter could not measure the infant’s oxygen saturation.
No amount of effort appeared to improve the situation. The nurses
and respiratory therapists questioned the wisdom of continuing the
resuscitation. I attached a novel new oximeter that we had only be-
cause of our research. We finally had a number to work with.

If not for the presence of the Masimo pulse oximeter, life-sus-
taining efforts would have been discontinued. At this hospital, the
same pulse oximeters that did not work are still in use. GPO-re-
lated incentives prevented the introduction of a better product. An-
other oximeter’s failure nearly cost several small premature babies’
lives. In one case, this device reported a near-perfect saturation
when the baby had no oxygen in the blood at all.

While these occurrences have been reported to the manufacturer
and subsequently to the FDA, these oximeters are still in clinical
use in this particular hospital. Why? Because despite the manufac-
turer’s admission that the oximeter was not designed to work in
this type of situation, a GPO-mandated contract stipulates that



28

this hospital cannot engage in contracting to purchase another
manufacturer’s pulse oximeters.

Bunnel Incorporated produces a state-of-the-art newborn venti-
lator that prevents chronic lung disease by delivering very fast but
very small ventilator breaths. An innovative device with improved
ventilation and better monitoring has been put on the shelf because
of lack of funding. The reason? Venture capitalists will not advance
the funds necessary to continue the development of the ventilator
because the manufacturer does not have an existing relationship
with any of the GPOs. Efforts to produce a ventilator for adults
have met with similar outcome. The GPOs have not only restricted
market access, but have discouraged and prevented research and
development of newer innovative technologies.

Another ventilator company, Infrasonics Corporation, with an in-
novative line of ventilators with promising clinical results, was un-
able to capture sufficient market share to remain viable due to
GPO contracting.

Utah Medical Products makes special newborn central line cath-
eters designed to reduce complications. In some hospitals, these
catheters are smuggled in or kept under lock and key because they
are prohibited under the GPO contract. Physicians are discouraged
fronll officially approaching the vendor for in-hospital competitive
trials.

Who is it, after all, that decides which equipment is covered by
the GPO contracts? What criteria are used? What happens to the
research and development process? If the proper equipment is not
made available, how does the individual patient suffer?

In my field, the answer is clear. Take away the incentive to de-
velop newborn-appropriate devices, pulse oximeters, ventilators,
catheters, and other equipment, develop only for the highly profit-
able product lines, cater to the lowest common denominator, and
patient care will be compromised, the point that babies go blind
from being exposed to inappropriate amounts of oxygen, flail help-
lessly while convulsing on ventilators designed principally for
adults, and once again, lose their lives to the ravages of premature
lung disease.

As physicians, we weigh thoroughly our choices for care and
medical therapeutics. Where medical care has become subservient
to contracting demands, our ability to practice medicine is cur-
tailed. Innovation deferred, health care denied. Give us the option,
the freedom of choice to select the medical equipment that will
most adequately meet our patients’ needs at the best possible price.
Thank you very much.

Chairman KoHL. We thank you very much, Dr. Goldstein.

[The prepared statement of Dr. Goldstein follows:]

STATEMENT OF MITCHELL GOLDSTEIN, M.D., NEONATOLOGIST, CITRUS VALLEY
MEDICAL CENTER

Patient care is dependent on the availability of equipment designed specifically
to meet patient needs. The individual needs of patient care are often subservient
to the contracting demands of institutions. Without doubt, the need to decrease cost
is a powerful drive to achieving better access to health care. A better balance sheet
allows a hospital to more efficiently meet its needs. Group Purchasing Organizations
operate in the middle ground selectively contracting with manufacturers and sup-
posedly providing discounted pricing to hospitals. However if the equipment avail-
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able doesn’t provide for the individual needs of the patient, at what price is cost
savings achieved?

During my training and early practice as a Neonatologist, pulse oximeters (de-
vices designed to measure the amount of oxygen in the blood) had been more than
a casual annoyance. The incessant beeping and alarming of the non-functional de-
vices were more of a distraction than a useful clinical tool. During one outbreak of
retinopathy of prematurity (blindness caused by too much oxygen given to pre-
mature infants) an associate of mine went through the neonatal intensive care unit,
shutting off every oximeter in the room. These devices were the cause of inappro-
priate oxygen administration. Several weeks later I was discussing our frustration
with a manufacturer of newborn hospital equipment and expressed my concern that
no one in the field was working to enhance the State of the art. He gave me contact
numbers for Masimo. This was the beginning of my interest in their technology.

Since 1994, I have been involved in clinical studies with Masimo Signal Extrac-
tion Technology (SET) pulse oximeters. My early studies demonstrated the practi-
cality of a “Novel Pulse Oximeter Technology Resistant to Noise Artifact and Low
Perfusion” and that this technology was . . . “Capable of Reliable Bradycardia (low
heart rate) Monitoring in the Neonate”. Subsequently, I was able to demonstrate a
90 percent reduction in false alarms in neonatal patients using Masimo technology.
I showed that “Conventional Pulse Oximetry Can Give Spurious Data in a Neonatal
Population at Risk for Retinopathy of Prematurity (ROP),” demonstrated the feasi-
bility of reliable pulse oximetry operation during neonatal transport, and revealed
that Masimo SET reliably tracks neonatal heart rate variability. We investigated
and concluded that “Selective Inattention to Pulse Oximetry Alarms is Unsafe in In-
fants at Risk for Apnea of Prematurity”. In studying Nellcor alarm management
technology, SatSeconds, we showed that in an effort to limit “nuisance” alarms, the
Nellcor N-395 misses relevant desaturations and jeopardized the detection of the in-
fant at risk for sudden infant death syndrome.

Other groups have looked critically at the emerging pulse oximeter technologies.
Dr. Barker has shown significantly fewer missed true events and false alarms using
Masimo SET technology in adults. He has demonstrated that Masimo SET is on the
top of the curve relative to performance when compared to other oximeter tech-
nologies using a model of motion and low perfusion. Dr. Torres’s group has shown
the failure rate of the Nellcor 395 to be four times that of Masimo SET. Dr.
Brouillete has shown that Masimo SET is more accurate for monitoring breathing
obstruction during sleep in children and that the Nellcor 395 is not adequate for
a sleep laboratory setting. Dr. Hay has shown decreased false alarms, missed true
events, and measurement failures by Masimo SET relative to other technologies. Dr.
Sola has demonstrated a significant decrease in retinopathy of prematurity. Overall
looking at major independent studies, Masimo SET has been shown to be over-
whelmingly superior to its competition.

Despite this plethora of evidence, Masimo SET has not been placed on the GPO’s
availability list. Those of us physicians who have tried to lobby for purchase of
Masimo SET in GPO dominated hospitals have dealt with the incessant “smoke and
mirror” techniques. One former associate of mine at an area Childrens Hospital has
indicated in a national neonatal forum that his hospital’s GPO contract prevents
them from acquiring more than a certain percentage of the “superior” Masimo SET
oximeters. His hospital has also requested that he not speak publicly about these
constraints. Dr. Sola’s experience, as reported in the New York Times article, caused
him to question the entire buying process. “In country with freedom of choice, this
was the hardest thing for me to understand,” said Dr. Sola. “If the baby was choos-
ing consciously, we know what the baby would choose.”

Several years ago, I was involved in the care of a newborn several weeks of age.
The baby presented to the emergency room in extreme condition. The skin was poor-
ly perfused and blue. The blood pressure was not measurable. The baby was brought
to the newborn intensive care unit immediately. Artificial ventilation was provided,
central lines were placed, and fluids and cardiac medications were given. The con-
ventional monitors gave no indication of improvement. I had approached the parents
about the seriousness of the situation after working on the baby for over a half
hour. The nurses and respiratory therapists questioned the wisdom of continuing
the resuscitation. The pulse oximeter could not measure the infant’s oxygen satura-
tion. The baby still appeared blue and poorly perfused. No amount of effort ap-
peared to improve the situation. Out of desperation, I attached a novel new oximeter
(which only available to me on a research protocol) designed to work through poor
perfusion. Finally, we had a number to work with. Despite the fact that the other
oximeter was attached, for the next several hours, until the blood pressure was in
the normal range, there was no saturation readout. If not for the presence of the
Masimo pulse oximeter, life-sustaining efforts would have been discontinued. The
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baby, who was subsequently diagnosed with a complex heart defect, would have died
instead of receiving a life sustaining heart transplantation. At this hospital, the
same pulse oximeters that failed to measure this baby’s vital signs are still in use
despite my years of research demonstrating the superiority of Masimo’s technology.
GPO related incentives prevented the introduction of a better product.

Is this an isolated case? No, there are numerous other clinical examples of
oximetry failure. Within the past several months at yet another hospital, I have had
the displeasure to witness another device’s failure nearly costing several small pre-
mature babies’ lives. In one case, this device reported a near perfect saturation,
when the baby had no oxygen in her blood. While these occurrences have been re-
ported to the manufacturer and subsequently to the FDA, these oximeters are still
in clinical use in this particular hospital. Why? Because despite the manufacturer’s
admission that the oximeter was not designed to work in this type of situation, a
GPO mandated contract stipulates that this hospital cannot engage in contracting
to purchase another manufacturer’s pulse oximeters.

There are additional examples. In the area of assisted ventilation, GPO mandated
contracts have restricted innovation. Bunnel Incorporated has for many years pro-
duced a State of the art newborn ventilator that helps prevent chronic lung disease
by delivering very fast but very small ventilator breaths. An innovative device under
development that would have produced improved ventilation with better monitoring
has been put on the shelf for lack of funding. The reason? Venture capitalists will
not advance the funds necessary to continue the development of the ventilator be-
cause the manufacturer does not have a relationship with any of the GPO’s. Efforts
to produce a ventilator for adults have met with similar outcome. Because of preda-
tory tactics, the GPO’s have not only restricted market access to only a select few
companies but have discouraged and prevented research and development of newer
innovative technologies.

Infrasonics Corporation manufactured one of the more popular neonatal and pedi-
atric ventilators. The InfantStar and InfantStar 950 were in widespread use in neo-
natal units across the country. These ventilators distinguished themselves in being
the “workhorses” of neonatal ventilation. With the rise of GPO related contracting,
Infrasonics had decreased ability to sell to its market. Despite the fact that the 950+
was under development and provided many new and innovative modes of neonatal
and pediatric ventilation, further sales and development of the product line were ul-
timately scuttled. These new “market pressures” decrease the number of options
available to provide patient care.

Utah Medical Products makes special newborn central line catheters designed to
ease insertion, reduce the risk of perforating blood vessels, and prevent complica-
tions such as catheter breakage, clotting, or adhesion to the wall of these blood ves-
sels. In some hospitals, these catheters are smuggled in or kept under lock and key
so that they can be available for “only the sickest” patients. Physicians are discour-
aged from “officially” approaching the vendor for in hospital competitive trials. Hos-
pitals are falsely led to believe that they can rely on a consistent pricing schedule
offered through the GPO’s to meet physician expectations for choice and quality.
Hospital costs can increase secondary to related complications, and again patient
care suffers.

The argument that the GPO’s offer for standardization of patient equipment
across a hospital or across a hospital network is persuasive. Put the same equip-
ment in numerous centers across the country, standardize the equipment in the hos-
pital so that you decrease the cost of training nurses and respiratory therapists,
achieve the efficiencies of being able to order in large quantities, and increase the
amount of money supposedly available for research and to “improve patient care”.
But, there is a significant downside. Who is it after all that decides which equip-
ment is carried by the GPO contract? What criteria are used? What happens to the
research and development process? If the proper equipment is not made available,
how does the individual patient suffer? In the case of my field, the answer is clear.
Take away the incentive to develop newborn appropriate devices, pulse oximeters,
ventilators, catheters, and other equipment, develop only for the highly profitable
product lines, cater to the lowest common dominator; and patient care will be com-
promised to the point that babies go blind from being exposed to inappropriate
amounts of oxygen, flail helplessly while convulsing on ventilators designed prin-
glipally for adults, and once again lose their lives to the ravages of premature lung

isease.

As physicians, we learn to weigh thoroughly our choices for care and medical
therapeutics. Where medical care has become subservient to contracting demands,
our ability to practice medicine is curtailed. Give us the option, the freedom of
choice, to select the medical equipment that will most adequately meet our patient’s
needs at the best possible price.
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Masimo SET Tracks
Neonatal Heart Rate Variability
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Viability of Unsubstantiated Product Features:
Nellcor SatSeconds

“As desaturation progresses, SatSeconds becomes
progressively less sensitive to small changes in saturation.

-~ Despite the promise of better alarm ﬁ'fanagemem‘,
SatSeconds efficacy cannot be substantiated.”
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Masimo SET’s Proven Performance on Adults
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Masimo SET's Performance Substantially
Better than Other Pulse Oximeters Tested

During Motion and Low Perfusion

Pulse Oximeter ROC Curves
Diing Mhation ~ nefudiog Drog Qs

-

239 J ” 213 ’ L e 355

o

= Cabie 4500
oot Wl hE2DD
- PGS,
o Nl 1203,
i Margliite 8600

Sexsitivity
(Truie Al e
<

=

s Bt Uit 000

rn-Bovameti MARS

< o Mol RS
st Nationr K1GH

5 20 |» Mﬂwrbi& 8200

# / oo Nopin 380
- 449 , - e SLT04:
g ™ feri Criai 304
0.0 SRE A - . . . y
00 &30 o2y ooy XL 450 080 2. oan 480 et
1-Spacificity
{Falsa Atarm Rate}

Hatker Sd. dnesthesia and Analyesls 2002:84(S1yS17-A20




35

Masimo SET’s Proven Performance
in the Pediatric ICU

Failure Rate-(no SpO:z value) 9.8% 41.0%

Toires A, Skarclor K, Wohrley J, Aidag J, Ra#l &, Geiss D,
Critical Care Medicing 2002; 29(12): A117
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Masimo More Accurate for Monitoring
Breathing Obstruction During Sleep in Children

"“The sensitivity and motion artifact rejection
characteristics of the Nelfcor N-395 oximeter
are not adequate for a pediatric sleepiaboratory setiing.”
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Masimo SET's Proven Accuracy
in the Neonatal ICU
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Cedars Sinai Medical Center
Severe Infant Eye Damage (ROP)
Drops to Zero with Masimo SET

Eye Damage- Babies
with Babies Requiring
gver 750 grams Eye Surgery

Letter from Augusto Sola; MD, Prof of Pediatrics, Director of ology, to'Senator Koht
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Studies Overwhelmingly Conclude
Masimo is Superior to Nellcor
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Chairman KoHL. Now, we turn to Mr. Lynn Detlor. He is the
principal of GPO Concepts, Inc.

STATEMENT OF LYNN R. DETLOR, PRINCIPAL, GPO
CONCEPTS, INC., SAN DIEGO, CALIFORNIA

Mr. DETLOR. Senator Kohl, thank you, Senator DeWine. My pro-
fessional career in health care began in 1972. Group purchasing in
health care at that time was in its infancy. Hospital medical supply
costs averaged 6 to 7 percent of our annual expense budget, as
compared to today in a hospital, where the expense for medical
supplies could range anywhere between 23 to 28 percent, depend-
ing on the acuity of care delivered. The growth in new technology
has helped to expand the growth in the supply cost arena.

The political impact of Medicare legislation in the mid—-1970s on
operating expenses had a direct impact on hospital executives tar-
geting areas to lower expenses. Salary impact as a potential target
caused adjustments in nurse staff-patient ratios, and supply cost
reductions through materials management was the major targets.
This drove the rapid growth of State and local group purchasing or-
ganizations.

In 1974, I was hired by the Adventist Health System to organize
and establish a collective purchasing program for 17 hospitals in
the Western United States. This shortly led to the expansion of the
program to all 84 Adventist institutions in North America.

In 1986, I was hired by American Healthcare Systems to orga-
nize and develop a national group purchasing organization, which
ultimately grew to 40 multi-hospital systems representing approxi-
mately 1,400 institutions. This growth and expansion was directly
related to the continued pressure to lower operating costs. Also in
response to competition from for-profit health systems in select
markets throughout North America, American Healthcare Systems
operated with approximately 60 employees and an annual oper-
ating budget of $10 to $12 million.

Income was derived from annual dues from its members. Over
time, dues were replaced by fees charged to a select group of manu-
facturers, at that time which we called corporate partners. Fees
were not taken on all contracts. Instead, management time was
spent on helping the select manufacturers reduce their costs of sell-
ing and passing it along to the hospitals. The elimination of dues
was seen as an additional cost-cutting strategy. Other group pur-
chasing organizations were already solely fee-funded from the med-
ical manufacturing industry.

Pricing of products was implied by medical manufacturers to be
linked to the largest compliant customers. This, in turn, led to the
consolidation of the marketplace. Local and State group purchasing
organizations began to consolidate with larger national organiza-
tions in the quest for lower prices for their members. Today, less
than a dozen group purchasing organizations represent the major-
ity of the nation’s hospitals. Two, Novation and Premier, represent
over 60 percent of the nation’s institutions.

In 1995, American Healthcare Systems and Premier, a group
purchasing organization out of Chicago, merged, and six months
later, Sun Health merged to form what today is the new Premier.
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Novation was formed by the linking of the University Hospital
Consortium and the Voluntary Hospitals of America.

The outcome of mergers has led to large organizations with oper-
ating budgets in excess of $300 to $400 million. Diversity to be
more than just a group purchasing organization has led to program
expansions in e-commerce, data mining, business development,
physician practice management, et cetera.

Today, working as a consultant in GPO Concepts, we hear the
same question from two sides of the marketplace, the medical man-
ufacturers and the hospitals. The medical manufacturers are con-
cerned about the value they receive from the fees paid. How much
of it makes its way down to the hospitals is also a major concern.
The hospitals are questioning where and how the fees are spent,
and yet hospitals face even more pressure to continue to lower
their costs.

Probably the remaining question in today’s marketplace, are hos-
pitals not competing for the same dollars that today go to the
GPOs? It is a question the committees and GPOs have to face in
the future. The solution rests in their management and with the
marketplace demands upon how they function and how they be-
have. Thank you.

Chairman KoHL. We thank you, Mr. Detlor.

[The prepared statement of Mr. Detlor follows:]

STATEMENT OF LYNN R. DETLOR, PRINCIPAL, GPO CONCEPTS, INC.

My professional career in health care began in 1972. Group purchasing in hospital
health care was in its infancy.

Hospital medical supply costs averaged 6 to 7 percent of annual expense budget
as compared to today in a hospital where the expense for medical supplies could
range anywhere between 23 to 28 percent depending on the acuity of care delivered.
The growth in new technology has helped to expand the growth in supply costs.

The political impact of Medicare legislation in the mid-70’s on operating expenses
had a direct impact on hospital executives targeting areas to lower expenses. Salary
impact as a potential target caused adjustments in nurse-patient staffing ratios and
supply costs reduction through material management were the major targets. This
drove the rapid growth of State and local group purchasing organizations to emerge.

In 1974 T was hired by Adventist Health System West to organize and establish
a collective purchasing program for 17 Adventist hospitals in the Western United
States. This shortly led to the expansion of the program to all 84 Adventists
throughout North America. In 1986 I was hired by American Healthcare Systems
to organize and develop a national group purchasing organization which ultimately
grew to 40 multi-hospital systems representing approximately 1400 hospitals. This
growth and expansion was directly related to the continued pressure to lower oper-
ating costs. Also in response to competition from the for-profit health systems in se-
lect markets through North America, American Healthcare Systems operated with
approximately 60 employees and annual operating budget of 10-12 million dollars.
Income was derived from dollars. Income was derived from annual dues. Over time
dues were replaced by fees charged to select group of manufacturers called corporate
partners. Fees were not taken on all contracts. Instead, management’s time was
spent on helping the selected manufacturers reduce their costs of selling and pass-
ing it along to the hospitals. The elimination of dues was seen as an additional cost
cutting strategy. Other group purchasing organizations were already solely fee fund-
ed from the medical manufacture industry.

Pricing of products was implied by medical manufacturers to be linked to the larg-
est compliant customers. This in turn led to consolidation of the market place. Local
and State group purchasing organizations began consolidating with larger national
organizations in the quest for lower prices for their members. Today, less than a
dozen group purchasing organizations represent the majority of the nations hos-
pitals. Two, Novation and Premier represent over 60 percent of the nations hos-
pitals.
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In 1995 American Healthcare Systems and Premier (A group purchasing organi-
zation out of Chicago) merged and 6 months later Sun Health merged to form what
today is the new Premier. Novation was formed by a linking of the University Hos-
pital Consortium and the Voluntary Hospitals of America.

The outcome of the mergers has led to larger organizations with operating budg-
ets in excess of $300-$400 million dollars. Diversity, to be more than just a group
purchasing organization, has led to program expansions in e-commerce and data
mining, business development, physician practice management, etc.

Today, working as a consultant at “GPO Concepts” we hear the same questions
from two sides of the market place, the medical manufacturers and the hospitals.

The medical manufacturers are concerned about the value they receive from the
fees paid. How much makes its way down to the hospitals is also a major concern.
The hospitals are questioning where and how the fees are spent and yet hospitals
face even more pressure to continue to lower costs. Are the hospitals now competing
for the same dollars that today goes to the group purchasing organizations?

Chairman KOHL. Finally, we come to Elizabeth Weatherman,
who is the Managing Director of Warburg Pincus, where she has
been a member of the health care group since 1988.

STATEMENT OF ELIZABETH A. WEATHERMAN, VICE CHAIR,
MEDICAL GROUP, NATIONAL VENTURE CAPITAL ASSOCIA-
TION AND MANAGING DIRECTOR, WARBURG PINCUS, LLC,
NEW YORK, NEW YORK

Ms. WEATHERMAN. Thank you, Senator Kohl, Senator DeWine.
Yes, Warburg Pincus is one of the largest venture capital firms in
the United States and, therefore, in the world, since the United
States is the most vital community for venture capital. We have
also been a leader in health care investing for over 30 years. I have
been with the firm for 14 years, and for the last 13 of those have
been actively investing in medical technology companies.

I am also the Vice Chair of the medical group within the Na-
tional Venture Capital Association and am here today on behalf of
the more than 475 professional venture capital firms dedicated to
stimulating the flow of equity capital to emerging growth and de-
veloping companies. Our members currently invest more than $36
billion per year in such companies and have invested nearly $210
billion in aggregate over the past 20 years, funding many of the
most important technological and medical breakthroughs of that
period across the fields of biotechnology, drug development, medical
devices, and health care services.

First, I would like to thank you, Senator Kohl, and your com-
mittee and your staff for bringing forth and taking the initiative to
examine this very critical issue to the venture capital medical de-
vice industry and the medical community at large and patients and
Americans at large.

During the past 30 years, the venture community has financed
over 1,300 innovative medical companies with more than $20 bil-
lion in start-up capital, including more than $4.2 billion last year
alone. These companies now have sales of tens of billions of dollars
and employ more than two million people, and most importantly,
have revolutionized medical care for nearly all Americans.

In fact, it is fair to say that virtually every U.S. citizen born dur-
ing the last 30 years will benefit personally and significantly from
one or more of the drugs or medical devices developed with venture
capital. These include MR imaging, ultrasound, coronary
angioplasty and stints, implantable cardiac defibrillators, spinal
implants, pulse oximetry, and drugs for cancer, heart attacks, and
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anemia, to name a very few. Clearly, what these companies do is
critically important to the well-being of the American public and
the world at large.

A second point is that bringing medical innovation to market is
very hard. It entails taking enormous risks. These include refining
and perfecting the technology itself, proving the safety and efficacy
via well-conceived and executed human clinical trials, obtaining the
FDA approval to market the technology, developing the means to
assure high-quality manufacture of the technology, and obtaining
an efficient means to sell and distribute it to the market. Like any
market, it also entails for new entrants contending with estab-
lished competitors who already have significant share with the cus-
tomer base.

Any one of these risks alone may lead to a venture-backed com-
pany’s failure, and many companies focused on medical innovation
actually do fail. Venture capitalists accept these legitimate risks
every day, while traditional financial institutions and government-
supported programs cannot. It is the function of the venture capital
community to take risks like this.

However, it is our view that the anti-competitive practices of the
GPO community as currently configured disrupts the already high-
ly fragile and risky process of bringing medical innovation to mar-
ket. The new reality is that GPOs are now financed, and therefore
too controlled by, large medical products companies rather than by
the hospitals they are intended to represent.

GPO practices such as long-term contract exclusivity, substantial
fee structures, and product bundling, if allowed to continue, will so
constrict potential markets that product segments where these
practices are widely adopted will simply not be considered for ven-
ture capital backing. This investment drain will result in a stagna-
tion of product innovation and stymie improved patient care in
these product segments.

It is hard enough for a small company to overcome the power of
a large entrenched competitor even in an open and competitive
marketplace. It is nearly impossible when monopolistic producers
collude with monopsonistic buyers, such as GPOs to suppress com-
petition.

While the government would not tolerate such practices in any
other sector of the economy, for it to tolerate or even encourage the
situation in medicine is very disturbing, because one of the clear
effects is to impede innovation, certainly not the government’s in-
tent. In medicine, as much if not more than any other sector, in
contrast to any other sector, reduced innovation ultimately affects
patients’ lives and health, and there is no doubt that patients’
health have suffered as a result of GPO activities. In light of this,
the anti-competitive activities of the GPOs should be viewed with
even more, not less, skepticism.

Finally, the idea that GPOs save money for hospitals by extract-
ing larger price discounts from manufacturers than manufacturers
could achieve themselves is unprovable and most likely wrong,
unprovable because no one knows what the real market price
would be in a truly competitive market among producers in the ab-
sence of GPO gatekeeping. In fact, the product areas where GPOs
collude with producers who already have virtual monopolies, the
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“discounted” price, quote-unquote, that the GPOs claim to achieve,
is almost certainly well above what the market price would be in
an open and competitive marketplace.

In summary, the venture capital community believes there are
enormous opportunities to continue to improve the health of the
American public through the development and application of new
technology. These efforts are already very expensive and risky. De-
spite this, my community is committed to further investments in
U.S. health care technology. However, the increasing powers of
GPOs and their collusive and anti-competitive activities with larger
entrenched medical companies threatens to undermine the open
and competitive markets that have served the American public well
by stimulating fair prices and vast technological innovation. We
would strongly encourage the committee to correct these abuses
and again open these markets to fair and vigorous competition.

Chairman KoHL. We thank you, Ms. Weatherman.

[The prepared statement of Ms. Weatherman follows:]

STATEMENT OF ELIZABETH A. WEATHERMAN, VICE CHAIR, MEDICAL GROUP, NA-
TIONAL VENTURE CAPITAL ASSOCIATION AND MANAGING DIRECTOR, WARBURG
PiNcus, LLC

Good Morning. My name is Bess Weatherman and I am Vice Chair of the Medical
Group of the National Venture Capital Association. I am here today on behalf of
the more than 475 professional venture capital and private equity firms dedicated
to stimulating the flow of equity capital to emerging growth and developing compa-
nies. Our members currently invest more than $36 billion per year in such compa-
nies and have invested nearly $210 billion in aggregate over the past 20 years, fund-
ing nearly all of the most important technological breakthroughs of that period. A
substantial number of these firms invest heavily in the life sciences field that in-
cludes biotechnology, drug development, medical devices and therapeutics and
health care services. In 2001, the venture capital community invested more than
$4.2 billion, or more than 10 percent of all venture investing last year, in these med-
ical industries.

Venture investment in the life sciences has given new hope to people who suffer
maladies across virtually the entire spectrum of diseases and afflictions. In fact,
without patient investment from venture capitalists, the biotechnology and medical
technology industry, for example, would be virtually nonexistent. Almost every bio-
technology product that has been approved for sale by the Food and Drug Adminis-
tration has been financed by the venture capital community. The venture commu-
nity also provided financing for many of the medical devices and therapeutics we
take for granted today, including the entire interventional cardiology or stent indus-
try. These now standard medical treatments allow patients to lead longer and
healthier lives. The venture community’s dedication to the medical technology in-
dustry exists despite heavy government regulation and the longer-term investing
strategy required for successful development of new medical technology, even when
compared to other emerging market investments.

Few can argue that what these companies do is critically important to the well
being of the American public and the world at large. However, the results of the
debate we are holding today on reforming group purchasing organizations to ensure
a competitive and open market for all medical industry producers will directly affect
the future of emerging life science companies and in turn impact the availability of
the important medical products these companies are developing.

Let me be clear, companies subject to, or potentially subject to, anti-competitive
practices by GPOs will not be funded by venture capital. As a result, many of these
companies and their innovations will die, even if they offer a dramatic improvement
over an existing solution. Permitting this innovation stifling practice is unnecessary
and counter to what we believe should be a fundamental role of the government:
enhancing health by making new or improved products widely available as quickly
and efficiently as possible.

THE ROLE OF VENTURE CAPITAL IN IMPROVING AMERICA’S HEALTH

Venture capital plays an integral, often-unsung role in the development of medical
technology. In fact, venture capital is the single most important source of early
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stage financing to new and emerging health-focused companies. During the past 30
years, the venture community financed 1,324 innovative medical companies with
more than $20 billion in startup capital. These companies now have sales of tens
of billions of dollars, employ more than 2 million people and most importantly, have
revolutionized medical care for nearly all Americans. It is fair to say that virtually
every U.S. citizen born during the last thirty years has benefited or will benefit, in
his or her lifetime, personally and significantly from one or more of the drugs or
medical devices developed with U.S. venture capital. These include MR imaging,
ultrasound, angioplasty/stents, implantable defibrillators, spinal implants, pulse
oximetry and drugs for cancer, heart attacks, and anemia, to name a very few. It
is also important to note that the real medical impact of venture investments is also
significantly greater than even these numbers would suggest, since our investments
are normally focused only on ground breaking or revolutionary technology by the
very nature of our investment selection process. Many of these companies’ names
are now synonymous with progressive medical technology including Guidant,
Amgen, and Genentech.

WHY MEDICAL DEVICE AND BIOTECHNOLOGY COMPANIES NEED VENTURE CAPITAL

Medical device and biotechnology companies need venture capital because their
capital needs are so large, their time to market so long—due in large part to regu-
latory compliance—and their risks so high. There are enormous entrepreneurial
risks in bringing medical products to market—risks that include proving product
safety and efficacy, securing patent protection, securing a good distribution channel,
facing entrenched competition, and possibly running out of money before the product
can reach a significant portion of the market—to name just a few. Such characteris-
tics make these young companies ineligible for bank financing or other sources of
private capital.

It is important to note that venture capitalists will accept these legitimate risks
that traditional financial institutions and government supported programs cannot—
it’s part of our function. But, VCs do not, cannot, and will not accept unnecessary
and unfair risks. We need to provide our investors with justification that substantial
capital investment can result in successful product development and financial gain.
Thus, we have no interest in products that can be blocked from fairly competing for
a share of a market, even after a long, expensive and risky product development
cycle. Simply put, venture capitalists will increasingly stay away from many invest-
ments in long-term, high-risk medical breakthroughs if the government continues
to all{low anticompetitive business practices to artificially limit access to medical
market.

STANDARD BUSINESS PRACTICES BY GROUP PURCHASING ORGANIZATIONS AFFECT
VENTURE CAPITAL INVESTMENT EMERGING MEDICAL COMPANIES, AND PATIENT CARE

GPO roadblocks have greatly diminished the attractiveness of medical device and
biotechnology investments because they reduce the confidence of venture capitalists
that they will have fair access to medical markets and thereby will achieve a return
on very risky investments. To put this in perspective, between 1990 and 1994 at
least 22 percent of all companies financed by venture capitalists were medical device
or biotechnology companies, with medical device companies accounting for approxi-
mately 9 percent and biotechnology companies accounting for 13 percent of the 22
percent. By comparison, during the period 1999 to 2001 these companies made up
only 8.9 percent of all companies receiving venture capital financing. Of this 8.9 per-
cent, device companies received 5.0 percent and biotechnology companies receive 3.9
percent.

These numbers dropped dramatically from 1999—2001 when 9.8 percent, 7.1 per-
cent and 11 percent respectively of the companies funded were medical device or
biotechnology companies. For these years, medical device companies dropped more,
making up only 5.5 percent, 3.9 percent and 6.2 percent of the combined totals.

One of the reasons for this relative decline new investment is a lack of market
access brought about by the business practices and the increasing power of GPOs.
GPO practices such as contract exclusivity, substantial fee structures, and product
bundling, if allowed to continue, will so constrict potential markets that product seg-
ments where these practices are widely adopted will simply not be considered for
venture capital backing. This investment drain will result in a stagnation of product
innovation and stymie improved patient care across these product sectors.

The arguments made by GPOs about the “administrative” savings they provide
to members could be applied to every single sector of the economy and are virtually
identical to the arguments made by the anticompetitive “trusts” of the early 1900’s,
which led to the landmark Sherman Antitrust laws. The idea that the GPOs “save”
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money for hospitals by extracting larger price discounts from producers than they
could achieve by themselves, is unprovable and most likely wrong—unprovable be-
cause no one knows what the “real” market price would be in a truly competitive
market among producers (in the absence of GPO gatekeeping). In fact, in product
areas where GPOs collude with producers who already have virtual monopolies, the
“discounted” price that the GPOs claim to achieve is almost certainly well above
what the market price would be in an open and competitive marketplace. The im-
pact of the GPOs in healthcare is equally anticompetitive and stifling of innovation,
and there is no special reason why the healthcare system should be the only sector
of the economy where such practices are tolerated.

The venture capital industry exists, in part, because the antitrust philosophy of
the United States prevents entrenched, unmoveable competitors from abusing their
market power to unfairly restrain competition. By their very nature, virtually every
company we finance is a “revolutionary” and a threat to the established order. The
technological innovations they develop, whether in computers, electronics, software,
telecommunications or medicine, are inevitably threats to some existing larger com-
petitor who will use all means at its disposal to defend itself. It is hard enough to
overcome that kind of power in an open and competitive market place. It is nearly
impossible when monopolistic producers collude with monopsonistic buyers such as
GPO to suppress competition. This is precisely what is now happening in
healthcare.

As the GPOs become more powerful and add more technologically sophisticated
products to their portfolios (instead of the more commodity-like products such as
rubber gloves, syringes and cotton swabs that they originally focused on) the ad-
verse impact on innovation will increase. There will be fewer and fewer areas in
which venture capital will invest. The current trend is not encouraging.

The venture capital community believes that collusion between GPOs and pro-
viders of medical products to limit market access to competitors is extremely anti-
competitive and not justified by any peculiarities of the medical sector. On the con-
trary, while the government would not tolerate such practices in any other sector
of the economy, for it to tolerate (and even encourage) this situation in medicine is
disturbing, because one of the clear effects of these practices is to impede innova-
tion. In medicine, in contrast to any other sector, reduced innovation ultimately af-
fects patients’ lives and health. There is no doubt that patients’ lives have been lost
and other harm done as a result of GPO’s activities. In light of this, the special ex-
emptions from the normal operation of the antitrust laws granted to the GPOs
should be viewed with even greater, not less skepticism.

CONCLUSION

The venture capital community believes that there are enormous opportunities to
continue to improve the health of the American public through the development and
application of new technology. These efforts are already very time consuming, ex-
pensive and risky, particularly given recent increases and uncertainties in the U.S.
regulatory environment.

Despite this, the venture capital community is committed to further investment
in U.S. healthcare technology. We welcome open and competitive marketplaces, and
we believe that competition has served the American public well by stimulating fair
prices and vast technological innovation. The increasing power of GPOs, and their
collusive and anticompetitive activities with larger medical companies, threatens to
undermine the open and competitive markets that have produced such obvious ben-
efits for the American public, not only in healthcare, but also across the entire econ-
omy. We would strongly encourage the committee to consider legislation to correct
these abuses and again open these markets to fair and vigorous competition.

Thank you.
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Number of Deals by Year_

N 1 Mutaberof = .- . .
b il :Nuniber of % of Deals fn-. - Bioiech. - % of Deals in
{ Device Deals .- Deviges - - Déals ‘Biotech.

1,402 197 14.1% 120 8.6%

1991 1,207 156 18.1% 117 9.7%
1992 1,323 193 14.6% 132 10.0%

1993 1,123 138 12.4% 114 10.2%

1994 1,167 130 11.1% 118 10.1%
1995 1,851 192 10.4% 153 8.3%

1996 2,593 239 9.2% 197 7.6%

1997 3,194 274 8.6% 211 6.6%

1998 3,737 305 8.2% 230 6.2%

1999 5,605 308 5.5% 218 3.9%
2000 8,053 314 3.9% 246 3.1%

2001 4,651 290 6.2% 233 5.0%

Number anies Financed by Year

. Companies  -Number of onof 1 Number of A%

g Financed by Device . - Cémpanies in: anies:in Companies in
- Xear NG Companies . Devices .. Biotech -~ Bietech .
19981 877 109 12.4% 82 9.4%

1992 974 136 14.0% o1 9.3%

1993 866 107 12.4% 84 9.7%

1994 915 103 11.3% 88 9.6%

1995 1,623 150 9.8% 125 8.2%
1996 2,076 188 8.1% 154 7.4%"
1997 2,548 214 8.4% 164 6.4%

1998 3,000 240 8.0% 187 6.2%

1999 4,400 253 5.8% 175 4.0%

2000 6,245 245 3.9% 200 3.2% -
- 2001 3,734 225 8.0% 186 5.0%

Information provided by: PricewaterhouseCoopers/ Thompson Financial Venture Econornics/ National Venture
Capital Association MoneyTreetm Survey
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Total Venture Capital Dollars Invested by Year

Ve ve
Investment in Investment in
Total VC Device ’ Biotech
Investment. - Companies % Investment Companies’ % Investment
(M) (SN it Devices (S0 in Biotech
1991 2,246 242 10.8% 251 11.2%
1992 3,408 513 15.1% 397 11.6%
1993 4,367 391 9.0% 390 8.9%
1994 3,920 439 11.2% 445 11.4%
1995 7,399 685 9.3% 718 9.7%
1996 13,197 695 5.3% 1,312 9.9%
1997 16,084 1,034 6.4% 1,912 11.9%
1998 21,941 1,247 5.7% 1,282 5.8%
1999 55,363 1,576 2.8% 1,699 3.1%
2000 110,418 2,704 2.4% 3,214 2.9%
2001 42,264 1,999 4.7% 2,249 5.3%

Information provided by: PricewaterhouseCoopers/ Thompson Financial Veniure Economics/ National Vent
Capital Association MoneyTrestm Survey
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Chairman KOHL. Before I begin my questioning, Senator
DeWine, who has to leave for another unavoidable commitment,
has asked to make a comment.

Senator DEWINE. Thank you, Mr. Chairman. I do apologize to
the panel and to you for having to leave. Our voting schedule has
thrown off my schedule a little bit today, but I look forward to
hearing your comments and reading your comments, and I will, Mr.
Chairman, be submitting questions for the record for the different
panelists.

I have found, Mr. Chairman, that the testimony of Mr. Kiani, Dr.
Goldstein, and Ms. Weatherman to be extremely troubling, and I
am anxious for Mr. Norling and Mr. McKenna, to hear their an-
swers, because each one of us has benefitted from technology, med-
ical technology. There is not a person in this room who has not,
and the older we get, the more we benefit, but we also see it in
our children and our grandchildren.

So I am always alarmed if there is any possibility that any kind
of practice that this Congress is permitting, which we have with
the law that we passed a few years ago, that might impede that
kind of research, might impede people taking changes with their
money, might impede smaller start-up businesses that have an
idea from getting a fair hearing, and more importantly to get a fair
hearing, to get the opportunity to make that sale.

So, again, I apologize to you, Mr. Chairman and the members of
the committee. I think the testimony has been very good and I will
take a look at the answers to your questions and the rest of the
hearing and I will be submitting questions for the record. Thank
you.

Chairman KoHL. We thank you very much, Senator DeWine.

Ladies and gentlemen, it is good to have you here. We think
there is some opportunity to accomplish some significant things,
not just today, but tomorrow, next week, and next month, and this
whole area of GPOs and their impact on health care in our country.

I was interested and satisfied, very pleased to hear you, Mr.
Norling, say that you were willing and more than willing to be part
of a group that is put together to study how we can improve, if pos-
sible, improve the practices of GPOs. I assume, or I would like to
hope, Mr. McKenna, that you would be equally willing to be part
of a group that would include not only your two companies, but
perhaps some manufacturers, device manufacturers from hospitals,
a small group, but a representative group of this entire industry,
to do what we can collectively do to improve something that you
would like to improve yourself, if possible, is that correct?

Mr. McCKENNA. That is more than a fair statement, Senator. In
fact, if you looked at my chicken-scratched notes, it said to add
something at the end to acknowledge that——

Chairman KoHL. Right.

Mr. MCKENNA [continuing]. In the crush of the schedule, I did
not do that. But I overwhelmingly would be in favor of principles
of operation, things that would make us better. We always have
room for improvement.

Chairman KoHL. Mr. Norling.
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Mr. NORLING. I reiterate my comments, Senator. Anything that
is ultimately going to benefit patients, you are going to find us
thoroughly supportive of.

Chairman KoHL. So we will be able to discuss whatever the law
permits us to discuss. I think that would be significant and I be-
lieve that that will result, and I say this not just optimistically, but
I believe that it is your intention and your sincerity in wanting to
run a business as well as you can, as clean as you can, and as effi-
ciently and effectively as you can and you would be happy to dis-
cuss it. So I think that is a good start.

Now, we would like to ask the two of you this question of finan-
cial interest in companies, either individually or corporately, that
you do business with. I am sure you could understand how, at least
on the surface if not far deeper, there is a concern on how, theoreti-
cally or in fact, you serve more than one master. So in advance of
asking you to desist, we would like you to respond to our concern
about financial interests, either as individuals or corporately, in
companies with which you do business.

Mr. McKenna, would you like to speak first, and then Mr.
Norling?

Mr. McKENNA. Certainly, Senator. Thank you. We have a very
specific conflict of interest policy and a code of ethics that we have
provided and put into the testimony. So we have employees in our
company that, like many companies, can own up to 1 percent of a
public company. In regard to that matter, and what I personally
own, as the only member of the senior management team that has
individual stock holdings, I own at this point in time five stocks
that would be medically related—actually, four medically related
and one other, and the total holdings are 1,371 shares, with the
highest holding being 249 shares.

So what I would suggest in that regard, Senator, is that with
good clinicians like Ms. Barrett next to me and the over 23 advi-
sory councils that we have, they have no knowledge of my holdings
nor would they have a need to. But they do not come into play rel-
ative to the decisions that our clinicians and others make relative
to our contract process, which separates both the non-financial or
quality criteria from the financial criteria.

Chairman KoHL. Wait, wait, wait. You are saying you do hold
stock in companies with which your company does business?

Mr. MCKENNA. Yes, sir.

Chairman KoHL. You are saying this is OK?

Mr. McKENNA. We have a code of conduct, an ethics policy for
our company, and that policy allows for ownership in public compa-
nies of up to 1 percent.

Chairman KoHL. Well, that may be your company’s policy. That
is what we are discussing.

Mr. MCKENNA. Yes, sir.

Chairman KoOHL. I would like to hope you could understand how
people like myself and others would be skeptical about such owner-
ship. In fact, if you want to be as clean as clean can be, then you
might consider having a policy—after all, there are many stocks to
own in this world

Mr. McKENNA. Certainly.
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Chairman KOHL [continuing]. You could own a plethora of bad
stocks or good stocks.

Mr. McKENNA. That is true.

Chairman KoHL. So why not just say, look, it is a bad idea. Some
people who are reputable consider it to be questionable, so I and
all of those with whom I am associated in my company will not do
business stock-wise with companies that we buy from, or who buy
from us.

Mr. McCKENNA. Certainly, Senator. I think it is worth a review.
We are in the process of looking at our code of conduct. It has
served us well, we believe, up to now. We do not believe there is
any conflict of interest. Even our advisors are asked to abide by the
same conflict of interest as they make decisions for us. But I think
taking a look at it certainly would be in order.

Chairman KoHL. OK. Mr. Norling.

Mr. NORLING. Senator, we also have a code of conduct/conflict of
interest policy. It speaks to individuals, and we also have a practice
with regard to corporate conflict of interest.

As regards individuals, first of all, to clarify that policy, in any
cases where an individual is appointed by Premier to any kind of
an outside board, it is against our policy for those individuals to
financially benefit. Very specifically, the policy suggests that any
income earned through that sort of process, be they director’s op-
tions, director’s fees, or anything else, would accrue to Premier and
thus accrue to Premier’s hospitals. So we are very specific on that.

Cases have been reported in the media that suggest that prac-
tices have occurred otherwise. That dates back to the early history
of the new Premier. There are no such cases at this time. Those
cases that were reported are under investigation by our outside
counsel. We are awaiting a comprehensive recommendation case-
by-case as to what we ought to do in the four specifics that were
noted. We have also been advised to maintain confidentiality of the
individuals involved until we conclude our action.

So specifically in that regard, as regards holdings by members of
management in this area, our policy is clear. Some exceptions to
that have been noticed. They are historic, but that does not mean
that they are not significant. They are being dealt with in, I think,
an appropriate way that once we learn about the conflict or the in-
consistency of disclosure, we, in turn, pursue it. So with regard to
that point, I think it is pretty clear.

Regarding investments by employees in companies that we do
business with or might do business with, our policy currently calls
for disclosure, number one, and recusal, number two. I get a sense
of where you are going here, and we are in the process of reviewing
this policy. I can tell you that I personally, as regards employees
in our company and having shares in companies we do business
with, I am in personal support of a prohibition of that. So as we
review our policies, we, indeed, will do that.

Now, regarding board members, for example, who may have a re-
lationship with a company in the medical area, our policy also calls
for disclosure and recusal and I happen to believe that is appro-
priate. Board members serve a defined time period. More often
than not, they come to the board with a set of experience, et cetera,
and to say that to join this board, you must change your retirement
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account that might perhaps have X shares of some medical prod-
ucts company does not, to me, make sense.

We think the policy of disclosure, and we do have a conflict of
interest policy that requires full disclosure and the policy-related
recusal should any issue come to the board regarding that, is an
appropriate one, but as in all things, we are open to improving and
we are open for dialogue in that arena.

Chairman KOHL. Great. I think that is great. All right.

Mr. Kiani, I am sure you would say, made some very strong tes-
timony here today. He says he has an outstanding product. He says
that he has sold that product to independent hospitals all across
this country very successfully and the product is recognized as a
legitimate, legitimate, very legitimate tool.

Now, why would you not have him on your list? I mean, the man
has tried to get on your list. He has clearly got a product that is
on the list of many hospitals. He is not able to do business with
you fellows. I would think that one of your sensitivities in your job
is to recognize, as has been pointed out by people on this panel,
how important innovation is, that one of your proclivities should be
to bend over backwards to find ways to encourage innovation,
which really means to get on your list. If they cannot get on your
list, as they have pointed out, they are out of business.

So here is one example of a man who has got a product which
we would like you to comment on and perhaps tell us why, in your
esteemed judgment, he doesn’t belong on your list. Who wants to
be first?

[Laughter.]

Mr. McCKENNA. In our case, Senator, Mr. Kiani’s company did
participate in our process. As I mentioned, it is open and fair and
he went through the entire process along with two other companies
that went through the bid process. This process involved an 18-
month period where we utilized over 40 hospital professionals from
five of our advisory councils and also got research returned to us
from 850 of our member organizations.

Utilizing the process that our members have helped us develop,
which is called low best bid, we separate out the non-financial cri-
teria, very important, things to do with quality, safety, availability,
education, and service, from the cost factors, and taking the entire
submissions through that process, our clinicians overwhelmingly
endorsed the company that we made an award to.

Now, I would point out that 30 percent of our portfolio is offered
on a dual or a multi-source basis, and so directly to your question,
in this case, we found that this technology was different from the
other technology that we selected. We did not find it at the time
to be new or innovative, and, therefore, we looked at what value
would we put on the table relative to the decision process, and once
again, the task force that drove this decision, over 40 individuals
strong, overwhelmingly came in favor of the company that we se-
lected.

We would, if we have not already submitted it into the record,
would be happy to give a detailed report to you, Senator Kohl and
all of the committee members, to review our process of cost divided
by quality resulting in low best bid.
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Chairman KoHL. Before we ask Mr. Kiani and maybe Mr. Gold-
stein to respond to you, Mr. Norling, would you like to respond?

Mr. NORLING. Yes, indeed. Thank you. First of all, I am not a cli-
nician, so obviously I listen to a presentation both by Mr. Kiani
and by Dr. Goldstein and it sounds very, very compelling. I will tell
you very frankly, in the role I am in, I get the benefit of multiple
inputs from multiple manufacturers, frankly, all of whom suggest
their product is unique and differentiated and I am not one to
make that determination. My role is to see that there is a fair and
effective process, so let me speak to that.

First of all, Premier facilities are free to choose Masimo’s prod-
uct. Now, I would acknowledge that we do have a contract. It has
a target commitment percentage, but there is plenty of room for the
use of Masimo’s product, and if I could, Senator, I have a couple
of letters from some very key institutions that speak directly to
this and I wonder if I might be able to quote from those letters.

Chairman KoHL. Sure. Go ahead.

Mr. NORLING. Thank you very much. First of all, from St. Vin-
cent Catholic Medical Centers in downtown Manhattan, an organi-
zation that really distinguished itself during the 9/11 tragedy,
David Campbell is the President and CEO of that organization. He
writes in a letter to the editor of the New York Times in response
to a New York Times article, he wanted to highlight the positive
relationship he had with Premier. He indicated that they internally
estimate that they have saved 7 to 10 percent through that rela-
tionship.

He highlights, “the flexibility within Premier’s contracts also
allow us to choose those products that physicians require, whether
or not Premier has arranged a group contract. There are instances
when we have chosen to use products not on contract, such as
Masimo’s pulse oximeter, to support our caregiver’s preference with
no penalty from Premier. We currently,” as Mr. Campbell says,
“use Masimo’s technology in our hospitals, although,” and the rest
speaks to the Times and their article.

Likewise, I have a similar letter here from the Henry Ford
Health System in Detroit, a large organization serving all of South-
east Michigan. I, frankly, could come up with additional letters, but
there is certainly the opportunity for the Masimo product to enter
Premier hospitals, and so I would take exception to the suggestions
that that is not the case. I have two letters here and, frankly, could
produce others over time.

If you are willing, sir, I would submit these for your consider-
ation in the record, and that is up to you, if you would like to do
so.
Chairman KoHL. All right.

So now I would like to go to Mr. Kiani. I think I am hearing at
least Mr. McKenna say that your product is not all that good in
comparison to its competitor and that it does not belong on their
list. Incidentally, Mr. McKenna, is the other product sole source?

Mr. McKENNA. In this case, it is a sole-source contract, Sen-
ator

Chairman KOHL. Sole source, all right.
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Mr. MCKENNA [continuing]. It may have been as good, but just
not—we did not find it to be—clinicians did not find it to be inno-
vative, but just different technology.

Chairman KOHL. Then the question that I would also like to keep
on the table here is, recognizing your responsibility to be sensitive
to ir;novation, I still wonder why the pulse oximeter, is that what
it is?

Mr. MCKENNA. Yes, sir.

Chairman KOHL [continuing]. Should be a sole-source commodity,
unless you can make the case, not only with respect to this product
but many other products, that the alternative does not belong on
anybody’s list.

Mr. MCKENNA. Not at all, Senator.

Chairman KoOHL. Then why sole source? Before I get to Mr.
Kiani, why sole source?

Mr. McKENNA. In this case, the differential in value is such, of-
fered both in pricing as well as, more importantly, non-financial
criteria, the clinicians overwhelmingly endorsed this product and
found the technologies to be different, but not new and innovative.
So when looking at then making an award, we went through our
low best bid process and the greater value accrued to our member-
ship by the decision that we had made.

Mr. Kiani has a fine product, and as Mr. Norling has stated, in
our organization, our members are free to choose. We have mem-
bers that use us to a great degree. We have members that use us
very little. Of the 70 percent of the products that we cover that
members use, that means 30 percent we do not have contracts for,
we probably have in the vicinity of a little over 50 percent, 50 to
60 percent of their business. So about 60 percent is bought off-con-
tract to begin with and 40 percent is bought on-contract, and then
that level will vary.

If T could, I sense Ms. Barrett has some information that could
be helpful relative to

Chairman KoHL. All right, and then we will hear from Mr. Kiani
and Mr. Goldstein.

Ms. BARRETT. If I could, I would like to take Mr. McKenna off
the hot seat a little bit in that we who participate on the panels
often discuss that issue as we see a marketplace of items. I have
to again ask the committee to consider the fact that we, as indi-
vidual professionals who serve on these councils, take that duty to
look at innovation, look at the marketplace, consider patient safety,
very heavily in our deliberations.

In many cases, we will be advising the Novation staff whether
we think what we have seen and reviewed warrants a sole source
or dual source or, in some cases, triple source. We as individual
members have to realize that when we make that advice to Nova-
tion, we probably will be giving up on some financial value, but
those are decisions that we, as clinicians on these panels and coun-
cils, take very seriously.

Chairman KoHL. OK. Mr. Kiani, then Dr. Goldstein and Ms.
Weatherman?

Mr. KianI. Senator Kohl, if you do not mind, I would like to just
make a few points. Number one, we do not disagree with Ms.
Trisha Barrett that the advisory group that Novation has put to-
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gether does meet and does diligently try to come up with the best
solution, but we have reasons to believe that the advisory groups,
when the votes are taken, they are not listened to and they are
taking another way or format where people really know what all
the people on the advisory group really want to do.

Now that I have made that point, because I do respect UCSF, 1
do respect the advisory groups and the members. I have met with
a lot of them. They are very good people. It is just not being lis-
tened to.

I would like to address both Premier and Novation, if I may, of
what has happened in those particular situations. First of all, Pre-
mier’s technology assessment team, which supposedly does tech-
nical evaluations for Premier and the hospitals, did come out with
a report that said Masimo is a breakthrough and should be allowed
and is necessary for certain types of patients. After completing this
report, Premier stalled us for 2 years. In the meantime, Premier
extended the sole-source contract with Tyco—Nellcor to 2007 with-
out even asking us for a price. Now, I do not understand how they
could be saving their members——

Chairman KOHL. Let me say this again, because I want to be
sure. You are saying they came up with a conclusion that your
product does represent a breakthrough technology?

Mr. KiaNI. Yes, sir.

Chairman KOHL. Yet, at the same time, they extended the con-
tract with their other supplier sole source?

Mr. KiANI. Yes, sir.

Chairman KoHL. To 2007?

Mr. KiaNI. To 2007. This contract has been in place since 1996
and it was extended to 2007 and not once did they even ask us,
what is our competitive bid, so they could use that to hopefully get
a better price from Tyco—Nellcor. In fact, I have a chart that is in
the back of your book that I could also put up. That price has been
constant since 1996.

Chairman KOHL. You are talking about independent hospitals
where you have made a sale. How many hospitals are there? I
think you said 44 percent, but I did not get the number. Did I miss
the number of independent hospitals where your pulse oximeter
is—

Mr. KiaNI. Yes. I do have the exact number. It is probably in the
area of about 60 to 70 hospitals where we were able to make sales,
and the testament that Premier and Novation hospitals wish to
have our product is that they buy our product, but they stay below
the 5 percent compliance level, or the 5 percent exclusion level that
Novation has and the 10 percent level that Premier has.

Chairman KoHL. OK.

Mr. Kiani. But if I may just take you through the Premier proc-
ess, once they renewed it, then later Premier pronounced that be-
cause Tyco—Nellcor had purportedly a competitive product, it would
not further consider Masimo as a breakthrough technology. Now,
I do not want to take you through 50 clinical studies. I have charts.
I do not think it is your—you are not here to decide if we are better
or not. They are not capable of deciding that. It should be clinicians
that decide what is best for the patient.
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I also mentioned that they also said we can get into hospitals.
We know the Premier hospitals continue to petition Premier for ex-
emptions to permit them to purchase Masimo technology. To date,
all of these have been denied or not responded to. During the same
period, at least two of our licensees who manufacture patient mon-
itors with our technology were threatened by Premier to not even
show Masimo to Premier hospitals. In fact, one of them refused
and, maybe coincidentally, their contract was not renewed.

Now, Senator Kohl, over 40 companies, companies like GE Med-
ical Systems, Dataskove, Zoehl, they did their own evaluation.
They decided Masimo SET was a breakthrough and they made it
their standard product, but they cannot sell it into Premier and
Novation hospitals because of these impediments.

I would like to just briefly tell you about the Novation experi-
ence. Novation initially said it was not going to grant a sole-source
contract for pulse oximetry. They said they were going to do a dual
source. Masimo was told that many of Novation’s hospitals wanted
our technology and had listed accuracy, motion performance, which
is what we pioneered, and price as key to any decision. Now, not
only did our product beat Tyco—Nellcor’s, respectfully, even though
Mr. McKenna says we are just different, on accuracy and motion
performance by 2- to 10-fold to 20-fold to 30-fold, depending on
which study you look at—independent studies, not ours—but we
have since learned that our bid price to Novation was 30 percent
lower than Tyco—Nellcor, who got the contract.

Now, here is a group purchasing organization that granted a
sole-source contract, so frankly, Senator Kohl, we assumed Nellcor
must have given a better price, but we gave a price that was 30
percent lower, and I have a chart that I could show you if you
would like me to.

Chairman KoHL. All right.

Mr. KiANI. One last thing. I am sorry. You asked a very impor-
tant question. You asked, why was Masimo excluded?

Chairman KoOHL. Yes.

Mr. Kiani. You asked why Masimo was excluded. We have been
told that up until the sixth week of the 18-month process, this was
going to be a dual source, and Tyco—Nellcor went in in the 11th
hour and offered a kicker, more than $6 million more per year to
Novation through an extra 10 percent fee for Novation to put their
brand name on Nellcor—Tyco sensors and sell it.

So if you ask why we get excluded, it is because of the payments
that are being paid by these big suppliers who have learned how
to manipulate the system to keep their competitors out. In fact, we
actually believe they are paying between 12 to 23 percent kick-
backs to Novation in order to get this exclusion, and if you would
like, I even have letters from UCSF, I have letters from St. Francis
Hospitals, and I would just like to read maybe even UCSF’s letter.

“Dear Mr. Wilson.”

Mr. Wilson is one of our clinical specialists,

“We have evaluated the new Masimo Corporation pulse oximetry and found
them superior to existing Nellcor monitors. I strongly recommend them for the
pediatric intensive care unit as well as the operating room.”
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This is by Dr. Mohan Reddy from UCSF, which Ms. Trisha Bar-
rett is at.

Another letter from UCSF, Dr. Scott Soifer, who is the Professor
of Pediatrics and Vice Chair of Clinical Affairs. He writes,

“Dear Mr. Wilson, I would like to thank you”
and this is October 12, 2001.

“for the support Masimo provided during our evaluation of pulse oximetry and
inquire about when we might be receiving new oximeters. After comparing the
Masimo to the new Nellcor”

this is the device they say is as good as ours and we are just dif-

ferent
“and HP on dozens of patients, I am eager to see a Masimo at every bedside
in the pediatric intensive care unit. I was impressed with the performance of
your monitor on patients that presented challenges for the other monitors and
feel that Masimo will help improve our ability to assess and treat our patients.
Please provide me with an update on your progress toward supplying the pedi-
atric intensive care unit at UCSF with Masimo monitors. If I can help the proc-
ess, please tell me what is needed to move this along.”

Ms. BARRETT. May I respond to that? I did not know that was
going to be coming up today. As a result of some of the new tech-
nology coming our way, regardless of our contract situation, we in-
vited both Nellcor and Masimo back into the institution just re-
cently, as Mr. Kiani suggests. Both the pediatric intensivists as
well as the adult intensivists as well as all of our respiratory thera-
pists who have a stake in this hearing were invited to those pres-
entations. There was about an hour-and-45-minutes allotted. Both
manufacturers were provided the opportunity to make another
presentation and come back for questions and answers.

To that extent, that is still under consideration at our institution
at this very moment. I think it speaks to the opportunity that we
can make an individual decision. Should all of the stakeholders, not
just the two that were mentioned, reach a consensus, we can do
that, and if we choose to do that, we will take into account what-
ever value we are giving up in doing that, as well as I think one
thing the committee has to consider in looking at what we are fac-
ing every single day in constrained costs, and that is considerable
capital equipment to balance with rewiring the whole place. We
had just instituted all new critical care units for the adult side. So
that is not an inconsequential consideration for us as we move for-
ward to try to standardize.

I would also like to take this opportunity to make the point about
standardization. A lot has been discussed here about innovation,
and again, I am a health care provider who has worked in no other
industry, waiting for new innovation every year of my nursing ca-
reer, and so I am excited about innovation. I am worried about in-
novation and it getting to our patients for a lot of reasons.

But I also have to consider the constant churn of new product
and technology as it faces our clinicians, because with every new
device, especially more complex devices, we face an enormous edu-
cation, patient safety, and in some cases health care worker safety,
and we have to make that balance.

You, Senator Kohl, spoke very eloquently about some balance in
decisions, and that is a balance that we are looking at continually
as we meet that innovative part of our mission and discovery, as
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well as trying to standardize and make care for our providers as
quick and efficient as possible, in the safest possible manner.

Chairman KOHL. I want to just pose this question and maybe get
some input from some of the other panelists, which hits on what
we are talking about here. Why do we have so many GPO contracts
that require hospitals to purchase the vast majority of their sup-
plies in a product category from the manufacturer with the GPO
contract in order to gain the GPO negotiated discount price? Some-
times this commitment, as you know, is as high as 90 percent. In
fact, it may be in Mr. Kiani’s case. Why not give the hospital a
choice?

I do not understand this sole source, unless there is so little in-
novation, so few products that compare to the one you choose. I do
not understand this business of sole source unless it is very rare,
it almost never occurs, it only occurs where there clearly is no al-
ternative. We are very sensitive to innovation. We bend over back-
wards to encourage innovation. That is why sole source never oc-
curs or rarely occurs.

But that is not our understanding here, that sole source is not
an extremely rare occurrence. You hear all the other people on the
panel say you have got to have, they have got to have access to you
fellows or they are out of business or they are not even in business.
Recognizing that, what is with this sole source?

Mr. McKENNA. First of all, Senator, all of these gentlemen do
have access. I just would comment, the last meeting I had with Mr.
Kiani was on an invite to come in when he did not get the contract
award. We sat down and reviewed the process. Since that time, I
have not heard from Mr. Kiani, and so I would be always open-
minded in our business practice to sit and meet with innovative
companies. Seldom, if ever, do I ever get a call from a venture capi-
talist. I do not think my staff does, either.

In regard to your direct question about sole source versus dual
source, we have many multi source, which is more than two, and
dual source arrangements where the value and the innovation, or
the combination of both, is perceived, and, in fact, laid out by our
clinicians and others that evaluate our products to bring them the
best value. But in many of our contracts, after evaluation of the
submitted bids on criteria that the clinician set prior to the bid
going out and putting a weighting on it, in the evaluation coming
back, looking at cost factors and quality factors and dividing cost
by quality and looking at the differential that would be left, from
one decision to standardize on a sole-source product that more than
meets the clinical requirements, and going to two sources of supply,
which would leave value on the table that would not be able to
inure to people like Ms. Barrett and her organization, we go with
a sole source.

So we have a blend of both. Our members who we are here to
serve and whose bidding that we do really drive those decisions.

Chz;irman KoHL. Ms. Weatherman, do you want to make a com-
ment?

Ms. WEATHERMAN. Yes, I would make a couple comments. I think
it is very important, as I have highlighted here, and I think every-
one in this room would agree that medical innovation is important.
But I think it is also important that innovation for innovation’s
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sake is not what we should be focused on. What we need to focus
on is, is a new product or an existing product truly serving a clin-
ical need? Is it delivering value to the marketplace? Maybe it is be-
cause it is cheaper. Maybe it is because it is better, it is more accu-
rate, it is easier to use. I mean, there are a lot of criteria for value
that hospitals would perceive in a new or existing product.

I think it is important for the committee, and my suggestion
would be to investigate or gather the information to try to under-
stand what the total revenues are and the prices that Tyco-
Mallinckrodt-Nellcor charge for their sensors, how significant is
that market and how much of a share do they own, and really look
at, regardless of whether Mr. Kiani’s technology is the same or bet-
ter—I think no one has said it is worse in terms of delivering or
serving a clinical need—I think it is very important to look at the
context of how big is Nellcor-Tyco’s position and what are their
total fees that they have been paying over the years to Premier and
Novation. It is a very important fact that needs to be looked at.

I would contrast that, if you also wanted to investigate the situa-
tion with the given technology that was also highlighted, that in
that particular situation, there is no significant incumbent that is
being threatened by the entrance of that new technology. In fact,
I would even ask you to look at what the true market potential is
for that product. Where are the clinicians out there crying out for
that technology to solve an unmet clinical need? I do not think you
are going to find nearly the outcry or the market potential that you
will see that Nellcor’s sensors currently enjoy in the U.S. market.

Chairman KoHL. OK.

Mr. Detlor.

Mr. DETLOR. Yes. One of the things that several parties have
said here, and it is one of the things that is a challenge to a GPO
in general, the first thing is that incumbent clinicians in the sense
of their historical experience deal with adult products. The prod-
ucts in this pulse oximetry were not, to Dr. Goldstein’s conversa-
tion, were not originally focused nor did they have the sensitivity
or the capability to deal with the neonatal. So you have got a seg-
mented market that has developed in the pulse oximetry issue. So
the demands of what was used in an adult marketplace, there was
very little product available that had any sense of accuracy in the
neonatal arena. Masimo’s product bridges that type of issue, the
change in technology.

So if you go and survey in committees, which we used to spend
months and hours with, what you would normally get out of a com-
mittee’s feedback, unless they are focused solely on new technology,
is their historical experience with the existing market incumbents,
their satisfaction, the shortcomings, the things they like, et cetera.

It takes an extremely expensive proposition for a start-up com-
pany to put in a sales force that is going to equal what a Nellcor
has established over decades, so to develop the same clinician expo-
sure to new technology, which means somebody as a clinician has
to stop what they are doing in patient care and spend a certain
amount of time with new technology, it is a very difficult task in
today’s health care environment.

So all things being equal, from a process perspective, it does not
surprise me that you wind up with these types of scenarios. People
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who sit on committees donate their time, et cetera. So many days
out of a given year is all they can put in, at best. A good portion
of that is going to be the historical experience, not the issue on fu-
ture technology. They have not seen a salesperson. The companies
do not have the kind of resources to make that type of intro and,
therefore, it is very hard to have that be a 50/50 proposition, an
e}(llual footing, and I think you heard Dr. Goldstein kind of refer to
that.

The changes that are going to have to take place is the fact that
in the breakout, if there is a neonatal niche for this technology,
which has an undefined market—who knows the size of it, I think
that is still one of the issues in the marketplace—then that has to
be treated separately than the issue of what we do with adult pulse
oximetry. Right now, it is lumped into one contract, and histori-
cally, the GPOs would do that, not because they meant to do any
harm to anybody, but because of the commission input they have
had historically, based on what they have used over years in the
past. It has a tendency to favor the incumbent manufacturers.

It is a process adjustment that has to take place. It is an issue
that if we are going to look at more and more future technology,
everyone has to guard against, the management team that chairs
those committees of clinicians, et cetera, has to constantly chal-
lenge them not to take the shortcut, not to talk about what they
have historically done, but take a look at what is new and current
on the marketplace. It is not the clinicians are not willing, but they
are also competing for their own day-to-day jobs and time and what
they can give to the GPO.

So, hopefully, out of this process, maybe both GPOs, and I have
heard the comments and the commitments, which is understand-
able, you know, you have to go back and reengineer your processes
to make sure these things do not happen in the future as you move
forward.

Chairman KoHL. All right. Dr. Goldstein, do you want to make
a comment?

Dr. GOLDSTEIN. Thank you. I certain can appreciate cost and cost
savings incentives and I understand what GPOs are all about and
I can appreciate efforts involved to save money, but I would really
at this point like to let some of the clinical studies talk. If you
would not mind, I would like to bring out some of the placards that
we have prepared.

This first one shows a study that was done in an NICU looking
at false alarms, missed true events, that is where the saturation,
the amount of oxygen in the blood went down and the oximeter did
not appreciate it, and measurement failures of the oximeter. As I
mentioned, this took place in a neonatal intensive care unit, which
is certainly my focus population. But you can see clearly the de-
monstrable improvement that Masimo SET has relative to its com-
petition in these particular areas.

The next example I would like to bring up specifically looks at
one institution’s experience with the Masimo SET oximeter with re-
spect to retinopathy of prematurity, and in this, Dr. Sola, in a let-
ter to Masimo, detailed his experiences with and without Masimo
technology, looking at eye damage, that is, retinopathy of pre-
maturity, as I alluded to in my statement, in this target presen-
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tation. As you can see, in the group that received pulse oximetry
through Masimo SET, there was no evidence of retinopathy of pre-
maturity, and this is a very significant finding.

The next study I would like to refer to is one—the Barker study.
This is a study that I performed, as well, in my institution, again
looking at Masimo SET, specifically with respect to heart rate vari-
ability and heart rate changes. In this, we found that at no point,
more than 1 percent of the time, Masimo had problems with re-
spect to heart rate variability tracking. Now, granted, this is in a
target population, neonates, where you have a great deal of heart
rate variability and, in general, in adults, you do not see as much.
But again, it points out my focus, that the target population here
is being ignored.

Looking at the objective studies that have been done heretofore,
notwithstanding studies that have been supported outright by
grants from either Nellcor or Masimo, overwhelmingly, Masimo
SET is superior to its competition.

To that, I would like to kind of ask, I mean, in terms of talking
to people who make these decisions to the GPOs, which of you have
been in an NICU for more than an hour within the past 5 years?

Ms. BARRETT. I have.

Dr. GOLDSTEIN. You have?

Ms. BARRETT. Yes.

Dr. GOLDSTEIN. Have either of you been in the NICU for more
than an hour within the past 5 years?

Mr. MCKENNA. The clinicians that make our decisions certainly
have.

Dr. GOLDSTEIN. Personally, I am asking if you have been in the
NICU for more than an hour in the past 5 years.

Mr. MCKENNA. No, I have not.

Dr. GOLDSTEIN. You at the end, as well?

Mr. NORLING. I have not.

Dr. GOoLDSTEIN. OK. This is an important question, because in
the interest of looking at cost and cost containment, we have to ask
the question, what is the cost of a dead baby? What is the cost of
a baby who has gone blind from retinopathy of prematurity? How
do you explain this? What do you say to the parents in defense of
this action? After all, we do have these overwhelming studies.

Ms. BARRETT. Could I take the opportunity here to make an ob-
servation and ask a question to capitalize on your expertise in the
field. One is that the studies that I just now saw before us were
published, I think, in the peer reviewed literature either late 2001
or one said 2002. So what we are aiming to do on many of the
councils that I am involved with is look at evidence-based decision
making, and in that, our best way of doing that is looking to the
peer-reviewed literature database, which admittedly it takes a long
time for the studies to work their way through, peer-reviewed stud-
ies, but we do try to have that guide us wherever that is possible
and where we can.

If I am not mistaken, the studies that are presented here may
not have been available in a peer-reviewed manner at the time that
this particular decision was made. I was not on that council.

The other question that I have has to do with the fact that we
were trying to relook at—many of your studies talk about a neo-
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natal patient population. We also, in reconsidering this technology,
wanted to see, was it applicable in adult population for the reasons
that I am sure you are aware of. In hospitals, we do our best to
standardize out of patient safety, because we have a cross-training
that goes on for many of our physicians as well as our therapists,
and having one standardized system they can use can become a pa-
tient safety issue.

So my question is, to what extent do you think this technology
is applicable to the adult ICUs, where it was also recently reconsid-
ered by our adult therapists in that regard?

Dr. GOLDSTEIN. With respect to the adult ICUs?

Ms. BARRETT. Yes.

Dr. GOLDSTEIN. Again, I am a neonatologist and I do not profess
to practice adult medicine. I am addressing a segment of the popu-
lation that is often ignored and often not, I guess you could say,
recognized in terms of the significance that newer technologies
bring to care of these individual patients.

Mr. KiaNI. Senator Kohl, if I could say something, although as
the CEO of Masimo and the person who founded it, I am enjoying
all this conversation about Masimo pulse oximetry, how it is better,
this is not what this meeting is about, of course.

We have a systematic problem where large companies like Tyco—
Nellcor have figured out how to use the, excuse the expression, al-
mighty dollar to get large GPOs like Premier and Novation to ex-
clude their competition. That is the problem, and we are just one
example. There are adult examples right in the back of your hos-
pitals you guys usually go to, unfortunately, where patients are
being saved because of our technology and other stuff did not work,
but that is not what it is about.

I hope that there can be changes by the two groups sitting down
and solving it, but I have to say that this is going to cause delay
and delay means harm to patients and there needs to be something
quick. It is not just about Masimo and this situation.

Chairman KOHL. As you know, what we have concluded here this
afternoon is that we are going to have an immediate forum com-
posed of these two companies plus people like yourselves and we
are going to get together on opening up this system, if we can, on
eliminating all conflicts of interest, if we can, on trying to elimi-
nate, if it is true, as you are suggesting, companies buying market
share. They deny it, but if it is there, they are prepared to work
on that problem, and getting this done in three months and report-
ing back in a public manner as to what we accomplish.

So this, I hope, is not a hearing which, as so often on Capitol Hill
hearings, there are hearings and then they vanish into history. I
am very hopeful that this hearing will result in something that is
a new and improved GPO system, and I do not find the principals
who are here today, the two major principals in the industry, un-
Wil}iing to engage in that process to see what improvements can be
made.

Mr. NORLING. Senator, can I speak to the question you asked, as
I believe it has not been answered yet. You were speaking about
sole-source contracts, and I do have some data for you that might
be useful.

Chairman KoHL. All right.
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Mr. NORLING. I would also like to, if I could, speak to a few of
the other points that have been raised. Specifically, I think I men-
tioned earlier that Premier has contracts with about 450 different
manufacturers and a total of 750 contracts. Of them, 377 are what
you would call clinical. They essentially relate to products where
there are a clinical use and, in effect, where physicians may have
various degrees of preference.

I think the issues we are talking about here are specifically in
areas of high physician preference, where you do not have a com-
modity, in effect, you have got something where there are some of
the agreements that, frankly, have surfaced here. So I think it is
important to get at this issue, and I think Mr. Detlor, in some
ways, was trying to get at that also, this issue of high clinical pref-
erence and what is to be done.

Premier’s data is as follows. Of 377 clinical contracts, we have
20 sole-source contracts. I can tell you that as we have looked at
this process and as we have come to think about it more fully, and
frankly, as the terms of some of our longer-term contracts have
now reached the expiration dates, our conclusion is that in some
of these areas, the idea of sole-source contracts in high clinical
preference areas do not make a lot of sense.

So in terms of a practice going forward from Premier, I expect
what you will see in these areas is as existing in-force contracts
reach their expiration date, and prior to that, as we begin to re-
negotiate them, and even prior to that, as successful applications
of our breakthrough technology clause are pursued, what you are
going to see is a movement away from any sole source in high clin-
ical preference to dual source or, in some cases, not even a commit-
ment target of any kind but a preferred contract. So that is a lean-
ing in a direction that I think makes sense and is a good solid
learning here.

I would make a couple of points, and just for factual accuracy,
Premier’s Nellcor contract expires in December of 2004. I do not be-
lieve that is 7 years from now, nor was it 7 years from the time
that was quoted.

Premier’s administrative fee with regard to this is 3 percent, no
more. Very frankly, since there is some inference of decision mak-
ing based on fees, we get greater administrative fees, because I do
not believe the Nellcor 3 percent fee would change, if we contracted
with Masimo, and if product flowed through that contract, we
would actually get more administrative fees than we do now, and
that is just a true economic fact of how this all works.

Specific to the comment of being threatened by Premier mem-
bers, I, frankly, have no knowledge of that. I have had no reports
of that. If that were possibly true, I would agree that it was totally
inappropriate. I seriously question whether it is true, but I will tell
you that if, indeed, there is any inference of that, it would be to-
tally inappropriate.

I would also like to deal with this issue of the inference that Pre-
mier delayed the process for 2 years, and if I can, I would like to
share with you a time line as I understand it. I have told you
again, and I would acknowledge, Senator, that I have not been in
a neonatal intensive care unit since I left active practicing as a hos-
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pital administrator about four-and-a-half years ago, but I used to
spend quite a bit of time prior to that.

The time line, as I understand it, is this. In 1999, Masimo ap-
proached Premier and our technology assessment group with re-
gard to the technology that they had in place. As it has been ex-
plained to me, and again, this is secondary, but again, I think it
is accurate, is that what they had then was an algorithm, a cal-
culation, if you will, and the related software. They did not have
a stand-alone product at that time. Our technology assessment
group said that this was an exciting looking technology and actu-
ally encouraged them to work with other manufacturers who have
stand-alone products and encourage them to make that technology
available to them, and it sounds like Masimo has been very suc-
cessful in doing that, not with Nellcor, but certainly with others.
As regards the time frame, that was the interaction with our tech-
nology assessment group.

In January 2000, Premier received and was made aware of the
Nellcor 395 pulse oximeter and contracted in January 2000 for that
item. As I said, the contract goes with a term through 2004.

In March 2000, Nellcor approached Premier, indicating that they
would—excuse me, Masimo approached Premier, indicating that
they did have a product, a stand-alone product that they intended
to bring to the market and data from Masimo suggests that prod-
uct was first commercially available in August 2000. So in March
2000, we began the technology breakthrough process and the initial
panel review suggested that this was worth further look, which is
obviously you have to sort through all these requests to get to the
absolute answer.

We did bring together a panel, and at that time, based on the
data that was available to our group and based on the comparison
to the existing contract, namely the Nellcor 395, Premier made the
distinction that this was not a significant breakthrough. Now, that
does not mean that this is not a great product. I am sure it is. It
does not mean that it is not particularly relevant in neonatology.
Certainly, an expert here has suggested that it is.

Our belief is that our contract leaves room for its use in that set-
ting, and our other belief is, very frankly, that if, indeed, these ad-
ditional studies suggest this kind of power as regards this par-
ticular product, particularly in neonatology, although I, indeed,
want to explore its relevance elsewhere, that I would invite a re-
submissions under the breakthrough technology program with that
data, and I would tell Mr. Kiani that I personally will pay atten-
tion to this and make sure that process is expedited, because if, in-
deed, there is that kind of differential, there is no reason on earth
that we would not want to have that kind of a product available
for patients.

Chairman KoHL. OK. We are going to wrap this up in a couple
of minutes. I would like to just touch on two other areas.

Is it true that some hospitals can go outside the GPO and get
a better price on a particular commodity?

Mr. NORLING. That is a fairly complex question. The answer is,
often, that is true. The question is whether they can do it consist-
ently and sustained and create value.
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Chairman KoOHL. So you have suppliers who will give a hospital
of some size a better deal than they are giving you?

Mr. NORLING. In general, it would not be suppliers who work
with us. It would be a situation where we would have a contract
in place and a supplier who did not participate in that contract
would come in and suggest that they would undercut the contract
price.

Chairman KoHL. So it——

Mr. NORLING. That, frankly, is the marketplace at work in a very
productive way.

Chairman KOHL. It is not the same product? It is not the same
commodity?

Mr. NORLING. It may be the same product, essentially, but it may
be different manufacturers. Now, in some cases, you may get the
same manufacturer doing some of that. It is pretty infrequent in
our experience. But, in general, and specific to the GAO report,
there are a number of other reports that I believe were much more
thorough and comprehensive in what they cover, such as the recent
Lewin study that was submitted as part of the Health Industry
Purchasing Group Association submission, studies out of Arizona
State University, a study by Mr. Muse that suggests pretty signifi-
cant benefits from GPO contracting, to the tune of 10 percent.

Senator, just to give you one good example of—again, I have been
trying to stick to factual data here—we have a process we call port-
folio analysis. We have a team of supply chain folks who go out
into the hospitals and collaboratively with them ask them for a
computer dump of everything they have bought for a year. Now, we
do about 200 of these assessments every single year and we get a
sense of, here is everything that ultimately was purchased. We go
through them and particularly highlight purchases for items in
areas where we have a contract but that were not purchased
through our contracts. We look at those not to penalize but to sug-
gest what the benefit might have been for using our contracts.

When we itemize these routinely, and it is a very significant
amount of money, we have found consistently over 2 years in more
than 200 hospitals that they are leaving 9.5 percent on the table
by using contracts, or by buying product outside of our contracts
in areas where a comparable product is under contract. That tells
me that the marketplace, in general out there, is certainly not as
competitive as the group purchasing prices that we have in place,
and it is a very large number of hospitals and it is a very large
number of dollars.

Chairman KOHL. You are estimating to the tune of maybe nine
to ten percent?

Mr. NORLING. Yes, I am.

Chairman KoHL. Again, I want to ask this question. Is it possible
that some hospitals go outside of the GPO and buy the same prod-
uct with the same label for less?

Mr. NORLING. My answer is sometimes.

Chairman KoHL. So that can happen and probably does? How
can it happen?

Ms. BARRETT. I could shed some light on that. You are speaking
about price. What we are looking for is a contract that offers us not
just price, but some other value and quality criteria. So it is quite
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possible that a vendor may come in and give us a very low price,
and yet when we ask, will they provide some educational support,
will they provide some conversion support, then the price alone is
not the only feature. So it is, indeed, possible for them to undercut
us on item-by-item pricing, but indeed, we as the individual depart-
ment materiel services managers have to look at the whole package
that they might be offering, where price alone may not be the only
thing that we need to look at.

Chairman KoOHL. Well, I want it to be just raw in my question.
I am going to take Johnson and Johnson band-aids, which I do not
know if it is on your list, but maybe it is.

Mr. NORLING. Probably.

Chairman KoOHL. Is it possible for a hospital to get a better price
on that item than is on your list?

Mr. McKENNA. I think it is possible. In our industry, there is a
practice that we would call cherry-picking, maybe it is used in
other industries, where, for the work that we do, and I think our
numbers would be consistent with what Mr. Norling has pointed
out for what is being left on the table, but if a member of one of
our organizations chooses to leverage what we have already done
and apply pressure on a supplier, there may be a supplier that will
buckle and provide a better deal.

But in the majority of instances, it is usually one of our members
that perhaps would leverage our contract price and go with a com-
pany that did not get the contract award, which I think proves the
point relative to it is an open system and the hospitals will make
the decisions on their own.

Chairman KoHL. OK, last question. In the past, we have been in-
formed that GPOs return about 80 percent of their administrative
fees to their member hospitals, keeping the remaining 20 percent
to cover their expenses. Data that Premier has provided to our sub-
committee shows that for Premier’s most recent fiscal year, Pre-
mier retained 63 percent of the administrative fee, instead of what
we had understood to be about 20. It retained about 63 percent of
the fee it collected from medical equipment suppliers, which was
over $213 million.

So we understand that GPOs—we assume, we are presuming
GPOs are supposed to be merely nonprofit buying agents for hos-
pitals and that they are supposed to return to their member hos-
pitals the fees paid by suppliers less expenses. So where did all
that money go, Mr. Norling?

Mr. NORLING. Thank you for your question, Senator. I think that
I will do my best to simplify this, because this has been sort of an
ongoing dialogue, both with your staff and with the media.

There are two sets of points that have been made. First of all,
Premier is not just a GPO. We are an enterprise that is about a
$500 million a year enterprise. About $300 million of that relates
to GPO administrative fees. We are also in the business of com-
parative clinical data, which charges fees. We have a business of
well over $100 million that repairs and maintains clinical equip-
ment. We also have a business that helps underwrite excess layer
professional liability, professional and general liability. So we have
a series of other businesses that comprise Premier, the enterprise.
That is the organization that I run.
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The piece of it called Premier Group Purchasing Services is actu-
ally run by this gentleman here, Howard Sanders, who is Senior
Vice President of Premier for Group Purchasing. So to the degree
that I may not have had all the exact clinical data, that is, in part,
because I am running the larger aggregate enterprise.

The numbers are as follows. We have returned, historically since
Premier began, 80 percent of the net income of Premier back to our
hospital owners. So 80 percent of the net income generated across
all of those businesses cumulatively since Premier started has gone
back to those hospitals.

Now, if you will take the administrative fee portion of our reve-
nues, which last year were about $300 million, and if you look at
a combination of the dollars that we send back to all of our mem-
bers, the dollars that go back to our hospitals and our affiliates and
the incremental value of the equity, just the incremental value, not
the in-place value, but the incremental value earned per year, we
have returned last year 67.4 percent of the administrative fee dol-
lar back to our members.

So it is two different numbers. One is the percentage of net rev-
enue in the aggregate and the other is a percentage of administra-
tive fee revenue, which is a subset. I would be more than happy
to document this clearly, to show you in our submissions to the
committee exactly where those numbers come from, and those are,
indeed, the numbers.

Chairman KoHL. OK. Mr. McKenna?

Mr. MCKENNA. Ours is a bit complex, but I will try to simplify
it, Senator Kohl. We are owned by both VHA and UHC. After our
expenses, everything that we have left goes to those organizations
based on the way their members purchase, since they are set up
as cooperatives. They, like as Mr. Norling has outlined, invest in
other programs. There are benchmarking programs, clinical pro-
grams to assist local communities to reduce the risk of heart dam-
age or stroke damage, and other services. After investing in those
programs, which are board approved, they return—I am pretty
sure this number is accurate for both alliances—100 percent of
their net income.

If you were to translate that into, going back to the GPO, I be-
lieve the numbers are, respectively, 32 cents and 40 cents on the
dollar for both VHA and UHC, respectively.

Chairman KoHL. OK. What I hope we have accomplished today
is that we have seen on the part of the head of the two major GPOs
a desire for a fairly extensive transparency with respect to your
companies and how they function, a willingness to accept sugges-
tions and comments from interested and sincere people who are
here only to effect an improvement in the delivery of product and
price and quality, and that we will get to work immediately on put-
ting together this group of individuals, along with you all, who will
work on achieving this end and expect to have a report with, hope-
fully, some positive results, inside of three months.

If we can move forward on that, then I think we have achieved
a lot and you will have demonstrated a sincere interest and willing-
ness to work in the public interest, which is what this hearing was
all about.
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So we thank you all for being here. You have made a real con-
tribution.

Before adjourning, I would like to insert in the record a number
of documents. First, I would include statements from Senator Orrin
Hatch and Senator Strom Thurmond.

[The prepared statement of Senator Hatch follows:]

STATEMENT OF HON. ORRIN HATCH, A U.S. SENATOR FROM THE STATE OF UTAH

Thank you, Mr. Chairman. I commend you and Senator DeWine for holding this
hearing, as well as for your continuing efforts to get to the bottom of the impor-
tant—and extremely complex—set of issues that we are addressing here today.

I believe we need to examine how Group Purchasing Organizations—or “GPOs”—
affect the cost and quality of health care in America. Recent studies and media re-
ports have called into question whether the GPO system has been effective in reduc-
ing costs without sacrificing the quality of products available to hospitals. However,
GPOs, various academics, and certain industry participants continue to argue that
GPOs offer high quality products at significant savings.

I have received and considered numerous opinions from parties on both sides of
the GPO debate, including health care specialists, academics, and industry partici-
pants both from my home State of Utah and around the nation. To say that there
is widespread disagreement among the participants of this debate would be a con-
siderable understatement. News sources, commentators, and industry analysts offer
diverse opinions regarding whether the GPO system helps or harms hospitals, con-
sumers, and competition. Well respected academics similarly disagree.

Although I believe that the concerns raised by those who are critical of GPOs cer-
tainly warrant further analysis and consideration, I do not feel that we have suffi-
cient information to reach any solid conclusions on the issues that have been raised.
Despite the need for further investigation, I want to emphasize that—based on the
information and analysis currently available—I have several serious concerns re-
garding certain actions and practices of specific GPOs, as well as the structure of
the GPO system in general. Without going into detail, I would like to summarize
some of these in the hope that we might address them as we go forward on this
issue.

I am deeply disturbed by allegations that GPOs may prevent superior tech-
nologies and products from being adopted by the hospitals they serve.

These claims have arisen in several distinct sets of circumstances, all of which
raise significant questions. I am concerned about recent press reports that senior
executives have received or obtained stock or stock options from product suppliers,
creating serious conflicts of interest that may have improperly affected GPOs’ pur-
chasing decisions. Similarly, reports that large GPOs have favored products pro-
duced or supplied by entities in which they have invested raise serious questions
as to conflicts of interest.

I am also concerned about certain practices that may limit competition among
small medical device manufacturers, leading to decreased competition and innova-
tion. Allegations that large suppliers have effectively “bought” access to GPOs war-
rant further investigation to ascertain how widespread such activities are. Similarly
worrisome are assertions that the products of favored suppliers are included in
“bundled” or “sole source” contracts that create strong disincentives for hospitals to
purcl?ase competing products, effectively shutting smaller competitors out of the
market.

Finally, I note that many—perhaps even most—of the alleged harms and abuses
raised by GPO critics have pertained disproportionately to the nation’s two largest
GPOs: Novation and Premier. The market shares of these two “super GPOs” dwarf
those of the next eight largest GPOs. In fact, excluding Premier, Novation’s esti-
mated market share is roughly equal to the combined market shares of its four larg-
est competitors. With the obvious exception of Novation, Premier’s market share is
almost three times that of its largest competitor. The enormous relative purchasing
power of these two “super GPOs”—especially when coupled with allegations that
this power has been used anticompetitively—raises obvious concerns. At this point,
although it is unclear whether and to what extent the market power possessed by
Novation and Premier has enabled allegedly anticompetitive practices, this question
warrants further consideration.

I look forward to hearing from the witnesses testifying here today, and hope that
they will address these important issues. I commend the members of this committee
for their efforts to date, and hope that—in conjunction with the appropriate govern-
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ment agencies and with the help of industry participants—this committee will con-
tinue its attempt to get to the bottom of these important issues.

[The prepared statement of Senator Thurmond follows:]

STATEMENT OF HON. STROM THURMOND, A U.S. SENATOR FROM THE STATE OF
SOUTH CAROLINA

Mr. Chairman: Thank you for holding this important hearing today on hospital
group purchasing and its effects on patient health and medical innovation. In par-
ticular, this committee should carefully examine the role that Group Purchasing Or-
ganizations (GPOs) play in bringing medical products to market. GPOs deserve anti-
trust scrutiny for two significant reasons.

First, the organizations themselves are the result of hospitals banding together
in order to increase buying power. Second, GPOs have merged and consolidated the
industry significantly. The result is that two large corporations, Premier and Nova-
tion, control purchasing for approximately 60 percent of the Nation’s hospitals. With
these two concerns in mind, we must determine whether the consumers of medical
care, the patients, are being well-served by GPOs.

The fundamental premise of a GPO is to allow hospitals to aggregate their pur-
chases and thereby negotiate lower prices. GPOs are generally immune from anti-
trust scrutiny for an array of policy reasons. When hospitals band together, they are
better able to counteract the significant market power of large manufacturers of
medical supplies and equipment. Additionally, the lower prices procured by the hos-
pitals enable them to maintain financial stability in the Medicare prospective pay-
ment system. This prospective payment system replaced fee for service plans and
essentially resulted in caps on Medicare payments, limiting what the Federal Gov-
ernment would pay hospitals for medical services.

In addition to the relaxed antitrust scrutiny, GPOs have another useful tool in
procuring lower costs for hospitals. They are immune from anti-kickback laws. This
allows the payments for services provided by the GPOs to be shifted from the hos-
pitals, the buyers of the goods, to the manufacturers of the goods. Therefore, manu-
facturers of goods pay kickbacks, often called administrative fees, to the GPOs. Ad-
ministrative fees are commonly 3 percent of the value of goods sold to the hospitals,
and may be higher if disclosed in writing. These fees go the GPO itself, and portions
are remitted to the hospitals. Due to this arrangement, hospitals realize lower costs.

At first glance, the lower costs attributed to group purchasing power may appear
to benefit patients. Indeed, group purchasing keeps prices low, and that is certainly
desirable in the medical marketplace. However, a closer look at current policies re-
veals some disturbing consequences.

Many smaller device manufacturers have voiced concerns that they cannot break
into the marketplace due to the power of GPOs. For example, GPOs negotiate long
term contracts, thereby making it more difficult to bring new and innovative prod-
ucts to market. Long-term contracts themselves would not generally be a cause for
concern. Two business entities may enter into these contracts if they wish. However,
due to the fact that hospitals have all joined together in the GPOs, large numbers
of hospitals are committed to these long-term contracts. This scenario warrants anti-
trust scrutiny.

Smaller manufacturers may also have a more difficult time paying the kickbacks,
or administrative fees, required to sell their products to the GPOs. Furthermore, the
anti-kickback exception invites the kind of abuse that anti-kickback laws were de-
signed to stop. Larger manufacturers have an incentive to pay higher administrative
fees in order to dissuade the GPOs from purchasing the products of smaller competi-
tors.

It is my hope that this committee will closely examine the antitrust immunity and
anti-kickback exception that GPOs enjoy. We should not support policies that inhibit
the abilities of smaller manufacturers to introduce innovative products into the mar-
ketplace. If patients are not benefiting from current practices, we should seek to im-
plement reforms that free the marketplace to function unhindered by anti-competi-
tive practices.

Another concern associated with the GPO system is the consolidation of the indus-
try. In many areas, one of the two dominant GPOs, Premier or Novation, serves all
of the hospitals while the other is almost nonexistent. The result is a dominant
buyer in the market, which has been referred to as a monopsony, or a buyer monop-
oly. For antitrust purposes, a monopsony may be just as troubling as a monopoly
due to the distortions that it creates in the market.

The buying power of the GPOs raises questions about the common practice of
“bundling” in contracts with medical manufacturers. A bundled contract provides for
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numerous products to be purchased in one order, benefiting the seller, who can sell
more products, and allowing the GPO to negotiate lower prices. While this practice
may lower hospital costs, it may also have the effect of keeping other manufacturers
out of the market. Because hospitals must usually purchase a high percentage of
their products through the GPO to take advantage of discounts, there is less of an
incentive for hospitals to bypass the GPOs and negotiate with the manufacturers
directly.

Additionally, recent media reports have indicated that Premier invested in med-
ical supplier companies, and then made contracts with them to provide supplies to
Premier hospitals. I am greatly concerned about these allegations, and this com-
mittee should thoroughly study these potential conflicts of interest. If Premier has
engaged in such activity, it has leveraged its buyer monopoly to procure goods from
a company in which it has an interest, effectively blocking out legitimate competi-
tors.

Mr. Chairman, I appreciate your work on this matter, and I hope that we will
learn more today about the role of GPOs in the health care industry. While GPOs
have almost certainly led to decreased costs for hospitals, we should carefully exam-
ine whether patients benefit from the current system of group purchasing. If innova-
tive and crucial technology is not reaching our Nation’s hospitals, we should con-
sider reforming current practices. We should ask whether GPO immunity from gen-
eral principles of antitrust law and anti-kickback law best serves those in need of
medical care. I hope that our witnesses will address these important questions, and
I look forward to hearing from them today.

Chairman KoHL. I would like to insert the GAO report that has
been referred to several times during this hearing, entitled “Group
Purchasing Organizations: Pilot Study Suggests Large Buying
Groups Do Not Always Offer Hospitals Lower Prices.”

I would also like to insert a number of statements that have been
submitted for the record. These are from Thomas J. Shaw, Presi-
dent and CEO of Retractable Technologies, Inc.; Larry Holden,
President, Medical Device Manufacturers Association; Thomas V.
Brown, Executive Vice President of Biotronik; Robert Betz, Presi-
dent and CEO of the Health Industry Group Purchasing Associa-
tion; Paul Hazen, President and CEO of the National Cooperative
Business Association; Einer Elhauge, Professor of Law at Harvard
Law School; Jeffrey C. Lerner, President and Chief Executive Offi-
cer of ECRI; Dr. Augusto Sola, Professor of Pediatrics and Obstet-
rics and Gynecology, and Director, Division of Neonatal-Perinatal
Medicine at Emory University School of Medicine; Frederick M.
Valerino, Jr., President, Pevco Systems International, Inc.; and
Julia Naunheim Hipps, a registered nurse from St. Louis, Missouri.

This hearing is now adjourned.

[Whereupon, at 5:00 p.m., the subcommittee was adjourned.]

[Questions and Answers and Submissions for the record follow.]

[Additional material is being retained in the Committee files.]
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.QUESTIONS AND ANSWERS

Questions for Richard Norling and Mark McKenna from Senator Leahy

1. Today’s New York Times story raises a very basic and troubling question about
GPOs: do they actually save hospitals money? The preliminary answer seems to be
no.” If GPOs do not perform the function they were designed for, and for which
they receive special antitrust treatment as well as *safe harbors” in the kickback
laws, why should they be permitted to continue?

Novation does save the hospital members of UHC and VHA money. Indeed, Novation has
team of employees whose sole responsibility is fo conduct comparative pricing analysis
studies for hospital members (and prospective members). These comprehensive analyses
demonsirate that Novation contract prices are well below those of individual hospitals and
our competitors. In fact, in 2001, we documented a 5.9 percent price savings in studies
conducted for 50 hospitals that covered $136 million in purchases. The medwdo]ooy and
results of these studies are included in Appendix No. 2.

With respect to the article at issue, it fails to quote or mention any of the many hospitals that
find tremendous value in their relationship with Novation. Moreover, the “pilot” GAO study
referenced in the article does not accurately reflect the frue value group purchasing brings to
the health care industry. For example, the study looked at only two products that accomit for
less than one percent of hospital purchases. Further, the study was conducted in only one
market. In addition, therc are a large number of factors impacting price that werc not taken
into account {e.g., cooperative distributions and cost avoidance services performed by
GPOs). (On the other hand, the GAQ study did demonstrate one important fact:
participation in GPOs is purely voluntary and hospitals are free to — end, in fact, do—
purchase products on their own.)

For a more detailed discussion of our observations and concerns relafing to the study, see
Novation’s Qbservations Regarding the GAO Report on GPO Price Savings, a copy of which
‘is included at Appendix No. 1. We have shared our observations and concermns with the
GAO and have offered our assistance in helping it to develop a subsequent study.

Can you address the contention that, in general, GPOs are not saving the hospitals the
significant sums that they might, and can you tell us how you calculate the savings you
claim for your participating members?

Novation is saving UHC and VHA member hospitals significant sums of money, and it is not
only Novation that is making this claim, it is also the members themselves. As discussed
above, Novation has a teaxn that conducts comprehensive, comparative pricing analyses, and
these analyses demonstrate that Novation contract prices are well below those of individual
hospitals and our competitors. Moreover, of course, if Novation did not save UHC and VHA.
member hospitals money, it would rapidly become obsolete.
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2. We have also heard a great deal about the difficulties that small and start-up
manufacturers are experiencing in trying to get their products into clinicians’
hands. The basic claim seems to be that the GPOs, especially the large ones, enter
into contracts with the largest suppliers of medical devices and products, thereby
cutting out the smaller vendors from the possibility of selling their products —
products they say are often more innovative and cost-effective — to the GPO
member hospitals. These small manufacturers also report that the processes that
GPOs have for evaluating new products tend to be very long, very costly, and very
burdensome. How do you respond to those claims?

Novation uses a fair and open public competitive bidding process to award agreements to
suppliers that provide the best quality products and demonstrate broad-based clinical
acceptability at the lowest total cost. Hospital members guide bidding and decision
guidelines throughout the process. Furthermore, as discussed above, Novation is proud of its
relationships with small manufacturers, with whom we have 25 percent of our contracts.

3. It seems odd to me that the manufacturers of medical products pay the GPOs for
including them in the contracts with the hospital, rather than having the hospitals
pay fees to the GPOs for the services they provide. Why are GPOs set up this way,
and how does that structure affect their incentives to provide hospitals with the best
products?

Our response to your question is several-fold. As an initial matter, although UHC and VHA.
are not public entities, they are legal cooperatives that were created by hospitals in response
to certain market realities — most notably, the high and rising cost of equipment, supplies
and services. GPOs not only were created by hospitals; they are owned by hospitals, are
controlled by hospitals, and have one primary objective: bidding contracts on behalf of their
hospital members for high quality items and services at a low cost. This objective is
accomplished in several ways.

First, GPOs represent hundreds of hospitals. As such, GPOs typically are able to obtain
better prices with a given supplier for a particular product than any individual hospital, acting
on its own, could obtain. Moreover, the complex process of (1) getting suppliers to submit
bids for GPO contracts, (2) analyzing these bids to determine which offer the best
combination of clinical value and price, and (3) establishing contract terms, requires
specialized personnel, is time consuming and is costly. Hospitals avoid these costs by having
GPOs furnish these procurement services on their behalf.

Hospitals are able to avoid these costs, in turn, because GPOs are funded, in large part,
through the administrative fees that suppliers pay under GPO-supplier contracts. These fees,
which usually are based on a percentage of the value of GPO member hospital purchases,
cover GPO clinical evaluation and contract bidding costs — costs, once again, that GPO
member hospitals would otherwise be forced to incur. Thus, the existing fee structure
enables hospitals to apply precious resources — resources that would otherwise be diverted
to cover these evaluation and bidding costs — toward patient care.
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Importantly, these fees have no adverse financial impact on federal health care programs.
Indeed, upon examining the role of GPOs, the OIG observed that because hospitals generally
are reimbursed a predetermined amount (based on 2 patient’s diagnosis), the manner in which
GPOs are funded — through vendor fees or member dues — is a “private matter” for the
GPOs, their hospitals and suppliers. In essence, the OIG (correctly) concluded, the existence
and amount of vendor fees does not trigger the principal policy objective of the anti-kickback
law, which is preventing the overutilization of items or services paid for by the government
and the concomitant expenditure of unnecessary government funds. .

We should also note that in addition to the product evaluation and contract bidding services
discussed above, Novation field-based personnel act as facilitators, assisting hospital
members in identifying cost saving options. Moreover, GPOs like UHC and VHA offer their
hospital members many educational, clinical and research-related services (such as the -
development of best practice protocols) that are currently unavailable through trade or
professional associations.

Further, as noted above, many GPOs (including UHC and VHA) are cooperatives. It is
common for cooperatives (1) to be funded by fees paid by vendors wishing to do business
with coop members and {2) to return substantial portions of their net revenue to their
members (a further source of cost reduction that has been overlooked by many inciuding, the
General Accounting Office in its recently released “pilot” study).

In sum, as long recognized by the HHS OIG (and many other government entities, such as

~ the Department of Veteran Affairs) the use of volume purchasing generally results in
substantial cost savings in the procurement of medical supplies. These cost savings are
augmented through the payment of fees by vendors because (1) these fees cover costs that
would otherwise be incurred by the hospitals and (2) portions of the fees are returned to the
hospital members through cooperative distributions. Further, given the ubiquity of
prospective payment reimbursement methodologies, the OIG has informed the Department of
Justice (and the public) that it has “no policy objection to these [payment] arrangements,”
and the statutory GPO exception and regulatory GPO safe harbor reflect that policy
determination. .

. We have been told that some GPOs offer their hospitals a list of products for which the
GPO has negotiated contracts, but that some GPOs offer their hospitals a list of
suppliers instead. Is this the case? If it is, can you explain how the “list of suppliers”
approach brings hospitals the best products at the best prices?

Novation offers hospitals a list of contracted products only. We believe the “list of
suppliers” business model brings less economic value to hospitals. However, hospitals have
a choice in the GPOs they use and are free to align themselves with other GPOs that offer
this type of approach.

. My most basic concern is with the quality and cost of health care provided in onr
hospitals. Concerns have been raised about the cost aspect of this issue, but what can
you tell me about how participation in a GPOQ affects the quality of care that hospitals
can provide their patients?
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Product quality specifications and clinical acceptability drive our decision-making process.
Multiple member hospital representatives, who provide the bid and decision rationale, have
significant input into award decisions. These individuals are more concerned with awarding
agreements that provide the most clinically acceptable product than the one with the lowest
price. Indeed, it is not uncommon for contracts to be awarded to the supplier with a higher
price in order to provide hospital members with the most clinically acceptable product.

Maoreover, participation in group purchasing aids hospitals’ standardization efforts,
contributing to patient and provider safety by reducing product variability. Again, please
note that 2 GPO member hospital is always free to purchase from a vendor that is not under
contract if it decides that doing so is in the best interest of its patients.

Finally, as discussed above, participation in GPOs allows hospitals to access many other
services that improve quality of care, such as educational opportunities, joint reséarch, and
best practice programs.
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Questions for Joe Kiani from Senator Leahy

I understand that small medical device manufacturers are concerned that GPO
coniracts with large manufacturers limit the smaller companies’ access to hospitals
and clinjcians. My wife is a nurse, so my concern that safe and effective medical
equipment be readily available has a personal as well as a professional aspect to it.
But how do vou respond te the assertion of the GPOs that clinicians and hospitals
that really want your products will be able fo buy them? As I understand it, no
GPO requires a hospital to buy all of its supplies from the contract list, so why is it
not the case that a truly superior or innovative new product cannot be accepted by
lots of health care providers? And if the response is that it is technically possible,
but economically ill advised, for a hospital to buy “eff-contract”, could you please
explain how we should fry te quantify that economic disincentive?

Novation elects not to respond to this question.

Of particular concern to me, given that my wife is a nurse, is the issue of safety
needles. I know that this is a product that has also received a lot of press, as well it
might, given the danger that needle sticks present to health care workers as well as
patients. But we have been told that RTI, the much-publicized “little guy” in this
market, actually has a contract with Abbott, one of the market’s biggest players, to
sell its safety needles. Is this true? And if so, how does that arrangement work?
How many other small manufacturers are engaged in such ventures with their
bigger rivals?

Novation elects not to respond to this question.
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Senator DeWine
Group Purchasing Organization Follow-Up Questions
to Mr. Mark McKenna, President, Novation

1) Many of the programs and services listed in your testimony seem like useful and
valuable services, but they seem to be more appropriate for an industry trade
association or professional association than for a private buying organization. What is
the public policy reason for allowing money generated through an anti-kickback
exemption to be used for these purposes?

Our response to your question is several-fold. As an initial matter, although UHC and VHA
are not public entities, they are legal cooperatives that were created by hospitals in response
to certain market realities — most notably, the high and rising cost of equipment, supplies
and services. GPOs not only were created by hospitals; they are owned by hospitals, are
controlled by hospitals, and have one primary objective: bidding and managing contracts on
behalf of their hospital members for high quality items and services at a low cost, This
objective is accomplished in several ways.

First, GPOs represent hundreds of hospitals. As such, GPOs typically are able to obtain
better prices from a given supplier for a particular product than any individual hospital, acting
on its own, could obtain. In addition, the complex process of (1) getting suppliers to submit
contract bids, (2) analyzing these bids to determine which offer the best combination of
clinical value and price, and (3) establishing contract terms, requires specialized personnel, is
time consuming and is costly. Hospitals avoid these costs by having GPOs perform fumsh
these complex procurement services on their behalf, .

Hospitals are able to avoid these costs, in turn, because GPOs are funded, in large part, .
through the fees that suppliers pay to GPOs under GPO-supplier coniracts. These fees, which
usually are based on a percentage of the value of GPO member hospital purchases, cover

GPO clinical evaluation and contract bidditig, analysis and negotiation costs — costs, once
again, that GPO member hospitals would otherwise be forced to incur. Thus, the existing fee
structure enables hospitals to apply precious resources — resources that would otherwise be
diverted to cover these evaluation and bidding costs — to patient care.

Importantly, these fees have no adverse financial impact on federal health care programs.
Indeed, upon examining the role of GPOs, the OIG observed that because hospitals generally
are reimbursed a predetermined amount (based on a patient’s diagnosis), the manner in which
GPOs are funded — through vendor fees and/or member dues ~— is a “private matter” for the
GPOs, their hospitals and suppliers. In essence, the OIG (correctly) concluded, the existence
and amount of vendor fees does not trigger the principal policy objective of the anti-kickback
taw, which is preventing the overutilization of items or services paid for by the government
and the concomitant expenditure of government funds.
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We should also note that in addition to the product evaluation and contract bidding services
discussed above, Novation field-based personnel act as facilitators, assisting hospital
members in identifying cost saving options. Moreover, UHC and VHA offer their hospital
members many educational, clinical and research-related services (such as the development
of best practice protocols) that currently are unavailable through trade or professional
associations. These products and services, the need for which is determined by UHC and
VHA membeérs, lower health care costs and improve quality of care. In addition, Novation
helps lower the costs of suppliers, large and small, by reducing marketing and selling
expenses.

Further, as noted above, many GPOs (including UHC and VHA) are cooperatives. Itis
common for cooperatives (1) to be funded by fees paid by vendors wishing to do business
with coop members and (2) to return substantial portions of their net revenue to these
members (a form of cost reduction for hospitals that has been overlooked by many, including
the General Accounting Office in its recently released “pilot” study).

. In sum, as long recognized by the HHS OIG (and many other government entities such as the
Department of Veteran Affairs) the use 6f volume purchasing generally results in substantial -
cost savings in the procurement of medical supplies. These cost savings for GPO hospital
members are augmented through the payment of fees by vendors because (1) these fees cover
costs that would otherwise be incurred by the hospitals and (2) portions of the fees are
returned to the hospital members through cooperative distributions. Further, given the
ubiquity of prospective payment reimbursement methodologies, the OIG has informed the
Department of Justice (and the public) that it has “no policy objection to these [payment]
arrangements,” and the statutory GPO exception and regulatory GPO safe harbor reflect that
policy determination.

On a final note, we should emphasize that GPOs such as UHC and VHA offer their hospital
members many additional educational, clinical and research-related services (such as the
development of best practice protocols) that currently are unavailable through trade or
professional associations. These products and services, determined by the UHA and VHA
members, lower health care costs and improve quality of care.

-2) You mention that supplier-paid fees are not unusual. Describe other industries
where supplier-paid fees are the norm.

Supplier-paid fees are a source of funding for many of the nation’s cooperatives.
Cooperatives are common, for example, in the farming, credit union, housing, childcare,
health care, local food, mutual insurance, and rural electrical industries, among others. The
commercial and residential real estate industries also are funded by seller-paid fees.

i2
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3) GPOs have been given legal authority to charge “administrative fees” to medical
supply companies based on a percentage of sales. The payment of administrative fees is
permissible because GPOs currently enjoy an exemption or “safe-harbor” from the
Medicare/Medicaid anti-kickback statute. This allows the GPOs to be funded via fees
from suppliers, but it has also led to a great deal of controversy about whether GPOs
are working in the best interests of their member hospitals or whether they are instead
focused on obtaining higher fees for themselves. What impact would there be on the
GPO system if GPOs were no longer allowed to charge medical suppliers administrative
fees, but instead had to be funded directly by the hospitals?

The impact of eliminating a fried and tested business model that evolved in the open market
in respouse to surging medical supply costs could be drastic and disastrous, especially for
community-based, not-for-profit rural hospitals and academic medical centers. A
fundamental change of this kind is unnecessary; in fact, it should not even be considered
without an extensive and rigorous econoric and policy analysis.

As discussed above, the OIG has examined vendor payments to GPOs and concluded that
these arrangements should be permitted because they reduce costs and do not harm federal
health care programs. Further, the elimination of these payments would have two immediate
and deleterious effects.

First, hospitals would have to fund GPO activities. Although this may be possible for some
hospital systems, it will present a severe economic challenge to many of the community-
based, rural and state-owned academic providers represented by UHC and VHA. According
to preliminary information gathered by UHC, for example, a substantial number of its
member academic medical centers (which are where the vast majority of fufure physicians are
frained) are operating in the red. In a nutshell, many hospitals may not have the wherewithal
to fund a GPO. Nor, importantly, do these hiospitals — acting on their own — have the
human or financial resources to effectively (1) assess the clinical quality of the hundreds of
competing medical products or (2) obtain favorable terms with product manufacturers,

Second, because many GPOs are cooperatives that return fee income to their hospital
members in the form of annual distributions, the elimination of vendor fees will eliminate
another {important) source of hospital cost savings.

In sum, prohibiting GPOs from charging vendor fees could cause the collapse of group
purchasing and, as a direct result, higher healthcare costs for hospitals, Medicare, other

payers and consumers.

If the hospitals are truly receiving vatue from the GPOs in the form of lower supply
costs, won’t they be willing to pay for the cost of the GPOs themselves?

13
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As discussed above, UHC and VHA were created, and are owned and controlled, by their
member hospitals. If these GPOs do not provide valuable services — or otherwise fail in
their mission — the hospitals members will affect the necessary changes or withdraw.
Simply put, GPOs will become obsolete in the open market if they are not of “value” to their
members. ‘

Moreover, for the reasons discussed above, we do not believe that most hospitals are in a
position to pay for the GPO services that they receive under the existing business model. (As
an aside, we should note that we are skeptical that the elimination of vendor fees will prompt
vendors to reduce their prices accordingly. Although the vendors you have heard from tout
the best interests of our members, ultimately, these vendors owe fiduciary duties to their
shareholders and do their utmost to maximize their own revenues.)

4) The New York Times recently reported that some GPOs have an ownership interest
in companies that supply products to hospitals. This is also demonstrated in
information supplied to the Subcommittee. This arrangement raises concerns because
it provides the GPO with a financial interest in granting these companies a contract,
even if the company doesn’t necessarily have the best product or the lowest price. What
is the justification for GPOs having an ownership interest in companies that supply
products to hospitals?

Neither UHC nor VHA has.any ownership interest in any company that supplies medical
products or pharmaceuticals to its hospital members. Nor does Novation have any such
ownership interest.

For the record, and in the interest of full disclosure, Novation has no ownership interest in
any other company; UHC has a minority interest in Neoforma, Inc. (the company that
operates Marketplace@Novation, Novation’s e-commerce platform); and VHA owns a
minority interest in Neoforma and two other companies that offer information technology
solutions for hospitals (Healthvision and Solucient, which help ensure that hospital members

“have cost-effective access to innovative administrative technologies). Again, none of these
investments are in companies that sell medical or pharmaceutical products to our hospital
mernbers. :

5) The Health Care Guidelines formulated by the Federal Trade Commission and the
Department of Justice allow joint purchasing agreements for health care supplies if
they account for less than 35 percent of the total sales of the purchased product or
service in the relevant market. If the market is defined broadly to include all buyers of
medical supplies, Premier and Novation are likely below this 35% threshold for most
products. However, some specialized care items are primarily purchased by hospitals,
and for these items, Premier and Novation may well be approaching the 35% threshold.
Do the recent difficulties that some manufacturers have had in gaining entry to the
market suggest that the 35% threshold needs to be lowered?
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There seems to be some confusion regarding Novation’s market share. Novation has
approximately a 12.5 percent market share nationwide. To illustrate: UHC and VHA
members represent about 30 percent of the nation’s hospitals. However, Novation offers only
about 75 percent of the items purchased by hospitals. Further, UHC and VHA hospitals only
purchase approximately 55 percent of these items through Novation contracts. Thus,
Novation represents approximately 12.5 percent of the purchases made by U.S. hospitals (55
percent of 75 percent of 30 percent = 12,5 percent). )

In order for Novation to even approach the 35 percent threshold, all hospital members would
need to purchase 100 percent of the-items at issue through Novation. Because of the
voluntary nature of our purchasing program, this simply is not ~— and never has been — the
case. In fact, statistics show that hospitals make approximately 45 to 50 percent of their
purchases under non-GPO contracts. ‘ ’

We would also note that joint purchasing arrangements that fall outside the antitrust safety
zone do not necessarily raise antitrust concerns. The guidelines specifically provide that
antitrust concern is lessened where, as in the Novation process, members are not required to
utilize the joint arrangement.

-In sum, we do not believe that GPOs present barriers to manufacturer penetration of the
hospital market. Indeed, consistent with this belief, it is our understanding that within the
past several years, the Antitrust Division of the Department of Justice reviewed this issue and
decided fo take no action. ) )

6) In 1986, Congress created a safe harbor from the anti-kickback statute to allow the )
payment of administrative fees to cover the costs associated with the hospital
cooperative buying groups. The legislative history indicates that Congress was o
concerned about the possibility of fees over 3%, but based on the data provided to us, it
is clear that many vendors pay administrative fees to GPOs that are more than 3% of
sales, and that the share of total revenues raised by these higher fees is significant,
‘What is the rationale for fees over 3%, and should there be a hard cap on
administrative fees?

First, please note that the vast majority of Novation’s 942 contracts provide for fees of 3
percent or less, and Novation’s average fee is approximately 2.1 percent.

Second, neither the statutory GPO exception nor the regulatory GPQ safe harbor imposes any
artificial ceilings on the type or amount of fees that may be paid to a GPO. (Consistent with
the exception and safe harbor, in an advisory opinion issued in 1998, the U.S. Department of .
Health and Human Services Office of the Inspector General (“OIG”) confirmed the legality of
an 11 percent fee arrangement.) The absence of such a ceiling reflects the (correct) i
conclusion (by Congress and the OIG) that neither the payment nor the amount of vendor fees
triggers the principal policy objective of the anti-kickback law, which is preventing the
overutilization of items or services paid for by the government and the concomitant
expenditure of government funds.

Third, in contrast to some GPOs, UHC and VHA are cooperatives. It is common for
15
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cooperatives (1) to be funded by fees paid by vendors wishing to do business with coop
members and (2) to return substantial portions of their net revenue to coop members (a form
of cost reduction for hospitals that has been overlooked by many, including the “pilot” study
recently released by the General Accounting Office). Thus, as a general proposition, the
larger the fees paid by vendors to GPO cooperatives, the greater the annual dividend to GPO
member hospitals, and the greater the annual dividends paid to GPO hospitals, the lower their
overall costs.

Under these circumstances, a government-imposed cap on vendor fees —which the OIG long
ago concluded is fundamentally a “private matter” (i.e., a matter best left to negotiations
among vendors, GPOs and hospital members) — could increase hospital costs. As such,
placing a limit on fees — especially in the cooperative context — should not be hastily
pursued; at a minimum, it should be carefully considered only in the context of rigorous
economic analyses on the most likely impact on the hospital supply chain market and on
hospital supply costs.

On a final note, in today’s supply chain market, hospitals can choose among GPOs and,
therefore, may align themselves with the GPO that best reflects their corporate structure and
mission. Forcing all GPOs to operate under a capped fee structure would limit this choice
(and reduce mark®et competition).

7) Premier and Novation have only one provider for some of their contract items,
which can create a substantial barrier to the market for other suppliers of the samie
product. What benefit do hospitals gain from these sole-source contracts and is that
benefit outweighed by the potential long-term harm to competition?

As an initial matter, we do not believe that GPO sole source contracts create a substantial
barrier to market entry. Again, participation in Novation’s purchasing program is voluntary.
Hospital members are not required to purchase under any Novation contract (as is .
demonstrated by the fact that approximately 45 to 50 percent of hospital purchas¢ zs aimade
under non-GPO contracts).

Further, there are good reasons for entering into sole source contracts. Some vendors, for
example, condition their bids on obtaining a sole source contract. Others offer substantially
lower prices to hospital members under sole source arrangements.

We should emphasize however, that in general, Novation does not consider sole sourcing to
be appropriate unless it is assured — based on the input from its hospital member
representatives — that the product at issue is as clinically effective and reliable as the
alternatives. When “clinical acceptability” is assured, then (and only then) does price become
a focused objective. Even then, hospital member representatives tend to favor sole sourcing
only when it results in material price differentials; where the differential is marginal, the
contract typically is not sole-sourced. :

16
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Prohibiting sole source arrangements within the health care industry would reduce the
discounts available to hospitals (especially smaller hospitals, which are unable to obtain the
same volume discounts that large hospital systems enjoy) and, as such, increase health care
costs. Indeed, such a prohibition would be the equivalent of the government telling
manufacturers, “although you would like to give greater discounts to hospitals on medical
supplies and equipment, you may not do s0.” It also would be the equivalent of the
government telling hospitals, “although you would like to reduce your costs — and although
we (as the largest single payor of hospital bills in the country) also would like you to reduce
your costs — you may not do s0.” This, of course, makes no sense; indeed, now more than
ever, the government’s goal should be to help hospitals reduce their costs, not increase them.

In sum, sole source contracts allow GPOs to provide more favorable prices for hospital
members. As always, however, if a particular hospital member prefers an alternative product
to that chosen by Novation (whether pursuant to a sole- or a multi-source contract), that
member is free to purchase that product from a rion-contracting supplier.

8) Many GPOs generate revenue from administrative fees that far exceed the costs
directly associated with the contracting services they provide. The additional revenue
has enabled some GPOs to begin new programs or businesses not directly related to
volume purchasing. For example, both Premier and Novation have interests in Internet
based equipment procurement businesses. If we assume that GPOs will continue to be
funded by supplier fees, is it appropriate for GPOs to use these fees on other business
ventures, or should GPOs be required to pass on these fees directly to their member
hospitals? . -

Because UHC and VHA are cooperatives, surplus fee revenue belongs — and typically is
returned to —— member hospitals in the form of cash and equity distributions, which, in turn,
serve further to lower hospital costs. The boards of the two cooperatives — which are
comprised of hospital representatives — determine the size and form of these distributions.
These boards also determine (1) the extent to which excess revenue should be reinvested into
the existing (or prospective) operations of the cooperatives and (2) how this revenue should
be reinvested. Thus, to the extent that both UHC and VHA perform functions other than
group purchasing— including the development of clinical protocols, tools for identifying and
leamning from medical errors, and the like — they do so at the direction of their hospital
members.

17
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With respect to our e-commerce initiative — Marketplace@Novation - the UHC and VHA
boards concluded that it was in the best interest of their member hospitals for Novation to

_develop an e-commerce platform in order to help bring the nation’s hospitals into the 21¥
century and gain the efficiencies that other industries enjoy. Since the two leaders in hospital
product e-commerce solutions are the Marketplace@Novation, owned in part by hospital |
members, and the Global Healthcare Exchange, owned by the world’s largest health care
suppliers, we continue to believe that this was the right decision. Without
Marketplace@Novation, hospital members would be unable to reap the benefits of their own
e-commerce platform, but rather would be forced to use one owned and controlled by the
suppliers and their shareholders, whose main interest is not reducing hospital costs, but
increasing their own profits.

9) GPOs sometimes enter into contracts with vendors that are three, five and even
seven years in length. There are some obvious potential benefits to these contracts,
including price stability, and they make sense for certain products. However, some
categories of medical products often undergo rapid change as technological
improvements are made. First, are these type of products locked up in long term
contracts, and if so what impact does it have on innovation?

Novation has only one vendor coniract with a seven-year term (which was in place prior to
the formation of Novation in 1998 and expires in 2004). Other contracts typically have a
three-year term with options for renewal (which are exercised based on member hospital
guidance).

Furthermore, Novation strives to be sensitive to evolving health care technology in order to
remain relevant to those we serve — Le., the hospitals that created, and control, UHC and
VHA. Through our competitive bidding system, Novation ensures that it contracts for the
technology that is most useful to UHC and VHA hospitals at the time of the bid award.

Fmally, all Novation agreements perrmt contract termination with 90 days written notice, As
such, should technology change during the term of an agreement, Novation can either add
other suppliers or terminate the existing agreement (and put out 2 bid for a new agreement).
In a nutshell, Novation’s contracting system is designed to easily accommodate technological
advances and make new products available to members.

And second, should there be a limit on length of contracts for certain product classes
sach as physician preference items?

As an initial matter, the definition of “physician preference items” is highly subjective. There
will always be a difference of opinion among clinicians regarding the effectiveness of
specific medical devices and pharmaceuticals. In any event, we believe the existing 90-day
termination clause in our contracts allows for appropriate flexibility in addressing changes in
technology. Moreover, hospital members are always free to purchase products from vendors
that do not have a Novation contract.

18
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10) Itis clear from information provided to us by Premier and Novation, that many of
their contracts require hospitals to purchase a high volume of a particular product —
sometimes as much as 90% —in order to obtain the discounted price for the item. At
other times, significant price discounts are available only if a bundled range of products
is purchased. This obviously creates a great incentive on the part of hospitals to meet
these purchase requirements in order to receive the discounted price. Given that two
GPOs handle purchasing for such a high percentage of the nations hospitals, should we
be concerned about such strong incentives for hospitals to purchase products from one
or perhaps two suppliers?

We respectfuily submit that the answer is, no.

As an initial matter, none of Novation’s contracts or programs “require” hospitals to purchase
a high volume of any product. The confusion seems to stem from the use of the word
“commitment.” A hypothetical helps demonstrate the point. Assume bed sheet Manufacturer
enters into an agreement with Hospital on December 31, 2001, The agreement provides that
Marufacturer’s price will be $10 (per unit) for the first 100 bed sheets purchased by Hospital
in 2002 and $9 (per unit) thereafier. Under this agreement, has Hospital— simply by virtue
of entering into this agreement — “committed” to purchasing (1) bed sheets from any entity,
(2) bed sheets from Manufacturer, or (3) a particular volume of bed sheets from
Manufacturer?

The answers are “no,” “no” and “no.” The Hospital — exercising its independent judgment,
and considering factors both economic and clinical — may choose (1) to purchase no bed
sheets at all, (2) to purchase bed sheets, but not from Manufacturer, or (3) to purchase more
or less than 100 bed sheets from Manufacturer under the agreement at issue, But Hospital
has not “committed” to doing anything. Indeed, the only entity that has made a
“commitment” is Manufacturer, which has “committed” to charging Hospital no more than
$10 for the first 100 bed sheets purchased and no more than $9 per unit thereafter. Nor, of
course, is there anything “wrong” with this agreement. Indeed, it is the classic, ubiquitous
“volume discount” buyer-seller arrangement.

Nor does the analysis change if what Manufacturer offers is a “market share” type discount
(or rebate). That is, assume that the Manufacturer-Hospital agreement provides that if
Hospital purchases 0-50 percent of its bed sheets from Manufacturer in 2002, the price will
be $10 per unit and if the Hospital purchases 51-100 percent of its bed sheets from
Manufacturer in 2002, the price will be $9 per unit. As under the volume discount
arrangement discussed above, under this arrangement, Hospital has not “committed” to
purchasing (1) bed sheets from any entity, (2) bed sheets from Manufacturer, or (3ya
particular volume of bed sheets from Manufacturer under the agreement. Nor, again, is there
anything “wrong” with this agreement — it is the classic, ubiquitous “market share” discount
buyer-seller arrangement.
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The bottom line is this: afl of Novation’s so-called “commitment” or “opportunity” programs
constitute variations on the discount and rebate arrangements reflected in these hypothetical
agreements. Most importantly, under none of these programs are GPQ members required fo
purchase any amount of any product from any vendor. Indeed, GPO members only do (and
should) take advantage of these programs if, exercising their independent judgment, it makes
financial and clinical sense o do so.

Three final observations. First, the programs af issue were creafed at the request of member
hospitals. Second, smaller hospitals tend to benefit from the market share components of
these programs the most because, due to their size, they are often unable to enjoy the volume
discounts offered by vendors to larger organizations. Third, participation in these programs
is entirely voluntary — it is not a precondition to joining UHC or VHA or fo obtaining the
price reductions negotiated by Novation. Nor does such participation preclude a hospital
from purchasing products from vendors that are not under contract with Novation.

How should we balance that comipetitive concern against the potential cost savings?

Since no commitment of any kind is necessary in order fo receive a discount, and since
hospitals arc not required to participate in— and may withdraw at any time from —any of
our additional discount programs, we do not believe this a congern.

Moreover, eliminating such programs would be counterproductive and would substantially
increase costs, especially for small rural hospitals. Such a prohibition— a price confrol, in
effect — would be the equivalent of the government telling roanufacturers, “although you
would like to give greater discounts o hospitals on medical supplies and equipment, you may
not do so.” Tt also would be the equivalent of the government telling hospitals, “although you
would like to reduce your costs — and although we (as the largest single payor of hospital
bills in the couniry) also would like you to reduce your costs — you may not do so.” This, of
course, makes no sense; indeed, now more than ever, the government’s goal should be 1o help
hospital reduce {and not increase) their costs.

Finally, we believe it would be unfair to prohibit GPOs from competing in this manner while
allowing large health care companiss to continue to do-so. Companies such as Johnson and
Johnson, Allegiance, Abbott, Tyco and many others — as well as the federal government —
engage in the practices described above. Our commitment programs were created, in part, to
compete with these corporate programs. . o

11) The New ¥ork Times reported recently that GPOs don’t necessarily save hospitals
money. They rely in part on the GAO study that Senator Kohl and I asked them to
conduct. The Times also cited the experience of health care systems that have lowered
their costs by negotiating their own contracts for medical devices. At the same time, I
have heard from many hospitals in Ohio that they believe they save moncy by
purchasing through GPOs. What accounts for the difference in opinion on cost savings,
and how can we ensure that we gef an accurate evaluation of any savings?

2
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First, due to the severely limited nature and flawed methodology of the GAQO’s “pilot” study,
we believe that it does not accurately reflect the true value GPOs bring to the health care
industry. For example, the study looked at only two products that account for less than one
percent of hospital purchases. Further, the study was conducted in only one market. In
addition, there are a large number of factors impacting price that were not taken into account
(e.g., cooperative distributions and cost avoidance services performed by GPOs). (On the
other hand, the GAO study did demonstrate one important fact: participation in GPOs is
voluntary and hospitals are free to — and do — purchase products on their own.)

For a more detailed discussion of our observations and concerns relating to the study, see
Novation’s Observations Regarding the GAO Report on GPO Price Savings, a copy of which
is included at Appendix No. 1. We have shared our observations and concerns with the GAO
and have offered our assistance in helping it to develop a subsequent study.

We would also note that Novation has a team of employees whose sole responsibility is to
conduct comparative pricing analyses for hospital members (and prospective members).
These comprehensive analyses demonstrate that Novation contract prices are well below
those of individual hospitals and our competitors. In fact, in 2001, Novation documented a
5.9 percent price savings in studies conducted for 50 hospitals that covered $136 million in
purchases. The methodology and results of these studies are included in Appendix No. 2.

12) Some GPOs have begun contracting for distribution services in addition to medical
devices. Distributors are given a contract to provide distribution services and in turn
they must pay an administrative fee. Hospitals that purchase items pursuant to GPO
contracts must obtain the product through one of the approved distribution companies.
Many distributors believe they have been locked out of this market because hospitals
are no longer permitted to use their services, even though the hospital may prefer to do
so given long standing relationships. What is the benefit to hospitals from having
limited distribution outlets?

Standardizing distribution arrangements lowers costs (due to the volume discounts offered
through such arrangements) and streamlines processes relating to the delivery, billing and
payment for products. Novation offers hospital members eight medical-surgical (non-
pharmacy) distribution contracts and 14 distribution agreements for other specific product
categories such as pharmacy, food, radiology, lab, etc.

13) Defenders of the GPO contracting system have stated that hospitals are not
required to purchase on contract and they are always free to purchase from any vendor
they choose. However, some vendors report that hospital staffs often indicate that they
are not permitted to buy “off” their GPO contract. How willing are hospitals to
actually purchase off contract?

As discussed above, on average, hospitals purchase 45-50 percent of their products using
non-GPO contracts.

And what sort of pressure, if any, is exerted by GPOs to keep them from doing so?

None.
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Questions from Senator Hatch
"Hospital Group Purchasing: Lowering Costs at the
Expense of Patient Health and Medical Innovations?"

[Note to panelists: Although the following questions are addressed to specific panelists, I would
invite and appreciate responses from any member of the panel.]

Question 1: Mr. McKenna and Mr. Norling, I am very concerned about allegations that
the relative market power possessed by Novation and Premier may have epabled or
contributed to the types of anticompetitive practices discussed at the hearing. Asyou may
be aware, a recent report by Government Accounting Office, entitled “Pilot Study Suggests
Large Buying Groups Do Not Always Offer Hospitals Lower Prices” (“GAO Report™),
concluded that “[p]rice savings had little relationship to the size of the GPO,” and further
noted that “[t]his lack of consistent price savings is contrary to what would be expected for
large GPOs.” If increased GPO size dees not result in increased savings, could you please
identify other anticipated benefits of the consolidations that resulted in Novation and
Premier being disproportionately larger than competing GPOs?

We believe that it is dangerous to draw conclusions from this preliminary and, we believe,
seriously flawed “pilot” study. We further believe that, as a result of the limited scope and
flawed mcthodology of the GAO’s “pilot” study, the study does not accurately reflect the frue
value group purchasing brings to the health care industry. For example, the study looked at only
two products that account for less than one percent of hospital purchases. Further, the study was
conducted in only one market. In addition, there are a large number of factors impacting price
that were not taken into account (g.g., cooperative distributions and cost avoidance services
performed by GPOs). (On the other hand, the GAO study did demonstrate one important fact:
participation in GPOs is purely voluntary and hospitals are free to — and, in fact, do — purchase
products on their own.)

For a more detailed discussion of our observations and concerns relating to the study, see
Novation's Observations Regarding the GAO Report on GPO Price Savings, a copy of which is
included at Appendix No. 1. We have shared our observations and concerns with the GAO and
have offered our assistance in helping it to develop a subsequent study.

Is there available evidence or data demonstrating that these benefits have been achieved?

Novation has a team of employees whose sole responsibility is to conduct comparative pricing
analyses for hospital members (and prospective members). These comprehensive analyses
demonstrate that Novation contract prices are well below those of individual hospitals and our
competitors. In fact, in 2001, Novation documented a 5.9 percent price savings in studies
conducted for 30 hospitals that covered $136 million in purchases. The methodology and results
of these studies are included in Appendix No. 2.

Further, the simple fact that hospitals use — and have increased their use of — Novation
demonstrate that group purchasing is lowering costs and providing significant economic value.

Question 2: Mr. McKenna and Mr, Norling, the creation of the GPO system was based on
23
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the assumption that combining the purchasing power of member hospitals in a single
purchasing entity wounld enable that entity to negotiate lower prices from vendors.

The logical extension of this premise weonld predict an inverse corrclation between
purchasing power and negotiated prices. However, the GAO Report found no “clear
relationship” between price and GPO size. In fact, the GAO Report found that “[hjospitals
of all sizes . . . often paid more for pacemakers, compared fo those using smaller GPOs’
contracts.” Are cither of you able to provide additional information elucidating or
explaining this counterintuitive finding?

As discussed above, we believe that as a result of its limited scope and flawed methodology, the
GAD’s “pilot” study does not accurately reflect the true value group purchasing brings to the
health care industry. Again, the study looked at only two products that account for less than one
percent of hospital purchases and was conducted in only one market. In addition, there are a
targe mumber of factors impacting price that were not taken into account by the GAQO.

‘What possible factors might result in smaller GPOs being able to negotiate lower prices
than those offered by Novation and Premier?

As discussed above, there are many factors that were not considered in the study. These are
covered in Novation's Observations Regarding the GAO Report on GPO Price Savings, a copy
of which is included in Appendix No. 1.

Question 3: Ms. Barrett, if I understood you correctly, at the hearing you stated that, in
assessing new or “breakthrough” products and technelogies, GPO evaluators relied on
published studies in peer-reviewed journals. In particular, you seemed to imply that a
breakthrough technology might not be adopted unless and until published studies
demonstrated its advantages, even though numerous smaller, unpublished studies, such as
those cited by Mr. Kiani and Dr. Goldstein, were available. Is this a fair interpretation of
your comments? If so, fo what extent do evaluators rely on published studies rather than
unpublished or preliminary findings and studies?

Novation elecis not to respond to this question.

Question 4: Mr. Kiani and Dr. Goldstein, as mentioned by Mr. Kiani at the hearing, Utah
Medical Products, a small medical device manufacturer based in my home state of Utah,
has complained of anticompetitive practices and treatment in the evaluation process similar
to those experienced by Masimo, as described by Mr. Kiani. Could each of you comment
on whether these and similar complaints describe systematic problems, as opposed to
isolated events?

Please note that Utah Medical Products participated in our competitive bidding process in 1999
and ultimately was awarded a sole-source contract. Just a few months later, however, the
company concluded that its market share was not growing fast enough and, as a result,
terminated its contract with Novation,

Question 4: Mr. Kiani and Dr. Goldstein, in the particular case of Utahk Medical Pfaducts,
the alleged anticompetitive practices focused on one of the two GPOs represented at the
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hearing, and — as T understand it ~ Utah Medical has expressed little or no concern
regarding its treatment by any sther GPO. To the extent that such treatment of small
medical device manufacturers is not limited to a few, isolated instances, are there
indications that these practices are either more or less common among the very largest
GPOs?

We will take this opportunity to discuss another of the many small supplier success stories.
Megadyne, a company from Utah, makes an innovative product — reusable grounding pads —
used to protect patients from electrical shock. Although Novation already had disposable
grounding pads on contract with 3M and Valley Lab, Megadyne’s reusable pads employed a new
technology that UHC and VHA members wanted added to their portfolio. This is an example of
our fair and open competitive bidding process working for a small, innovative supplier, which
won fairly by exhibiting both high quality and ecobomic value.

Novation is proud of its relationships with small manufacturers, with whom we have 25 percent
of our contracts. We are also proud of our affiliation with the University of Utah Hospitals and
Clinics in Salt Lake City, a member of UHC. They employ nearly 4,000 people and annually
treat almost 500,000 patients. Last year they spent over $44 million on supply purchases through
Novation contracts and saved approximately $2.2 million in the process.

Question 5: Mr, Kiani and Dr. Goldstein, are there any GPOs that you are aware of which
have a reputation for being particularly receptive to contracting with small medical device
manufacturers? To what would you attribute this willingness to contract with small
medical device manufacturers? -

Novation elects not to respond to this guestion.
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- SUBMISSIONS FOR THE RECORD

- Statement

of Gary Cohen, President, BD Medical Systems
Becton Dickinson and Company

Submined to

Unfted States Senate
Committee on the Judiciary

Subcommittee on Antitrust, Competition,
and Business and Consumer Rights

April 30, 2002

As one of America’s oldest and most innovative medical device
manufacturers, Becton Dickinson commends Chairrnan Kohl, Ranking Member DeWine,
and the mexmbers of this Subcommittee for conducting a balanced and opeu-roinded
hearing concerning the role played by hospital group purchesing organizations (“GPOs™)
in our connty’s healtheare system. Becton Dickinson stands ready to work with the
Subcommittee to help it fully understand the competitive dynamics in owr industry.

We are making this submission to set the record straight with respect to
the false charges and misrepresentations made to this Subcommittee by one of our
competitors. To put our comments in context, we think it would also be useful for the
Subcommittee 10 upderstand Becton Dickinson’s role in the delivery of modern
healtheare.

Becton Dickinson has been in the business of inventing, mancfacturing
and marketing medical devices and disgnostic products for more than 100 years. Our
headquarters ere in Franklin Lakes, New Jersey and most of our products are
manufactured in facilities in Conmecticut, New York, Massachusetts, South Caroling,
Florida, Nebraska, Utah apd Califomia. We design, develop and manufacture a wide
array of products for patient care and diagrosis, including those comnmonly referred to as
“sharps.” such as syringes and hypodermic needles, blood collection. needles and tubes,
Intravenous catheters, sealpels, lancets, biopsy needles, and anesthesia kits,

‘"The history of Becton Dickinson is one of constant medical breakthroughs
and product innovations. Some of the milestones gbout which we are most proud are
these:

. In 1924, we introduced. the very first insulin syrings for treating
patients with diabetes.

Doc: NY6: 213726, 1
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. In 1954, we supplied Jonas Salk with the syringes needed to
develop the polio vaccine.

? In the 1960s, we becams the first mass provider of sterile,
disposable syiinges, leading to dramatic reductions in hospital-
borne infections.

. In the 1970s, we developed the technology used in cancer, stem.
cell and AJDS resenrch for identifying and counting human cells,

. In the 1990s, we joined forces with UNICEF to exadicate neonatal
t=tanus — a disease that kills 40,000 childrex every year - by
donating hundreds of millions of syringes.

. Today, we are working with the U.8. Department of Defense to
conduct research on the detection and treatment of biological
warfare apents,

Becton Dickinson is also the pioneer and industry leader in developing
and manufseturing devices designed to protect health providers from accidental
needlesticks and the fransmission of infectious diseases such as AIDS and Hepatitis.
Mors than g decade before Congress passed (with our emthusiastic support) the
Needlestick Safety and Prevention Act of 2000, Becton Dickinson championed the
development of “safety” needle products, funded nationwide education programs to trata
nurses and other caregivers to prevent needlesticks, and donared the seed money needed
to spur academic research about healthcare worker sefety and create the software needed
to track needlestick accidents, We do not know of any company or organization tat hes
comrnitied more money, more human resonrces, and mors technolopical know-how to
preventing needlestick injuries.

This Is just some of what we’ve done:

In. 19883, Becton Dickinson introduced the first safety syringe called the
Safety-Lok Syringe. In 1991, Becion Dickinson introduced the fizst needleless syringe
for administering L.V, medication called the Interlirk system. In 1992, Becton Dickinson
introduced the fixst safety products for blood collection: non-breakable Vacutainer blood
collection tubes, the Safety-Lok Needle Holder, and the Safety-Lok Blood Collection Set.

In 1995, Becton Dickinson introduced the fixst and the most widely used
retractable necdle product, the Autogard 1V, Catheter. And in 1996 - still four years
before Congress passed legislation requiring the use of safety products — Becton
Dickinson launched its second gemeraiion of safety technology with the SafetyGlide
bypodermic neadle, followed by the Eclipse blood eollection needle in 1998.

Having spent more than a half a billion dollars in the development and

marketing of safety devices, Beaton Dickinson now offers the widest variety of
needlestick prevention devices ~over 250 items in2ll, Last year we sold over one

Wonll: NYG: 208726 1
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billion safety products. And we are not done. New safety designs and technologies are
in the pipelive and being readied for launch. Perhaps most exciting, Becton Dickinsen
began clinical trjals this year of a technology that administers medicine without
puncturing the skin ~ in other words, delivering medication quickly, effectively and
without any possibility of 2 needlestick.

We know that the Subcommittes is most interested in learning about the
ways in which hospitals and GPOs contract for these products and other medical supplies,
Although needle products account for only 2 small fraction of hospital purchases, we can
shaze these comments for your consideration.

How hospitals organize themseives and make purchasss has always been
the hospitals’ choice. During the course of our company’s histery, bospitals and other
healthcare facilities bave chosen a variety of different ways to negotiate and contract for
our products. Today, we work with GPOs because many of the hospirals that buy our
products agk us to. Many hospitals belong to multiple GPOs, and others do not belong to
any GPOs. Therefore, Becton Dickinson not only competes for GPO contracts, it also
negotiates one-on-one with those hospirals and healthcare providers that wish to work
dizeetly with us.

In the end, however, ouy experience is that no matter what the form or
spope of the contracts our custornels desire, we still must compete for sales at the
individval hospital znd facility level. This compenition is particularly intense when it
comes to the sale of safety needle products. We are in head-to-head contests with our
competitors in hospitals, clinics and labs across the country that are evaluating and
implementing safety products in compliance with the Nesdlestick Safety and Prevention
Act. As might be cxpected, this competitive rivalry, and the collective bargaining power
of hospitals through the GPOs, have reduced many of our prices significantly over the
past decade, Within our industry, Becton Dickinson has seen the GPOs bring down
prices while competition for the salé of needte produsts has only intensified.

This is why it is so unfortunate that one of otir corapetitors, Retractzble
Technologies, Inc. (“RTI), has chosen to exploit this civic forum io try to-advance s
private agenda -- and to do so by presenting the Subvommittee with falsehoods and
distortions about Becton Dickinson and sbout competition in our industty. As we think
the Subcommittee knows, RTT has sued Becton Dickinsen and another competitor Tyco.
RTIhas also sued a stari-up safety product company called New Medical Technologies,
Ine. It appears to vy that RTT is using this inquiry 1o gain an edge for itself in those
litigations rather thap o shine light on the truth about our business. We welcome a
spiited public discourse, but believe that the statement of Thomas J. Shaw, the President
and CEO of RT1, is a disservice to this Subcommittes and the Senate.

Here are the ressons why:
1 RTI suggests that Bectox Dickinson showed no interest In

lcensing RTI's designs because it had no interest in developing “safer devices.” That is
false. Becton Dickinson pioneered the safety product business before RTI even existed

Daeth NY6: 2137261
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and launched a host of “safer devices” before RTI sold a single unit. Becton Dickinson

chose not to license RTT's design for the same reason it has passed on hundreds of other
concepts subinitted for our review: RTT's product, in our view, did not meet the clinical
peeds necessary to provide the best patient care.

2. RTT claints that it has been denied access to the market by
suppogedly “exclusive” contracts between GPOs and Becton Dickinson. That is fadse,
‘What RTI fails to disclose to the Subcornmittee is that RTI itself has contracts with
almost ail the national GPOs. Only one year after RT] lzunched its first product in 1997,
it obtained contracts with three GPOs, indluding Amerinet, which represents more than
10,000 healthcare facliities. By early 1999, RTI had a contract with Premier to supply its
products 1o 30% of the country’s haspitels, In May 1999, RTI issued this public
announcement: “RTI now has contracts with four of the nation's five largest healthcare
group puzchasing organizations,”

Hospital members of all the GPOs are able to buy RTI's products - and
they do. As e result, RTI reported to the Securifies and Exchenge Comumission in June
2000 thar, “The Company asticipates being eble to sell all that it is able to produce.”

3. RTI portrays itself as a powerless company “blocked” from
“America’s healthcare facilities™ and whose sales people “are ordered to leave” GPO
member hospitals. That is false. RTIneglects to inform the Subcommittce that it
markets its products to America’s hospitals through a partnership with Abbott
Laboratories, one of the conntry’s biggest medical supply campamcs ~ and one that is
many times the size of Becton Dickinson. Abbott, not RTY, is the primary marketer of
RTI products to hospitals. Abbott now selis RT] products to hospita] members of every
GPO, including Premier und Novation. As a result, RTT recemly reported that it is
samning record high revenues,

4, RTI claims that there is “collusion™ between Becton Dickinson and
the GPOs, That Is false. Becton Dickinson competes for its contracts with GPOs iu the
same competitive bidding process along with a1l its competitors (fncluding RTT) and
negotiates its contracts at arm’s length,

5. RTI tells the Subcommittse that Becton Dickinson’s contract with
Premier calls for Becton Dickinson “to give Premicr warrants on its stook ™ That is false.
Neither the contract nor any side agresment provide for any such thing, Itis iresponsible
Tor RT1 to say otherwizse becanse it knows the tuth and chose to mislead the
Subcommittee.

6. RTI states that Premier hospitals cannot buy RTT products
*without facing penalties from Premier or Becton.” That is false. No Premier hospital
has been denied any benefir, or paid any price or financial penalty, for buying RTI
products,

7. RTI aceuses Becton Dickinson of paying “kickbacks” to the Now
Jesscy Hospital Association when jts members buy Becton Dickinson products. That is

Do NY6: 213726 1
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false. We can only prestme that RTY is referring vo the payment of administrative fees,
Becton Dickinson pays administrative fees on purchases by NJHA members just like the
administrative fees that RT1 or Abbott pays on the sale of RTT’s products.

8. RTI claims that Novation “peeded permission from Becton” to
make a deal with RTL That is false. We canuot speak to RTD's private discussions with
Novation, but we do know this: Becton Dickinson has no control over Novation's
contracting decisions. In fuct, when Novation negotiated its contract with Becton
Dickinson for syringes und needles, it reserved for itself the right to contract with axother
company for retrectable nesdle products. Novation is free to make any deal it wants with
RTL And under the terms of the confract with Becton Dickinson, Novation hospitals are
Tree to buy whatever and as much as they want from RTI because they are pot required to
buy anything from Bacron Dickinson.

9. RTI seouses Becton of making “tying arangements” with GPOs
thet “link the sale of one product to the purchase of another.”” That is false, We have no
GPO contracts which require hospitals to purchase one product in ordar to obtain our
other products. Some GPOs have requested and negotiated price discounts for their
mermbers who wish 1o bay in velume or from multiple product categorizs, but Beston
Dickinson does uot withhold any of its products from any hospital or bealthears provider,

We regret huving %o corract the record, but iresponsible statements like
thess yndermine the mission of the Subcommiittes and have o place in 2 genuine search
for the uth. The task of understanding the complex competitive forces and economic
trends in our indusiry, and in the healtheare system, generally, is difficult enough. We
hope that we have been of assistance to the Subcommittee in that effort and Becton
Dickinson remains a1 your disposal 2s you continug your investigation.

Doedy NYE: 218725 1
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April 25, 2002

Mr. Seth Bloom

Attorney at Law

{15, Senate Anti-Trust Committes
308 Hart, Senate Office Building
Washington, D.C. 20510

Dear Mr. Blaom:

Az your request, | am forwarding my personal testimony on the subject of Group
Purchasing Organizations and their tmpact an small heaithcare corporations, As
you know, Biotronik, inc. is a manufacturer of cardiac pacemakers and
implantable {CDs, and we participate in the Cardiac Rhythm Management
businass seclor of the healthcare industry. Over the past ten years, we have
observed growing influence by GPOs, and today we are virtually prevented from
doing business with the larger GPOs and their members.

My testimony attempts to explain the industry, how our company fits into this
industry segment, and the deleterious impact of GF0s on our ability to gain fair
market access to GPG hospital members,

I wish you good tuck with the Senate Anti-Trust Committee hearing on Group
Purchasing Organizations; and if { can be of further assistance to you, pleass feel
free to contact me.

Sincerely,

e\ B

Thomas V. Brown
Executive Vice President

TV8:kk

BIGTRONIK, Inc.

$(24 fomr Road

Lake Quwego, OR 87035
Telephone 800-547-0394
Tabefax SO3-835.8936
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THE QUEST FOR REVENUE AND PROFITS BY GPOs -~ HOW IT NEGATIVELY IMPACTS

FAIR MARKET ACCESS BY SMALLER MEDICAL COMPANIES

My name is Thomas V. Brown. [ am the Executive Vice President for BIOTRONIK, Inc.,
which is located in Lake Oswego, & suburb of Portland, Oregon. BIOTRONIK, Inc. sells,
markets and distributes cardiac pacemakers and implantable cardiac defibrillators,
Both procucts are seld in the Cardizc Rhythm Management market segment, snd
traditionally have been purchased by individual hospitals throughout the US. { have
nersanally worked within this business secter for twenty-six years, and | have been
associated witﬁ BIOTRONIK, Inc. for over four years. During my career in the Cardiac
Rhythm Management business, | have worked in many capacities. For the past eightesn
years, | have served in executive roles with such firms as Cordis Corporation,

Telectronics, Inc., St Jude Medical, Inc., and now BIOTRONIK, inc.

BIOTRONIK, Inc. is a privately owned US company that became incorporated in the state
of Oregan in 1988 During 2001, we achieved approximately $70.000.000 in annual
sates. We:i employ approximeiety 150 paople throughout the US with most residing in the
vicinity of Portland, Oregon. Our sister corporation, known as Micro Systems
Engineering, is alse located in Lake Oswege, Oregon, and is privately held by the same
7 owner as BIOTRONIK, Inc. Micro Systems Engineering was incorporated in Oregon in
1979 and employs approximately 300 people who are principally engaged in the design,
development, and manufacturing of cardiac pacemakers and implantadle cardiac

defibriliators.
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The industey known as the Cardiac Riythin Management business has been in existence
since the sarly 1940s.  Cardiac pacemakers and implantable cordiac defibrillators
{iC0s] are used to treat cardlac rhvthm disturbances, which are very comman in the
elderly populetion, Cardize pacemakers typically treal bradycardia Istow heart beat
disturbances, and 00s typically treat tachycardia fabnormally fast or erratic heart beat]
disturbances. The fresiment of both bradycardia and tachycardia rhythm disturbances
is typically managed by a cerdiolagist or an electrophysiologist or EP {a cardiclogist who
specializes in electrical disturbances of the heart]. Essentially, the cardiologist or £P
diagroses the cardiac riythm disturbance, determings how lo treat the disturbance,
and then, based on his or her findings, may sledt to implant 2 cardise pacemaker or 10D
inte the patient. The patient s commonly admitted to 2 hospital as & “full-time,
admitted patient” and has the necessary surgery for the implantation of the device, or

rnay have the surgery performed as an "out patient” procedure.

Typicatly, the physiclan has been the individual who setacts the type and brand of device
that is best suited for the patient. The hospital buys the product from one of five
vendors who sell such devices in the US and makes it available to the physician

responsible for Implanting the product info the patient,

The bradycardiz or tachycardia condiion 15 primarily associated with patients sver the
age of 60 years and, as such, most of the products are purchased through the United
States Medicara Systems. The individual hospital purchasing the product is reimbursed
by Medicare through what is known as the Diagnostic Related Group (DRG] which pays 3

set amount of maney according to “procedure code.” A procedurs code is provided by
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Medicare, and that specific DRG procedure code reimburses the hospital for the total
cost associated with buying the implaentable device, hospitalizing the patient, costs
assoclated with the surgical suite, and the overall averbead associated with the
orocedure. The hospital's profit, if any, becomes the positive variance between the
reimbursemoent for the procedure provided through the DRG process and the actual

total cost of the procedure, including the cost of the device.

If the procedure is done on an out-patient basis lwhereby & patient is discharges from
the hospltatvm Less than 26 hours], then a difterent reimbursement systerr is used, This
is knawn as the Cutpatient Prospeciive Payment System [OPPS] which is based on
Ambulatory Payment Classification groups [APC]. This system, in theory, will cover 75%
of the estimated device costs and other overhesd costs necessary to perform the
procedure. Additionally, Medicare supplementis the APC payment to provide a total
reimbursement to the hospital for patients eligible for “outpatient procedures” under
Madicare. Again, any profit gained by the Individual hospital for the procedure will be
the difference between its total Medicare reimbursement and its actual cost of buying

the device and providing the facility support and service.

During 2002. the Cardiac Rhythm Management business in the US is estimated to be
represented by 235,000 cardiac pacemaker implants per year [$1.5" hillion] and 85,000
implaatakle cardiac defibrillate - :mplants par year [$2.1" billion]. 1t is estimated that at
‘ least 70% of the implants listed above are covered under the US Medicare

reimbursement system due to the advanced age of the device recipients.
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The Cardiac Rhythm Management business within the US consists of five companies

that have Food and Drug Administration approval to manufacture and market products.

Those companies, and their approximate US unit markel share per business sector, are

listed in alghabstical order as follows:

COMPANY PACEMAKER UNIT SHARE 1G0 UNIT SHARE
RIOTRONIK 4% 1%
£L4 MEDICAL 1% 0%
GUIDANT 20% 39%
MEDTRONIC 50% 5%

ST. JUDE MEDICAL

15%

The industry has gone through a substantial change over the past faw years. Today,

purchasing paiterns are controlled or managed by entities known as Group Purchasing

Organizations [GPOs}. GPOs are either member-owned or independent organizations

that altempt <o take advantaga of buying products and services via the power of 3 larger

greup as opposed to the individual buying power of the individual hospital.
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The stated objective of the GPO is to reduce costs, improve value, generate revenue
{administrative fees), and simplify the contracting process for its merobers. Within the
US, there are approximately seven o ten GPOs that previde services to approximately
80-90% cf the hospitals within our country. The principal service provided is that of
negutiating and administering the contracts for goads and services that their member
hospitals are then expected to adhere to. Asg stated earlier, the GPQs ¢an be member-
owned, such 28 Premier Purchasing Partners located in Chicago, ltinols. This group
represents s owner mermbers, which are either large single hospitels or consortiums
of hospitals known as IDNs {indepencent Delivery Networks], Members, or potential
members, of the Premier GPO have an opportunity to "buy in” and become equity
members of the BPO; hewever, this usually costs millisns of dnliars as opposed to

simply becoming an independent member and paying an annual membership fee. Like

att GPOs, Premier Purchasing Partners charge their membars an annual membership ™

fee. Additionally, similar o all GPOs, they charge their vendors an “administrative fee,”
usually @ minimum of 3%. This fee is cnarged across the board on all large sationst
contracts, for all specialties, The GPQ refamns & portion of the revenue generated
through this administrative fee, and the balance & passed on to its members. The
amount passed on to the members is generally based on their percentage eguity or
membarship position. Equity members receive a higher percentage of each dollar

generated through the administrative fee process.

Some GPQs are 100% independent, meaning they are not member-owned, but privately

cwned by “for profit” corperate entiies. The independent GPOs, like the member-

wy
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owned GPOs, pass a percentage of the administralive fee un (o their hospitals or ION

members,

The concept of GPOs on the surface, is valid espacially in regard to their attempt to
secure better pricing on products purchased by their members through the power of
the toial organizalion, as opposed to the power of one single member. In many
instances, GPOs provide value-added services to their members and, certainty, in all
cases, provide revenue-generating opportunities, which hospitals may elect to deploy in

any way they wish.

in other ways, however, the business model on which most GPOs sre based upon is
flawed and potentially leads to an abuse of the Medicare laws waich were, of course,
adopted ta prevent physicians and hospitals from being improperly influenced by
inappropriate and illegal “kickback”™ schemes. Indeed, the Medicare regulations
specifically include Anti-Kickback and Fraud provisions to guard against this risk,
Essentially, the statuies have been developed to protect hospitats, 1INs, physicians or
other individua.s involved in the sale or purchase of goods and services that are
purchased through the Medicare system, from being improperly influenced by vendors
and manufacturers. Congress has thus sought to reduce the possibility of undue
influence that may be directed against all decision makers involved in the very

important contract decistons that are reimbursed through Medicars.

Unfortunately, through various lobbying efforts, GPOs were able to procure what are

known as “safe harbors” which provide certain exernptions to Medicare’s Anti-Kickback

-
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and Fraud regulations. One “safe harbor” permits 3 GPO to legally cherge so-called
“adrinistrative fees or transaction fees.” Generating administrative fees cause GFOs
znd their members to become graatly influenced by the revenue generation side of a
contract with 2 vendor, as opposed to the cost savings side of such an agreement. The
larger the company, or vendor, the larger its potential revenue-generaiing capability
becomes, and it is easier for the BPD to “sell” such a company to its members. This
results in 2 significant barrier to small companies that either do not have a large
market share that can generate “automatic and large revenues”, or the ability to pay the

“adrinistrative fees” to the GPO.

To further complicata this scenario, It is common for the GPOs to limit their contracts to
anly one or two vendors. This is done under the guise of cost savings. The GPO will
argue that by limiting their contracts to only & single- or a dual-vendor saurce, they can
negotiate better prices and save money by not dealing with multiple vendors. in reality,
however, a GPQ’s Limited choice stiftes competition ard interferes with a physicien's
medical decision making. This is because a GPO, which limits vendors must provide the
vendor who wins a contract with some value in order to charge the administrative fee.
The valué provided to the vendor is exclusivity within the GPO system. The vendor, or
vendors, selected become the only vendor{s! for periods as long as seven years, and all
other competition ‘s effectively preciuded from selling to the GPQ or its member
hospitats. The GP0s also pro:-ote exclusive utilization of their contracts, and often
tirres threaten the local hospitals with z reduced percentage of the administ-ative fee
returned to the hospitals, or expulsion from the GPO if they fail to adhere to the GPO

national contracts. In addition to the “administrative or transaction fee,” vendors also
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provide rebates based on market penetration and discounts based on sales within
hospitals. These rebates and discounts are paid directly to member hospitals, thraugh
the GPO, in cash or credit and may further influence the contracting decision made by

the GPO.
The following GPOs represent the majority of US hospitals:

« Premier Purchasing Partners, Chicage, L findependent and equity owner
men?_bership, privately owned GPO by 200 equity members, 1,800 hospital
members).

s Tenet Health Care/Broadlane, Dallas, TX lown and/or manage hospitals and
GPO, publicly traded corporation, 110 hospital members].

» Novation, Inc., Chicage, IL. [independent membership, privately owned GPRO,
2,000" hospital members].

* HCA/HealthTrust Purchasing, Nashville, TN [own and/or manage hospitals,
publicly traded corporation, 200 hospital members].

« MedAssets, Inc., St Louis, MO, [independent membership, privately owned GP&],‘
1.300" hospital membersl.

s Amerinet, inc., St. Louis, MO [independent membsrshrip. privately owned GPO,
2,000 hospital members).

» Consorta, Inc., Rolling Meadows, i, (independent membership, privately owned

GPO, 3" largest GPO including 50% of all Catholic hospitals within the US).
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As a smatter market shareholder specificaliy within the Cardiac Rhythm Managemant
market, BIOTRONIK, Inc. has observed the following significant problems as a divect

result of the current GPO system that we are forced to confront on a daily basis:

1. GPOs are driven by revenue generation through the administrative Tee process as
opposed fo cost savings. As a result, companies with sialler market shares
have a much more difficult ime securing national contracts with GPOs because,
by definition, they do not siready have the business or the market share. The
GPO's value proposition to their members is clear: "We will contract with the
targe market shareholders and provide improved pricing and additional revenue
through the administrative fe2 process.” GPOs will usually take the “path of

least resistance,” meaning they contract with the larger companies who

currenily control market share and are easiest to sell to their membars, “his

makes it almost impossible for a small company to obtain a national contract,
Acditionally, since BIOTRONIK is frczen out of local hospitals because of the
national contract, our company can never resolve the problem of growing our
m;rket share. Moreaver, physicizns who may wish to implant our company’s
products cannot effectively do so. The situation becornes a "CATCH 22,” meaning
we want to grow our market share but will never grow our share within a system

that is designed to block our sales.

2. Since most GPOs generate the largest amount of their total revenues through the
“administrative fee process,” as opposed to their mernbership fes process,

marketabitity of their national contracts and marke: ghare ownership of their
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vendars becomes paramount. As a result, smaller cornpanies do not play cn a
level playing feld. We are unfairly "locked out” of marketing our products to
GPO member hospitals, because we cannot obtain national contracts due to our
smaller size; and because it hecomes more difficult for the GPO to market our

goods and services.

Larger vendors utilize GPO relationships and contracts as a way to "lock out”
competitors. This fact prevents fair competition and prevents hospitais from
obtaining cost saving opportunities that can generally be fourd because larger
companies are less likely to lower pricing, since they already contral the market
share. The larger companies demand value for whatever pricing reductions they
may provide. The GPO creates that value by limiting access of the companies not
selected as part of their na-tio‘r%at can‘racting program, thus restricting market
entrance and fair trade. Clearly, this becomes a situation wherz the larger, more
dominant companies attempl to restrict market access by the smaller

companies to keep pricing higher and improve their profit margin.

Cortracts are set for long periods of time and prevent market entrance by
smaller companies. For example, the current Premier contract within the
Cardiac Rhythm Management business was negotiated for scven years and has
four years remaining. This contract is with Medtronic and Guidant, and
effectively prevents BIOITRONIK from doing business within the Premier system

for four more years,
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5. BIOTRONIK controls much larger market share around the world where GPOs
are non-existent and business is done on the traditional merits of the product,
price, and service. ln Europe, SI0TRONIK is the No. 3 market share leader. In
Germany, we control 35% of the bradycardia market and 20% of the tachycardia
rrarket. In Brazil, we control 70% of the bradycardia market: in {taly, we conirol
20%; in France, we control 15%; and in Spain, we control 20%. We do not
chserve the same barriers to market entry in these countries as in the US due to
the GPU influence and their need 1o create revenues through their contracting

process.

SUMMARY and PROPOSED SOLUTION

i summary, as a smaller, yet full-service supplier of cardige pacemakers and ICDs,
BIOTRONIK, lnc. is prevented from fairly competing within the US marketplace. Our
unfavorable position is the direct result of the national contracting process that is being
perpetuated by GPOs and their control of approximatety 80-90% of the hospitals in the
US. Due te the drive to generate revenues through the “administrative fee process”,
8P0s will naturally align themselves with the companies that control the largest
market share. This simplifies the selling process of the contract to their members and
guarantees the largest revenue return possible through the administrative fee process.
Furthermore, the GPO “safe harbor” to Medicare's "Anti-Kickback and Fraud” laws,
anly enables undue influence. A GPU's equity and general members are incentivized to
support contracts that return to the BP0, and its participants, the most profit. The
danger of such a system is clear and apparent - hospitals may be inclined to make

purchasing decisions based on the cash that may be returned to them by the 3P0, As a

11

-13
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result of the safe harbar regulations, this “legalzed «ickback” allows local hospitals to
generate additional revenue and generally increases the cost of healtheare delivery,
since these funds could be used to reduce the cost of purchasing products. This
creates an uneven playing field and prevents fair competiticn within our market. It
restricts our ability as a full-line, full-service company to grow and compete in a fair

and equitable manner.

While BIOTRONIK, Inc. supports the basic concept behind most GPOs, we believe the
business model is flawed and becomes a legatized way to circurmvent Medicare's Anti-
Kickback and Fraud reguiations, We believe that fair compaetition is prevented based on
the current system and that decisions are made based on how much money the GPC
and its members can make, versus how much money could possibly be saved by
allowing smaller companies, who are rmare willing to compete on ¢ost, service, and
general product features, to enter the market. GP0s have become restrictions to

market entrance and our ability to grow or even to ex:st.

BIOTRONIK, Inc, would propose the following:

1. Fo.;ce GPOs to exist and do business based on what they save their rmembers
through cost reductions. This will entail elimination of the safe harbor that
allows GPOs to charge administrative fees. As a result, GPOs would make their

/ing decisians based on price, service, and product features, as apposed o

how much revenue is generated through the administrative fee process.
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Farce GPGs to limit their purchases through national contracts that incorparate
administrative fess to no more than B0% of their products purchased in any
product segment. As a result, at least hal’ of the potential business witkin the
GPO would be "in play” based on price, service, and product features, as opposed

to how much money is generated through the administrative fee process

. Allow individual hospitals and/er Independent Delivery Networks {IDNs] to
charge administrative fees just like CPOs. As a result, local hospitals would be
allowed to make their own purchasing decisions based on price, service, and
pred\lcr features, and not be unduly influenced by the GFU because of the cash
generated by the GPQ's administrative fee that is returned to the hospital. This
practice would allow smaller vendors to work with individual hospitals that are
members of GPOs to negotiate contracts at the ltocal level without the negative
influence of local hospitals losing revenue due to a toss of administrative fees.
This change would allow individual hospitals to negotiate thelr own contracts
with smaller vendors, who are not included in 6P0 contracts, without fear of
wsing the revenue currently associated with GPO contracts,  This would
effe&tiveiy eliminate the one key feature that causes many hospitals to join GP0s;
namely, the revenue generating or profit sharing provided by GPDs as a result of
the administrative fee process. It would fairly and appropriately level the nlaying

field for all vendors.

13
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4. Force GPOs to allow any company that meels the lowest price offered by their

primary vendor to compete as tong as they are willing to pay the administrative

fee.

As long as the safe harbor statutes remain in place and 3P0s are allowed toc charge
sdministrative fees, there will generally always be restricted access for small
companies. Small companies are discriminated against by GPis because we cannot
generate the revenue through the administrative fee process. GPOs will virtually
always choose the “path of least resistance” by contracting with the larger companies,
charging the administrative fee, and locking out the smaller vendors; thus groviding
exclusive accass for the “primary” vendor or vendors, Fair and equitable market access
is denied smaller companies as a direct result of the process discussed in this

tesiimony.

Respectfully submitted,

Thomas V. Brown
Executive Vice President

BICTRONIK, Inc.
6024 Jean Road
Lake Oswege, OR 97035

800-547-0394, ext. 2174

.18
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A NONPROFIT AGENCY

April 29, 2602

Senator Herb Kohl

Chairman, Senate Committee on the Judiciary

Subcommittee on Antitrust, Competition, and Business and Consumer Rights
330 Hart Senate Office Building

United States Senate

Washington, DC 20510

Re: Testimony at Subcommittee Hearings on “Hospital Group Purchasing: Lowering '
. Costs at the Expense of Patient Health and Medical Innovation?”

Dear Senator Kohl:

ECRI just learned that Mr. Joe Kiani, President of Masimo Corporation, will reference
ECRI’s independent evaluation of Masimo’s Signal Extraction Technology (SET) for
pulse oximetry during his testimony at the April 30, 2002, Subcommittee hearings on
hospital group purchasing organizations (GPOs). ECRI is a nonprofit organization that,
for more than 30 years, has independently tested, evaluated, and rated medical devices.

ECRI believes that objective, comparative testing is the best assurance that the nation’s
patient population has access fo the best performing, safest, and most cost-effective
medical products.

While ECRI does not permit manufacturers to quote from Health Devices in their
advertising or promotional materials, the probative value of our findings at
Congressional hearings is obvious, and we routinely grant such permission. However, we
strongly recommend that our evaluations be read in their entirety, as quotes can be
misunderstood when information is reviewed outside its original context, I have mailed a
copy of the evaluation, which is published in our journal Health Devices, to your
Washington office. In addition, a PDF file of the published evaluation is attached to the
e-mail version of this letter. ECRI gives permission to the Subcommittee to duplicate and
distribute the evaluation for the purpose of the hearings. For your convenience, we have
also summarized this evaluation in an abstract attached to the end of this letter.

ECRI has standing to comment on the specific issues of pulse oximeters at the hearings,
should we be called upon. In brief, ECRI is a nonprofit health services research agency
widely recognized as the world’s leading independent organization committed to
improving the safety, efficacy, and cost-effectiveness of healthcare technology. For more
information about ECRI, please see our Web site at www.ecri.org. Our strict conflict-of-

5200 Butler Pike
Plymouth Meeting, PA 19462-1298, USA

A NONPROFIY AGENCY
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Senator Herb Kohi

Chairman of the Subcommittee on Antitrust,

Competition, and Business and Consumer Rights

April 29, 2002 : Page 2 of 4

interest guidelines are posted at www.eeri.org/documents/447855.htm. We were recently
quoted in the New York Times on the GPO issues. That article may be found at

www.nytimes.com/2002/04/23/business/23SEAL hitml (a hard copy is enclosed with the

original of this letter).

Should you have any questions about ECRU’s published study and findings, please
contact Mr. James Keller, Director of ECRI’s Health Devices Group, at ECRI at (610)
825-6000, ext. 5279. For information and comments about the broader issues of GPOs
for medical technology purchasing, please contact Mr. Tony Montagnolo, ECRI’s Chief
Operating Officer and Executive Vice President at (610) 825-6000, ext. 5173, or me at
ext. 5142. We are available to testify at subsequent hearings on this important healthcare
topic.

Sincerely,
[E-mail version not signed]

Jeffrey C. Lerner, PhD
President and Chief Executive Officer

ECRI
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My, Chairman and Members of the Subcormittee:

We are pleased to have the opportunity to cormment on the role of group
purchasing organizations (GPQO) in the marketplace for medical devices
used in hospitals. Faced with persistent pressures to cut their costs,
hospitals over the past two decades have increasingly relied on specialized
private firms—GPOs-—1o keep the cost of supplies in check. Hospitals buy
everything from sophisticated medical devices—for example, cardiac
defibrillators—to commodities such as saline solution through GFO-
negotiated contracts. By pooling the purchases of their member hospitais,
these specialized firms are intended to negotiate lower prices from vendors
{manufacturers and distributors), which can benefit hospitals and,
ultimately, consumers and payers of hospital care (such as insurers and
eraployers). The price advantages of a GPO are expected to be greater for
Iarge GPOs, which negotiate on behalf of nearly 2,000 hospitals. To
increase its leverage with vendors, a GPO often selects only certain
manufacturers and vendors of a product to include in its catalog.
According to GPOs, this selection of some vendors and exclusion of others
reflects judgments about both produet quality and price.

. Some manufacturers—especially small manufacturers of medical
devices—allege that contracting practices of some large GPOs have
blocked their access to hospitals’ purchasing decisionmakers. The
manufacturers eontend that these practices ultimately deny patients access
to innovative or superior medical devices. These concerns have spurred
calls for reexamining federal antitrust guidelines regarding GPOs. Issued
in 1993, these guidelines articulate an antitrust enforcement policy that
affords GPOs considerable latitude to merge and grow. The policy has
permitted the creation and growth of the largest GPOs, formed in the 1990s.

T Paged GAOG-02-890T
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To assist the Subcommitiee as it considers GPOs’ effects on medical device
purchasing, this statement provides an overview of the GPOs and their
operations and summarizes results from our pilot study, which the
Subcommittee requested, of a selected metropolitan area’s hospital
purchasing. This study was exploratory, testing the feasibility of collecting
price and purchase data for medical devices, and will be followed by a
broader study covering more areas, devices, GPOs, and hospitals.
Specifically, this statement details (1) the extent to which, in one market,
hospitals buying pacemakers and safety needles saved money by using a
GPO contract and (2) the extent to which these hospitals purchased
pacemakers and needles from small manufacturers. To learn about GPO
operations, we interviewed officials of 11 hospitals, four GPOs, nine
medical device manufacturers, two industry associations, and the
Department of Justice (DOJ). We established the feasibility of collecting
price and purchase data on medical devices by obtaining such data on
pacemakers and safety needles’ for 2000 from 18 hospitals in one greater
metropolitan area* We chose to study pacemakers and safety needles
because they are two types of medical devices that are commonly
purchased by hospitals. Hospitals in our sample purchased 121 models of
pacemakers and 196 models of safety needies. We compared GPO-
negotiated prices to prices obtained by hospitals purchasing on their own.
Because all these hospitals did not purchase each model, price
coraparisons were only possible for subsets of models. Taken together,
comparisons involved contracts of eight GPOs, 23 models of safety needles,
and 42 models of pacemakers. In many cases, more than one hospital
purchased a particular device; in those cases, the price refers to the median
price. We also used the purchase data to determine the extent to which
these hospitals purchased these devices from small manufacturers, We did
not independently verify the inferrnation in appendix I. Our work was
conducted from October 2001 through April 2002 in accordance with
generally accepted government auditing principles.

'The term safety needle includes many different types of devices with features to reduce the
risk of needlestick irjuries for health care workers.

*Price data did not reflect * rebat hich hospitals may receive regardless
of whether they used a GPO contract or purchased items on thelr own—or other payments
earned by hospitals purchasing with a GPO contract. In our statement, the term “hospitals”
refers to single facilities as well as health systems with muitiple hospitals. Seven hospitals
reported safety needle data for 2001.

Page 2 CAOC-02-880T
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In summary, for the hospitals that we studied, a hospital's use of a GPO
contract did not guarantee that the hospital saved money: GPOs’ prices
were not always lower and were often higher than prices paid by hospitals
negotiating with vendors directly. Specifically, we examined price savings
with respect to three factors:

* Whether hospitals using GPO contracts got better prices than hospitals
that did their own contracting varied widely by product model. For
some pacemaker models, the hospitals using GPO contracts got
considerably better prices—up to 26 percent lower than the hospitals
not using a GPO contract. But for other models, hospitals using a GPO
contract got prices that were much worse—up to 39 percent higher than
hospitals not using a GPO contract. Similar results held for hospitals
using large GPOs~—those whose members purchase more than $6 billion
per year with their contracts—compared to hospitals buying on their
own.

* Price savings differed by size of hospital. Large hospitals—those with
more than 500 beds—often obtained lower prices on their own than by
using a GPO. By contrast, small and medium-sized hospitals were more
likely to obtain price savings using a GPO contract. But these hospitals’
experiences also ranged widely: Some hospitals’ GPO contract prices
were much lower—and others much higher—than prices negotiated by
hospitals on their own.

* Price savings had little relationship to the size of the GPO. Hospitals
using contracts of large GPOs—those whose members purchase over
$6 billion per year with their contracts—did not necessarily obtain
better prices than hospitals using smaller GPOs’ contracts. This lack of
consistent price savings is contrary to what would be expected for large
GPOs.

In the metropolitan market we studied, hospitals bought pacemakers and
safety needles predominantly from large manufacturers. We could not
determine the extent to which hospitals’ reliance on large manufacturers of
these two devices reflected hospitals’ independent preferences for large
manufacturers’ products or the effect of GPOs’ contracting practices on
hospitals’ purchasing decisions, since almost all hospitals in our sample
belonged to GPOs.

The data on hospital purchases in our study market raise questions about
whether GPOs—and especially large GPOs—achieve price savings

Page 3 GAO-02-690T
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consistently, as expected. In addition, the limited number of purchases
from small manufacturers in our study market suggests the need to
examine data from additional markets, given small manufacturers’
concerns that GPOs’ practices inappropriately limit their access to
potential purchasers. This additional information on price savings and
GPO practices could inform an examination of GPOs' treatment under
federal amtitrust policy.

Background

Hospitals’ budgets for medical devices and other goods are substantial.
Many hospitals buy medical devices and other supplies through GPOs,
which are generally owned by member hospitals and vary in size and scope
of services. GPOs are expected to use volume purchasing as leverage in
negotiating prices with vendors. In exchange for administrative services
and the ability to sell through a GPO to its member hospitals, vendors pay
administrative fees to a GPO based on the hospitalg’ purchases made using
that GPO’s contract. These fees, sanctioned under Medicare law, cover the
GPO’s costs; GPOs often distribute surplus fees to their owners, Federal
antitrust guidelines help a GPO determine whether its business practices
and market share are likely to be questioned as anticompetitive by
enforcement agencies. -

Page 4 ; SA0-02-630T
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Hospitals and Medical
Devices

According to an American Hospital Association (AHA) survey, roughly
4,900 nonfederal community hospitals® spent an estimated $173 billion on
nonlabor supplies, services, and capital in 2000. A significant share of
hospitals’ nonlabor costs include such goods as pharmaceuticals and
medical devices. Hospitals buy these goods through their own purchasing
departments, and many hospitals—in addition to contracting on their own
with vendors—use GPO-negotiated contracts for at least some of their
purchasing. Some hospitals have large or more sophisticated purchasing
operations, but even hospitals belonging to large chains or health systerns
often do at least some purchasing through a GPO. The proportion of
hospitals belonging to at least one GPO is substantial: estimates range from
68 percent to 98 percent.*

Medical devices that hospitals buy span a wide array of products, such as
pacemakers, implantable defibrillators, and infusion pumps. Some device
manufacturers are small cormpanies that offer one product or a few closely
related products while others are large firms that offer many, often
unrelated, products. The Medical Device Manufacturers Association
estimates that some devices become obsolete within 2to 3 years—when
the next generation of a particular device becomes available.
Manufacturers market medical devices in medical journals and trade shows
but place considerable value on having access to clinicians in hospitals as
well as to hospital purchasing departments, which make the final buying
decisions.

GPOs’ Size, Structure, and
Benefits

According to the Health Industry Group Purchasing Association, hundreds
of GPOs operate today, but only about 30 negotiate sizeable contracts on
behalf of their members. The emergence of these large GPOs in part steras
from GPO mergers in the mid-1990s. Joint ventures and mergers created
the two largest GPOs, Novation and Premier, which have annual purchases
by member facilities using their contracts of $17.6 billion and $14 billion,
respectively. Other GPOs in our pilot study have less than $6 billion in

3 i itals include all deral short-term general and special hospitals whose
facilities and services are available to the public. Most community hospitals have fewer
than 200 beds while roughly 5 percent have over 500 beds. .

*AHA survey data indicate that 68 percent of hospitals belonged to a GPO in 2000 while,
according to the Health Industry Group Purchasing Association, 96 to 98 percent of
hospitals belonged to a GPO.
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annual purchases by member facilities. {See appendix I for purchasing
volumes of GPOs in our pilot study.) In addition to differences in size,
GPOs differ in scope. Some negotiate national contracts and offer many
services beyond purchasing, such as programs emphasizing the gains in
safety and economic value resulting from standardization, or specialized
software to help ensure that hospitals are not overcharged. Others serve
regional or local hospital markets and provide fewer additional services,

GPOs differ in their corporate structures and their relationships with
member hospitals. All large GPOs and many smaller GPOs are for-profit
entities, some of which are owned by not-for-profit hospitals.” Other GPOs
have shareholders independent of the member hospitals, which themselves
do not necessarily hold an ownership stake. An example of a for-profit
GPO owned by not-for-profit hospitals is Premier. Premier is owned by 203
not-for-profit health care organizations that operate approximately 900
hospitals. Gther forprofit GPOs are owned by investors that are not
member hospitals; for example, InSource is owned by MedAssets, a private
purchasing and contract services company. Broadlane's owners consist of
individual investors as well as forprofit and not-for-profit organizations
including Tenet Healthcare, 8 nationwide provider of health care services.®
Some GPOs are jointly owned, For exaraple, both Novation and Healthcare
Purchasing Partners International (HPPY) are owned by the same two
networks of hospitals and physicians, Network reembers purchase using
Novation contracts. However, non-network merbers purchase using HPPI
contracts, which are negotiated by Novation. Some GPOs, such as
HealthTrust, require that members do not belong to other GPOs. In
addition, some GPOs, such as Novation and Amerinet, contract with
mamifacturers to supply products sold under the GPO'’s own “private-label”
brand name. (See appendix I for a surumary of characteristics of GPOs in
our pilot.)

According to officials of GPOs and a GPO trade organization, benefits that
GPOs provide to member hospitals” include, in addition to lower prices,

*Hospital-owned GPOs may have nonowning members {affiliates), in addition to member
hospitals that are sharcholders.

“InSource Is one of two GPOs owned by MedAssets. Broadlane began as a division of Tenet
Bealthcare, which is now one of its owners.

"In addition to hospitals, many GPOs include as members other health cave organizations,

such as nursing facilities. We foeus on hospitals, which are key buyers in the medical device
market.
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reduced costs due to hospitals being able to reduce the size of purchasing
departments, as well as assistance with product-comparison analysis and
standardization of products. Benefits that GPOs say they provide to
manufacturers with which they contract include, in addition to access to
hospital decisionmakers, cost savings due to reducing manufacturers’
contracting, marketing, and sales activities. According to representatives
of some manufacturers, many GPOs act as gatekeepers to hospital
purchasing decisionmakers and charge the manufacturers administrative
fees as the price of access to their member hospitals.

GPO Price Negotiation and
Administrative Fees

In order to sell to hospitals through GPO contracts, vendors generally
submit proposals to a GPO—in response to Requests for Proposals
(RFP)-—that are then evaluated. Based on these evaluations, the GPO
enters into negotiations with select vendors to determine prices and, in
some cases, administrative fees that vendors pay to the GPO. Hospitals
then buy directly from the manufacturer for a price specified in a GPO
contract. Often prices through a GPO-negotiated contract vary based on
each hospital’s volume of purchases and the extent to which the member
hospital delivers on its “commitment” to buy an agreed-upon share of its
purchases of a certain product from a particular manufacturer.® The more
of a product that a hospital purchases, the lower the price per unit it may
pay the manufacturer. A hospital’s price may also vary depending upon the
share of a product it purchases from a manufacturer. For example, a
hospital that buys only 25 percent of its cardiac stents from one
manufacturer may pay nearly three times more per stent than one that
purchases all its stents from that manufacturer. Member hospitals may
have an additional financial incentive to use the GPO contract. The extent
to which a hospital buys using the GPO’s contracts may affect the share of
the administrative fees that the GPO returns to the hospital.

5Volume and commitment are also important factors in manufacturers’ contracts with
hospitals that purchase without using a GPO contract.
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Although GPOs provide services to hospitals and are often organized by
hospitals, many finance their operations primarily through the
administrative fees paid by manufacturers and other vendors. These fees
are typically calculated as a percentage of each hospital’s purchases from a
vendor. The Social Security Act, as amended in 1986, allows these fees,
which would otherwise be considered ‘kickbacks’ or other illegal payments
to the GPO.? Regulations establishing appropriate administrative fees,
enforced by the Office of Inspector General in the Department of Health
and Human Services, state that the fee structure must be disclosed in an
agreement between the GPO and each participating member. The
agreement must state that fees are to be 3 percent or less of the purchase
price, or if not fixed at 3 percent or less, the amount or maximum amount
that each vendor will pay. The GPO must also disclose in writing to each
member, at least annually, the amount received from each vendor with
respect to purchases made by or on behalf of the member. The fees tend to
be higher on purchases by hospitals that buy most or all of an item from
one vendor. In addition to covering their operating expenses with these
fees, GPOs, with the approval of their boards of directors, often distribute
surplus fees to member hospitals but may also use administrative fees to
finance new ventures, such as electronic commerce, that are outside their
core business. (See fig. 1.)

®Any return of a portion of a purchaser’s payment for the purpose of obtaining favorable
treatment in connection with a contract may be considered a kickback.
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Figure 1: Money Flows Related to Hospital Purchases Using a GPO

Payment for purchase
of product

Vendor
{manufacturers
and
distributors)

Administrative
fees

Hospital

Portion of
administrative fees

Portion of
administrative fees

Source: GAQ interviews with GPOs and a GPO trade association.

The complex financial flows among vendors, GPOs, and hospitals have
raised concermns that GPOs’ interests may diverge from those of hospitals.
According to some small manufacturers, GPOs have an incentive not to
seek the lowest price because higher prices yield higher administrative
fees. These manufacturers further suggest that GPOs, by relying on
vendors’ fees, become agents of manufacturers and assist them in limiting
competition. By contrast, according to some GPOs, they act as an
extension of hospitals and GPO members have input into the GPOs’
product selections. GPOs acknowledge that a manufacturer dominant in a
product line may contract with a GPO, or agree to a favorable contract, to
preserve its market share and exclude competitors. However, GPOs assert
that this selective contracting is part of a competitive process allowing the
GPO to negotiate lower prices. GPOs also emphasize that participation in a
GPO is voluntary, so the GPO must reflect what the hospitals want if it is to
retain their business.
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Antitrust

Recognizing that joint purchasing arrangements among hospitals may
enable members to achieve efficiencies that will benefit consumers but
may, in some cases, pose risks of harming consumers by reducing
competition, DOJ and the Federal Trade Commission (FT'C) issued in 1993
a guideline to help GPOs and others gauge whether a particular GPO
arrangement is likely to raise antitrust problems.’® This guideline sets forth
an “antitrust safety zone” for GPOs that meet a two-part test, under which
the agencies, absent extraordinary circumstances, will not challenge the
arrangement as anticompetitive. Essentially, the two-part test is as follows:

1. Purchases through a GPO must account for less than 35 percent of the
total sales of the prodaict or service in question (such as pacemakers)
i1 the relevant market. This part of the test addresses whether the
GPO accounts for such a large share of the purchases of the product or
service that it can effectively exercise increased market power as a
buyer. If the GPO's buying power drives the price of the product or
service below competitive levels, consumers could be harmed if
suppliers respond by reducing output, quality, or innovation.

2. The cost of purchases through a GPO by each member hospital that
competes with other members must amount to less than 20 percent of
each hospital’s iotal revernues. This second part of the test looks at
whether the GPO purchases constitute such a large share of the
revenues of competing member hospitals that they could result in
standardizing the hospitals’ costs enough to make it easier to fix or
coordinate prices.!!

However, the guideline states that a purchasing arrangement is not
necessarily in violation of the antitrust laws simply because it falls outside
the safety zone. Likewise, the guideline suggests that even a purchasing
arrangement that falls within the safety zone might still raise antitrust
concerns under “extraordinary circumstances.” Each arrangement has to
be examined according to its particular facts. In this regard, the guideline
also describes factors that reduce antitrust concerns with purchasing
arrangements that fall outside the safety zone.

U.8. Department of Justice and the Federal Trade Commission, Statements of Antitrust
Enforcement Policy in Health Care, Statement 7 (Washington, D.C.: August 1996).

'Statements of Antitrust Enforcement Policy in Health Care, Statement 7, p. 23.
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Price Savings Not
Obtained Consistently
with GPO Contract and
Savings Varied by
Model and Size of
Hospital

GPOs did not always obtain better prices for member hospitals. The
advantage or disadvantage of GPO prices varied by the model purchased
and size of hospital—but lacked a clear relationship to size of GPO. In our
pilot study, we compared median GPO and median non-GPO prices for
purchases by hospitals and found the folowing:

¢ Among hospitals of all sizes, hospitals using GPO-negotiated contracts
to buy pacemakers and safety needles often paid more than hospitals
negotiating on their own. This finding also held for hospitals using large
GPOs, compared to hospitals negotiating on their own.

« Between hospitals of different sizes, small and medium-sized hospitals
buying pacemakers were more likely than large hospitals to save money
when using GPO-negotiated contracts.”®

We also compared prices between large GPOs and smaller GPOs: Hospitals
of all sizes using a large GPO’s contracts almost always saved money on
safety needles but often paid more for pacemakers, compared to those
using smaller GPOs’ contracts. Large GPOs would be expected to achieve
price savings consistently. In all these comparisons, the price savings or
additional cost that hospitals realized—for example, by using a GPO or by
negotiating on their own—often varied widely from model to model.

Use of GPO Contract Often
Did Not Yield Price Savings
for Hospitals Buying
Pacemakers and Safety
Needles

Purchasing with GPO contracts did not ensure that hospitals saved money.
Among hospitals of all sizes in our study market, those using GPO-
negotiated contracts for pacemakers and safety needles often paid more
than those negotiating on their own. The median GPO-negotiated price
was higher than the median price hospitals paid on their own for all six
safety needles models and over three-fifths of the 41 pacemaker models

_ that could be compared.” Similarly, the use of a large GPO—one with an

annual purchase volume greater than $6 billion—did not guarantee price
savings. Hospitals using contracts negotiated by a large GPO paid more

2We compared GPO-negotiated prices to non-GPO prices for each size-category of hospital
separately. For exarple, prices were compared for large hospitals using GPO contracts
with large hospitals buying on their own.

Price comparisons include instances in which only the purchases of two or three hospitals
could be included.
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than hospitals purchasing on their own for the six safety needle models and
roughly half of the 22 pacemaker models that could be compared.

The price savings or additional costs that hospitals obtained using GPO-
negotiated contracts varied by model. For different safety needle models,
median GPO-negotiated prices exceeded prices negotiated by a hospital
buying on its own by from 1 percent to 5 percent. For different pacemaker
models, the variation was much greater: median GPO-negotiated prices
ranged from 26 percent less to 39 percent more than the median price paid
by hospitals purchasing on their own. (See fig. 2.)
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Figure 2: Differences between Median GPO Contract Prices and Median Non-GPQ Coniract Prices for 41 Pacemaker Models
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Source: GAC survey of hospitals in a greater metropolitan area.

Page 13 GAD-02-690T



126

Small and Medium-Sized
Hospitals More Likely Than
Large Hospitals to Realize
Price Savings on
Pacemakers with GPO
Contract

We examined how hospitals of different sizes using GPOs fared relative to
their peers purchasing pacemakers on their own and found that whether
there were savings depended on the size of the hospital.”* The 4 small
hospitals (those with fewer than 200 beds) always did better with a GPO
contract. The 11 medium-sized hospitals (those with 200 to 499 beds) did
better with a GPO contract for 40 percent of the models (see fig. 3), and the
3 large hospitals rarely did better with a GPO contract—compared with
their respective peers purchasing on their own (see fig. 4). Even though
small hospitals buying on their own generally paid higher prices than the
small hospitals using GPOs, the GPO-negotiated price was not much
lower—from 1 to 6 percent—than what they paid on their own.

“Comparisons by hospital-size for the purchase of safety needles were not possible. Several
small and medium-sized hospitals did not purchase safety needles. Of those that did buy
safety needles, the majority used GPO contracts for all their purchases or bought items for
which there was no comparable purchase without a GPO contract.
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L]
Figure 3: Differences between Median GPO Contract Prices and Median Non-GPO Contract Prices for 25 Pacemaker Models
Purchased by Medium-Sized Hospitals
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Note: Each bar refers to a different model of pacemaker. The length of the bar reflects the difference
between the price paid by medium-sized hospitals using GPO contracts and the price paid by medium-
sized hospitals not using GPO contracts to purchase the same model. Medium-sized hospitals are
hospitals with from 200 to 499 beds. Median prices were calculated and used in comparisons that
included more than ene GPO-negotiated price or hospital purchasing on its own.

Source: GAQ survey of hospitals in a greater metropolitan area.

As figures 3 and 4 show, the range of price savings or additional costs
associated with GPO contracts was considerable. For example, for
medium-sized hospitals, the median GPO-negotiated price was 39 percent
lower for model 1 and 25 percent higher for model 25 than the median price
paid by these hospitals purchasing on their own.
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]
Figure 4: Differences between GPO Contract Prices and Non-GPO Contract Prices
for 11°F Models Purchased by Large Hospital
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Median prices were calculated and used in comparisons that included more than one GPO-negotiated
price or hospital purchasing on its own. .

Source: GAQ survey of hospitals in a greater metropolitan area.

Compared to Smaller GPOs,
Use of Large GPOs Yielded
Price Savings for Needles—
Less Often for Pacemakers

The size of a GPO was not related consistently to whether a hospital, when
using a GPO contract, obtained a better price. Whether use of large GPOs
offered price savings varied by type of device: for safety needles, they were
more likely to obtain better prices and for pacemakers, they were less
likely to do so. Specifically, the median price paid by hospitals using a large
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GPO’s contract to purchase safety-needles was nearly always lower—for 18
of the 19 types of needles we could compare—than the median price paid
by hospitals using a smaller GPO’s contract. For pacemakers, a large GPO's
contract infrequently yielded better prices than smaller GPOs’ contracts—
for only 5 of the 18 pacemakers we could compare. In this case, the higher
prices associated with most of these pacemaker purchases run counter to
the expectation that large GPOs yield substantial price advantages. (See
fig. 5.)

Figure 5: Differences in Median Prices between a Large GPO’s Contracts and Other GPOs’ Contracts for 18 Pacemaker Models
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in the price paid by hospitals using a large GPO’s contract: whose over $6
billion per year with its contracts—and the price paid by hospitals using smaller GPOs’ contracts o
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purchase the same pacemaker model. Median prices were calculated and used in comparisens that
included more than one GPO-negotiated price or hospital purchasing on its own.

Source: GAO survey of hospitals in a greater metropolitan area.

Figure 5 shows that, as with the previous comparisons, the range of price
savings or additional costs associated with large GPOs was wide. For
hospitals using large GPOs’ contracts to buy pacemakers, the median price
paid ranged from 20 percent less for one model to 26 percent more for
another, compared with the median price paid.by hospitals using smaller
GPOs’ contracts.

Hospitals Rarely
Purchased Selected
Medical Devices from
Small Manufacturers

Regardless of whether a GPO contract was used, hospitals bought
pacemakers and safety needles predominantly from large manufacturers.’®
In our study, 5 of the 16 manufacturers from which hospitals purchased
were small; however, purchases from these 5 represented a small minority
of the models bought (1 of 121 pacemaker models and 22 of 196 safety
needle models). Almost all purchases from small manufacturers in our pilot
were made by hospitals buying on their own; only one hospital purchased
from a small manufacturer using a GPO contract.

We could not determine the extent to which hospitals’ reliance on large
manufacturers of these two devices reflected hospital preference or the
effects of GPOs’ contracting practices, because almost all hospitals in our
sample belonged to GPOs. Representatives from small manufacturers
whom we interviewed stated that some incentives in GPO contracts
penalize hospitals purchasing off-contract. However, hospital personnel
whom we interviewed emphasized different factors as infliencing their
purchasing decisions, including clinical considerations for pacemakers and
cost for safety needles. Seventy-one percent of hospitals purchased a
pacemaker and 15 percent a safety needle outside of their GPO contracts.

Concluding
Observations

While this is a pilot study based on one market, the data raise questions
about one of the intended benefits from having large GPOs. In our study
market, GPOs of different sizes realized cormparable savings for member
hospitals. Buying through a large GPO did not guarantee a hospital the

For our study, we defined small manufacturers of safety needles as those with 500 or fewer
employees and small manufacturers of pacemakers as those with a market share of less
than 10 percent.
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lowest prices. In fact, there were several instances in which individual
hospitals using a large GPO’s contracts paid prices that were at least 25
percent higher than prices negotiated by hospitals on their own, and
smaller GPOs also sometimes offered better prices. Clearly, more evidence
on GPOs and their effects is needed, since our data pertain to one urban
market, two types of medical devices, eight GPOs, and 18 hospitals. To
assist the Subcommittee, we plan to obtain data from a broader array of
geographic areas and for other devices, hospitals, and GPOs. Gathering
additional information on GPOs’ benefits and possible drawbacks could
inform an examination of antitrust policy toward GPOs.

COIItaCtS and For more information regarding this statement, please contact Janet
Heinrich at (202) 512-7114 or Jon Ratner at (202) 512-7107. JoAnne R.
Acknowledgments Bailey, Hannah F. Fein, Kelly L. Klemastine, and Michael L. Rose made key

contributions to this statement.
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Characteristics Of Selected GPOs

The information in this appendix illustrates how GPOs in our study market
vary in size, ownership structure, and profit status. The appendix contains
information obtained both from GPO Web sites during April 2002 and
through telephone interviews. We did not independently verify the
information in this appendix. (See table 1.)

.
Table.1: Characteristics of Selected GPOs in Our Pilot Study Market

Current
annual
purchasing GPO's
volume profit Owners' profit i

GPO (in billions) status Owners of the GPO status using GPO contracts features

Novation $17.6 For-profit Novaticn is owned by VHA: for-profit, Members include Novation has a
VHA, a nationwide UHC: not-for- 2,300 not-for-profit private label brand
network of community- profit hospitals and other with over 250 product
owned health care bhealth care sites. lines and over
systems and their $1 bitlion per year in
physicians, and UHC, an sales.
alliance of academic
health centers.

Premier 14.0 For-profit Premier is owned by 203  Not-for-profit Members include over The average of
health care organizations 1,800 hospitals and coniract
that operate other health care administrative fees
approximately 900 sites. paid to Premier is 2
hospitals. percent.

AmeriNet 5.2 For-profit AmeriNet is owned by Intermountain Members include Membership in
AmeriNet Central, Health Care: 14,315 acute care AmeriNet grew by
intermountain Health Not-for-profit. hospitals and other 3,172 new members
Care, and Vector. health care sites. in 2000. Many

Profit status for members are heaith
AmeriNet care organizations
Central and other than hospitals.
Vector was not
readily available, Amerinet has a
. private label brand.
HealthTrust 4.0 For-profit HealthTrust is owned by For-profit Members include 650 There is no

HCA, Inc., LifePoint
Hospitais, Triad Hospitals,
and Health Management
Associates.

not-for-profit and for-
profit acute care
hospitals and other
health care sites.

membership fee for a
member to belong to
HealthTrust.

HealthTrust does not
allow members to
belong to more than
one GPO.
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Appendix 1

Characteristics Of Selected GPOs

{Contirued From Previous Page}

Current

annual
purchasing GPO's

volume profit

GPO {in billions) status

Qwners of the GPC

Qwners' profit

status

Hemib

using GPO contracts

features

InSource 3.0 For-profit

inSource is owned by
MedAssets,

a private purchasing and
contract services
company.

For-profit

Members inciude over
11,000 acute care
hospitals and other
health care sites.

MedAssets also owns
Health Services
Corporation of
America, a national
GPO.

Consorta 2.5 For-profit

Consorta is owned by 12
Catholic-sponsored, faith-
based, not-for-profit
heaith systems: Ancilla
Systems, Ascension
Health Systems, Catholic
Heaith Initiatives, Hospital
Sisters Health Systems,
Minlstry Health Care,
Provena Health, Saini
Clare's Health Services,
Sisters of St. Francis, St,
John Health System,
Trinity Health - Nationat
Region, Wheaton
Franciscan Services, Inc.,
and Via Christi Health
Systems.

Nat-for-profit

Members include 320
acute care hospitals
and over 800 other
health care sites.

Consorta seeks 85 1o
90 percent voluntary
compliance {auying
through its contracts)
from its members.

Broadiane 2.3 For-profit

Broadiane is owned by a
mix of for-profit and not-
for-prefit organizations
and individual investors.
information about sach
specific investor was nct
readily available.

For-profit and
Not-for-profit

Customers include
476 acute care
hospitals and 1,200 10
1,500 other health
care sifes,

Broadlans has two
types of purchasing
programs. Customers
that buy through one
program buy almost
80 percent of their
goods and services
through the GPO. The
second program is
supplemental, with
more lenient
contracting and
buying requirements.
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Appendix I
Characteristics Of Selected GPOs

{Continued From Previous Page)

Current
annual
purchasing GPO's
volume profit Owners' profit Members/ Miscell
GPO (in billions) status Owners of the GPO status using GPO contracts features
HPPI 1.5 For-profit HPPlis owned by VHA, a  VHA: for-profit, ~Members include 998  Agreements offered
nationwide network of UHC: not-for- acute-care facilities by HPPI are
community-owned heaith  profit 5,022 other health negotiated by
care systems and their care sites, Novation.
physicians, and UHC, an
alliance of academic HPPI was created to
health centers. enable VHA and UHC

to market Novation
agreements to health
care organizations
that do not belong to
either VHA or UHC.

Note: Gurrent annual purchasing volume was obtained from GPOs or their Web sites during April,
2002. The year that corresponds to a GPO's purchasing volume may differ by GPO; GPO Web sites
often referred to this amount as the GPO’s “current annual purchasing volume."

Source: GPO Web sites and GAQ interviews with GPOs, Additional information was obtained from
Modern + (http//www.moderr . ts/gpo_chart.php37id=1), accessed
September, 2001,
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¢ JULIA NRUNHEIM HIPPS FAX NO. : 314 966 1246 Apr. 28 2082 11:57AM P1

Julia Naunheim Hipps RN
#12 Highland Place

St. Louis, Missouri 63122
ourmamere@mindspring com
314-966-1046

Cell 314-750-1077

RE: Testimony for Hearing April 30th at 2:30PM Regarding Group Purchasing
Organizations and the Medical Community

Seth Bloom
U.S. Senate Committee on the Judiciary
Sub-committee on Anti-Trust, Competition and Business Consumer Rights
224 Dirksen Senate Office Building
Washington D.C. 20510

Dear Seth,

Attached please find the testimony that I have provided for the hearing this week. I have
plane reservations and will be there on Monday afternoon. I will try to get by when I get
in, if possible, otherwise 1 will see you at the hearing. [ appreciate your time and patience
regarding this issue and look forward to meeting you there. Iam not a professional writer
and only provided personal testimony once in Jefferson City, Missouri for HB266. 1 am
Iearning the process slowly. 1 hope the testimony is not too lengthy. Thave to include the
part about my son to keep his spirit alive and well inside of me. 1 promised him the day 1
left that I would fight this thing until the end. The last thing he said to me was “Mom, I
Love You, Life is really great isn’t it”. ] agreed and we hugged. That was the last time [
saw him alive, glowing with pride and power. He was behind me all the way and was a
fighter himself for many good causes. :

Thanks again for your time
Respectfully yours,

Julia Naunheim Hipps RN
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FROM : JULIA NAUNHEIM HIPPS FAX NO. @ 314 966 1246 Apr. 28 2822 11:57AM P2

April 26, 2002

Julia Naunheim Hipps RN BS
#12 Highland Place

St. Louis, Missouri 63122
314-966-1046
ourmamere@mindspring.com

U.S. Senate Commiitee on the Judiciary
Subcommittee on Anti-trust, Competition and Business Consumer Rights
224 Dirksen Senate Office Building
Washington, D.C. 20510
1-202-224-5653
fax: 1-202-228-2294

ATTN: Senator Koh! and all other Committee Members

RE: Group Purchasing Organizations and the Effects on One Human Beings Life:

RN Infected with Hepatitis C from A Needlestick Injury October 29, 1999

Thank you all for taking the time to address this important issue regarding Group
Purchasing Orpanizations and the Health Care Community in the United States. My
name is Julia Naunheim Hipps, an RN from St. Louis, Missouri, that was infected in
October of 1999 with Hepatitis C, Type 1B, after providing nursing services to a patient
in her home. My injury is unique, in that 1 was doing everything according to
Manufacturers guidelines, OSHA guidelines, Nursing Policies and Procedures and
training provided by my employer, Bamnes Jewish Hospital. The product was designed,
intended, marketed and sold to be used as a reusable device, stating that it could be
reused hundreds of times from patient to patient. This is in dircct violation of OSHA
guidelines and continues to pose a danger to both the healthcare providers and the
community. The product T am talking about is the reusable blood drawing device that is
used to obtain blood specimens from a patient. Manufacturers name will remain
anonymous as several other companies market and sell similar products all sold through a
Group Purchasing Organization that provides medical supplies 1o numerous hospitals,
BIC included. Novation and Premier are among the top suppliers of this equipment to
the healtheare industry and are the primary causes of preventing hospitals from obtaining
life saving new equipment and needed medical supplies that are much safer to use in the
health care industry,

Over the past 10 years, nurses like Lynda Amold, infected with WiV, Karen Datey
infected with HIV and HCV, Lisa Black infected with HTV and HCV and myself infected
with FICV have been very outspoken about our injuries. During this time we have all
cartied the torch for a period of time and then passed it on to others that have the
dedication and energy while recovering from the side effects of treatment to continue the
good works that were started in the past. Since that time nurses have come a long way in
lobbying for safer devices by inflnencing the Federal Needlestick Prevention Act in 2000,
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FROM . JULIA NAUNHEIM HIPPS FAX NO. : 314 366 1246 Apr. 28 282 11:58AM P3

signed by President Clinton and the revision to OSHA Guidelines and Bloodborne
Pathogens Standard; several states have gone further to present tighter legislation, like
Missouri, that protects not only the private sector but the public sector as well. Al of
these changes have occurred because of the number of nurses who have been willing to
participate politically in this cause as a result of their injuries, exposing themselves
professionally and personally by tevealing their health related problems, including
Hepatitis C, HIV and sometimes both as well as other fata} bloodborne pathogens

While our activism as nurses has been successful in meking these legislative changes and
working with the political process, the stumbling block in really providing up to date
safety devices has been critically discouraged by the on going contracts between
Hospitals and Group Purchasing Organizations. Even if the hospitals want to utilize safer
devices, they are bound by agreements they entered into years ago, never believing that
they would loose aJl control on purchasing equipment for their patients and healthcare
workers.  Newer and safer medical treatment and safety devices that have proven to be
safer and more cost effective have been locked out by larger corporations that have the
market share contractually, providing financial incentives to some and penalizing those
who breach these contracts, making it difficult for the healthcare industry to make the
necessary changes to save lives of both patients and those who provide care, including
nurses, firefighters, policemen, EMT’s and other frontline workers.

While these contracts in the past may have provided financial savings to the healthcare
industry at a time when the medical community was looking at any and all means of
saving costs to remain financially stable, these contracts today are costing the lives of
many and pulting the financial burden back on the tax payers. Increasing cost for
Medicare, Workman’s Compensation Fund, Social Security Disability and Lost wages, as
well as personal and financial ruin for those who have dedicated their lives to helping
others have been sacrificed. The criminal responsibility of holding back innovative and
proven treatments by Group Purchasing Organizations is what is in question today. The
inability to provide the safety equipment so that healthcare workers can perform their job
safely has been seriously violated. The concept of group purchasing is now a detriment to
those working in the hcalthcare industry because it discourages providers from evaluating
and purchasing the necessary equipment to save lives and protect caregivers. Those who
lose in the end are the patients and the healthcare workers. In this group you can also
include yourselves, your family members and friends because it ultimately boils down to
the most vulnerable people, the sick, which are denied medical care that could save lives,

T will not get into all the statistical data that T am sure has already been submitted as
testimony, the 1000°s of people who have hecome infected for no other reason except by
being on the frontline to save others lives. The billions of dollars it is costing taxpayers,
the personal trauma it has caused so many and the unnecessary loss of life. 2 healthcare
workers dic daily as a result of these injuries according to the Service Employees
International Union. The loss of dedicated nurses, which is declining at record levels,
due to unsafe working conditions in the health care field is another serious Issue facing
our couniry today. So many factors that affect so many ordinary citizens should be
carefully analyzed so that we can rebuild a foundation of prevention and protection, This
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is much more econontical and would significantly reduce to rampant spread of HCV and
HIV as we know it today. Our country could stand to shut down many things
temporarily but frontline workers like Nurses, Policemen, Firemen, EMT’s and
caregivers would be sorely missed should we all shut down for even 24 hours. Millions
of lives would be lost and billions of dollars in the economy would be seriously
compromiscd should ALL firefighters stop doing what they do best: fighting fires and
saving lives, ALL nurses stop providing care and saving lives, ALL policemen stop
patrolling our streets ad saving lives and ALL EMT’s stopped providing life saving
procedures on 2 moments notice and saving lives. We are paying the price while our
efforts to protect this country; our families and our friends from harm are being taken
advantage of. Big business continues to make its profits at our expense. We only ask for
faimess and safety i the work place, you already have our dedication to our chosen
professions. That was made very clear on September 11 when all those frontline
workers spent endless hours trying to save so many lives. There dedication is
unquestionable, as we have all seen.

How Group Purchasing Contracts Have Affected My Life as an RN

I became a nurse activist for safety needles shortly after I became infected with Flepatitis
C from a needlestick injury. I had taken my mother to a Jocal hospital for kidney stones,
where 1 saw a product I was not familiar with, It was a blood-drawing device that
automatically retracted after use, protecting the caregiver from acquiring a needle stick
injury. Tts intended use is for single patient usc only and provides the best protection
available today to prevent the spread of unnecessary infections among healthcare
workers. I thought to myself, if only | had this device, T wouldn®t be undergoing 48
weeks of chemotherapy to rid my body of this horrible infection. T obtained 2 device
from the nurse and began my research into the product. 1 contacted my local hospital,
working from the bottom all the way to the CEO and discovered that the decisions they
made to provide safety devices for nurses was driven by the Group Purchasing
Organization that they belonged to. I introduced the safer device, I provided them with
contacts, and I provided them with all the necessary data that would indicate the necessity
for change to protect others from unnecessary needle stick injuries. 1t all made very good
sense to me, until I discovered, that the safety was not a primary concern, that they would
be penalized for even considering this product and severely penalized if they purchased
this product, Thus they continue o use the same products they used 2 % years ago,
making small changes, but skirting the issue of real safety: by holding the healthcare
community hostage due to previous agreements with the Group Purchasing Contracts,

I worked with legislators in Missouri to get HB266 passed. I worked with other nurses
that had also became infected with HIV and/or HCV lobbying for new prevention
strategies of bloodborne pathogens in the workplace to help prevent this from happening
to anyone else. I attended conferences with the American Nurses Association (ANA) in
Tndianapolis where three infected nurses presented a symposium on needlesafety as a
result of their injuries. I attended the Frontline Ilealthcare Workers Safety Conference in
Washington D.C. where 6 nurses attended this conference all infected by one or more of
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the above-mentioned infections, HIV and/or HCV, 1 contacted the FDA, OSHA, JCAHO,
and other federal agencies. | have been featured in numerous articles about ncedlesalety,
and continue on the mission of getting to the bottom of this prohlem once and for all.
have presented information to the Missouri Department of Health to assist hospitals in
making educated and informative decisions on new products, I have reviewed the
Emergency Care Research Institute (ECRI) manual, an independent testing and
evaluating group, similar to the Consumer Reports Tssues that evaluate many of our
products from automobiles to child safety devices and numerous other products. ECRI is
one of the only reviewing not-for-profit agencies that evaluate only healthcare products
on an annual basis. I have done everything in my power to make my injury count zs a
part of the process to change and I will continue wntil The Group Purchasing
Organizations open the doors to allow any and all products to be purchased without
Penalty to the purchasers.

April 30% 2002 is our day in court to present the testimony of how this has affected
numgrous small innovative companies, 1000°s of healthcare workers and the taxpayers by
continuing with this unethical, and immoral business practice. There will be many of the
large corporations testifying on their behalf and some testifying about how these business
practices have prevented new technology from being implemented in the healthcare
system. I offer to you my personal testimony and how this contract trickles down to the
people like myself, an ordinary citizen of the United States. T hope that it is clear the
effects that this agreement has had on all of us in the medical community and that the
changes we request today will be made to make it easier to evaluate and provide the
technology that medicine needs today {o continuc saving lives.

After 9 months into the first 48-week therapy regimen, my 18-year-old son was killed in
an automobile accident. He had fallen aslecp at the wheel affer a long week at school,
working and participating in Drug and Alcohol Prevention with Young Teens. He had
produced a commercial for PBS about drinkin g and driving, was a photo-journalist on the
yearbook committee, worked 2 jobs to make up for what I could ne longer financially
provide him as a result of loosing more than 50% of my income for the year. He was the
Captain of his Hockey Team at the high school, very involved with the teachers and
principals in trying to bring about change in the school regarding drugs and alcohol
abuse, counseled other teens about the dangers of doing drugs, was well respected by all
of his piers for his ability to make a stand on seriously banning drinking and using drugs
at school functions, games and practices and other activities outside of school and was
looking forward o voting in his first election. He bad just registered for the draft the
week before and was so proud to be a “REGISTERED VOTER™. He encouraged all of
his friends to vote and register, telling them that they had a real voice in our countries
future and was actively soliciting young 18 years olds to register to vote. He had always
_ shown an interest in Politics, from a young child, and always stood up for what he
believed in. We had a great relationship and talked at length about how to make the
world a better place to live. He was well on his way to college at University of Missouri
- Columbia for a degree in Journalism and Eilm Editing. He had already produced
several videos and was recognized for his great work when he fell asleep at the wheel.
No drugs, no alcohol, no inclement weather conditions, no passengers, no one else
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involved, no reason except that he wanted to see his (riends after photographing the high
school football pame and asking his first girl friend out to the high school dance. He only
went out one night a week, Fridays, as he was committed all the other days to werking,
school and counseling other young teens about the dangers of drinking and drug
addiction. He started in recovery at the beginning of his Freshman Year in Hi gh School
and had been sober till his death. As a child, he endured being the child of a single
parent, 5 surgeries on his eyes for crossed eyes, braces, adolescence, the murder of his
best friends father, (a father figure to him), the trial and conviction of the murderer, who
was on a drug binge at the time, and later sentenced to death. He also faced other hurdles
and disappointments in his life but always stood up, brushed himself off and continued
living his life trying to change things that didn’t make sense. He was physically strong,
very athletic, energetic and smart. He was sensitive and loving and our relationship and
bond was unbreakable. To this day, T can hardly think about starting another day without
him being here with me,

His strong belief in the political process and his commitment to change the world
rematined his primary focus. We used to talk about how change occurred and that you
had to take it one step at a time. Often times a long and tedious process, but if it makes
the world a better place for our future children then it qualified for a mission
accomplished. I promised him that T would take what had happened to me to the highest
level of the court system until I got the results that were needed. We discussed the ability
of the American people to be heard by writing to our congressmen and politicians who
ultimately were the power of the peoples voice, we had in depth conversations about
what Martin Tuther King’s contributions did for the civil rights movement, the
accomplishments of each and every one of our Presidents and leadérs and what they
fought for, what war time brought to our country and what it Jeft behind. He was
empowered to feel that change can begin at any place in the cycle. I had told him that I
would go to Washington D.C. some day and march up the steps to discuss this issue. The
only problem is that we were supposed to have done this together, Should he be alive
today, he would have been sitting next to me at this hearing today.

Since his death, T completed the first 48-week course of chemotherapy, The virus
returned within 4 weeks off of therapy, I then waited 6 months for FDA approval of the
new Pegylated Interferon and started another 48 weeks of therapy. I complete this last
course of therapy next week. It has been nearly 2 /12 years since my infection. There are
1o more roads to follow in therapy. I have been treated with the best available medicine.
If the virus returns I have to sit and wait for researchers o catch up with the virus. If [
have to have a liver transplant, T would be on & long list of other patients. Even with a
wansplant, the virus is bloodborne and will return, a transplant is only another temporary
measure to stay alive longer. In November of last year I was terminated from my
. position as a nursc under the FMLA because | couldn’t return to wotk. T had been
employed with them for 10 years and was educated in their Nursing Program at Jewish
Hospital College of Nursing, Unfortunately I had to look into to other sources to remain
somewhat {inancially stable and 1 began receiving social security disability payments. [
am now jnsured under Medicare A and B, still Teceiving workman’s compensation
benefits and lost cverything in my life that ever meant anything to me. I had never relied



141

FROM : JULIA NAUNHEIM HIPPS FAX NO. @ 314 966 1@46 Apr. 28 2082 12:@aFM P7?

on the government financially. I was always employed, paid my way through college the
first time and worked my way through the second time.

My son can never be given back to me: His memory will be with me forever. My health
can never be given back to me and my career as an RN is over. 1am unable to continue
providing bedside care as the risk of becoming infected with other bloodhome pathogens
is just to great. I still owe $20,000 in student loans that [ can’t pay and this was all to
save 30 cents at the hospital. It seems to me that this cost has been to the detriment of
society and myself while the big companies pocketed the change. The mental toll this
has played on my life is not even measurable

I can only pray that you will look seriously info this problem and correct it by reviewing
the purchasing practices of healthcare orgamzations and those who provide them with
necded supplics. I am only one of 1000 infected workers every year, 10,000 infected in
the past 10 years, 1,000,000 needle sticks annually. My injury is estimated to cost in
excess of | million dollars before I die and that is at today’s prices. I wish that I could be
present for the hearing but don’t know how logistically or financially I can manage it
from St. Louis. I will be there if at all possible. This hearing is very important to me. [
hope you have time to review this testimony among all of the other business testimonies
and realize the impact this has had on so many of us. T appreciate your taking the time to
listen to and read this testimony and [ hope that we can make the needed changes to the
healthcare system to prevent what has happened to me from happening to anyone clse.

T encourage the committee to vote to change' the policies regarding Group Purchasing
Organizations and allow life saving technology back into the hands of those who need it.
Allow hospitals (o have the control they need to evaluate products that they know will
belp their patients and healthcare worl ers, and stop the practice of banning new
equipment from being introduced by smaller innovative companies.

Thank you again for your time. I look forward to mecting some of you if I get to
Washington D.C,

Sincerely

.- Julie Naunheim Hipps RN BS
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April 30, 2002

The Honorable Timothy Muris
Chairman, Federal Trade Commission
601 Pennsylvania Avenue, N.W.
Washington, D.C. 20580

The Honorable Charles James

Assistant Attorney General

Antitrust Division

United States Department of Justice,

9th Street and Pennsylvania Avenue, NW
Washington, DC 20530

Dear Chairman Muris and Assistant Attorney General James:

The Subcommittee on Antitrust, Competition, and Business and Consumer Rights has
been investigating the competitive effects of hospital group purchasing and is today conducting a
hearing on this issue. Owr inquiry has focused on the effect of hospital group purchasing
organizations ("GPOs") on smaller and competitive medical equipment manufacturers and
pharmaceutical companies seeking to sell their devices, equipment, drugs and supplies to
hospitals. Many smaller and start-up medical device and equipment manufacturers have asserted
that GPO contracting practices effectively foreclose them from the market. . The contracting
practices alleged include sole source contracts, long-term contracts with suppliers, requiring high
commitment levels from hospitals in order to be eligible for GPO-negotiated discounts, and the -
bundling of different products so that hospitals much purchase the bulk of their supplies off a list
of bundled products in order to qualify for the discount for any one product. Smaller
manufacturers allege that the incumbent suppliers, in concert with the GPOs, utilize these
contracting practices to eliminate competition and entrench the dominant position of the
incumbent suppliers.

In addition to these concerns, it is clear that the GPO market consolidated significantly in
recent years. Where once many small and regional groups were responsible for most hospital
group buying, today the industry is highly concentrated, with two GPOs — Premier and Novation
—responsible for medical devices and equipment contracts for almost 60% of the nation’s
not-for-profit hospital beds. Some smaller medical device and equipment manufacturers believe
that this level of market share has made it essential to obtain contracts with these two GPOs in
order to have a viable business plan.

In light of this consolidation and of the allegations of anti-competitive behavior by the
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large GPOs, we ask that the Department of Justice and FTC re-examine their Health Care
Guidelines as to this issue. Specifically we request that the agencies re-examine Statement 7 of
their Antitrust Enforcement Policy in Health Care, which declare an "antitrust safety zone"
making protecting joint purchasing arrangements among health care providers from antitrust
challenge under the circumstances described therein.  We request that the agencies carefully and
thoroughly examine these Guidelines to determine if any revisions are now needed in light of
current market conditions and the changes in the hospital group purchasing marketplace in the
last decade since the Guidelines were adopted. This review should examine whether any
modifications are necessary in the "antitrust safety zone" so that these Guidelines better serve the
interests of competition and consumers. In this connection, we request that the FTC undertake a
study and economic analysis of hospital group purchasing including an inguiry into whether the
current functioning of the marketplace under the Guidelines® antitrust safety zone has caused, or
has the potential to cause, injury to competition among medical device and equipment
manufacturers.

‘We recognize that group purchasing by hospitals has the potential to create efficiencies
and reduce health care costs by permitting small and large hospitals to band together and gain
greater bargaining power with suppliers; to the extent that such cost savings exist, we would like
to preserve and enhance them. We are concerned, however, about the allegations regarding
contracting practices of the large GPOs, and by the consolidation in this industry throughout the
last decade. To the degree that such market circumstances have harmed competition in the
medical device and equipment marketplace we may run the risk of diminishing the medical
innovation so essential to modern health care. - We therefore believe that it is now time for the
FTC and Justice Department to study this issue and to re-examine its Guidelines to ensure they
continue to serve the interests of ensuring a vigorously competitive medical equipment
marketplace as well as a cost-effective market for medical supplies overall.

Thank you for your attention to this matter.

W Very respectfully yours,
HERB KOHL > MIKE DeWINE
Chairman, Subcommittee on Ranking Member, Subcommittec on
Antitrust, Competition, and Antitrust, Competition, and Business

Business and Consumer Rights and Consumer Rights
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Mr. Chairman and members of the Subcommittee,

Thank you for conducting this hearing into the unintended but nonetheless
very real and very serious consequences of the antitrust exemption for hospital
group purchasing of medical supplies and equipment.

Over the years, this well-intended exemption has turned into a nightmare of
devastating consequences that threaten both the health of our nation’s
competitive, free enterprise system and, most importantly, the health and well
being of our people.

My name is Larry Holden. | write to you on behalf of the small to medium sized
medical device manufacturers that comprise the largest portion of the innovative
research and development sector of America’s medical device industry.

Medical technology enables millions of Americans to live longer, more
comfortable and more productive lives. The technological innovations developed
by medical device manufacturers, many of them small companies, have
produced the wonders of modern medicine and surgery. From fongue
depressors to heart pacemakers to pulse oximeters to intrauterine monitors to
disposable safety needles, these individuals and their companies produce the
innovations in medical device technology that help people get better faster.

This testimony represents the dreamers ... the inventors ... the engineers,
scientists, designers, physicians, techs, and other risk-takers who together offer
health professionals, and the patients for whom they care, the safest, most
effective, advanced medical technologies known to medicine.

We are able to do this in part because of the free market system that underlies
our economy. That system is safeguarded by our antitrust laws. These laws, as
the U.S. Supreme Court has stated on numerous occasions, are in place to
protect competition — not to protect competitors. ’

Unfortunately, an unforeseen and unintended -- but nonetheless crushing —
anticompetitive phenomenon now profoundly challenges this technological
progress in health care. We respectfully submit that this issue requires your
continued oversight and, we believe, a corrective remedy.

Medical Technology Innovation Drives Health Care

| am president of the Medical Device Manufacturers Association. MDMA exists
solely to provide a collective voice on behalf of the innovative companies whose
efforts improve the quality of patient care through the advancement of medical
device technology.
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innovators and manufacturers of medical devices, diagnostic products and health
care information systems.

Together, we represent the future of medical technology in America. | say this
not to denigrate or discount the advancements made by our nation’s large,
established medical device manufacturing firms. These vital enterprises
originally created what has become the hallmark of our industry — constant
innovation and technological advancement.

And they built the foundation for the medical technology industry on which MDMA
members today proudly pursue new research and development.

But | make the distinction, Mr. Chairman, because it has long been true that the
vast majority of technological advancements in medical devices and ancillary
equipment and diagnostic products are driven by small, innovative,
entrepreneurial manufacturer (as is the case in many sectors of the economy).

It has been said reliably that, at any given time, 60 percent of the medical
products sold are less than 12 months old. This continuous innovation has
traditionally been the hallmark of the entrepreneurial medical device industry.

The large manufacturers that today are so important to the continuity of supply of
quality products — Medtronic, Becton-Dickinson, Abbott Laboratories, and Baxter,
to name just a few of our industry’s great leaders — were themselves once small
operations begun in a garage or a converted lab. Their own histories thus urge
them to look in the direction of small entrepreneurial companies for innovation.

Today, moreover, these leaders find it economically logical and strategically
advantageous to look to us — the next generation — for the innovation that will
keep the industry moving in a dynamic and positive way toward the future.

> But we appear before you today, Mr. Chairman, as individuals and
organizations profoundly concerned about the future of medical
technology in this country.

For years, many of us in the innovative sector have watched with alarm as our
new products have cleared the multitude of research and development hurdles,
which include, but which are by no means limited to ....

Laboratory testing;

Animal testing;

Initial funding;

Human testing;

Regulatory review;

Patent review; and
Reimbursement assessment
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.... only to see our products die because we could not even get a fair chance to
sell them due to artificially imposed barriers in the marketplace itself.

Because of these barriers to entry in the marketplace, many of MDMA’s
members are forced into the Hobson’s choice of either selling our technologies to
larger, more established firms or going out of business altogether.

Moreover, their problems are exacerbated and their ability to fight for survival
abridged because many of these artificial barriers, so hostile to the interests of
our industry sector and innovation itself, and ultimately the American consumer,
were erected by large industry players under the protection of antitrust
exemptions created by the Congress for far different and uniformly laudable
public policy goals.

If this situation goes on unremedied, however, it would seem to place the
imprimatur of the Congress upon the following negative health care
consequences, among others, which we firmly believe to be unintended ones
flowing from the antitrust exemptions in question:

> Restrictive long-term contracts and lengthy technology-exemption
procedures have evolved over the years into the current purchasing
system, which has become antithetical to continuous innovation. It now
serves only as a barrier to significant market entry by entrepreneurial
medical technology companies.

> Improper bundling/tying practices seek to preciude hospitals and care
providers from having a choice in selecting the best medical devices for
their physicians and patients.

These barriers, of course, in turn prevent health professionals and patients from
access to technologies that can save lives, prevent injury, and help control health
care costs.

So we were deeply gratified that you, Mr. Chairman, and the other members of
this subcommittee — and the full Committee on the Judiciary and members of the
staff — have demonstrated your deep and general concern about this issue by
calling for this hearing. On behalf of the entire MDMA membership, | thank you.

We are also gratified by the troubling but nevertheless necessary light of truth
that has been shed on this previously “hidden” problem by a Pulitzer Prize-
winning team of journalists at the world's leading newspaper, The New York
Times. The Times, in an exhaustive three-part series or articles that are the
result of more than a year's worth of research -- as well as a parallel article in last
Saturday’s edition focusing the electronic commerce efforis of one large GPO --
has enunciated this problem more eloquently than | ever could.
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But | am going to try.

The Health Care System is Under Anticompetitive Attack

Before going further, | wish to make clear that MDMA does not believe that
anyone has maliciously contrived to create the economic and life-threatening
nightmare that is today’s hospital group purchasing system. This is a creature
that “evolved” over the last few years through rational strategic business
decisions made in response to the opportunities the antitrust exemptions
provided.

We submit that according to the following criteria that Congress itself set forth in
the legislative history, it has now become evident that evolution has not
proceeded in accord with the will of the Congress:

> To the extent that this subcommittee desires to see a health care
marketplace in which our nation’s fundamental principles of free enterprise
and open, healthy competition are pursued vigorously, it is not happening
in the medical technology industry;

» To the extent that this subcommittee desires an environment in which the
true costs of health care are the standard against which public policy
decisions governing anticompetitive behavior are rendered, it is not
happening in the medical technology industry; and

> To the extent that this subcommittee desires an environment in which
healthy competition helps minimize adverse health consequences — such
as increased health risk to patients and unacceptable safety risks to health
care workers -- it is not happening in the medical technology industry.

How Does This Anticompetitive Behavior Show ltself?

In a nutshell, the business practices of the large Group Purchasing Organizations
— GPOs — that dominate the health care purchasing market stifle innovation and
entrepreneurship.

Over the years, it has become incontrovertible that the relaxation of the antitrust
and Medicare laws has reduced, rather than enhanced, competition in the health
care products industry. A small group of GPOs has emerged to dominate the
purchasing side of the industry. As a result, larger device manufacturers, now
able to focus their sales attention of just a few purchasers, have offered each of
these dominant GPOs sizeable administrative fees to enter into exclusive
purchasing agreements.
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Such agreements typically require affiliated hospitals to purchase at least 80%
{(and in some cases, 95-100%) of their medical supplies from large
manufacturers for periods of up to seven years—several times the average
generational life cycle of a new medical device. As a result, they effectively
prevent any hospital affiliated with a GPO from making purchases from other
product manufacturers, regardiess of quality, safety, or cost of care delivered.

There are several manifestations:

>~ Due to the nature of GPO purchasing contracts, medical technology
entrepreneurs have little or no opportunity to market their products
to hospitals and cannot effectively compete for their business.

The two major GPOs control purchasing power for two-thirds of the hospital beds
in the United States. This was not and could not have been envisioned by the
Congress in creating antitrust exemptions that were to enhance the economic
and health interests of consumers.

One of these major GPOs commits member hospitals to purchase 90 percent of
their supply needs from the one or two manufacturers under contract with it.
This could not have been envisioned by the Congress.

Member hospitals are, for all practical purposes, prohibited from independently
soliciting quotations for products covered under the agreement and are equally
forbidden from entering into or renewing independent contracts for covered
products. This could not have been envisioned by the Congress.

In essence, GPO contracts prohibit medical technology entrepreneurs from
presenting competing proposals to GPO member hospitals, and prevent these
hospitals from legitimately comparing the prices or quality of competing products.
This anticompetitive behavior absolutely was not envisioned by the Congress.

» GPOs engage in “bundling” as a standard marketing tool that
guarantees that hospitals pay higher prices for certain products.

Certain GPOs bundle a single manufacturer’s product lines together under
committed-volume GPO contracts, requiring hospitals to pay higher prices for
products where competition is great (and prices would theoretically be lower) to
receive preferred pricing, rebates, and other discounts on products in markets
without significant competition (where prices would theoretically be higher).

When medical device manufacturers actually do secure a contract with a major
GPO, they are often subjected to a second barrier to entry into the hospital
market, namely, bundling arrangements designed by the GPOs to promote the
entire product line of a certain large manufacturer or group of large
manufacturers.
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The majority of these bundling arrangements create significant incentives for
hospitals to avoid purchase of individual medical devices not included on the list
of preferred products, regardless of their virtues, in order to avail themselves of
special discounts spread across a large manufacturer’s entire line.

By linking a hospital's savings to its commitment to purchase a certain minimum
percentage (for example, 80-90%) of its needed products from those selected as
part of a bundle, GPOs employing this contracting method virtually ensure that
other product manufacturers can compete for no more than a 10-20% share of
the market in the participating hospitals.

Additionally, one GPO, Novation, Inc., is known to charge manufacturers an
additional fee for the right to participate in a Novation bundle above and beyond
the 3% administrative fee contemplated by the Congress.

In effect, this additional fee is paid by selected manufacturers in return for
ensuring that they will enjoy the benefit of near-exclusive access to hospitals that
choose to participate in Novation’s bundling program.

This form of bundling by large GPOs protects GPO-sponsored manufacturers
from targeted competition from small and entrepreneurial manufacturers with
innovative technologies.

» Long-term GPO contracts lock out competitors and deny innovative
products to patients and health care providers.

GPOs have told us — and they have told you again today -- that their long-term
contracts (which range up to 7 years in duration) do not exclude any
manufacturer from competing for business from member hospitals. Indeed, as
recently as this past month, the GPOs have touted the existence of their
processes for allowing member hospitals to evaluate and purchase new or .
advanced technologies from manufacturers that are not under contract.

The pointlessness of this recent effort would be amusing were it not so frustrating
to consumer interests, because the issue of contractual lockout has nothing to do
with the existence of evaluative processes. Rather, the issue pertains to the lack
of integrity of these processes.

As a matter of fact, GPOs devised so-called “breakthrough technology”
exceptions only as a fig leaf for the patently exclusionary effects of their
contracting practices. The exception ostensibly exists to enable a GPO to deviate
from an exclusive or quasi-exclusive purchasing commitment to a vendor when
another vendor offers “breakthrough technology.”
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This name itself, which one GPO actually uses for its “innovation” program,
ironically underscores the difficulty of the process and its function as a barrier.

The name is also suggestive of the inappropriately high burden such an
innovative company must carry-in an industry in which aimost all innovation is
necessarily incremental improvement carried out by entrepreneurs in response to
feedback from practitioners.

The GPOs, of course, have the ultimate decision about whether a technology
meets the “breakthrough” criteria and, in practice, frequently make those
decisions in concert with the incumbent vendor from whom the GPO stands to
lose millions of dollars in fees if a competitor’s product were actually to be
allowed to be purchased under the breakthrough technology clause.

One GPO, for example, requires a member hospital to go through an 18-step
process to obtain an exemption from its commitment to purchase a product under
contract, and includes a review of the request by the competing manufacturer
that currently holds the contract.

One small company, Masimo, Inc., of Irvine, California, believes that its
experience with the breakthrough process developed by Premier Purchasing
Partners is typical if not inevitable: Premier denied Masimo the opportunity to
make sales to Premier hospitals for two years while Premier’s incumbent, fee-
paying vendor Tyco-Nellcor copied Masimo’s technology.

In another startling example, innovative safety needles designed and
manufactured by Retractable Technologies of Texas were excluded from the
GPO-dominated marketplace until an expose by CBS-Television’s 60 Minutes
program questioned the practice.

> lronically, Premier now uses this case as an example of how they make
room for breakthrough products from smaller companies to satisfy unmet
needs.

In paid advertisements that ran in selected news journals over the
weekend, the GPO trade group actually claimed credit, in a rather strained
(some would say shameless) effort to play to American patriotism, for the
availability of safe needles in the health care seiting!

But chutzpah will not efface the history of GPO resistance to this
technology’s entry into the marketplace, which is exhaustively
documented in the 60 Minutes piece.

This sort of activity, especially when coupled with a perfunctory survey paid for
by the GPOs and released this past month, demonstrates in a way that we never
could, that the impact of these alleged innovation-promoting processes is illusory
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at best, and a sham at worst. They were to serve as a proxy or substitute for the
functioning of a true market in bringing forth innovation.

In reality, however, they serve exactly the opposite end by strangling innovation
altogether where it would serve as a competitive threat, or by setting innovative
intellectual property up to be either cheaply purchased or stolen outright.

> The GPO business model, which includes exorbitant “administrative
fees”, “licensing fees”, and other charges, is a barrier to market
entry and secures the position of incumbent, dominant
manufacturers.

Members of the subcommiitee may recall that when Congress originally carved
out exemptions for GPOs, the Members were concerned about the costs — and
the legitimacy — of the administrative fee structure. They were right to have been
concerned.

GPOs often charge high administrative fees to manufacturers for the right to sell
their products through to hospitals — and, as it also turns out — to have their
product lines protected from competition by the GPOs.

The “administrative fees” typically are based upon:

* vendors’ sales figures,

o private-labeling arrangements under which participating manufacturers
must pay “licensing fees” to the GPO for the ability to market their
products under the GPO's name, and

+ “product evaluation fees” in which a GPO insists that manufacturers pay a
fee -- up to $2 million in one case -- for the opportunity to have their
product “evaluated” for inclusion on the GPO preferred-product list. -

All of these exorbitant fees have the effect of creating additional barriers for small
manufacturers with limited product lines or capital that might wish to participate in
the GPO process.

And these fees absolutely confirm the worst fears of Congress when it
contemplated the GPO antitrust exemption.

> The economic incentives for GPOs are not aligned with the benefits
these institutions are supposed to provide in exchange for their
special status under the antitrust laws.

For-profit GPOs make their money based on a percentage of sales made under
their contracts, not on the basis of a percentage of the savings they generate for
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their hospital purchasing members. GPOs also make most of this money from
the “administrative fees” paid by manufacturers.

» And herein, of course, lies the fundamental problem with the
contemporary GPO system: an inherent conflict-of-interest. As The New
York Times explained in the first of its three articles exposing troubling
anticompetitive behavior in the GPO scheme (March 4, 2002):

“The problem begins with this simple fact: The buying groups are financed not by the
hospitals that buy products but by the companies that sell them. In other words, the
groups take money from the very companies they are supposed to evaluate objectively.
Each year, companies pay Premier and Novation hundreds of millions of dollars in
fees that represent a percentage of hospital purchases. The more hospitals spend on
medical supplies, the more dollars Premier and Novation get from the suppliers.”

These incentives don’t align correctly with the original contemplated purpose of
the exemption — which was to encourage the acquisition and use of the best
medical products in the most cost-effective way.

Instead, these incentives simply encourage GPOs to do as much business as
possible with as few manufacturers as possible, thereby helping GPOs maximize
their profits while minimizing their own administrative costs.

Another astonishing example of conflicting incentives in the GPO marketplace —
this time by Novation -- was explored by The Times just this past Saturday.
Reporter Mary Williams Walsh detailed a hauntingly familiar story of corporate
executives who have invested shareholders’ money in a business that the
executives control, which is intended to sell products back to the shareholders.
The business has lost hundreds of millions of dollars since its creation five years
ago.

This end run past sound conflict-of-interest policy was criticized directly by E.
chandler Bramlett, CEO of Infirmary Health System of Alabama, who was quoted
in the Times as saying: )

“This presents a problem to me. If someone has a financial stake in an
organization, and they have the ability to determine how much funds will go to
this organization, that has the potential to cloud their objectivity.”

Another CEO, Dennis Hall of Baptist Health System, also was quoted in the
Times as saying:

“My board...would be very concerned if they found out | was a stockholder in a
company that we were thinking of awarding a contract to.”

> GPOs are unable to demonstrate actual savings, and may actuaily
cost the health care system more money.
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As you may know, and as the columnist David Broder pointed out recently in an
entire column dedicated to the subject, health care costs are dramatically on the
upswing again.

Mr. Chairman and members of the subcommittee, we all have a vital vested
interest in controlling health care costs. Rising costs make it difficult for
employers to provide coverage for their workers; rising costs exacerbate the
already unconscionable problem of the uninsured in America. Rising costs drain
productivity and damage our nation’s global competitiveness. These phenomena
are well known to the public at large.

We have no way of knowing if the recent rise in health care costs is attributable
to the GPO’s anticompetitive behavior. We do know that the GPOs say they are
saving money for their hospital customers. We do know that the GPOs say that
they find the best prices for the customers.

Lower Prices Do Not Necessarily Equal Lower Costs

We also know that cost savings in the context of health care is a function of so
much more than just price — especially in the health care sector.

> ltis for this reason that we respectfully, but firmly, question the
fundamental premise implicit in the title of today’s hearing, “Lowering
Costs at the Expense of Patient Health and innovation?”

There is no evidence that GPOs are holding down health care costs. They may
be holding down prices — but none of us here today can even be sure of that.
Historically, in their dealings with our members, GPOs have declined to agree to
any transparency in matters pertaining to pricing. This remarkably inappropriate
habit, given the GPOs’ special status under the antitrust faws, was scrutinized in
an alarming new context only three days ago by The New York Times.

The article by Mary Williams Walsh that appeared in Saturday’s Times to which |
have referred earlier, also exposes the sad state of affairs about product pricing
in the whole GPO scheme. The article states: “Medical supply companies [were
not] interested in signing up with any web site [the Novation-controlled Neoforma
e-commerce distribution site] that might post their prices next to competitors’
prices, allowing instant comparison by hospitals, said Lawton R. Burns, director
of the Center for Health Management and Economics at the Wharton School of
the University of Pennsylvania.”

But are the manufacturers uninterested in posting their prices out of fear that a

competitor might undercut them? Or are they aware, as are we, that in the
medical supply world, “price” is only the starting point for discussion.

10
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Health care economists have known for years that the cost-effectiveness
equation in health care is not price at all, but rather the factors that collectively
are known as the total cost of care delivered.

This total cost includes, but is not limited to:

e actual price of the technology, also known as the out-of-pocket cost;

e use costs; that is, the overhead associated with the product — training,
monitoring, and administration

« " utilization costs; that is, the amount of supporting care or usage of the
product that is required to achieve the desired outcome; and

o the costs of complications and unwanted side effects.

Only “price,” the first item, is contemplated in GPO contracts, and some of our
MDMA members have told us that even price is not a factor in their discussions
with GPOs.

Mr. Chairman, sometimes we’re not even sure what IS a factor in GPO
decisionmaking. The amount of frustration we experience in simply trying to do
business with hospitals under GPO contract is all the more troubling because the
rules for success are so elusive.

A typical example of the GPO phenomenon -- and, | believe, a prima facie case
for congressional action to restore sanity to the hospital supply market -- is a
small market shareholder in the cardiac rhythm management market, Biotronik,
Inc., of Portland, Oregon.

Although tiny by the standards of the industry giants, Biotronik selis its state-of-
the-art products around the world. In those areas where GPOs are non-existent
and business is done on the traditional merits of product, price, service, and
quality, Biotronik is competitive. In Germany, it owns 35% of the bradycardia
market and one-fifth of the tachycardia market. In Brazil, Biotronik’s share of the
bradycardia market is 70%; in Iltaly, 20%, in France 15%; and in Spain, 20%.

lts market share in the U.S. GPO sphere is less than 5%.

The Search for the Truth

In conclusion, Mr. Chairman and members of the subcommittee, MDMA
encourages you and your colleagues in the Congress to recognize that the times,
the players, and the marketplace, all have changed dramatically since you
decided to facilitate a mechanism for cost savings in the largest single sector of
our nation’s economy.

Your well-intended effort, soundly rooted in public policy, has been distorted by
the strategic behavior of some larger industry players, and some of the larger

11
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GPOs themselves, to the point at which it bears little resemblance to the world
you envisioned a dozen years ago.

While we believe GPOs still have merit in the effort to curb health care costs,
some mid-course correction of these excesses must be made at the
congressional level to preserve the admirable goals Congress sought to achieve
in creating the antitrust exemptions that created them.

Today, there is virtually no competition in the health care purchasing sector
beyond that which is dictated, controlled, or manipulated by a small group of
purchasing agents — the GPOs — who instead of acting as facilitators have
themselves become the de facto arbiters of the practice of medicine.

As The New York Times has demonstrated so vividly, health professionals no
longer choose the tools they may use to help save a life — the GPOs do.

As small innovative manufacturers have told you in their own sworn testimony,
hospitals cannot seek out new, safer, more costly products — they take what the
GPOs offer.

As 60 Minutes showed, so tragically, health care workers do not control their own
destiny in terms of personal health and safety — the GPOs do.

As the GPOs’ need to implement a “breakthrough technology” exemption policy
to circumvent exclusive purchasing contracts so astonishingly demonstrates, the
GPO process is fundamentally anti-competitive.

And, as a demonstrated by a lack of evidence - in fact, in the face of evidence to
the contrary — GPOs do not save the health care system money, which is the
reason for their antitrust exemption in the first place.

We urge to you to evaluate the evidence and the testimony that has been placed
in the record here before you today. We ask you to engage your oversight
authority over anticompetitive marketplace behavior to further plumb the depths
of the hospital purchasing system.

We ask you to use that authority, and to take any legislative steps you deem
necessary, to restore competitive principles to this marketplace to ensure the
continued health and safety of our people; the continued competitiveness of our
medical technology industry; and the resumption of full entrepreneurial innovation
. and research and development to preserve, protect and defend life.

Thank you.

12
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Statement of Paul Hazen
President and CEO
National Cooperative Business Association
Before the
Subcommittee on Antitrust, Competition, and Consumer Rights
Hearing on

Hospital Group Purchasing: Lowering Costs at the Expense of Patient Health and Medical
Innovation?

April 30, 2002

NCBA is pleased to submit testimony to the Subcommittee on Antitrust, Competition
~ and Consumer Rights on the role of purchasing cooperatives in promoting the survival of
small businesses in the U.S., and on the structure of these cooperatives.

NCBA is a national membership association, based in Washington, DC, representing
cooperatives of all types and across all sectors of the economy. Our members include farmer
co-ops, childcare co-ops, credit unions, housing cooperatives, health care cooperatives, small
local food co-ops, mutual insurance companies, rural electric cooperatives, and purchasing
cooperatives. VHA falls into this last category. It is a purchasing cooperative owned by non-
profit community hospitals. It pools the purchasing power of it members, allowing them to
secure lower prices on medical supplies.

NCBA’s mission is to develop, advance and protect cooperative enterprise. NCBA
also operates cooperative development and civil society programs in 16 developing countries.
We are committed to co-ops because we believe they are the key to improving economic
opportunity for people throughout the. world. !

NCBA does not wish to take a position on the underlying issue before the Committee
today. But we do want to share with the Committee some fundamentals about purchasing and
other cooperatives, how they operate, what constraints they face, how they differ from
investor-owned buying groups, and why they are so critical to the survival of smail
businesses, or non-profit community hospitals, in the case of VHA and its majority-owned
- subsidiary Novation.

As I’ll explain shortly, Novation’s practice of charging fees of its vendors is not an
unusual or unique practice for purchasing cooperatives. Indeed, this practice is not only
commonplace, it is often critical to the survival of the cooperative.

Before providing more detail on how purchasing cooperatives operate, I'd first like to
outline some background on the cooperative business model.

Purchasing cooperaﬁves are, like other cooperatives, businesses that are owned and
democratically governed by their members. Today, there are approximately 48,000
cooperatives in the U.S. Looking at agriculture alone, in the year 2000, there were
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approximately 3,300 farmer co-ops with 3.1 million farmer-members and combined revenues
of almost $100 billion. These revenues are an indication of the substantial positive impact
cooperatives have had and continue to have on our country.

There are four basic types of cooperatives:

¢ marketing cooperatives, which include most farmer cooperatives, help their
members aggregate their products and pool their selling power in order to realize
better prices in the marketplace;

e consumer cooperatives, which include credit unions, food cooperatives, mutual
insurance cooperatives, housing co-ops, rural electric cooperatives and others, sell
products or services to their member-owners;

+ worker cooperatives, which are 100 percent owned and democratically governed by
their employees; and ]

e purchasing cooperatives, which help their members pool their buying power to
secure lower input costs that help them operate their businesses more cost-effectively
and compete against larger competitors. VHA Inc., which is the majority owner of
Novation, falls into this last category. :

Though they operate in diverse sectors, cooperatives share fundamental features.

First, they are all owned, democratically governed and controlled by the people who

_ buy their goods, or use their services, not by outside investors. In simpler terms—the
customers are the owners. That means the co-op members democratically elect the board of
directors from within the membership. The board oversees the operation of the co-op, hires
and fires the CEO, and governs the organization. It also means that the cooperative is directly
accountable to its customer-members, not to outside shareholders. Other types of businesses
may make this claim, but only in a cooperative is it literally true.

Second, at the end of the year, the net earnings of a cooperative are returned to the
members on a patronage basis. That is, each year, the member receives a “patronage -
dividend” that is proportional to the amount of business he or she has done with its
cooperative. This is true of all cooperatives. It is best illustrated by the largest consumer
cooperative in the nation, Recreational Equipment Inc., or REI, an outdoor equipment retail
cooperative owned by 1.8 million members.

If REI has net earnings at the end of the year, the majority of those net earning (about
85 percent, according to the co-op) are returned to the members in the form of a patronage
refund. At the end of each year, each REI member receives a patronage dividend that is a
percentage, usually about 10 percent, of the amount of purchases made by that member during
the year. Patronage dividends are a key component of cooperatives. Net eamnings go the
member-owners, not to third-party investors. VHA follows this same approach, providing
dividends to its member and participating-patron hospitals based on the amount of business
they conduct through the co-op.
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It is also common practice for cooperatives to reinvest a portion of their surplus
revenue back into the business. Because the business exists solely to serve its member-
owners, members have a vested interest in ensuring the cooperative remains strong, develops
new services and continues to grow and compete. Rarely is a co-op able to return all of its net
earnings to its members and remain successful.

As many members of this committee are aware, cooperatives have played a key role in
the development of the nation’s rural economy, allowing farmers throughout the country to
combine their marketing power to secure better prices for the commodities their member-
owners produce. It became clear early in the 20™ century, that without the power of a
cooperative, farmers were powerless to negotiate reasonable prices from food processors and
manufacturers. Cooperatives like Associated Milk Producers Inc. in the Midwest, and Cabot
Creamery Cooperative in the Northeast were formed specifically to ensure the economic
survival and well being of their farmer-owners.

Similarly, non-agricultural purchasing cooperatives have formed over the last several
decades to help their members—usually independent business owners—secure better prices
from suppliers and reduce costs in an increasingly competitive and consolidated marketplace.
These co-ops represent one of the only means of survival for small businesses.  Simply put,
purchasing cooperatives pool the purchasing power of many small businesses to create the
buying power of a large market player. By allowing small players to survive, these co-ops
protect local economies where small businesses operate and ensure the type of innovation that
smaller firms bring to our national economy.

Although it is not generally known, purchasing cooperatives are prevalent in our
economy. The largest floor covering retailer in the world, Carpet One, is a purchasing
cooperative made up of individual owners of floor covering stores in hundreds of
communities throughout the U.S. ACE Hardware and TruServ are purchasing cooperatives of
independent hardware store owners. The hardware purchasing co-ops help the independent
store-owner members compete with giants like Loews and Home Depot by amassing the
purchasing power of a chain while retaining the independence of their members.

Owners of fast food franchises, like Dunkin’ Donuts, Kentucky Fried Chicken, Taco
Bell, Pizza Hut and Subway have formed purchasing co-ops among themselves so that they
are not held hostage to the franchisor’s prices for the inputs the franchisee is required to buy.
Those are some well-known brands, but hundreds of other lesser-known purchasing
cooperatives provide similar services for their members.

Independent Pharmacy Cooperative, based in Sun Prairie, Wisconsin, is owned by
.independent drug store owners around the nation. It helps them purchase pharmaceuticals and
over-the-counter products at lower prices, allowing independents to compete with mass
merchandiser Wal-Mart, which poses a serious threat to the survival of Main Street drug
stores.
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Just last year, a purchasing cooperative of independent specialty bicycle retailers
formed to help these business compete against mass retailers and gain greater buying power
and better prices from bicycle equipment distributors. The co-op helps members, like
Wisconsin retailers Wheel and Sprocket and Williamson Bicycle Works, compete in an
industry known for its tight margins.

A cooperative of drywall distributors, known as AMAROK, began with seven small
distributors trying to compete with investor-owned hardware and building supply chains, and
now has hundreds of members around the nation. Together those members now move more
drywall than Loews and Home Depot combined. There are hundreds of other examples.

Each of these purchasing cooperatives exists to protect and promote the businesses of
its member-owners. Similarly, VHA was formed in 1977 to help non-profit hospitals amass
purchasing power and protect themselves from takeovers by health care giants. Small non-
profit hospitals didn’t create the “bigness™ situation, but they had to respond to it if they were
going to survive. They did that in the only way they could — by forming a purchasing
cooperative that gave them the critical mass they needed to compete.

It’s important to note that there are few business entities that embody the spirit of
democracy of a cooperative. Most co-ops are governed on a one-member, one-vote basis, and
every member has an opportunity to run for the governing board. Members unhappy with the
operation of the cooperative have an opportunity to do something about it.

Just last September, INC Magazine, the leading publication for entrepreneurs, featured
purchasing co-ops as a key tool for the survival of independent businesses. I’ve attached the
article, with permission from the publisher, for inclusion in the record. The writer, Susan
Greco, contrasted the new trend toward purchasing cooperatives against what has historically
happened to small businesses—acquisition by larger market players. She described the
phenomenon like this: “The old strategic alliance is Goliath + David. The new one is David
+ David + David + David.” '

This metaphor aptly describes the purchasing cooperative phenomena and the effort of
non-profit hospitals to protect themselves and their non-profit status from the trend towards
buyouts by large, for-profit health care providers.

I want to take a moment to talk a little about the way purchasing cooperatives operate
and finance their businesses. The way VHA operates, through its purchasing agent Novation,
in terms of charging vendor fees and negotiating preferred supplier arrangements, is neither
unique nor unusual. Both are common and necessary practices for many purchasing
cooperatives.

Though some purchasing cooperatives actually take title and possession of the
products their members buy, and distribute those products themselves, increasingly, new
purchasing co-ops instead negotiate preferred-vendor arrangements with suppliers to secure
lower prices for their members. Members then purchase directly from the supplier. By



161

negating the need for distribution facilities, this model allows the cooperative to operate at
lower cost for its members. Still, all cooperatives need an infrastructure to provide services to
their members. That costs money. They need purchasing specialists, marketing specialists,
educators, accountants, lawyers, communications specialists and they must cover their basic
operating costs.

Cooperatives face a substantial barrier that investor-owned businesses do not
encounter. Because they are owned and controlled by their members, they are significantly
limited in the amount of outside investment they can accept to start and run their businesses.
Bringing in outside investment dilutes cooperative ownership and member-control, defeating
the purpose of forming a purchasing co-op. That means the members must capitalize the
business themselves. For independent business owners and non-profits, that can be a
substantial barrier. They simply don’t have enough equity capital to start and operate the
business.

Depending on the structure of a purchasing co-op, membership dues alone are not
enough to run the business. And if many purchasing co-ops attempted to operate on
membership dues alone, the cost of membership would be prohibitive for most independents
and non-profits. By creating high barriers to membership through costly dues structures, the
co-op would be prevented from amassing the buying power it needs to negotiate lower prices
for its members.

That is why many purchasing cooperatives, including VHA, charge fees of their
preferred vendors. Though the structure of those fees varies from co-op to co-op, without
them many purchasing cooperatives could not run their business or serve their members. The
fees, which are sometimes called rebates, help cover the operating costs of the cooperative
and any excess revenues generated by the fees that are not needed for reinvestment in the
business are distributed to the member-owners as patronage dividend in proportion to their
purchases. Members benefit from both lower prices and increased income.

It is also not unusual for purchasing cooperatives to negotiate sole or limited supplier
contracts with vendors of products their members buy. Such contracts can provide
cooperatives with leverage to negotiate the best prices for their members, and provide
suppliers with the incentive to agree to those prices. However, there are few cases in which
members of purchasing cooperatives are required to buy only from the vendors with whom
the co-op has a preferred-supplier arrangement. Generally, as in the casé of VHA, members
can buy from any supplier they want.

In addition, in most cases, the members, as owners, are directly involved in
recommending and selecting the suppliers with whom they wish to negotiate preferred-vendor
arrangements. That’s all part of the democratic governance—member ownership and
control—of cooperatives.

In many market niches, for-profit, investor-owned corporations have attempted to
“roll-up” independent businesses, allowing the corporation to develop the scale of a national
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chain. In most cases, the corporation’s new ownership of what were once independent
business results in a reduction of service, innovation and profit. By contrast, a purchasing
cooperative is driven and controlled by the independents, and the co-op allows those
independent businesses to grow, thrive, and innovate.

Cooperatives have served this country well. They enable their members to work
together on joint endeavors while still maintaining their independence. They step in where
the marketplace has failed. They provide their members with ownership and control over the
cooperative business which operates solely to serve them. And, in the case of VHA, they give
nonprofit hospitals a way to solve economic problems, and continue to provide quality health
care to the communities in which they operate.

NCBA understands the concerns of smail businesses that manufacture medical
devices. We recognize some of the market barriers they face as small players seeking market
access in a highly competitive and increasingly concentrated industry. But cooperatives
represent a solution for them in the marketplace as well.

Small manufacturers of medical devices may want to consider following the example
of the nation’s farmers who formed cooperatives to increase their bargaining power with large
buyers. Medical device manufacturers, too, can come together to form, not a purchasing
cooperative, but a marketing cooperative that pools their selling power and gives them greater
leverage in the competitive health care industry, while allowing them to retain ownership and
control of their businesses. A marketing cooperative could enhance the bargaining power of
medical device manufacturers with large buying institutions.

“David + David + David + David” is a market-based solution tailor made for the
entrepreneur seeking business success while maintaining independence.

Thank you for the opportunity to submit testimony for the record.

National Cooperative Business Association
1401 New York Avenue, NW, #1100
Washington, DC 20005
Ph: (202) 638-6222
Fx: (202) 638-1374
e-mail: phazen@ncba.coop
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The Honorable Herbert H. Kohl

Chairman, Subcommitiee on Antitrust
Competition, and Business and Consumer Rights
United States Senate

‘Washington, D.C. 20510

Dear My. Chairman:

On behalf of Nellcor, thank you for the opporfunity to respond to the testimony the
Senate Antitrust Subcommittee heard on April 30.

‘We appreciate the Subcommmitte’s interest in examining the operations of Group
Purchesing Organizations (GPOs). Atatime when all Americans are concerned about
the tising costs of healthcare and the need to provide our citizens with the most advanced
technologies available, our healthoare delivery systems should be as good a8 we can
make them. However, we would Iike 1o set the record straight in light of some
misleading testimony that the Subcommittee heard,

In brief:

1. Nellcor's GPO contracts have been properly awarded on the basis of our superior
product quality, superior customer support, and most favorable pricing to the customer.
Nellcor has always competed vigorously in the market place as an innovator of the
highest level of oximetry technology.

2. The allegations made about us in unsworn testimony by Mr. Joe E, Kiani, the Chief
Executive Officer of the Masimo Corporation, are groundless and are contradicted by the
facts,

3. Itis important that you also understand that Masimo Corporation and its CEQ, M. Joe
E. Kiani, have engaged in a sivategy to impugn Nellcor's reputation in the medical
commaunity, the cowrts, and the news media. We believe they have similarly misused
their opportunity to testify before the Subcommitiee.

In this fetter, and the attached exhibits, we address cach of these points and we
summnarize the facts and the record:

Masimo’s claim that it has technology superior 1o Nellcor's is unfounded.
Nellcor is prond of its ploneering role in developing pulse oximetry and in its continuing

advances in pulse oximetry. Nellcor is one of this country’s success stories; a start-up
where the founders and investors took high risks in the saxly 1980°s to bring 2 technology

A
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it believed in to the marketplace. [Exhibit 1 Nellcor Pulse Oximetry Technology
Timeline]' Our products are widely considered in the medical community as equal to or
technologically superior to altemative products, and we successfully compete against
those products in all medical domestic and foreign markets.

We are unaware of any peer-reviewed? publications that both corupare the performance
of our most recent (post 1999) generations of Nellcor technology (04, O5)

with Masimo SET technology and confirm their claim of superiority. There are two
comparative studies of Nellcor 04 and Masimo SET (and none for O5) that we arc aware
of and that were published in peer- reviewed journals [see ifems 7 and 9 in Exhibit 2,
Nellcor Technology White Paper]. Neither study supports Masimo’s claims of product
or technology superiority.

What Masimo has consistently done is provide “apples-to-oranges” comparisons of our
products. They match Nelicor products from the 1980°s and eatly 1990’s against newer
Masimo technology to produce results that appear favorable to Masimo but are
meaningless analogies. This tactic was evident during the GPO bidding process and
continues to this day.

Also, several key studies and abstracts cited by Masimo were based on conditions that do
not exist in the real world, Therefore, Masimo’s claim that those tests prove their
products’ superiority is meaningless. The tests, especially those of Dr. Steven Barker,
used artificial thythmic conditions that are similar in nature to a heart rate signal, but
unlike the patient conditions that exist in a clinical environment. These test conditions
bias the study results in favor of the unique underlying design assumptions of Masimo
SET technology and against other manufacturers’ approaches that are designed to |
continuously track signals found in actual clinical environments. The scientific evidence
(described more completely in reference 19 of Exhibit 2) makes clear that the
conditions tested by Dr. Barker do not represent the real-world environment.

Masimo’s claim that its oximetry is superior to Nellcor s in preventing Retinopathy of
Prematurity (ROP) is unfounded, ’

Dr. Goldstein and Masimo imply that the reduction in ROP observed at Cedar Sinai
Medical Center was the result of Masimo oximetry technology. This conclusion is
misleading and cannot be supported by the facts given the large number of simultaneous
changes in patient treatment instituted in-the NICU at that time and the lack of controlled
comparisons of Nellcor and Masimo technologies. [see detailed discussion in Exhibit 3,
Pulse Oximetry and Retinopathy of Prematurity]

; Attached exhibits have been prepared by Nelicor clinical and technical staff and consultants.

We use the definition of “peer-reviewed” commonly accepted by the scientific community, which is a
manuscript critically reviewed by independent qualified scientists not connected with the work under
consideration and accepted for publication by the editorisl review board of arelevant journal, containing
sufficient information that peers can evaluate the validity of the experiment
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Masimo’s claim that its oximetry saves babies with life-threatening illnesses, and that
Nellcor’s cannot, is unfounded.

Dr, Goldstein recounted in his testimony a single seven year old event involving an infant
with left heart hypoplasia to imply that Nellcor oximetry is unsafe for neonates. His
assertion that “if not for the presence of the Masimo [prototype] pulse oximeter, life-
sustaining efforts would have been discontinued,” belies the facts of the case. [see
Exhibit 4, Analysis of Dr. Goldstein’s Senate Testimony of Infant Case History].
Pulse oximetry is an invaluable aid to clinicians in these circumstances, but it is not the
solution. Tt is well documented in the scientific literature that the treatment of clinical
conditions such as left heart hypoplasia is highly complex and pulse oximetry is only one
of the tools available in the very large armermentarium employed by neonatologists to
battle these debilitating and life-threatening ilinesses.

Masimo's claim that Nellcor oximetry jeopardizes infants at visk for sudden infant death
syndrome is unfounded.

Dr. Goldstein also testified that use of Nellcox oximetry jeopardizes infants at risk for
sudden infant death syndrome. In truth, he conducted a study of an alarm management
feature (known as "SatSeconds™) available in the N-395 pulse oximster that is not
suitable nor intended for use in the population of neonates he elected to study (i.e.,
neonates with known episodes of periodic breathing and apnea that are clinically
meaningful). SatSeconds is an optional feature that a clinician must knowingly enable
and choose to utilize on select patients whose alarm events are known to be "nuisance
alarms" attributable to clinically insignificant events. This is explicitly stated in the
Ditections for Use provided to clinicians. It appears the purpose of Dr. Goldstein's study
was not to "test the relevance” of this technology but, rather, to attempt to discredit the
technology by improper application in the clinical environment.

Mr. Kiani’s assertion that Nellcor has made “kickbacks” to the GPOs with whom we do
business is unfounded.

We abide by the laws and regulations that govern our business, including those that
pertain to GPOs. Our corporate policy prohibits the payment of kickbacks, signing
bonuses, up-front payments, prepaid advances on administrative fees or prebates in
connection with GPO contracts. We rigorously adhere to this policy. Mr. Kiani produced
no evidence that Nellcor has made such payments. Mr. Kiani has conveniently blurred
the distinction between GPO fees of an administrative nature and rebate incentives and
other discounts paid or passed through to hospital participants, which reduce their costs.

Nellcor currently has sole, dua) and multiple source oximetry contracts with the major
GPOs. Sole source contracts offer vendors high volume guarantees in exchange for price
concessions, not in exchange for larger fees to GPOs. Where Nellcor has been awarded a
sole source contract, it has done so in exchange for major price concessions for GPO
member hospitals. On dual and multisource accounts, Nellcor’s products have proven to
be consistently the favorite among GPO members. As one example, AmeriNet, which

4
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has one of the largest memberships of any GPO in the United States, currently has both
Nellcor and Masimo on coptract. Masimo has been on contract with AmeriNet since
March 2000. While on a multisource basis at AmeriNet for over two years, Nellcor’s
sales within AmeriNet continue to increase due to end user preference for Nellcor’s
advanced technology, standardization, and competitive pricing.

Mr. Kiani stated in his prepared testimony that Nellcor pays Novation $16-t0-$30 million
in administrative fees for sensors alone. He further stated in his oral remarks, which were
transcribed and published on the Kaiser Network website, that in addition to those fees,
Nellcor paid a “kicker” of 86,000,000 more per year to Novation, Mr. Kiani then
concludes that Nellcor is paying “kickbacks™ to Novation for an exclusion.

The truth is, we participate in Novation’s NovaPlus private Jabel program, as do many
other companies, large and small. Our NovaPlus oximetry sales are less than one-fifth of
our total oximetry sales to Novation participants. Qur aggregate total annual oximetry
fees to Novation in our FY01, (or annualized for the current fiscal year), are
approximately one tenth of the Jarge amount claimed by Mr, Kiani. The aggregate fees
we pay to Novation and other GPOs are well within the industry mainstream for contracts
of this size.

My, Kiani's testimony suggesting there is something wrong with providing OEM partners
with engineering funds for technical assistance distorts the truth.

Nellcor recognizes that with the development and release of new levels of technology, an
advanced OEM pulse oximetry module may become available in a time frame in which &
critical medical device manufacturer may not have all the necessary R&D resources to
make the change from a previous generation. It is in Nellcor’s, our OEM customers’ and
our mutual end-user customers’ best interests to offer the latest available Nellcor
technology. To facilitate a favorable timeline and to be a good business partner, Nelicor
offers its OEM customers engineering support, clinical testing capabilities and, when the
situation warrants, non-recurring engineering expense dollars to enable the OEM )
customer to engage contract or other employees for software or hardware integration
tasks.

M. Kiani's testimony that Masimo's pricing is 30% better than Nellcor's pricing is
exaggerated.

The alleged examples of significant price differential are generally the result of Masimo’s
tactics of cornparing differing grades of product against our premium products, of
claiming no comparable products when the obvious product comparison would show

" Masimo as more expensive, and making “price adjustments” in their analysis based on
their projections, which we dispute, of product longevity. The Novation Pricing Analysis
submitted to the Subcommittee contains such tactics, Our customers know the value of
what they are purchasing.
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Nelloor currently. offers four different oximeter models (NPB-290, NPB-295, N-395, and
N-595) at'differing price points and with differing feature sets which best mest the needs
for a wide range of customers. GPO organizations have memberships, which include
large teaching hospitals, medical centers, small rural hospitals, nursing homes, and
clinics. These customers have diverse oximetry needs and financial resources driving
GPOs to find vendors that have a breadth of products. They turn to Nellcor because we
offer, under one roof:

o The broadest range of pulse oximetry monitoxing products in the industry

» Stand-alone monitors

 Hand-held monitors

» Combined pulse oximetry and énd tidal CO2 monitors

o OEM oximeter circuit board supplier to over 85 manufacturers of multiparameter
patient monitors which include pulse oximetry and technology licensor to four
other multiparameter manufacturers

» OxiFirst fetal oxygen saturation monitoring system for use on. babies during labor
and delivery

¢ Oxinet Central Station monitoring system

o InTouch Remote Alarm Notification System

» Broadest choice of reusable and disposable sensors: 17 disposable and 9 reusable
sensor choices

o OxiMax Pulse Oximetry System, Nellcor’s 5" Generation family of intelligent,
interactive OxiMax sensors and MP 506 OEM board which findamentally
improves core pulse oximetry technology via a platform that delivers innovation
today and in the future

o OxiSmart XL, Nellcor’s 4™ Generation signal processing algorithm for read-
through-motion performance

» SatSeconds Alarm Management that allows the caregiver to safely manage
clinically insignificant nuisance alarm events

» Sensors manufactured by Nelleor that are compatible with the largest number of
existing monitors in the market ’

* Sensor recycling program that allows hospitals to reduce costs and medical waste

» Sensor Utilization Analysis program to maximize hospital efficiency and costs

 In-Service/Staff Development program provided by highly experienced,
credentialed clinical consultants to support customer training and education needs.

» Continuing Education (CE) credit program for nurses and respiratory care
practitioners

o Track record of outstanding service and support to our customers (five Zenith
Awards in the past six yezu:s).3

3 Zenith Award is the "peoples choice” award of the respiratory care profession because its recipients are chosen by the
piratory care jonal for companies that have dohe the most ourstanding job according 1o these criteria: quality

of equipment and/ or supplies, accessibility and helpful of sales p 1, respo , service record, truth in
advertising and support of the respiratory care profession. They arc awarded every year at the AARC mesting,
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By contrast, until recently Masimo offered only one oximeter model. This helps explain
that the decision to purchase the Nelleor product was based on the total attributes of the
Nellcor product line. Masimo:

does not offer true hand held oximeters

does not offer any central monitoring systems

does not offer any remote alarm or telemetry products

does not offer any products which incorporate oximetry and end tidal CO2
does not offer a one piece disposable finger sensor, only a two-piece
disposable sensor

o does not offer a variety of special application sensors like nasal, pediatric
finger clip and forehead. Masimo only started offering an ear sensor within
the past few months.

In short, Nellcor offers a complete range of products and services including motion-
tolerant oximetry, the broadest line of sensors and superior clinical service and support.
Nellcor has been as responsive to customers and the marketplace as technically possible,
and has a proven track record of technical innovation. We provide outstanding service
and value and have earned our excellent reputation in the medical device industry.
Nellcor continues to be the oximeter of choice by the majority of both clinical and
financial buyers.

Masimo and My. Kiani have misused the Subcommittee’s inguiry

In conducting its inquiry, the Subcommittee is seeking to examine the important as well
as complicated and technical subject of GPOs and attendant issues. It is critically
important that the facts and testimony it gets be truthful and objective. The
Subcommittee should understand that Masimo and Mr. Kiani are engaged in litigation
with Nellcor over claims of patent infringement and have embarked on a campaign in the
medical community, the media, and the courts to discredit Nellcor. We question whether
the testimony they presented accords with the requirements of objectivity and accuracy
that the Snbcommittee is entitled to demand.

We appreciate your willingness to allow us to present our view to the Subcommittee and
trust that this information will assist you.

Respectfully submitted,

Doris Engibous
President, Nelleor
Tyco Healthcare

cc: Senator Mike DeWine
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FPEVCQ SYSTEMS INTERNATIONAL., PN C
April 26, 2002

U.8. Senate Committee on the Judiciary .
Subcommittee on AntiTrust, Competition, and Business and Consumer Rights
224 Dirksen Senate Office Building

Washington, D.C. 20510

ATTN: Mr. Herbert Kohl
Chairman

RE: “Hospital Group Purchasing: Lowering Costs at the Expense of Patient
Heaith and Medical Innovation?"

Dear Chairman Kohi and Honorable Committee Members:

In anticipation of the upcoming hearing on the healthcare group purchasing
organizations (GPO's), we foel compelled, as a specialty manufacturer of
healthcare transport systemns, to express our concern regarding unfair financial
barriers, imposed by GPO's which we belisve inhibit competitive processes.

Peveo Systems is a family owned, Maryland based manufacturer and instalier of
computerized pneumatic tube systems used to convey laboratory specimens and
pharmaceuticals throughout hospitals and medical centers. Pevco was founded
in 1878 by Fred Valerino, Sr. who has over 50 years of industry experience. Qur
annual sales average is $13,000,000, Pevco employs 45 peaple in Maryland with
15 other employess in field offices across the country.

Our products and services are recognized for their quality. Pevco was the proud
recipient of the 1995 Blue Chip Enterprise Award which is co-sponsored by the
U.8. Chamber of Commercs. | have attached literature describing this prestigious
award.

The computerized pneumatic tube system industry for healthcare is highly
specialized. All systems are client specific; designed and engineered to integrate
info new and existing facilities. System costs usually range between $50,000 and
$1,000,000 depending upon system size and complexity.

Today, Peveo is just one of two companies currently seyvicing this market. Our
competitor, TransLagic Corporation of Denver, Colorado was purchased in 2000

1000t FRANKLIN BQUARE DRIVE BALTIMOAE MARYLAND 2izaa
TEL 43c.s=i.n8ve FAX 430.831.488¢0

CERIAN . MANUFACTURE . INSTALLATION AND BERYVICE OF PNEUMATIO TURC SYATEME
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by the Switzerland based multi-national corporation, SwissLog. in September of
2001, SwissLog/TransLogic purchased Quantum Industries of Santa Rosa,
California, the only other U.S. based computerized pneumatic tube system
manufacturer. With this acquisition, SwissLog/TransLogic now controls 80-85
percent of this $75,000,000 niche market.

Pevco has been salicited by most of the GPO's to participate in their preferred
vendor programs. Pevco has declined most of these offers based upon the
excessive administrative fees charged by the GPO's. In all such cases, Pevco's
products met and exceeded performance criteria set forth by the GPO. However,
Pevca did nat have the financial resources to participate in all of the GPO
programs.

Pevco chose to concentrate it's efforts on the Novation and Premier programs,
which control about two thirds of the hospital purchasing market.

We analyzed the Novation vendor solicitation very carefully. We wrote to
Novation expressing our interest in the program but asked for a more competitive
fee structure for a company of our size. Navation decided to enter into a three
year sole source contract with TransLogic.

In 1998, Paveo and TransLogic each entered into a three year agreement with
Premier. With their market share 70 percent and growing, TransLogic was able
to generate substantial administrative fees for Premier. Premier advised Pevco in
July 2001, that they would not renew Pevco's vendor participation agreement
that was to expire on November 1, 2001. We were shocked and surprised with
Premier's decision. Pevco requested and was granted a meeting to discuss
Pevco’s termination by Premier in August, 2001.

At the meeting, Pevco was told that the decision to not renew Pevco was strictly
a financial decision. Premier “made more money with TranslLogic,” and entered
into a sole source agreement with SwissLog/TransLogic for twice the standard
administrative fee. We argued that our technology was superior. Premier
countered by saying, “We are not looking for technological superiority, just
volume.”

The practice of sole source group purchasing eliminates and stifles innovation of
systems and product line. Pevco Systems has developed several products that

provide improved system performance, reduced costs and improved patient care
yet we still experience resistance to purchasing them dus to our compaetitor's sole
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source agreements with the GPO's.

Financial barriers such as these ¢cause harm fo companies such as Pevco. We
cannot competa with the bulk volume and proprietary administrative fees offered
by large nationai and multi-national corporations. |am attaching a page from our
competitor's newsletter detalling the number of sole source agreements they
enjoy with GPO's. Is this logal and ethical?

We need your help. Please regulate or aholish healthcare GPO’s so we can
compete in a fair and Impartial market where the product, the service, the
company, and the price are the determining factors for product selection.

Sincersly,
<\4 c 4
~ L Aidt ke
Frederick M. Vaierir{o, Jr.
President
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On behalf of my colleagues at Retractable Technologies, Inc. and other small medical
device makers, I would like to commend Chairman Kohl for his leadership and the Members of
this Subcommittee for their time and interest in examining the role of hospital group purchasing
organizations (GPOs) in the American healthcare system. As an inventor, entrepreneur, and
CEO of Retractable, a small Texas company that manufactures and markets safety needle
devices, I thank you for the opportunity to describe the harmful impact these purchasing cartels
are having on patient care, healthcare worker safety, and innovation. More specifically, I would
like to explain how the GPOs, operating in collusion with the nation’s largest needle
marufacturers, have used anti-competitive, unfair, and we believe, illegal trade practices to block

us from introducing safe needle technology into America’s healthcare facilities.

I would also like to congratulate The New York Times for its courage and perseverance in
exposing these abuses and helping to put this critical healthcare issue on the national agenda.
The reporters and editors working on this story surely deserve a Pulitzer Prize. As The Times
documented in shocking detail, patients and healthcare workers get inferior drugs, needles, and
pacemakers, while GPO executives get stock and options in giant medical supply companies.

Put another way, the rich get richer and the sick get sicker.

Today, the two largest GPOs, Novation and Premier, control the purchasing of more than
$34 billion of supplies at more than two-thirds of America’s hospitals. Even though these GPOs
are conduits for billions in federal dollars, they apparently are not subject to any regulatory
scrutiny or oversight. They are not required to disclose anything to anybody. No one outside of

this secretive, closed system seems to know where all this money is going. That is not right.
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And it is certainly not what Congress envisioned in the 1980’s and early 1990’s when it
attempted to respond to the entreaties of small hospitals that were seeking ways to enhance their
bargaining power with the dominant medical device manufacturers. In an effort to encourage
small hospitals in a single town or county to band together to obtain lower prices for medical
supplies, Congress and the Department of Justice decided to grant these small group purchasing
organizations an exemption from the Medicare anti-kickback provisions (concerning limitations
on “administrative fees”) and to create “safe harbors” for collective purchasing under the Health
Care Antitrust Guidelines. Unfortunately, Congress did not foresee that these GPOs would soon
divorce their financial interests from those of the hospitals and acquire enormous financial power
for themselves. During the past decade, the GPOs inserted themselves between the
manufacturers of the products on the one hand, and the hospitals and physicians who needed
those products on the other. In doing so, they developed a business model whereby they would
become the “marketing arm” of dominant manufacturers willing to pay millions in

“administrative fees.”

Since 1994, when these safe harbor rules were instituted, there has been no congressional
oversight over them. That state of affairs remains the case up to this very day. But tod;ay marks a
new beginning with the first congressional oversight hearing focused on the GPO phenomenon.
I sincerely hope Congress will take whatever steps are necessary to break their stranglehold and

restore free market competition to the healthcare industry.

Although the GPOs would like you to believe that they save hospitals money, the
opposite is in fact the case. As history has shown time and again, competition, not cartels, drives

down prices. If Congress would like to understand why healthcare costs continue to surge at
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double-digit annual rates, I would urge it to begin by examining the fatally flawed economics of
the GPO system. Worse still, the GPOs’ monopolistic stranglehold on the healthcare supply
chain is a hazard to the health and safety of patients and workers. In my opinion, this scandal
will emerge as the “Enron of the healthcare industry.” Enron is only about money. This is about

life and death.

Before going into detail on our experience with GPOs, I thought it would be useful to
give you some background on our company and our automated retraction VanishPoint® syringes
and blood collection devices. They virtually eliminate the risk of accidental needlestick injuries
through the use of a spring-loaded mechanism that causes the contaminated needle to retract
automatically from the patient after an injection is given. Back in the late 1980's, I saw a TV
news segment about a doctor who had contracted HIV/AIDS from a needlestick injury. As a
structural engineer, I wondered if better needle technology could be developed to prevent such
injuries. Ilearned that American healthcare workers suffer more than 800,000 such injuries each
year. Many workers who get stuck with contaminated needles contract potentially deadly
bloodborne diseases such as hepatitis C and AIDS. Overseas, reuse of contaminated needles is
responsible for millions of AIDS deaths. After producing some designs for an .autornated
retraction syringe, I received grants from the National Institutes of Health and continued to
develop them. I then approached Becton Dickinson and Sherwood Medical [now part of Tyco
International], which together contro]l almost 100% of the U.S. syringe market, to discuss

possible licensing agreements.

Neither Becton Dickinson nor Sherwood showed any interest whatsoever. Company

officials contended that hospitals would never pay the additional up-front cost per unit for
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devices that would protect workers. They also indicated that they did not want to invest in the
new equipment needed to manufacture these devices, since they already had a dependable cash
flow from sales of conventional needles. I should point out here that when the cost of testing
injured workers is considered, the real cost of safer devices like ours is substantially less than
that of standard syringes. In fact, our product is really needlestick injury protection, not simply

needles.

So it became clear that if this technology were ever going to become available to
healthcare workers, I would have to manufacture it myself. In 1994, Retractable Technologies
was incorporated. Our mission: to rid the U.S. and the world of the scourge of needlestick
injuries and reuse of syringes. With the help of friends and associates, I raised $42 million from
several hundred individual investors to build a state-of-the-art manufacturing facility and
headquarters in Little Eim. Our products were tested and evaluated in Parkland and Presbyterian
Hospitals in Dallas, where they received an overwhelmingly enthusiastic response from
healthcare workers. In 1996, Douglas Hawthorne, CEO of Presbyterian, assured me that he
would see to it that our line of syringes would be adopted by his facility. That same year, we
received FDA approval for our syringes and two years later got approval for our blooci collection
tube holder. Our safety syringe and blood collection tube holder have received the top

evaluation from ECRI, the leading independent, objective, nonprofit health safety rating agency.

In December 1996, we got a rude awakening to the power of the new alliance between
the GPOs and the dominant manufacturers. Becton Dickinson signed a seven and a half year,
multi-billion dollar exclusive contract with Premier to supply Premier’s member hospitals with

needle devices. This was the beginning of a Kafkaesque nightmare that we continue to live to
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this very day. According to published reports at the time, part of the deal called for Becton
Dickinson to give Premier warrants on its stock. A month later, Mr. Hawthorne informed me
that there was now no way Presbyterian could buy VanishPoint® devices. When our sales people
try to show our products to clinicians and purchasing agents at hospitals that are members of
GPOs, they are ordered to leave, sometimes even under threat of arrest. Doctors and nurses who
request our lifesaving products are often threatened with dismissal if they persist. On a visit to
Mt. Sinai Hospital in New York, a Premier member, a hospital official advised us that if we
wanted a contract with Premier, we should offer to sell part of the company to Premier. We were

stunned.

In a 1998 meeting with officials of Novation, the largest purchasing organization, it was
clear that the real aim of the GPOs was to generate profits for themselves, not to reduce
healthcare costs. A Novation representative proposed to us that they put a private label on our
blood collection tube holder and raise the per unit price -- for its own member hospitals, mind
you -- from our bid price of 27 cents to one dollar and split the difference with us. As I
understood it, this was a common practice, but they needed permission from Becton Dickinson to

go forward with us. Needless to say, that never happened. So much for saving hospitals money!

These exclusive contracts that Premier and Novation have signed with Becton Dickinson
and Sherwood, like the many other big contracts they’ve signed with other giant suppliers, call
for tying and bundling of products. These tying arrangements, which are illegal, link the sale of
one product to the purchase of another. Becton Dickinson uses the market power they have in the

syringe business to leverage and increase sales in other product markets.
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Likewise, Premier has displayed great ingenuity and imagination in devising new
roadblocks to throw in our path, roadblocks that have served to enrich Premier executives at the
expense of healthcare workers. As Premier’s own correspondence shows, Premier in 1997
suggested that we have our devices evaluated at a Premier-Becton Dickinson testing facility.
Incredibly, we discovered that we’d have to pay the so-called “Premier Innovation Institute” a $1
million evaluation fee before they could be considered. That’s like the federal government
requiring Ford to pay GM to evaluate its 2002 models before the government could consider
signing a purchase contract with Ford. I think it’s fair to say that members of your committee

would get a few visits from well-heeled Ford lobbyists if that ever happened.

In 1998, a few media organizations began to take an interest in the issue, and several of
your fellow senators, including John McCain and Paul Sarbanes, wrote to Joel Klein, then chief
of the Justice Department’s antitrust division, requesting an inquiry into GPO practices. In
September 1998, we prepared a long list of potential witnesses and met with Justice Department
officials. To our knowledge, none of those potential witnesses was ever contacted. We were
later informed that the “investigation” was turned over to a junior economist, who shelved the
inquiry. At about that time, we filed a civil antitrust suit against Becton Dickinson, Sherwood,
and VHA (Novation) and later Premier. A trial date of January 2003 has been set in federal

district court in Texarkana, Texas, and we fully expect that justice will prevail.

As time went on, it became abundantly clear that the strategy of Premier and Novation
was to stall for time to enable Becton Dickinson to produce a competitive product that did not
kill or injure healthcare workers. In May 1999, Premier “awarded” us an 18 month so-called

“evaluation contract” for our syringes. During this period, they were to be evaluated in six
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Premier facilities around the country. No Premier facility could buy them without facing
penalties from Premier or Becton Dickinson or both. The fact is, syringes are not like cancer
drugs. It should not take longer than a month for a hospital to determine whether or not a device
like ours -- which was already FDA-approved and recognized as the preferred product -- is
suitable. At the end of this evaluation period, the Johns Hopkins researcher on the project
informed us that our devices passed with flying colors. But despite repeated requests, Premier
officials refused to publish, disseminate, or provide us with the evaluation data. It was deja vu
all over again in November 2000, when Premier “awarded” us an evaluation contract for our
blood collection tube holders -- despite the fact that a year earlier ECRI had given our blood

collection device the highest possible evaluation.

All this was occurring, as you may be aware, while the needle safety movement was
gaining momentum throughout the country. We are proud of our contribution to that effort.
Working closely with the Service Employees International Union (SEIU), we helped draft the
California safe needle law that became the model for similar legislation in many other states. In
November 2000, President Clinton signed the federal Needlestick Safety and Prevention Act,
which went into effect a year ago. Among other provisions, that legislation calls for .healthcare
facilities to involve frontline healthcare workers in the evaluation of safety products.
Nonetheless, Novation, Premier, and their manufacturer partners have continued to block our

efforts to offer our products to their member hospitals.

As last year’s 60 Minutes segment on needle safety revealed, small companies like ours
can’t even demonstrate their products at what are supposed to be “educational seminars” for

healthcare workers. When Mike Wallace and his crew arrived at one such seminar at the New
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Jersey Hospital Association in October 2000, NJHA officials explained that Becton Dickinson
was their “preferred vendor.” He also discovered that the association was really a business
operating in the guise of a nonprofit organization. It negotiates contracts for its member
hospitals with Novation, and receives kickbacks from Becton Dickinson for every needle sold

under their contracts.

1 should emphasize that the obstacles we face in selling our products in GPO hospitals are
in marked contrast to the strides we are making in gaining access to public facilities. Our public
sector customers include the United States Armed Forces, Veterans Administration hospitals, the
New York City Health and Hospital Corporation, the New York City Fire Department, the health
departments of Mississippi, Tennessee, and Florida, Parkland Hospital in Dallas, and many

county health departments in California.

Let me point out that we have no quarrel with the model of group purchasing that was
based on buying in volume to achieve discounts. But that legitimate model has been subverted
by the Novations and Premiers of the world. The Novation and Premier model, as The New York
Times documented so well, is nothing more than a “pay to play” scheme, “payola,” as Aone source
put it. It is a case of the tail wagging the dog. Big suppliers pay administrative fees, prebates,
rebates -- most reasonable people would call them bribes and kickbacks -- to give them access to
America’s hospitals and deny access to others. Senator Leahy got it right when he told The New

York Times that hospitals, not suppliers, should pay for buying groups.

This is not a mere corporate shooting match over revenues and market share. It is not a

fight over supermarket shelf space or browsers and servers. It is, in our view, a criminal antitrust
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case with life and death consequences. As such, it is virtually impossible to put a price tag on the
harm that these egregious practices have inflicted on patients and healthcare workers. You
canmot put a dollar figure on the suffering endured by needlestick victims like Karen Daley, a
Boston nurse who suffers from hepatitis C and AIDS, or Julie Hipps, a St. Louis nurse who
contracted hepatitis C, because they were denied access to the best available technology. And
you cannot quantify in dollar terms the pain and suffering endured by a Florida heart disease
patient because his cardiologist was not permitted to implant the best available pacemaker. Or
the New York stomach cancer patient who must go through an operation that is unnecessarily
long and complicated because his surgeon was not allowed to use a state-of-the-art minimally

invasive surgical device.

It is also impossible to measure the impact of the GPOs in discouraging other inventors of
potentially lifesaving medical devices from developing and marketing their designs. I can tell
you that if T knew in the early 1990’s that I would have to do battle with not just one but four
Goliaths, I would not have believed it. I assure you that I am not alone. Because of the GPOs,
we also run the risk of losing thousands of American jobs in an important sector of our economy
to potential overseas competitors. This situation needs to be rectified immediately té rekindle
innovation in healthcare. Since most breakthrough innovations originate with small businesses,

this is a very serious matter for the entire economy.

1 did not become an entrepreneurial manufacturer of medical devices either by training or
inclination. I did so only because of my abiding concern that we needed to protect our patients
and healthcare workers with the safest and best designed medical equipment. I am certainly not

alone in this mission. I am a true believer in our free enterprise system, and I knew when I
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embarked on this enterprise that success was not guaranteed. But I never expected that the door
to the hospital, the door to the patients and healthcare workers I wanted to serve, would be closed
to me -~ all because the doorkeeper was being paid by my largest rivals for the right to exclusive,

long-term contracts that could never be justified on the basis of cost or patient well-being.

That is not the free enterprise system at work. That is not a model by which innovation and
safety will be maximized through the entry of new players secking to compete in a free
marketplace. That is, instead, a prescription for the destruction of the healthcare economy of our
nation. Worse still, if we as manufacturers, policymakers, antitrust enforcers, hospitals, and
physicians fail to reopen the door to competition and innovation, we will have failed in

discharging our “duty of care” to the American public.

#H
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March 13, 2002

As a New York area hospital; I want 1o highlight the positive relationship we

WOIRITALS have with Premier. We have been a Premier owner for over seven years and
 Bayley Selan Hospitl have first-hand experience with the benefits of group purchasing  Premier
oy e e contracting makes it possible for us to obtain the highest quality products and
Shaern s Queens save an extimated 7-10% anmmally.
lvspital
:;j:;’fy:;::;s The flexibility within Premier's contracts also allows us to choose those products
’ ' that physician’s require whether or not Premier has amvanged 2 group confract.
MaMs Hosplal There are instances wh;n we have chosen to use pro@ucts niot on contract - such
St Vincanty Hosplist 2s Masimo®s pulss oximeter — fo support our caregivers’ preferences, with no
Statan isrd ‘penalty” from Premier. We cuzrently use Masimo's technology in our hospitals,
Ve tosla although your article would not lead readers %o the conclusion that tnstitutions
h such as Saint Vincent Catholic Medieal Centers have this flexibility.
NURSING MORES
Hatop Mugavers Cartee Our relationship wits Premisr helps to provide the highest quality healthcare to
Hely Family Home our patients in a cost-effective way. I am concerned that your coverage did not
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EMORY UNIVERSITY SCHOOL OF MEDICINE

DEPARTMENT OF PEDIATRICS

2040 Ridgewood Drive, NE. Atlanta, Georgia 30322

AUGUSTO SOLA, M.D.
Professor of Pediatrics
Division Dlrector

DIVISION OF NEONATAL PERINATAL MEDICINE
404-727-5765
Fax: 404-727-3236

April 19, 2002

Honorable Herb Kohl

Senate Antitrust Subcommittee

SH 330 Hart Senate Office Building
Washington, DC  20510-4903

Dear Senator Kohl:

Thank you for giving me the opportunity to address what I feel to be a very important health care

1ssue for our preterm babies.

Enclosed you will find my comments in follow up to our phone conversation of April 11, 2002.
Please let me know if I can provide you with any other information.

Sincerely,

4 Db,

tgusto Sola, M.D.
Professor of Pediatrics and Obstetrics and Gynecology
Director, Division of Neonatal-Perinatal Medicine
Emory University School of Medicine

AS/ksp

THE ROBERT W. WOODRUFF HEALTH SCIENCE CENTER
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f EMORY UNIVERSITY SCHOOL OF MEDICINE
DEPARTMENT OF PEDIATRICS
2040 Ridgewood Drive, N.E. Alanta, Georgia 30322
DMSION OF NEQONATAL PERINATAL MEDICINE AUGUSTO SOLA. MO

Professor of Pediatrics
Division Director

404773765
Fax: 404-727-3228

April 19, 2002

Honorable Herb Kol

Senate Antitrust Subcommittee

SH 330 Hart Senate Office Building
Washington DC 20510-4903

Dear Senator Xohl:

1 am writing to you as a Neonatologist in relation to anti-competitive practices that I leamed
interfere with health care delivery, I also understand that such practices impact medical
echnology, delay development, and affect negatively healthcare costs and expenditures a whole.

How did T become aware of this problem?

By personally living through a difficult time trying to improve care and outcomes for preterm
babies.

Summary: After my arrival as Division Ditector of Neonatal Medicine at Cedars Sinai Medical
Center, we identified severa! clinical outcome variables that needed to be improved rapidly in
small fragile pre-term infants who were treated in the Neonatal Intensive Care Unit (NICU).
One of the significant problems was Retinopathy of Prexmaturity (RoP), which leads to the most
common cause of blindness in the USA. The rate of such condition in this NICU was very high
for surviving infants in the lowest birth weight groups.

It was my objective, as part of quality improvement and continuous quality outcomes
agsessment, to establish and implement =il known clinical factors that have been associated with
fower rates of RoP. In the process of trying fo do this, T leamed of this unfortunate interference
with adequate delivery of care.

Process to decrease RoP in tiny pre-term infants:

With current knowledge, the main clinical issue to decrease high rates of RoP is to establish a
“minute to minute” system of care to avoid hyperoxia (high oxygen levels) and to decrease or
avoid repeated fluctuations in oxygenation levels in the blood of tiny infauts.

The steps required to achieve these two goals 100% of the time in 100% of the tiny infants are
not siniple, and require a corbination of several factors. Among them are:
1) Education of staff (Medical, Nursing and Respiratory Therapists)
2) Changing gridelines and policies
3) Ensuring compliance with such guidelines and policies
4} Provide best available technology o
1) administer oxygen (blenders)
b) monitor axygen administration (oxygen analyzers), and
<) monitor oxygen lovels in tiny infants (oxygen saturation monitors — Sp0y)
1
THE ROBERT W, WOODRUFF HEALTH 5CIENCE CENTER



186

| vaslE/L00s  Z1id n eu

None of each of these steps is sufficient by itself to accomplish the objectives mentioned before.
None is sufficient by itself to decrease the GAP BETWEEN KNOWLEDGE AND CLINICAL
PRACTICE . This gap leads to significant morbidities in the case of RoP, and in other cases it
may even be lethal. Decreasing the gap, improves the care received 100% of the time by 100%
of the infants.

Technology:

1 will not take your time to summarize the lengthy process we established and developed in
relation to items 1-3 above. However, I emphasize that none of them is sufficient by itself to
achieve improved outcomes.

In relation to technology: T explored the best available for such cases. We had a team looking for
new developments, analyze and evaluate the literature for each of them, observe and perform
clinical trial of each of them, etc. After a fairly lengthy process, we decided what was the best at
the time for these fragile tiny infants at high risk for RoP.

In relation to (a) and (b) above, we extended and made unjversal their use, starting in the
delivery room at the time of birth, through transport and during the whole stay in the NICU.

In relation to the possibility to monitor accurately the oxygen levels 100% of the time in 100% of
tiny infants, we decided we needed to change the oxygen saturation monitors (SpO2) that were
being utilized.

Here is where the difficulties started and what led me to become aware of interference with
clinical practice that 1 have never realized before.

Summary of difficulties:

We requested the most adequate SpO, monitors (Masimo). We justified the request. We provided
evidence. This technology, revolutionary at the time, solved many if not all of the problems we
have faced with SpO; monitors in the care of tiny babies until then. We presented all aspects in
meetings. We talked, we discussed, we argued. But each time any of this happened, I was asked
for more information or for something else, usually by different people, at different times, at
different levels. It was tiring and draining.

At one time I was told higher cost of this new technology compared to older technology was the
issue. I asked the company to present several proposals for me to analyze. At least a couple of
them were actually less costly than the older technology. Actually, I was told “yes” several
times. However, other people without me being present, were told that this was not going to
happen, and many “excuses” were given. In fact, it did not happen.

Each time, afier a few weeks or months of delays, I asked again and we were back to “squate
one”. I had never witnessed such a process previously in many years of my career. [ just could
not understand what was going on. At times I thought it was a delaying strategy due to budgetary
constraints. Other times I thought it was lack of adequate administrative processing. However, it
was much worse than this.

The delays continued. [ never got a real straight answer, [ brought this issue to several meetings,
1 sent many e-mails, and wrote several letters. I also had some heated discussions after waiting
for so long and I almost gave up in my objectives.

2
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To my surprise, what I leamned after a difficult, lengthy and energy consuming process, was a sad
eye opener to me and, in iy perspective, extremely sad not just for myself, but for healthcare as

a whole.

Here is what was going on, and what I leamed for the first time. The Hospital, I was told, has
agreements (contracts?) with group purchasing organizations (GPO) that provide discount prices
for many items that the Flospital purchases. I was also told that if the Hospital “goes off” and
buys, purchases or leases products from companies not included jn the GPO, there could be
important ecopomic repercussions and the loss of “discount of prices” in many of the products
the Hospital needed. I was also explained it was hard if not impossible for them to buy one SpO,
equipment that was not what was used for the whole Institution because jt was “out of contract”
and the Hospital would then lose other benefits.

I cannot summarize my surprise, anger, frustration, and my sadness at the time. I can understand
“lack of knowledge”,“lack of funds” and/or “budgetary reasons” as reasons for not providing the
best technology available to human beings in order to decrease a major morbid problem (like
RoP). Those issues can be improved, and they can be overcorne through education, charity,
donations, etc.

However, I was anable to grasp this concept of GPO, contracts, “‘exclusive” products, “loss of
benefits”, in which every reasonable and scientific argumnent I made was literally ignored.

1 would like to share with you that in the USA T have never felt so saddened and so bad in issues
related to healtheare until that time. I became aware then that in this country of freedom,
unfortunately my freedom as an educated professional, to ensure that babies received what we
thought was best for them, was very limited. Actually, I came to realize that if babies had been
the ones choosing, they would not have been allowed to choose what they consider to be best for
them. Ileamed of new (hidden) forces that prevented freedom in the system of care: monopoly
and corruption. I leamed of completely unfair anti-competitive conduet.

At the time, I thought I had af least three options:

2) be honest with myself, become as inflexible as I could and give as much as I could from
myself to try to get this technology for tiny fragile habies at this institution;

b) “give up” and be sble to devote my time to my other administrative, research, educational
and clinical responsibilities, or

¢) “buy into” this concept, “understand it” and become part of it.

I chose option (2) and 2 few months later, fortunately, the babies were treated with the newer and
much better technology, though not without personal cost.

Summary of results:

Since 1999 the outcomes not only improved but the results in this NICU are amazing:

a) No baby over 750 gm developed severe RoP (stages III-IV). (Down from 12% to 0%)

b) Decrease in the rates of severe RoP in the tiniest (at highest risk babies, birth weight 500-750
g} from gbout 30% to 10%.

¢) No preterm infant required laser surgery for RoP. (Down from about 5%)

d) No blind babies.

Acknowledgement:
1 know now that this is a conduct that affects many areas and not just the particular area that T

described above.
3
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1 also know many physicians and RN’s are not even aware of how this issue impacts their
practices. More importantly, patients are not aware. In some cases, like the one described,
patients continue to receive care for a long time with equipment and medications not chosen by
their MD’s, or actually used against their MD’s recommendation.

I now know that in many cases the equipment and medications are chosen by GPO’s/Hospitals
for their own selfish reasons. In many cases their decisions do not lower costs and delay
improving patient care: The two worse combinations in health care.

1 acknowledge your commitment to trying to solve this huge problem. As I'told your staff
member, Mr. Seth Bloom, if you all fix this issue, many infants and many other patients will owe
to your efforts their improved health outcomes. The beneficial impact of a definitive solution to
this serious problem would be much greater than what I or many other physicians I know could
do through their lifetime for the patients under their care.

Sincerely, )

A

Augfisto Sola, M.D.

Professor of Pediatrics and Obstetrics and Gynecology
Director, Division of Neonatal-Perinatal Medicine
Emory University School of Medicine
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