




Heart-Lung Machine

University Hospital in New Orleans, a facility operated by Louisiana State University, issued specifications
for heart-lung machine supplies that restricted competition and would substantially increase the cost.  The
current three-year contract, plus additional necessary supplies purchased separately, cost the state $647,850.
Using University Hospital representations, the Office of State Purchasing estimated the cost of the new
contract, which would include all necessary supplies, at $1.3 million, an increase of $652,150.

Because the specifications called for a type of product used infrequently elsewhere despite being marketed for
about 20 years, and because of conflict of interest concerns relative to two individuals involved in preparing
the bid package, the specifications are questionable.

While medical applications are best left to medical personnel to determine, operation of the medical facility
also requires business decisions on cost justification.  Staying on the “cutting edge” of medicine can be
expensive.  However, this cost may not be justified when the contribution to patient welfare is nominal.
Funds spent in such a manner could be used to meet other patient needs.  University Hospital administration
should scrutinize the proposed perfusion supplies specifications and determine whether they are justified.

Background

The Office of State Purchasing requested this office review recent circumstances surrounding bid
specifications for perfusion supplies for the heart-lung machine in the Cardiothoracic Surgery section of the
University Hospital, a state facility serving as the West Campus of the Medical Center of Louisiana in New
Orleans.

Perfusion is the process of circulation of the blood during any medical procedure where life-support is
necessary.  A perfusionist is a person qualified to operate the heart-lung machine, or perfusion system.  This
system includes devices to pump, oxygenate and circulate blood to and from the patient during certain
operations, primarily heart surgery.  University Hospital surgeons require perfusion services about 350 times
per year.

Baxter Healthcare Corporation (Baxter), a subsidiary of Baxter International, Inc., one of the largest providers
of healthcare equipment and services in the world, manufactures and distributes perfusion equipment and
supplies.   Baxter provides perfusionists to hospitals
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Restrictive Bid Specifications

From September, 1998, through June, 1999, Dr. Herman Heck and Mr. Joseph Basha, Jr.,
worked together to develop specifications for the hospital contract for a different type of
supplies for the perfusion system.  The specifications limited the companies eligible to
bid, and substantially increased the cost.

Dr. Heck has been an assistant professor of surgery and a cardiothoracic surgeon at
University Hospital for about six years.  He is the liaison for the Cardiothoracic Surgery
section of the hospital for medical supplies and equipment, which requires his
involvement in the acquisition of such items.  Dr. Heck said he developed the new
perfusion supplies specifications in concert with other staff surgeons.

Mr. Basha was an employee until July, 1999, of Total Blood Management, Inc., a
contractor which provides the hospital with clinical perfusionists.   Mr. Basha served for
about two years as the hospital’s chief perfusionist, which required his involvement in the
acquisition of perfusion supplies and equipment.   Mr. Basha said his role was to
implement the medical staff’s decision, which he said unanimously favored using “bio-
compatible” perfusion supplies.

Bio-compatible coating of perfusion components has existed for about 20 years, and has
had increased usage in the last few years, according to Baxter.  The coating, usually the
anticoagulant heparin, helps prevent clotting and reduces body inflammation, possibly
reducing risk to the patient.  There have been numerous studies conducted to examine the
benefits of such coating, and the conclusions are mixed.

University Hospital’s current perfusion supplies contract was awarded to Medtronics,
Inc., in 1997. That company provides the hospital with the disposable components of the
perfusion system, which include non-coated tubing and a non-coated blood reservoir bag
through which a patient’s blood flows during certain types of surgery.  Two changes were
made in the bid specifications.  The new specifications written by Mr. Basha with Dr.
Heck’s input, required a bio-compatible coating on all components, including the  tubing,
and required the blood reservoir to be a coated, hard-shell reservoir instead of a bag.

The new specifications limited the number of potential bidders, since only Baxter and
Medtronics make or sell bio-compatible coated tubing and a coated hard-shell reservoir.
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Dr. Heck noted the University Hospital Purchasing Department approved the
specifications.

La. R.S. 39:1655 requires that all specifications shall encourage competition and shall not
be unduly restrictive.

Dr. Heck and Mr. Basha said coated components can be of significant benefit to the
patient and that there is a trend towards their use in an increasing number of hospitals
both in the United States and abroad.  According to Baxter, its products are used by
leading medical facilities.

However, coated components are rarely used in Louisiana hospitals, public or private.
Twenty-seven percent (16 of 60) of the certified clinical perfusionists in Louisiana were
surveyed and only one used coated components, and then only five percent of the time for
liver transplant cases at Tulane Medical Center in New Orleans.   Most felt the benefits of
coated components had not been proven, and since coated components were more
expensive than non-coated, routine use of coated products was not cost justified.  Some
stated the promotion of coated components was nothing more than a marketing plan by
the few companies that make such products.

We contacted 18 major hospitals throughout the United States and found the use of
coated components outside of Louisiana also seems limited. While several hospitals
reported they occasionally use bio-compatible perfusion supplies, this was generally
limited to a small percentage of procedures in which their use was specifically indicated.
In contrast, the new University Hospital specifications required the contractor to provide
350 units per year of disposable bio-compatible coated perfusion components, which
means that such coated components would be used for all perfusion cases at University
Hospital.

The chief perfusionist for Johns Hopkins, one of the nation’s leading hospitals and the
home of the nation’s largest School of Perfusion Science, said bio-compatible coating has
received only marginal acceptance.  He said it is used only about 10 percent of the time at
Johns Hopkins in special cases where patients, such as those undergoing liver transplants,
cannot be given heparin to prevent clotting.   In most cases, use of coated components is
not medically necessary and not cost justified, he said.

The Heart Institute of Texas, one of the busiest cardiac surgery centers in the United
States, performs about 2,300 heart cases per year.  The director of perfusion there said the
cost benefits of using a coated system are not justified by clinical studies.  That hospital
uses a non-coated system 95 percent of the time.  Coated components are used only in
liver transplants and a few other special cases.
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Other prominent hospitals in the United States routinely using a non-coated system
include Duke University Medical Center, Bethesda Naval Hospital, Yale-New Haven
Medical Center, Mt. Sinai Hospital, UCLA Medical Center, Cedar Sinai Hospital in Los
Angeles, New York Hospital, Emory University Medical Center, University of Arizona
Medical Center, Sacred Heart Hospital and Deaconess Hospital in Washington,
University of Chicago, St. Lukes Hospital in Milwaukee, University of Illinois, Fairfax
Hospital, Columbia Presbyterian Hospital of New York and Baptist Hospital at Little
Rock.

Dr. Heck identified five hospitals that routinely use bio-compatible perfusion supplies:
Memorial Hospital in Chattanooga, Tennessee;  DCH Regional Medical Center in
Tuscaloosa, Alabama;  University of Alabama at Birmingham;  Medical Center East in
Birmingham, Alabama;  and Huntsville Hospital in Huntsville, Alabama.  He also
provided a list of 15 institutions that have or are evaluating bio-compatible products.

An official with Baxter said hospitals in Louisiana using coated components included
Lakeland Medical Center, Memorial Medical Center, North Monroe Community
Hospital, Tulane University and Veteran’s Hospital in New Orleans.

As previously stated, Tulane uses coated components only in specific cases five percent
of the time, and Veteran’s Hospital discontinued the routine use of coated components
several years ago.  North Monroe Community Hospital recently discontinued perfusion
services and canceled its perfusionist contract with Baxter, according to the director of
surgical services at the hospital.

Dr. Heck stated that Louisiana has not been very progressive in using improved medical
technology.  He said that if officials at State Purchasing did not approve the
specifications as written, University Hospital would continue to operate successfully with
non-coated components.

Dr. Heck also performs surgery requiring perfusion at Veteran’s Hospital in New
Orleans, and that facility does not use coated components.  According to a perfusionist at
Veteran’s Hospital, coated components were used briefly several years ago, but were
discontinued after being determined not cost justified.

Using information provided by University Hospital, State Purchasing estimated submitted
bids would be for about $420,000 for each year of this proposed contract, annually
renewable for up to three years, or about $1.3 million.  The cost to the state would
include the increase resulting from the use of coated tubing instead of non-coated tubing,
and a coated hard-shell blood reservoir instead of a non-coated bag.
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The cost comparison between the current and proposed contracts factors in $183,700 in
costs  for items not  included  in the  current  contract.   The  cost  difference  between
the current and proposed contracts is estimated at $652,150.  Baxter estimated the
additional cost of its bio-compatible products averages about 20 percent, which would be
about $130,000.

Other estimates of the cost increase provided by perfusionists, companies that market
coated products, and a University Hospital cost analysis ranged from 10 to 100 percent.

Bids have already been received by State Purchasing in response to University Hospital’s
perfusion supplies specifications.  Because of a bid protest they remain sealed and the
actual amount of the bids is not known.

Conflicts of Interest

Both Dr. Heck and Mr. Basha had apparent conflicts of interest involving Baxter.

Dr. Heck

In September, 1998, Dr. Heck received a three-day trip paid for by Baxter to observe the
use of a Baxter heart valve at the Cleveland Clinic in Cleveland, Ohio.   He said he
observed and learned the techniques of minimally invasive open heart surgery as well as
off-pump coronary bypass surgery, a procedure that does not require perfusion.  Dr. Heck
acknowledged that the company paid about $2,200 for his expenses associated with the
trip, including airline tickets, lodging and meals.

Dr. Heck said he does not usually accept gratuities or gifts from vendors, but in this case
he had the opportunity to learn a great deal, and since there was no cost to the state, he
accepted the gratuity.

Dr. Heck said he returned from the Cleveland Clinic with an interest in improving the
perfusion system at University Hospital, and approached the hospital’s chief perfusionist,
Mr. Basha, with suggestions.   In the fall of 1998, Mr. Basha began preparing the
specifications for a public bid on a new contract for perfusion supplies.  That process
culminated in the public release of the specifications at the pre-bid conference June 24,
1999.
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Whether Dr. Heck’s receipt of paid expenses from Baxter violates the Louisiana Code of
Governmental Ethics is a question to be determined by the Board of Ethics.

Mr. Basha

During the process, Mr. Basha approached Baxter Perfusion Services for employment
with that company.  In early April, 1999, he had conversations with a regional human
resources manager and a chief perfusionist who later would be involved in interviewing
him.

Mr. Basha approved a draft of the bid specifications April 26, 1999.  A week later, he
submitted a resume, formally applying for employment, and in mid-May, 1999, he told a
vice-president of Total Blood Management, his employer, he would be leaving. In late
May and early June, 1999, Mr. Basha was formally interviewed by Baxter Perfusion
Services.  A June 9, 1999, dinner for Mr. Basha, attended by several Baxter Perfusion
Services managers and their wives, was described by one manager as “a celebration,
because it was a foregone conclusion he would be hired.”

These dates were obtained from company executives and employees who were involved
in Mr. Basha’s hiring, including a regional director of  human resources.  Dates
concerning Mr. Basha’s employment with Baxter Perfusion Services supplied by his
attorney  are consistent with this chronology.  Baxter Perfusion Services has responded
that he applied for a job on July 1, 1999, and further states our dates “contain errors,” but
declined to further explain.

On June 24, 1999, the pre-bid conference was held and the specifications were officially
made public.  Five days later, Mr. Basha resigned from Total Blood Management to go to
work for Baxter Perfusion Services.

Mr. Basha said his negotiations for employment were unrelated to the specifications on
which he worked.  He said he was dissatisfied with Total Blood Management and even
turned down a pay raise to work for Baxter Perfusion Services.  He provided documents
to support that.

According to Baxter Perfusion Services, it was unaware of Mr. Basha’s role at University
Hospital in working on perfusion supplies procurement.
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Whether Mr. Basha’s participation in the bid process while he was seeking employment
with Baxter Perfusion Services violates the Code of Governmental Ethics is a question to
be determined by the Board of Ethics.

Other Louisiana Hospitals

Baxter reported its Louisiana sales include sales of perfusion products in Louisiana to
three New Orleans area hospitals.  The perfusionists at these three hospitals are Baxter
Perfusion Services employees provided by contract.

La. R.S. 51:916.B(3)(b) states, “It shall be unlawful for a business entity which sells
products or equipment used in the performance of clinical perfusion services to a hospital
or other medical institution to perform perfusion services at that medical institution.”

Legally, because Baxter Perfusion Services is a wholly-owned subsidiary of Baxter,  both
might be considered a single business entity for the purpose of this statute.

Baxter Perfusion Services asserts that the companies are sufficiently separate to satisfy
the law.  Nonetheless, Baxter has advised us that it intends to discontinue the product
sales to the three hospitals, and has begun steps to do so.

Conclusions:

1. Dr. Heck and Mr. Basha developed specifications for a hospital contract for
perfusion system supplies which limited the competition, and is estimated
to substantially increase the cost of the contract.

2. Dr. Heck accepted travel and related expenses totaling about $2,200 from
Baxter Healthcare Corporation, a potential vendor, to observe surgical
procedures which included use of Baxter products.

3. Mr. Basha negotiated employment with Baxter Perfusion Services while he
helped prepare specifications for a contract for which Baxter would be
eligible to bid.
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4. Baxter supplied some Louisiana hospitals with both perfusionists and
perfusion supplies.

Recommendations:

4. The medical director of  Healthcare Services for the LSU Medical Center
should review the proposed specifications for patient benefits and cost
justification.

5. This report should be referred to the State Board of  Ethics.

3. The report, along  with a list of the three hospitals to which Baxter provides
perfusion  products  and,  through  its  subsidiary,  perfusionists,  should  be
referred to the Attorney General’s Office.

Responses:

Responses from Baxter, Dr. Heck, Mr. Basha and University Hospital are attached.
Some changes were made in the report in light of these responses.

Mr. Basha’s second response refers to his first response.  The first response is not
attached because it contains several comments concerning third parties which we decline
to publish.  Requests for Mr. Basha’s first response should be made to his attorneys,
identified in the attached response.
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