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FOREWORD

In 1983, the Subcommittee on Health and Long-Term Care of the U.S. House
Select Committee on Aging undertook the first Congressional investigation of cataract
surgery in the United States, This report is the summary of the Subcommittee's
findings. in sum, the Subcommittee found that there is widespread fraud, waste, and
abuse In cataract surgery — the most frequently reimbursed major surgical procedure in
the United States today.

The Subcommittee concluded that over $2 billion that we will spend in 1985 for
cataract surgery will be lost to fraud, waste, and abuse, and that this surgical procedure,
from the taxpayer's perspective, is an unmitigated disaster. In order that the more than
1,000,000 older Americans might reap the benefits of vision attributed to this
uncontested miraculous procedure, the Subcommittee urges immediate reform measures
to address this hidden, yet prevalent problem.

The Chairman's report was prepared at the direction of Kathleen Gardner Cravedi,
Staff Director of the Subcommittee and written by her and Peter Reinecke, Research
Director, Glen Stettin, National Health Policy fellow, Medical College of Pennsylvania,
Melanie Modlin, Deputy Staff Director, Ronald Schwartz, Office of the Inspector General
for the Department of Health and Human Services, and Catharine Wilson, intern, Duke
University who also tabulated, analyzed and summarized information supplied the
Subcommittee by ophthalmologists, the industry and others. E ¢ Subrid, intern, Cornell
University graduate, Liz Gatti, intern, Duke University, Bob Joy, detail, U.S. Postal
Scrvice, and Hal Wallach, detall, U.S. General Accounting Office, also provided valuable
assistance to the Subcommittee — without whom this report would not be possible. The
Subcommittee also recognizes the consulting services of Bill Halamandaris and Jay
Constantine whose policy insights were invalusble from the Inception of this
Subcommittee investigation. The Subcommittee also wishes to commend numerous
others whose counsel during the investigation helped balance the masny issues explored.

I commend this report to all those concerned with preventing the abuses we
uncovered. I hope it will lead this Nation to much needed reform.

Claude Pepper, Chairman




EXECUTIVE SUMMARY
CATARACT SURGERY: FRAUD, WASTE, AND ABUSE

In 1982, a Congressional inquiry revealed massive, fraud, waste, and abuse in the
purchase and use of pacemakers in the Medicare program. Investigators uncovered a
pervasive, industry-wide practice of kickback schemes, overutilization and profiteering
in the pace maker industry at the expense of Medicare and the taxpayer.

During the course of the pacemaker investigation, a representative of one of the
manufacturers told a consultant to the Committee, then posing as a prospective
purchaser for a California hospital, that these practices were not limited to the sal; and
use of pacemakers. "In addition, he said,"we sell intraocular lenses, heart velves,
orthopedic devices, and health products for seniors. We have great flexibility. We (the
distributor) give. They (the manufacturer) gives. We can even work out a package deal.
We can arrange at least a 15% discount on VA approved prices.” (The Veterans
Administration purchases pacemakers, lenses and other medical equipment at a
competitive bid process which commonly runs 15-20% lower than Medicare's payments
for the same products.)

The saiesmen went on to indicate that intraocular lenses in particular were a
profitable product, saying anyone, including the hospital administrator, could learn how
to perform the implant procedure and that it could be done on an outpatient basis or
"almost any wh.sre."

When he learned of this conversation in 1983, Chairman Pepper instructed the
Subcommittee to undertake a thorough investigation of cataract surgery and the use of
intraocular lenses (IOLs) in the United States. This report is the result of that activity.

During this investigation, the Subcommittee undertook the following steps:
o Coliected, reviewed and tabulated correspondence and case histories
received by the Subcommittee relating to cataract surgery since 1983,

Reviewed all hearings and reports on fraud and abuse in the Medicare
program by Congressional Committees and administrative agencies.

Prepared and sent a questionnaire to a statistically valid random sample of
ophthalmologists in the United States at the Chairman's request. The
responses to these questions were tabulated and appear later in this report.
The questionnaire can be found in Appendix A of this report.

Prepared and sent a questionnaire to all IOL manufacturers on file with the
US. Pood and Drug Administration. The responses to these questions were
tabulated and appear later in this paper. The questionnaire can be found in
Appendix B.

Conducted telephone surveys with numerous [OL representatives,
associations representing ophthalmologists, health industry representatives
and concerned doctors.

Reviewed all books, periodicals, and newspaper rcferences to cataract
surgery and Medicare reimbursement policies on file with the Library of
Congress.

Prepared and sent questionnaires to the U.S. Food and Drug Administration
and the Health Care Financing Administration. The responses to these
Questions were mcorporated into this report. The questionnaires can be
found in Appendices C and D repsectively.

Requested and obtained a staff member from the Office of the Inspector
General of the United States, Department of Health and Human Seevices, to
assist the Subcommittee in its investigation.

Called upon the Office of the Inspector General to undertake an
investigation into the billing and reimbursement practices for cataract
surgery in the United States.

Called upon the General Accounting Office to conduct a review of Medicare

reimbursement practices to determine regionally what Medicare pays for
cataract surgery.

(Vi)
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Interviewed numerous sales representatives for the 1OL industry,
ophthalmologists, association representatives, enforcement officials, health
and medical experts.

The Subcommittee found that cataract surgery is the most frequently reimbursed
major surgical procedure reimbursed by the Medicare program today. Intraocuiar lenses
(I0Ls), the replacement of choice following cataract surgery, will be implanted in 1
million of the 1.2 million people who will have cataract surgery in 1985. The total cost
of these cataract procedures will exceed $3.5 billion. $3.03 billion of that total will be
paid for by Medicare. The Subcommittee found that there is reason to question the
necessity or validity of half of that total. 50 cents of every dollar Medicare pays for this
procedure is lost either to fraud, waste, or abuse. The factors forcing this conclusion are
as follows.

Cataract surgery, which in 1981 required a 3-day stay in a hospital, now requires a
3-hour visit to a hospital on an outpatient basis. About 70% of all cataract surgery is
performed today in the outpatient setting of a hospital. 1mproved surgical techniques
and hospital cost containment have contributed largely to the shift from the hospital to
the outpatient setting for cataract surgery. Intuitively, one would think that savings
would accrue to the Medicare program by eliminating hospital stays and the attendant
services which accompany the stay. This has not been the case. Medicare pays no less
than $2400 for cataract surgery performed 1n the hospital where the costs are controlled
by the new DRG system. When the same proceure is performed in the same hospital on
an outpatient basis, Medicare is paying several times this amount — as much as $5700 —
for using only three hours of hospital resources. While the DRG system was intended to
reduce Medicare costs by putting a limit on the amount paid for services provided in a
hospital, the same rules do not apply to outpatient services, or part B of Medicare. The
Subcommittee found that if the Medicare program reimbursed ali cataract surgery at the
inpatient rate of $2400, regardless of surgical setting, a savings of at least $1.2 billion
would be realized in 1985, and & total of aimost $9 billion by 1990. Given current
reimbursement practices, Medicare will vaste $1.2 billion in 1985 alone.

Another factor fueling fraud, waste, and abuse in cataract surgery relates directly
to the price of the 10L and Medicare reimbursement practices relating to the 10L. In
1984, the price of an 10L reimbursed by the Medicare program ranged from $322 to
$750. The manufacturing cost for an 10L is roughly $35-$50. Under the DRG system
many hospitals have gone to competitive bidding, reducing IOL prices by 50% or more,
sometimes less than $100 a piece. Where outpatient surgery is performed, there is no
corresponding pressure to reduce 10L prices as mentioned above because Medicare will
pay what it terms "reasonable” cost ranging frcm about $300 to $250 or more. It Is
obvious that the profit margins gre very high &nd that some manufacturers are trying to
stave off true competitive bidding by taking $50-$150 or more out of their profits to "buy
of f* some physicians and gain a competitive edge.

The Subcommittee found that evidence of improper inducements, kickbacks, and
other illegal marketing practices is flagrant and inescapable, Inducements ranged {rom
outright payments of cash to physicians (in the form of $50 deposits in Cayman Islands
accounts) for each lens purchased, to "free stock” in the manufacturer, "free lasers” and
other IOL surgery equipment, "donations” of one lens for every one purchased, keys to
resort condomimums, yachts, cars and houses, trips to Colorado, Europe, ete. for
"medical” skiing semingrs, and large payments for phony consultant work and to FDA
mnvestigators”. Large donations to the physician's favorite charitv Jr personal research
foundations by 10L representatives were also urcovered. Our investigation confirmed
the judgment of one physician who told the Subcommittee, "The whole system is corrupt
and is corrupting physicians, mostly I feel, out of ignorance — but of course greed is a big
factor. Some very big names in ophthalmology are receiving large financial incentives to
PR the companies' implants. I'm happy to see you investigating this and though it casts a
shadow on my profession — if we can stop the 20% or so who are unethical it may restore
people's faith in my profession.”

Over one million 10Ls, manufactured by about 20 companies in the United States,
will be implanted in 1985, costing on the average almost $400 apiece. Medicare will pay
for approximately 816,000 of these implants, totalling about £325 million. Out of those
20 companies, the Subcommittee found only several companies who were making a
conscientious effort to avoid illegal practices. Evidence suggests that about half the
price of each lens is lost to fraud and improper inducements resulting in a loss to the
Medicare program in 1985 of about $160 million.

Finally, leading health and medical experts have reported that 23%-36% of all
cataract surgery may be unnecessary or represent overutilization, and that second
opinions should be sought by tliose considering such surgery. Many Americans may show
signs of cataracts but have no functional inpairment. It 1s at this point in the decision
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process that unnecessary surgery may ocecur. In some cases, this decision is simply a
matter of poor judgment on the part of the physician. In other cases, however, the
Subcommittee found instances where doctors in one southern state were inserting 10Ls
into the eyes of elderly patients with 20-20 vision. About $819 million will be Jost to the
Medicare program and cataract patients due to unnecessary surgery in 1985. Of this

total, $525 million will be lost by the Medicare program alone.

Sectlon ! of this report provides the definition of cataracts and treatment methods
for correcting this disabling disease. In addition, the costs and reimbursement
mechanisms for this surgery are detailed, as are the numbers served and the industry
which exists to meet this population's needs.

Cataracts will affect almost everyone who lives long enough. About 15 million
persons over age 65 have some signs of cataracts toGay. Fortunstely, the method for
treating cataracts is unquestionably successful and frequently administered — over one
million surgicel procedures correcting the complications of cataracts will be performed
in the U.S. in 1985 at a cost to the government and the taxpayer of $3.5 billion — making
cataract procedures the most frequently performed major surgical procedure reimbursed
by the Medicare program today.

Section Il of this report discusses the problems surrounding cataract surgery which
include waste, fraud, and abuse. The Subcommittee also found costs associated with the
surgery and Medicare reimbursement practices arc excessive — resulting in a loss to the
government and taxpayer of about $2 billion annually; and that a number of regulatory
and industry practices, if left unchecked, will continue to fuel widespread fraud, waste
and abuse.In addition, the Subcommittee found that at least 23% of such surgery may be
unnecessary.

Sections Il and IV describe data collected from ophthalmologists and I0L
manufacturers from which the Subcommittee was at.s to reach the following
conclusions:

° The majority of ophthalmologists surveyed told the Subcommittee that they
were aware of abusive practices in the marketing of I0Ls.

Induce ments to use certain 10Ls were common and included the purchase of
second homes, cash payments, free equipment, stock in the company and
free travel, among others.

o The mejority of ophthalmologists told the Subcommitee that such offers are
commonplace and should not be encouraged.

Many manufacturers do not like the sales tactics the Subcommittee has
found prevalent in the IOL industry.

Section V is a candid conversation between an ophthalmologist and an IOL
salesman. It details an offer of free busiitess equipment in exchange for doing business
exclusively with a particu!~# 10L manufacturer.

Section VI discusses Federal action with respect to cataract surgery in the United
States, and Section VII includes a number of policy options for the consideration of the
Congress and the consumer:

- The Health Care Financing Administration should take measures to control
outpatient costs associated with cataract surgery;

- The Health Care Financing Administration should standardize payment for
cataract surgery;

- The Food and Drug Administration should take immediate action to
eliminate "adjunct” studies; and

- Seniors should seek second opinions before pursuing cataract surgery.

What this repor! concludes Is that the Government and the texpayer will continue
to lose about 50 cents of every dollar they pay for cataract surgery unless corrective
action is taken. What is not discussed but implicit in this report is the extent to which
the health and welfare of every patient, who is usually elderly, will be forsaken as the
result of current practices that remain unchecked.
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INTRODUCTION

Cataract surgery. This is a common operation for persons over the age of 65 —
for if one lives long enough, one will probably get a cataract and require such surgery. In
the United States today, a person living a normal lifespan is more likely to undergo a
cataract operation than any other major surgical procedure. Over 15 million older
Americans, or roughly 60 percent, show signs of cataracts today. Of chis number, over 1
million will seek cataract surgery (at a total cost of over $3.5 billion) in 1985 to correct
this disabling and potentially blinding disorder. Fortunately, this operation is almost
always dramaticaliy successful.

The word cataract is derived from a latin word meaning "waterfall.® In fact
seeing through a cataract can be like trying to look through a waterfall. Cataracts are
cloudy or opaque areas in part or all of the tranparent lens located inside the eye. They
develop gradually and painiessly until, in some cases, light cannot pess tirough the lens
and vision is seriously affected. Cataracts are the second leading cause of blindness in
the United States today.

Treatment of cataracts involves the surgical removal of the cloudy lens and the
replacement of the natural lens with either eyeglasses, contact lenses, or an intraocular
lens (10L) implant, all of which are referred to as "prosthestic™ lenses. Each has
advantsges and disadvantages.

Eyeglasses have been used for decades to restore vision following catarict surgery
and their value is unquestioned. However, they are extremely thick, heavy and limit
peripneral vision. Compared with cataract eyegl , contact provide a much
more natural means of visual correction following surgery — peripheral vision is
practically normal. The maln disadvantages of contact lenses are that many elderly
patients do not possess the manual dextarity necessary to handle them and the eye may
not tolerate the contact lens or contact lens solutions. Intraccular lenses, or IOLs,
developed in 1949, have the advantage of one-time insertion at the time of surgery, and
require no attention from the patient in the future. Another advantage is the presence
of immediately useful vision that continues at all times, under all conditions of work,
weather, and general health.

10Ls have become the lens replacement of choice following cataract surgery. The
percentage of cataract patients having I0Ls implaced during surgeey has increased from
35 % of operations in 1980 to the current level of about 85 %.

Today, in large part due to increased demand and Inproved technologies, cataract
surgery and IOL implantation have become big business. In 1985, the most frequently
reimbursed major surgical procedure under the Medicare program was cataract surgery.
The government, under the Medicare program, pays the lion's share of the $3.5 billion
assoclated with cataract surgery, about 80 %. The rest comes out of the pockets of the
senjors themselves.

What follows Is a summary of the Subcommittee's Inivestigation into cataract
surgery in the United States. It 15 an attempt to determine whether Medicare's dollars
are wisely spent, whether the taxpayer's dollars are wisely spent, and whether our
nation's oldcr Americans are recelving the most appropriate care available.

(1)
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L. BACKGROUND
A. Catarects: A Definition

If one lives long vrcugh, one will probably get a cataract. Today, one million
older Americans, or roughly about §0 percent of people between the ages of 65 and 74
show some signs of cataract, and abdut 3.3 million people in the United States are
visuslly impaired by this disorder. At least 43,000 people are tlind from cataracts,
maKking it the second leading cause of legal blindess in the United States; about 4,700 new
cases of blindness from cataracts occur each year. In sum, a person living a normal life
span Is more likely to undergo a cataract operation than any other major surgical
procedure, and no other operation is as frequently dramatically successful.

Tt word cataract is derived from the Latin word "cataracta”, which means
waterfa’l, In fact, seeing thruugh a cataract can be like trying to look through a
waterfall,’

Cataracts are cloudy or opaque srees in part or all of the transparent lens located
inside the eye. Normally, the lens is clear and allows light to pass through. When a
cataract for:ns, light cannot 2asily pass through the lens and this affects vision. See
Pigure 1 beiow.

Figure 1

Cataraets usually develop gradually, without pain, redness, or tearing in the eye.
Some remain small and do not seriously affect vision. 1f a cataract becomes larger or
denser, however, 1t must be surgically removed to restore sight. Cataract surgery is a
procedure in which the cloudy lens is removed. 1t is a safe procedure that is almost
always successful,

What causes a cataract? When & cataract forms, there is a change in the
chemical composition of the lens. 1t is not known what causes these changes. Cataracts
have been associated with a number of different conditions, including eging, and eye
injuries. What is not known, in most cases, is how and why these conditions cause the
lens of the eye to cloud up.

What are the different kinds of cataracts? According to the National Eye
Institute, the most common forms of cataract are as follows: senile cataracts are related
to aging, although this type can occur at or before age 50. Congenital cataracts are
present at birth or develop within a year after birth. Traumatic cataracts are those
resulting from an eye injury or exposure to harmful chemicals. Drug-induced cataracte
are those induced by the toxic effects of certain drugs that are given as medication,
chiefly cortisone and its derivatives Radation cataracts are associated with radiation
(such as X-rays and microwaves), intense heat or intense light {ultraviolet light or
sunhight). Secondarv cataracts are those that are complications of eye or general
disorders. People who have glaucoma, iritis, uveitis, or ocular tumors may develop
cataracts. Diabetes and other metabolic disorders can also lead to cataract formation.

Signs that cstarects are forming include hazy, fuzzy, or blurred vision; the
appearance of dark spots in the field of vision; the need for frequent chenges in eyeglass
prescriptions; a feeling of having a film over the eyes; changes in the color of the pupil,
which 1s usually blaci'; and preblems with light, for example, night driving. Of course,
none of these signs scparately or together necessarlly means that e person has a
cataract.

10




1. Cataracts, US. Department of Health and Human Services, Public Health Service,
National Institutes of Health, Washington, [.C., NIH Publication No. 83-201, September,
1983, page 12.
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B. Trmatment of Cataracts: Methods, Progress, and Developments

Treating cataracts involves two steps. The first is surgical removal of the clouded
lens by an ophthalmologist. According to the National Eye Institute, this is the only
method proven effective for treating cataracts. The second step is finding the
appropriate substitute for this natural lens.

Besically, there are two surgical methods for removing the clouded lens:
intracapsular end extracapsular extraction. These methods are described later in this
revort.

When the cloudy lens, or cataract, is surgically removed from an eye, the
resultant state is termed "aphaiia.” The aphskic eye lacks the optical power to bring
visual objects rays to focus on the retina, permitting those objects to be seen.

There are three options for replacing the natural lens removed in cataract
surgery: eyeglasses, contact lenses, or an intraocuiar lens implant, all of which are
otherwise referred to as "p-osthetic lenses.” (See Figure 1I on the following page.) Each
has adventages and drawbacks.

2. Eyeglasses

Eyeglasses have been used for decades for the correction of aphakis, and their
value is unquestioned. They provide shaip central visual acuity and still serve as the
visual standard against which other methods of correction are judged. However, they do
have certain disadv. tages; they are heavy, thick, and magnify all objects viewed. Other
unpleasant effects cin include poor side vision, poor depth perception, headaches,
dizziness, and nausca.

The effect of image magnification is perhaps the most disconcerting attribute of
spectacle cataract correction, for it makes it impossible to wear a cataract glass for one
eye and routine corrective lens over the other. This ocecurs bect ¢ the magnification of
the aphakic image in comparison to the Image from the nonoperated eye are different
sizes, producing intolerable blur and double vision. Many patients find this effect hard to
understand before cataract operation, and thus are particularly surprised and unhappy to
learn that they must use one cye or the other after the operation, but not both. Since
many patients have advancing cataract in one eye with very few changes in the other,
there mey be years between operations on the two eyes, creating & long interval of visual
disability. Such patients will probably be advised to use & >Shia-t fens, or to have a lens
implant as part of the operation to remove the cataract.

Only a minority of cataract patients today are prescribed cataract eyeglasses
following cataract surgery given the advantages of alternative prosthetic lenses.

3. Contact Lenses

Compared with spectacle lenses, contact lenses provide a much more natural
means of visual rehabilitation following cateract surgery. Objects are still mugnified —
much less so — and peripheral vision is practically norti.al. Also, contact lenses are quite
safe if handled and muintained properly, and are especially helpful after cataract
extraction in one eye. The ain disadvantages of contact lenses are that many clderly
do not possess the steady hands necesseary to handle them and the eye may become
allergit to the lens or to the contact lens solutions. Finally, one age-related change in
the human eye is decreased production of one or more con ponents of tears, and good
tear production is essertial for the use of contact lenses.

Recently, high water content contact lenses have become avallable, which can
remeain in the patient’s eye for extended periods of time. These lenses are more
convenient for elderly patients, but are assoclated with an increased incidence of corneal
infections and thickening of the cornea. Often & family member must be instructed
regarding the removal and care of the contact lens should an emergency arise in which
the patient is unable to manage.

Wearing contact lenses requires periodic ophthalmic follow-up and most types of
soft contact lenses must be replaced yearly. 1t is estimated that over a period of 20 years
contact lenses are approximately threc times as expensive as int~aocular lenses for the
correction of aphakia.

Por near tasks, like sewing or reading, regular eyeglasses (not cataract spectacles)
are required in addition to contact leas.
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3. Intrsocular Lens:s (IOLs)

The third form of aphakic correction is the intraoccular lens implant. This has the
advantage of one-time insertion at the time of surgery, with no attention required from
the patient in the future. Another advantage is the presence of immediately useful
vision that continues at all times, under all conditions of work, weather, and general
health.

These lenses are usually fabricated of rigid plastic, although the mechanical
appendages that stabilize the lenses in the eye can be of other synthetic materials, such
as Prolene or nylon. The general shape of these lenses, their location in the eye, the type
of operation required for their insertion, and frequency of use will be discussed later in
this report. Conventional eyeglasses (not cataract spectacles) often are required in
addition to intraocular lens implants.

Because of the many advantages, lens implants have been used with increasing
frequency in recent years. There has been a steady increase in the number of cataract
operations, fueled, in part, by the increasing number of elderly. The percentage of
cataract patients having I0Ls implanted has increased sharply from 32% in 1980 to the
current level of about 85%. This growth has accelerated in the last few years, probably
as a result of the acceptance of IOLs and a growing patient awareneas that it is no longer
necessary to have the extremely thick, uncomfortable and limiting glasses which
previously were prescribed for cataract patients. In addition, cataract removal has
become a much simpler surgical procedure with new techniques and better surgical
instruments, which will be discussed later in this report. A history of the development of
intraocular lenses follows.

Historical Development of 10Ls

Harold Ridley, a British ophthalmologist, carried out the first IOL implant
operation on November 29, 1949. Observing that fragments of plexizlass from shattered
cockpit canopies could be tolerated within the eyes of British airmen, he began the era of
IOL implantation by designing a lens that could be Inzerted into the posterior chamber
betwoen the iris and remaining posterior capsule. (See Section IX on the anatomy of the
eye) His first patient, a 45~year-old woman, had a severe residual myopia. She tolerated
the lens relatively well. He was thus encouraged to perform his second implantation on
the 23rd of August, 1950. Ridley inserted approximately 1,000 of his original IOLs.
Many of his cases remained successful as late as 1966. By 1970, however, Ridley
reported that removal of his implants was necessary iit at least 15% of cases.

A mejor reason for Ridley's limited syccess was that the surgical techniques and
instrumentation available in 1949 were not comparable to today’'s technology, not the
least of which are the operating microscope and neodymium-YAG laser. For example,
the operating microscope allows much greater access and visualization of the tiny,
delicate portions of the eye.

The difficulties associated with Ridley's posterior chamber IOL led to
experimentation with anterfor chamber I0Ls. In 1952, Baron was the first to implant an
anterior chamber lens.

In June 1953, following the econtinued development of anterior chamber IOLs,
Epstemn introduced the "collarstud™ lens, which was an iris supported iens. The original
Iris-chip lens was introduced by Binkhorst in 1957 and used for the first time in 1958, The
Iris-fixated lenses attempted to overcome complications of posterior chamber lenses,
namely lens dislocation, and the most important complication arising from anterior
chamber lenses, namely lens corneal touch and corneal damage.

Many of the iris-supported 1 were very sful and did much to popularize
the concept of intraocular lens implantation throughcut the world. Indeed, many patients
who have had excellent long-term visual rehabilitaiion with IOLS of this type survive
today. However, there are others who have experienced complications with these IOL
styles. This has led to an eventual abandonment of these styles in favor of well-designed
modern anterior and posterior chamber lenses. From Pebruary 1978 to August 1982, the
rate of iris-fixated lenses implanted (expressed as a percentage of total IOLs implanted)
declined from 52% to 6% of lenses implanted.

From 1975 to the present, informati~n from the extensive clinical experience with
10Ls during the past decades has contributed %o a rapid and highly innovative era of IOL
development. Of utmost importance has been the increasing use of posterior chamber
implantation. Numerous modern, well-designed anterior and posterior chamber IOLs
have been introduced. There has been continuous improvement in lens design and in IOL
manufacturing techniques. Implantation techniques are far more refined and are safer.




In some instances, the frequent introduction of new IOL designs (Table I is only a partial
listing of I0L models available to surgeons) actually creates a problem. It is sometimes
difficult for the implant surgeon to decide which IOL is the best in his or her view and
for each individual patient.

Although a few iris-supported lenses continue to be implanted, they have largely
become obsolete. The overall rate of success achievable with these lenses cannot
compare to the results obtained by experienced surgeons with modern posterior and
anterior chamber IOLs.

The most important breakthrough was a return to Ridley's original idea of the
posterior chamber IOL, This is now possible because of ¢ 1) the development of new lens
designs which are lighter in weight and provide better fixation, and 2; the introduction of
improved surgical instrumentation and techniques. Table I, which follows, displays the
evolution of intraccular lenses.

Table I
Evolution of Intraocular Lenses®
Genrration I — (10 1949-54)1 — Otsginal Ridley Postenior € hom
bes Lens
1 Ridley, 1449
2 Parry (implamaon modificanion, 1954)

Grarranon I — {ea 1952-1962) = Daivlopment of Antevier Cham
ber Lenses
b Rigid or semi ngid
Baron 1952 1954
Scharf 1953
Suapelh npd, 1953
Schreck, 1954
Bietn, 1955
Chovee Mark 1, 1956
Ridley Mark 1 and 11, 1957, 1960
Boberg Ans, 1961
2 Plexible of sems-NiEaible foops
a Closed Joops ° M
Dannhaim, 1952
Strampelh. 1956
Lieb and Guerny, 1957
b Open loops
Barraquer. J-loop, 1959
Generotien 111 — (e0 1923-1910) — Continued Drvelopment of
Antrnor Chomber Lenses ond Introdurtion of hirs supported Lenses
Antrnor Chamber
1 Rigid or semr ngid
Chovee Mark 1), 1937 1o Chovee Mark V111 1963
2 Fleable
Ins supporied
Epsian “collarstud’ lens, 1953
Binbhorst ins chp, 1957, 1958
Epsiaan Maliese cross (evolved into the Copeland-
Binkhorst Jens), 1962
Fyodorov Type 1 ins chip, 1964
Binbhorst indocapsular, 1965
Frvodoroy Vetype 11, Sputnik ins chp, 1968
Worst Medathon sndocapsular, carh 1970s
Worst Plauna, carhy 19705

Genrrotion M — (eo 1975 10 present]® — Major Improcements n
Microsurgual Techmgues Lens Devign and Lens Motsnals
Introduetron of Postenor Chomber Lenses

Antenor Chomber Lenses
1 Rigid or semi ngnd
Azar Mark 11, 1977
Tennani Anchor, 1979
2 Flexible or semu fiexable Joops or fooiplaies
2 Closed loops
Leishe. 1978
Hessburg. 198)
Opufiex, 1981
Azar 91Z, 1982
Stableflex, 1983
b Open Toops or fuotplates
Kelman 11, 3.point fixaton, 1978
Kelman Quadnfies. 1981
Kelman Omnifit, 198)
Kelman Muluflex, 1942
¢. Radial kope
Copeland 1982
Lortrner Chanbey Lrasn
Pearie ned 1r1yjed, 1433
Shrarung § begr mad n dare V03in cathh 198N
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Table I {cont.)

Simeve C loop mid to late 1970y, carly 1980
Saasker, modified J Joop mid to fate 1970s carh
19803
Araz, modified J Joup, mid 10 late 19705, carly
1980s
Clavman, modified J-loop mid 1o fate 19705 carh
14805
Lindvzom modified ] loop sud 1o fate 10700 cayly
19805
Barns, 1 open 1 cloned loop, niodified ) loop
Closed modified J loop both Toaps clined ie g
Sheets. Galand, Knotle)
Osher<Fenzl, modified ] loop with huophole at tip of
supenor foop
Lewtchv. modified ] luop with loopholes at ups of
both loops
Ridged lenses for YAG laser capsulotomy, ¢ g,
Hoffcr ndge
FOLs with UVR absorbers tn opucs
101s with biconvex or asphencal opues
Eunell, glass optac .
Mazzocco ahicone (elastc) 10L . .
Unnversal types (designed 10 be placed in esther antenor
61 postenof chamber™ (earl, 1980s)
Shepard Lninersal (radial loops)
Feaster Dualens
Pannu tvpe 11}

*Paria) listang of representatine lenses

$Some dates are eximates ance manvfactuiere data are
not alwavs avanlable We have atiempred 1o document the
date of the surgeon simtialimplantation sather than the date
of his pubhished reposts or 1 car of mathetng of the lens

2. "Complicatiors of Intraocular Lenses. A Historical and tistopathological

Review," Survey of Ophthalmology, Volume 29, Number 1, July-August, 1984,
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C. IOL Implantation Procedure

Implantation of the intraocular lens (IOL) follows the removal of the patient's
clouded lens (cataract) by the ophthalmclogist. The procedure may be performed on an
inpati nt or outpatient basis, and local or general anesthesia can be used. The procedure
can take anywhere from 20 minutes to two hours to perform, depending on methods used
and operating wonditions. Routine cataract extractions should take no more than 40
minutes and some physicians can perform this operation in 12 to 20 minutes. For the
patient, the procedure can mean three hours in an outpatient facility oc up to three days
in the hospital.

Two different surgical procedures are commonly used for removal of cataracts
and Insertion of 10Ls: extracapsular and intracapsular extraction. The extracapsular
procedure has increased in use since 1981, displacing intracapsular extraction as the
more common procedure. (See Table Il below) According to Table 11, between 1981 and
1983, extracapsular extraction Increased from 29.4% to 51.9% of all surgical cataract
procedures, while intracapsular extraction fell from 68.1% to 43.8%.

Table II

Shift in Type of Surgical Procedure
Used to Extract Cataract

Exleacapsular  Inliacapsular Other
P Proced vy

P

88 881% 25%
I3I%N 87.0% 3T
519% 48% 43%

6415 000 W 22D POToM of LAIA/ECY BE1ACIIOND wirs 08
VaCAssAa' irmd 782 poraert ol 811:8CHONE Bers IntroC MDA

Saurcs Hoobha) Diichurge Sasmver, Motwnt! Conter Sor Health Sistinlics for
THLECE SolClane " patuald 3 and Svor

The extracapsular procedure tends to take longer, but both procedures Including
lens implantation should stili require less than an hour of operating time Both procedures
begin with a 5 to 7mm incision in the eye. Frequently, sodium hyaluronate (Healon), or a
similar viscoelastic material, is used to meintain the shape of the eye and protect the
cornea and other delicate structures during surgery.

Intracapsular extraction is commonly used to remove cataracts associated w.th
aging, and is rarely used in patients under 30 years of age. In this method the entire lens
and its capsule are removed. One popular technique uses an enzyme, alpha chymotrypsin,
to weaken the ligaments which hold the lens in place. Then a very cold probe Is inserted
and used to freeze a portion of the lens. The {rozen part of the lens sticks to the probe
and allows the surgeon to lift the lens out of the eye easily. This technique is called
cryoextraction.

Extracapsular extraction leaves the back portion of the lens capsule intact, while
most of the lens and the front part of the capsule are removed. The aspiration method is
used to remove congenital and other cataracts in infanis and young children, whose
lenses are relatively soft. The lens capsule is opened and the soft lens is suctioned out
(aspirated) through a hollow needle. For adult patients with harder lenses, the surgeon
may employ phacoemulsification, a technique whereby high frequency sound vibrations
are used to soften and liquify the lens, enabling the lens to be aspirated through the
hollow needle.

After the lens is removed, one of three different types of 10Ls ean be implanted:
the iris supported lens, the anterior chamber lens, and the posterior chamber lens. Iris
supported lenses (see Figure ill on the following page), anchored by loops to the iris, were
the first to be used extensively. These lenses may move about when the eye moves
causing corneal damage. Few iris supported lenses are implanted today.

Anterior chamber lenses (see Pigure 1V), placed In the angle between the iris and
cornea, must be accurately sized. They are easy to install and remove, making them
very popular.

Recently, the combination of an extracapsular cataract extraction with the
implantation of & third type of lens, the posterior chamber lens (See Figure V) has
become the most popular procedure in the United States. Extracapsular extraction is
advantageous for two reasons. First, the remaining portion of the capsule tends to hold
the vitreous humor, & viscous fluid found in the eye, in its normal anatomical position in
the vack of the eye. Se.ond, the capsule itself serves as a support for the posterior
chamber 10L, which in this case rests behiid the pupil in the natural position of the
patient's own lens.
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optic

} intraocular lens
haptic

Ins supported lens Thislens depends solely on the constncted ins foz its supportsn
the cye I some cases. a suture 13 passed through s hoe 1n the supenor pant of the opi
secuning the lens to the ins Thus 1a wum allows pactial diagnosik dilation wathout Tens
distocation

Figure IV

clilary body

Antenor chamber wiraoculas kens Note that the kens 15 supporied by the tissuc an
the snglt where cornes and ins meet.
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Z—clllary body

Irls

posterlor lens capsule

} intraocular (ens

Postenor chamber intrsocular lens. This implant resis prunanly on the postenor
Jens capsule Jeft behind when the extsacapsular cataract extraction 1s performed -

With the extracapsular extraction-posterior chamber IOL there is a tendency for
the capsule to become somewhat opacified several months after the operation. This
complication, occurring in 40-50% of patients, necessitates an ir cision of the capsular
membrane with a surgical knife or a non-heat producing Nd:YAG (neodymium-yitrium
garnet) laser. The laser treatment is essentially non-invasive and atraumatic for the
remainder of the structures in the patient's eye.

Even with the possibility of subsequent membrane formation (clouding), many
ophthalmic surgeons are convinced that the posterior chamber lens implant is superior to
those deseribed above and it seems lkely that the majority of lens implantations done in
the United States over the next several years will be of this type. While only 4% of IOLs
implanted in 1978 were posterior chamber lenses, today about 60% of implantations
invoive the use of these lens. (See Tabie HI beiow).

Table HI

Percent of Intraocular Lenses Implanted By Type of Lens For Each Six Month Period

.

19018 1979 1980 1904 1962 1983 1934
Type Of Lens Aup Feb  Aup Feb  Aup Feb Aup Fed  Avp Feb  Aup Fob

Antprior Chamber ... 2% 25'% 2% N% 2% 2% A% Ah % W% 2% 30%
Posteniot Chamber .. 4% 8% 1% 2% 0% AN% % % % 58% 65% 69%
ngocapsulst ... ... W% 7% 1% 10% 8% % 4% 3% 2% 1% <1% <1%
fn3 Fisation .. S52% 0% 42% 3% 0% 24% 8% 13' 1% 5% 2% <\%
Soves 314 W o @ IXOAD 04 IAIra0kie Lanses IMpianied n the Unitef S10tee Opirvmpiogy 88230 2% 1984
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D. 10L Industry: US. and Abroad

The manufacturing and distribution of IOLs is a fast growing, highly competitive
and highly profitable industry in this country. In 1985, the IOL industry will sell $325
million worth of its lenses, Most were implanted in the eyes of elderly patients following
cataract surgery. Fueled by the increasing number of elderly, the growing acceptance of
IOL implants, and unbridled Medicare payments for IOLs, estimates are that IOL sales
will hit $700 miilion by 1990 when well over one million IOL implants will be performed
in the US. each year.

The percentage of cataract patients having I0Ls implanted has increased sharply,
from 32% in 1980 to the current level of 85%. This has resulted in rapid-growth for the
entire industry. Today no fewer than 30 companies worldwide are in the business of
making IOLs, putting out at least 400 different models. The field is dominated by five

medical companies which entered the market by acquiring much smaller firms in
the late 1970s, and together they control over 70% of the market. The leaders, by sales
volume, are Johnson & Johnson's IOLAB, Rorer Group's CILCO, Intermedics, Optical
Radiation Corporation, American Medical Supply's American Medical Optics, and
Frigitronics' Precision Cosmet. (See Table IV)

Table IV — Major 10L Manufacturers

Allergan/ISP, 2525 Dupont Drive, Irvine, California 92713.

American Medical Opties, 1402 East Alton Avenue, Irvine, California 92714.

Americal I0L International, 15542 Graham Street, Huntington Beach, California
47,

CILCO, Inc., 1616 13th Avenue, Huntington, West Virginia 25701.
Coburn Optical, 1375 South Ft. Harrison, Clearwater, Florida 33517.
CooperVision, Inc., [OL Division, 3190 160th S.E., Bellevue, Washington 98008.
Copeland Intra Lenses, Inc., 129 East 61st Street, New York, New York 10021.
Eye Care Corporation, Suite 10C, 201 Summit View Drive, Brentwood, Tennessee
37027
Inter medics Intraocular, Inc., 169 North Halstead Avenue, Pasadena,
Californla 91107
I0LAB Corporation, 861 South Village Oaks Drive, Covina, California 91724.
loptex Inc., 1301 Optical Drive, Azusa, California 91702,
Optical Radiation Corporation, 1300 Optical Drive, Azusa, California 91702.
Phar macia Ophthalmics, 800 Centennial Avenue, Plscataway, New Jersey 08854,
Precision Cosmet, 11140 Bren Road West, Minnetonka, Minnesota $5416.
Surgidev Corporation, 5775 Wayzato Boulevard #855, Minneapolis, Minnesota
§5146.
Staar Surgical, 1911 Walker Avenue, Monrovia, California 91016.
Storz Instrument Company, 3365 Tree Court Industrial Boulevard, St. Louis,
Missouri 63122.
3M Vision Care IOL, 340 Storke Road, P.O. Box 2360, Goleta, California 93118~
2360.

Positions can shift quickly in this immensely profitable and comgpetitive industry
due to innovation and marketing. The unique way in which the FDA regulates this
market facilitates market entry and expands the ranks of competitors. This will be
diseussed In greater detail later in this report. For example, Optical Radiation entered
the market four years ago with the first IOL with a UV light blocking additive, and now
owns at least 13% of the market. For its part, the FDA has been slow to grant full
approval to market IOLs, while it allows distribution to qualified surgeons on an almost
unlimited basis prior to approval. In order to use the lens the surgeon is required to
complete paperwork which makes him part of the Investigative process. There are now
over 900 IOL modeis being marketed, but only 76 have received full FDA approval. The
first approvel came in 1981, by which time there were over 500,000 lenses implanted.

To stay ahead of their competitors, the major companies spend on average 10% of
their revenues for research and development of new lenses. They spend enormous sums
of their money on marketing and have even engaged in price cutting to gain additional
market share.

Comparing the industry in the U.S. and abroad, the main difference seen is in the
costs to consumers for lenses. The costs in Europe are roughly half of what they are in
the US. while the cost to the manufacturer per lens ($35-$50) is roughly the same.

The outlook for the industry in the U.S. is positive for the next few years as the
population ages and the increase in the number of cataract operations continues. It is

1
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suspected however that the recent sharp increase in cataract operations are using up a
pool of those who were postponing the operation as long as possible, but went ahead when
they were satisfied with the success of IOLs. The total number of operations should level
off sometime in the mid-1990s, when the capacity to perform these operations catches
up with the population requiring them.
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E. Cataract Surgery: Numbers and Costs

Cataract surgery is a large and ever growing industry in this nation. This year
Americans will spend over $3.5 billion for the removal of over 1.1 million cataracts and
the implantation of over 1 million IOLs. The rate of cataract surgery has more than
doubled since 1980 and it is projected to double agaln by the end of this decade. In 1980,
there were 415,000 cataract operations, In 1989, over 2 million such surgcries are
expected to be performed. (See Table V)

Table V

US. Cataract Procedures
(1984-1989)

1984(2)  1085(b)  19gs(b)  1ogr(b)  1ggg(b)  yggglb)
Total Cataract Procedures 989,207 1,187,000 1,424,000 1,709,000 2,051,000 2,200,000
10L Implants(c) 840,650 1,020,820 1,238,880 1,486,830 1,784,370 1,914,000

.

(a) 1984 figures based on actual FDA data. .
(b) Projected.
(c) Included in Tota) Cataract Procedures above.

Other relevant facts relating to cataract surgery include:
° $3.03 billion was paid by the Medicare program alone — the rest came out of
seniors themselves.

° Most cataract patients and I0L recipients are elderly. Roughly 900,000 of
the over one million IOL implantations to be performed this year will involve
older Americans.

° Since the late 19708, I0L sales have increased from : irtually nothing to weli

over $300 million. Those knowledgeable in the IOL industry estimate that

;he :clual cost of manufacturing a standard quality I0L should range from
35-$50.

o The price of an I0L through competitive hidding in the hospital is sometimes
less than $100 in 1985. The price of an {OL to the Medicare program out of
hospital is $300 to $750 in 1985.

° The Subcommittee indicates the final cost to the purchaser of cataract
surgery (whether that is the Medicare program or private consumers of some
combination thereof) ranges from arouna $300 to $750 and over.
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F. Medicare Payment for Cataract Surgery and IOLs

The lion's share of monies paid for cataract surgery come from the pceketa of the
American taxnayer. The Federal government through the Medicare m pays
upwards of 85 percent of this nation's annual bill for cataract surgery ($3.03 billion out of
a total of $3.56 billion this year).

The Meuicare program, which is authorized under title XVII of the Social Security
Act, consists of two separate but complementary types of health insurancs for the aged
and certain disabled persons. Part A, the hospital insurance program, provides protection
against hospital and related institutiona! costs. Pert B, the supplementary medical
Insurance program, covers physicians’ services and a number of other medical services,

Under Part A, the Health Care Financing Administeation reimburses hospitals for
inpatient care on a prospective basis, subject to specified deductible anc celnsurance
amounts.  All {npatient treatments and surgical procedures have been classified and
assigned to one of 467 different diagnostic reiated groupings (DRGs). This apgioach to
health care reimbursement operates o1 the principle thet patients with similar medies
conditions should receive similar care and should use approximately the same amount of
resources; therefore, In general, a hospital should be reimbursed the same amount for
cach patient in @ DRG. The inpatient Jeductible in 1985 is $400.

Part A generally does not cover physician services rendered to hospital inpatients;
payment for such services is made under part B. Part B pays 80% of a patient’s doctor
bilis and 80% of bills for outpatient services, after the patient exceeds his or her one-
year deductible. The patient deductible in 1985 is $75.

For cataract surgery and IOL implants, serious concerns have arisen over the very
different amounts of reimbursements and beneflclary contributions which Medicare
creates — depending on where and how the identical surgery and procedures are
performed, be it in the hospital as an inpatient or outpatient, in an ambuiatory surgical
center (ASC) or freestanding surgical clinic, or in a physiclan's office. The surgeon
performing the operation receives from Medicare roughly the same fee of $1200
regardless of where the cataract surgery is performed. The discrepancies arise when one
looks at the costs for facility fees and lenscs at the different lozctions, which will be
discussed in detall in Section II B of this report.
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IL CURRENT PROBLENS
A. Efficacy and Safety

Recent improvements in IOL design, manufacturing,and surgical techniques have
greatly reduced the incljence of complications following implantation, and many authors
now consider 10L lmplantation one of the most safe and =ffective major surgical
procedures. However, adverse reactions are still seen — some as late complications of
earlier 0L designs and implantation techniques, and some as the result of more recent
implantations using "state of the art" lenses and surgical techniques. Complications may
be due to various factors including surgical technique, IOL design, or the inability of
“Jme eyes with preexisting diseases to tolerate an implant.

Ophthalmic surgeons gcnerally feel that 85% of cataract patients achieve what
might be termed "technical success." This refers to a lack of significant complications
related to the removal of the opaque lens, but does not allow for underlying, unexpected
abnormalities of the retina or optic nerve, which can seriously interfers with final visual
capability. When intraccular lens implanta are used, additional complications ean occur
as a result of the lens implant itself. For example, the basic cataract operation is made
somewhat more difficult technically by implant placement, sc that there is a slightly
greater likelihood of damage to the comea, iris, or vitreous boly. More important are
those complications, such as lens d..ocations and chronic iiflammation, that are
specifically due to the plastic implant. These complications may occur in an additional 2
to 3% of cataract patients, and of course are added to those complications of the usual
cataract operation. Most patients are willing to commit themselves to this slightly
higher risk of complications to achieve the benefits of the intraocular lens implant.

As part of the healing process which occurs following removal of a cataract and
insertion of an intraocular lens, portions of the implant which are in direct contact with
soft tissues inside the eye usually become imbedded within those tissues. In the vast
majority of cases implants are well tolerat:d and this "hecling-in" process actually
stabilizes the implant. On rare occasions, however, the implant may cause a low-grade,
chronic inflammation within the eye. Many surgeons now feel that if the supporting
elements of the posterior chamber lens are inseried within the relatively inert capsular
bag, this potential problem can be avoided altogether.

In the past, insertion of poorly manufactured intraocular lenses produced
intiammatory reactions, intraocular bleeding, and reduced visual acuity. Strict quality
control measures during the past few years have largely eliminated these problems.

Only rarely does an 10L implan® require subsequent removal. The ust - indication
for this is persistent inflammation. Persistent glaucoma, or advs * corneal
degeneration as a result of the implant may also be indications for 2moval.
Persistent inflammation may be coupled with persistent swelling of the m.. .a of the
retina (cystoid macular edema), may lead to a significant reduction in visual acuity.
Whether or not the removal of the implant is useful in reversing this complication is not
entirely clear, but most surgeons feel that it is prudent to remove the implant if the
retinal edema persists for more than a few months.

One IOL which deserves special mention is the ultra violet (UV) lens, an IOL with
an additive which filters out UV light before the Iight reaches the retina. Many surgeons
say they buy UV lenses because their patients ask for them, not because they believe in
them. Despite the publicity and claims made for UV lenses, there is no medical evidence
that ultraviolet light damages the retina. There is also no information on the long-term
effects of the UV filtering additive used in these lenses. Ultraviolet light can also be
blocked by glasses and, until further data is in, some experts believe glasses may be
preferable to the UV 10Ls.

Because current types of 10Ls have been In use for little more than « decade,
there has not been time to learn how these devices might affect the eye over a period of
many years. However, results to date have been very encouraging. In the three decades
since the introduction of IOLs by Ridley, successful tolerance has been measured over
postoperative perfods of 5-10 years. However, by today's implantation criteria, in which
lenses are being implanted in younger and younger patients (who, by actuarial statistics,
are going to be living longer and longer), I0Ls should now be expected to be safe and
stable within the eye for periods of 10-50 years. Therefore we have now reached an era
where one of the most important considerations in IOL implantation is the need for very
careful long-term follow up of patients. This is necessary for the surgeon to attain
highly successful visual rehabilitation over the long term. To obtain additional
information that will aid cataract patients and their doctors in making decisions about
about the use of IOLs, the National Eye Institute is supporting research on these devices
and their long-term safety.
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B. Cost: 10Ls and Medicare Reimbursement Practices

Medicare payments for cataract surgery with IOL implantation are made under &
system which pays grossly differen® sums for identical surgical proce ures, depending on
where those procedures are performed. This System, designed to improve efficiency and
save money, Is doing just the opposite, and without regard to patient well-being.

The following elements are incorporated into the total IOL implantation cost
borne by the Medicare program and, ultimately, the American taxpayer:

° manufacturing and marketing costs for 10Ls;
° packs (disposable liquids, knives, tools, ete.);
°

viscoelastic materials and operation-assoclated equipment;
° hospital or facility markup;
o hospitallzation (inpatients only);

° operating room and related costs;

° professional fees, including the refefring physiclan, surgeon (and assistant
surgeon in some cases), and anesthesinlogist (if used); and

o

followup.

When the JOL implantation is performed in the hospital on an inpatient basis, the
the hospital is reimuursed by the prospective payment system of Medicare part A, under
DRG 39. When the same procedure is moved to the outpatient setting in the same
hospital, cutside of the DRG domain, that same hospital can now bill Medicare, under
part B, its "r>asonable costs” almcst four times as much as Medicare's inpatient cost, for
for the identi.al procedure bundled with fewser services.

Our investigation indicates costs are excessive and profits inordinate at two major
levels: the price of the lens in hospital outpatient settings, and the facility fees paigyge
hospitals for outpatient cataract surgery and the lens implants, The cost of cataract
surgery and lens implantation vaires greatly on the bas!s of where the implantation takes
place: in the hospital, hospital outpatient, ambulatory surgical center, or in the
physicians’ office. With regard to these cc=t elements, our findings are as follows:

1. IOL Costs

The manufacturer's IOL list price includes the cost of materials and
manufecturing processes, general administration, marketing and sales, research and
development, tax and profit.

The average 10L currently costs $35-$50 to manufacture and is sold to itals
and surgical centers in the United States for an average of $322. (See Table V1). In
practice, the principal difference between product cost and sales price consists of
marketing and profit.

Table VI

Average Price of 'ntraocular Lenses i\nd Healon

Lens Yype 1981 1982 198} 1984
Postenor Ctamber . v vuvs o v . 4o we. S 04 $280 04 291 14 34 60
Antetior Chambder .. S wees s s - $290 69 81238 22339
1R1S Fixation re s ves owas - $267 94 1214 £308 31
Otner . 859 2334 41 $455 81 $240 43
HEMOM .. . ieinns shuenns 5s sresns sas 3833 s 6889 $ 6250 " $ 5.1
Wegnted Avarage For 30U .. . . ...l 26877 328633 2305 47 £32206
Weiphted Average For I0Ls And Heaton . .. 328343 109 88 3585 217 8
Sovrte 1uS Amengy (88, D Roepne Sy 4o
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Given the essential equivalency of the lunses and Medicare's insensitivity to price,
it is not surprising that marketing costs are significant. Almost 50 percent of the list
price of an 10L is dedicated to marketing. Roughly two thirds of that total — 30 percent
of the list price — was paid by some firms as a commission to its sales representatives.
The remainder was divided between direct marketing, advertising, travel, clinical
investigations, and more innovative sales inducements. Some companies bundle $75
surgical ps .<s with their lenses, and others even JMfer $85,000 YAG lasers with volume
purchases.

AV.nough the percentages may vary, and specific arrangements with the firms
sales r.presentatives differ, the general pattuen is consistent. 10Ls tend to be
imr .asely profitable to manufacture and market.

10Ls are more profitable in the U.S. than abroad. A recent report in Barron's
asserts that the very same lenses that are sold in the U.S. for $390 are sold in Europe for
$120 to $150. To defend this pricing difference, one manufacturer told us that 99% of
10Ls in the United States are suppiled to hospitals on a consignment basis, resulting in
additional inventory and handling costs of up to $50 per lens. In addition, we were told,
the FDA requites paperwork amounting to an additional $30 per lens. Thus the
manufacturer accounted for roughly half the pricing difference. A securities firm which
follows the 10L industry asserted that in Europe, the bulk of lens sales are comprised of
generic (standard) lenses, while the product mix In the U.S. s weighted more heavily in
favor of the more expensive, technologically advanced, though questionably superior,
products. While the eyes and sight of the citizens of Europe are no less precious than
those of our own citizens, their governments have refused to pay exorbitant an:ounts for
premium 10LS, when their national health insurance can provide perfectly adequate
quality lenses for much less money. This Is something Medicare is supposed to do.

Further evidence of the profitability of 10Ls is shown by the willingness of
manufacturers to reduce prices when hospitals required them to make competitive bids in
order 1o secure lens purchases. Asshown in Table Vil on the following page, one hospital
was able to reduce its average cost per lens from $321 to $229 just by requiring
manufacturers to submit bids. One manufacturer actually reduced its 10L price by 58
(s)ercent- On vclume purchases, some models of lenses may be acquired for less than

100.

In g1}, the Subcommittee found 10Ls offered for sale to providers from $90 to
$385. Discounts wure offered by mast manufacturers, some only when asked. Requiring
competitive blus, and making volume pirchases, are the most assured ways for hospitals,
surgical centers, and consortiums to get the best possible prices for iOLs.

Hospitals performing inpatient IOL implents have a direct incentive to keep thelir
costs for 10Ls down — they receive a flat fee of $1,200 for facility expenses, including
the lens, under DRG 39. Any extra dollar they sperd for an IOL eats into their already
tight margins and could even put them into the red. For hospitals performing inpatient
surgery, it is clearly in their own best interest to buy IOLs at zompetitdve prices.

Unfortunately, Medicare Part B, which covers IOLs implanted in outpatient
settings, provides no Incentives for keeping 10L costs down. In fact, it does just the
opposite, encouraging outpatient facilities and Ambulatory Surgical Centers to pay top
dollar for their IOLs, and then pass the cost on to Medicare. Some hospitals even mark
up the IOL by as much as 230 percent, as can be seen in Pigure Vi on the following page,
detalling patient charges at a Colorado hospital.

At present, many hospitals and ASCs are charging Medicare what they feel are
“reasoneble” costs for IOLs. They are paying the lens manufacturers their full
"reasonable” list prices and then, after adding e "reasonable” markup for themselves, pass
the entire "reasonable” cost on to Medicare. Medicare B encourages this practice by
reimbursing providers for 10Ls on & reasonable charge basis.

The reasonable charge is defined as the lowest of:

= the actual charge;

— the customary charge for the 10L (that is, an amount high enough to cover the
I0L charges 50 percent of the times the 0L was purchased; or

= the prevalling charge for the area (that is, an amount high enough to cover 75
percent of the customary charges of all iOLs implanted in the area).
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Table Vi}

After 8lds

VENDOR X of Average Humber 198) 2 ol Dlscount Average Humber Projected  Projcct

nuslncu_ Cost Per of Lens Aunual Duslness Cost l'er of Lens Annual Annual

Lens Cost Lens Cost Savings

Company A 9.8% $359 147§ 51,260 b7] 152 $298 - 64 $19,012 5 3,328

Company B 352 $325 52 $ 16,900 132 58% $138 264 $ 36,432 § 49,168

Company C 27,52 $328 412 $133,900 212 20% $260 ¢28 $111,280 § 27,820
, [}

Company D . $300 474" $163,675 121 25% $225 240 § 54,000 § 18,000

. 4 .
Company E 26.72% §325 ‘e )99 . $129,625 482 02 ¥228 976 $222,528 § 94,672
. .
Conmpany F 0.3% §160 12 § 4,320 kY 0 $)60 68 § 26,480 0

TOTALS 1901 1,496 $479,729 1¢o% 2,040 3467.,792 $19),188
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MEDICAL CENTER

PRTYENT CHARGES

Amoils cryo unit
Beaver blade {469
Beaver blade #64, 67
Concept cautery
Drape, 1010
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Drape, 1(20

Elbow pads

Filters

Instnument wipe

lens, Ioptex 304-01
Ims F.pte){ UV 304-1
'Lens ORC

Lens, Cxlco Multiflex . .
Llens, Cilco SK 21 .. . . 340,00
Lens, Toiab Sinskey 103N . 325.00
Lens, Cobum Mod 93 . ' unavailable
Microxnife

Mi cruscope
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Phaco 1 & A

Patch, eye

Shieid, eye

Suture, 4-0 Salk

Suture, 9-0, 10-0

Suture, allother
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Vee-{ield Cautery

Vitrectomy Unit

DRUGS
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Rather than standardizing what Medicare pays for IOLs, this system allows IOL costs to
vary widely from state to state, as can be seen in Table VI below, which was gathered
by the Subcommittee staff and the General Accounting Office in telephone inteiviews
and written correspondence.

Table VI1U
STATE RATE(vear, RATE METHOD Comments
Nlinois $375 ('83) lesser of invoices not required;
ivoice or with claims; few
$375 for all submit
with claims
Michigan $450 or $600{'35) 2 geo areas w/
set prevailing
rates/ pay lesser of
customary or prevailing
New York $295-$360('85) 4 set rates for asked to submit
4 lense types involee/ tew do
based on 75th
percentile of
previous year charges
Mass $665('85) pay lesser of involces not required;
$665 or invoice few submit
Arizona $400('85) pay lesser of $400
or invoice
Wisconsin $290('84) $240 flat
California $350('85)

One lens manufacturer contracted with the largest accounting firm in the health
care industry, to determine the shipping and handling costs for IOLs on a per lens basis.
That study came up with a figure of $55.15 per lens, much less than ths 50 to almost
300% markups many providers have been passing on to Medicare for IOLs.

if the Medicare payment system for IOLs were revised to encourage providers; to
shop around for the best lens prices available, and then to reimburse the prcvider for that
sum plus a genuinely reasonable handling charge, savings from 50-75 percent of the price
of each lens could be realized. This translates in to annual savings of over $160 million.

When compared to the total amount of federal dollars weted paying excessive
fees for IOL Implantation, the total made in overpayments for the IOLs themselves
becomes trivisl. The current Medicare payment system has encouragel abusive
practices, and as shall be shown, is responsible for more than $1.2 billion per year in
overpayments for outpatient cataract surgery. (See Table IX on the following page.)

2. Inpatient Hospital

Under the prospective payment plan of Medicare part A,cataract surgery has been
assigned to DRG 39. Another clussification, DRG 42, is used in a minority of sases.
Under DRG 39, hospitals receive from Medicare roughly $1200 (plus or minus $300 for
regional differences) for facility fees incurred during cataract surgery. The hospital
recelves the same fee whether an IOL s implanted or not.

According to hospital industry sources, when the DRG was first adopted many
hospitals lost money doing IOL Implants. Since the introduction of the DRG system,
hospitals have taken steps to reduce their costs. Hospitals have reduced the average
fength of stay for this procedure from 3.2 days in 1981 to 2.2 days In 1984, and many
hospitals are shooting for a one-day stay. Hospitals are also saving money by putting
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Medicare Costs by Location

Table IX

The Cost of Cataract Surgery

Reimbursement

Location Facility s
Reimbursement
llospital $1200
Impatient (reimbursement set
by DRG 39)
Hospital $1300-$3800
Qutpatient
' .
Ambulatory $ 553
Surgical Maximum
Center
(ASC)
Physician's -0-
Office (no facility

.. . X
. Total Cost does not include possible fees for assistant surgeons and anesthesiologists which may add over $500 to the bill,

reimbursement)

(included in

reimbursement)

$1200-51500-

$1200-$1500

$1200 -$1500

$1200-$1500

Physician
eimbursement

Patient Charges

$400 Part A Deductible
$315 Part B
$71%

$560-$1180 Part B

$60-$180

“20% of IOL

$375-8495 Part B ‘

Such fees would usually be split between Medicare and the beneficiary, with Medicare paying 80X.
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Total Cost™

$3115

to
$3435

$3360
to

$ 7380-

$2143

to
$3133

$1875
to
$2895
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their quantity lens purchases out for bid. Many hospitals have also standardized their
supplies and reduced staffing costs. As a result many of the same hospitals are now
breaking even or showing a modest profit from cataract surgery.

The prospective payment systeta is, for the most part, having its intended effect
on the costs of inpatient cataract surgery. liospital efficiency has been improved and
costs contained. In theory this should save money and be advantageous for many
patients. In practice, most cataract surgery is being moved to an outpatient setting (due
primarily to recently imposed government policies), outside the realm of the DRG
system, where costs are not controlled and great profits can be made, s is discussed in
the following section.

3. Outpatient Hospital

When cataract surgery with lens implantation is performed on a hospital
outpatient basis, the facility is reimbursed by Medicare part B on a cost basis at 80% of
reasonable cost. There is no celling on whst is considered reasonable. In addition the
outpatient center passes on to Medicare the cost of the IOL, an item which is included in
the DRG payment for the inpatient procedure. A recent look at actual invoices for
hospital outpatients' facility charges from around the country ranged from $1684 to
$4570. No figures are available to obtain averages. Example of bills can be found n
Pigures Vi and VI, on the following peges. These figures include the charge for an IOL
which was $823. This $1684+ fee for the thr=e-hour outpatiext visit dces not include tte
$1200+ in surgeons' and anesthesiologists' fees which are billed separately. So lucrative
Is the outpatient procedure that many hospitals are advertising "no cost™ catarret
surgery for Medicare patients, in which they wuive the patient's $400 Meaicsre
deductible. This practice will be discussed In detail in Section 11 E.

4. Ambulatory Surgical Centers/Froe-Standing Surgical Centers (ASC)

An alternative to the hospital inpatient and outpatient settings is the free-
standing surgical center or ambulatory surgical center (ASC). These usually are surgical
centers designed Specifically for cataract surgery and lens implants, which are usually
shared by & group of physicians. Medicare pays a maximum of $553 in facility fees plus
the cost of the lens. The beneficiary is required to pay 20% of the cost of the IOL. The
chargessto Medicare for lenses is comparable to the outpatient cost, ranging from $300
to over $900.

5. Physicians Office

At present, a handful of physicians are performing cataract surgery on an
outpatient basis in their own offices. There is no reimbursement for facility fees when
the procedures are performed in the office. Insuch cases, the surgeon is reimbursed only
for the IOL and his operating fees.

Tabie X

Percentage of P'rocedures Performed in Each
Treatment Setting

Physician's Outpatient Inpatient

Office Hospital Hospital

& ASC
1981 - - . -
1985 7% 70% 23%
1986 10% 75% 15%
1987 12% 80% 8%
1988 13% 79% 8%
1989 14% 78% 8%
1990 15% 77% 8%

Projections based on data that 5% of surgeons in 1985
performed opthalmic surgery in physician's offices or
ASCs.
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Most experts predict that unless there is a policy change by HCFA or the
Congress, 92% or more of all cataract surgery will be performed on a hospital outpatient
basis by 1990. (See Table X, above) Hospitals have an incentive to keep their inpatient
costs oelow the DRG level in order to stay in business and continue to provide secvices.
Outpatient facilitles, on the other hand, have been designed for maximum efficiency and
minimal operating costs. They have reduced the two to three day hospital stay for
inpatients to a three-hour hospital visit. Like the inpatient {acillties, the outpatient
facilities, often in the same hospitals, can purchase their lenses at volume discounts.
intuitively, one would think that these savings would be passed on to the patients and
Medlcare. This is not the case. Medicare under part B pays more, substantially more,
for I0L implants performed in the hospital outpatient setting. Medicare is paying the
hospitals about $1200 under DRG 39 for cataract surgery with IOL implants. These same
hospitals are collecting several times this amount, as much as $4500, for the identical
procedure using only 3 h.urs of hospital resources.

As mentioned earlier, standard quality IOLs can be purchased reasonably for as
little as $90 by requiring manufacturers to bid on them. Medicare part B is reimbursing
outpatient hospitals and ASCs between $300 and $500 per lens. This year for IOLs alone
Medicare will overpay at least $160 million.

By allowing hospitals to receive much more money for performing outpatient I0L
implants, HCFA is forcing cataract surgety into the more lucrative outpatient arena.
This will dramatically alter the DRG system by raising inpatient hospital costs first by
reducing the patlent volume on which hospitals depend to keep their costs down, and
second by leaving hospitals with extremely sick or frail patients. The DRGs were
calculated based on the "typical” patient. These sick and frail patients are much more
costly than the "typical” patient, and hospitals cannot afford to treat them under the
current DRG system. Unless the Medicare law is there is no incentive to
contain costs of this procedure which will waste at least $1.2 L!llion this year, and will
lose many billions more.

Additionally, patients operated upon in an inpatient setting peceive extra
protection because Peer Review Organization review all cataract preadmissions.
Hospitals have formal internal peer review and other safeguards to insure quality of
care. Tosome extent, these safeguards exist in hospital outpatient settings, but they are
much less prevalent in ASCs or non-hospital cutpatients surgical locations.
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C. Kickbacks, Discounts, Bonuses, and Rebates

Section 1877 of the Social Security Act makes it a felory to offer or solicit bribes,
kickbacks or rebates in cash or in kind unless "tie reduction in price is properly disclosed
and appropriately reflected in the costs claimed or charges made by the provider..."
Although the law encourages industry promoted discounts on items such as IOLs, what Is
prohibited is the failure to disclose the discount and pass it on to the Medicare program.

The climate which stimulates kickbacks and other improper Inducements relates
directly to the price of the IOL and Medicare reimbursement practices relating to the
IOL. It is worth repeating that the average price of an IOL reimbursed by the Medicare
program in 1981 was $265. In 1985, It was $400. The manufacturing cost for an IOL is
roughly $35-$50. Under the DRG System many hospitals have gone to competitive
bidding, reducing IOL prices by as much as 50%, or less than $100 &piece. Where
outpatient surgery Is performed, there is no corresponding pressure to reduce 10L prices
since under part B of Medicare, the insurance carrier pays the invoice price of the IOL
which ranges from $300 to $750. It is obvious that the profit margins are very high und
that some manufacturers are trying to stave off true competitive bidding by taking $50
or more out of their profits to "™uy off" some physicians and gain a competitive edge.

Evidence of kickbacks and other improper inducements have been associated with
the IOL industry for more than five years. From the Subcommittee's investigation,
evidence and allegations of kickbacks and other illegal marketing practices are flagrant
and inescapable. Inducements ranged from:

©  outright payments of cash to physicians (in the form of a $50 o0 $70 deposit in a
private account in the Cayman Islands) for each IOL purchased,

O "free stock™ in the manufacturer,

O nfree lasers” and other IOL surgery equipment,

O ndonations” of one lens for every on a purchased,
o

keys to resort candominiums,

O  yachts, cars and houses,

trips to Colorado, Europe, etc. for "medical™ skiing seminars, and
large payments for phony consultants.,

Our investigation verified the judgement of one physician who told the
Subcommittee, "The whole system Is corrupt and is corrupting physiclans, mostly I feel,
out of ignorance — but of course greed is a big factor. Some very big names in
ophthalmology are receiving large financial incentives to PR the companies implants.
I'm happy to see you investigating this and though it casts a shadow on my profession — if
we can stop the 20% or so who are unethical it may restore people's faith in my
profession.”

What is a Kickback?
Title 42, section 1395 of the US.Code defines a kickback as follows:

(a) Whoever ~

(1) knowingly and wilifully makes or causes to be made any false statement or
representation of a material fact in any application for any benefit or payment
under this subchapter.

(2) at any time knowingly and willingly makes or causes to be made any false
statement or representation of a material fact for use in determining rights to any
such benefit or payment.

(3) having knowledge of the occurrence of any event affecting (A) his initial or
continued right to any such benefit or payment, or (B) the initlal or continued right
to any such benefit or payment of any other individual in whose behalf he has
applied for or is recelving such benefit or payment, conczals or fails to disclose
such event with an intent fraudulently to secure such benefit or payment either in a
greater amount or quantitly than is due or when no such benefit or payment is
authorized or

(4) having made application tc receive any such benefit or payment of the use
and benefit of another and having received It, knowingly and willfully converts
such benefit or payment of any part thereof to a use other than for the use and
benefit of such other person, shall (i) in the case of such statement,
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representation concealment, failure, or conversion by any person in connection with
the furnishing (by that person) of items or secvices for which payment is or may be
made under this subchapter, be guilty of a felony and upon conviction thereof fined
not more than $25,000 or impeisoned for not more than five years oe both, or (il) in
the case of such a statement, representation, concealment, failure, or conversion
by any other persor, be guilty of a misdemeanor and upon conviction thereof fined
not more than $10,000 or imprisoned for not more than one year, ot both.

(bX1) Whoever knowingly and willingly solicts or receives any renumeration
(including any kickbeck, bribe, or rebate) directly or indirectly, overtly or covertly,
in cash or in kind —

(A) in return for referring an individual to & pecran for the furnishing or
arrarging for the furnishing of any item or seevice for which may be made in whole
or in part under this subchapter, or

(B) in return for purchasing, leasing, ordering, or arranging for or
recommending purchasing, leasing, or ordering any good, facility, service, or item
for which payment may be made in whole or in part under this subchapter, shall be
guilty of a felony and upon conviction thereof,shail be fined not move than $25,000
or imprisoned for not more than five years, ot boti,

(2) Wheever knowingly and wilifuily offers or pays any renurreration (including
any kickback, bribe, or rebate) directly or indirectly, overtly or covertly, in cash
or in kind to any person to induce such person —

(A) to refer an individual to a person for the furnishing or arranging for the
furnishing of any item or service for which payment may be made in whole or in
part under this subchapter, or

(B) to purchase, lease. order, or arrange for or recommend purchasing, lessing,
or o.dering any good, facility, service, or item for which paymen. may be made in
whole or in part under this subchapter, shall be guilty of a felony and upon
conviction thereof, shall be fined not more than $25,000 or imprisoned for not more
than five years, or both.

The existing kickback statute, detailed above, was modified :n 1978 by Pub.ic Law
95-142. Based on congressional investigations demonstrating the impact of fraud, waste
and abuse in clinical laboratories, Medicaid mills and nursing homes; penalties for
kickbacks were extended from a misdemeanor to a felony. The legislative history of
what constitutes a felony is more specific as to what constitutes a kickback:

"Kickbacks take a variety of forms including cash long-term credit
arrangements, gifts, supplies, and equipment, and the furnishing of business
equipment.”

Specific evidence of Inproper inducements found by the Subcommittee have been
or will be referred to the Inspector General of the U.S. Department of Health and Human
Services for investigation. What follows is not exhaustive, but rather illustrative of the
typical kinds of conduct brougi.t to the Subcommittee's attention.

Direct Kickbacks
© Three ophthalmologists told the Subcommittee that they participated in direct
kickback schemes in which they were given direct cash rebates from the
manufacturers for every lens that they implanted.
® A well known surgeon, according to one investigation received 1600 free len:es
In return for using his name in marketing the lens. Hea then billed Medicure
$500 to each of these lenses. Medicare paid $80,000 too much just for IOLs.
© A cCalifornia ophthalmologist told the Subcommittee that he declined to
participate in & purchase arrangement commorly used by 10L manufacturers.
He said, "A company offered me $70 per lens to be put into us account in my
name in the Bahamas — I told him to___ up a rope”.
Indirect Kiekbacks
The Subcommittee for'nd the kickbacks are often disguised by salesmen as follows:
®  Gifts of stock in !hg manu/acturer;
0 yse of & yacht;

® Discount of physicians for volume purchases of IOLs which are not made
available uniformly to all physicians;

Cash rebates to physicia - ‘vho purchase from the company;
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Free 10Ls provided by the manufacturer.

Of these mechanisms, the award ¢f stock is commonly offered by IOL
manufacturers, according to an ophthalmologist who tald the Subcommitte he was
offered such inducements for purchasing IOLs from the company.

A securities analyst with a investment firm verified the ophthalmologist's claims
in & telephone conversation with the Subcommittee in April of 1985. She said, "One IOL
company owned by doctors, blatantly offers stock and other inducements to doctors.”
She continued, "This cannot be reflected in lower Medicare prices.” The American
Academy of Ophthelmology, in a recent advisory opinlon on their code of ethics, reported
that receiving shares of stock in exchange or volume purchases of lenses is patently
unethical. The advisory stated, "Not only would it e impossible to pass on to the
cataract patient the fluctuating value of the stock received, a doctor eould ba casily
seduced into a continuing loyalty to the company in question."

An ophthalmologist reported to the Subcommittee in July, 1985 that, "several
years ago a company offered use of a yacht off Plorida as an incentive to use their
lenses."

Another ophthalmologist mentioned he was offered a "second"home — purchased
by the company seeking his business.

One manufacturer informed the Administrator nf a southern hospital that for
every "ultraviolet absorbing IOL purchased at list price, » free "generic" posterior
chamber lens would be donated to the hospital." (See letter dated 1984 outhining the
proposal, in Figure IX.)

Business Equipm ent

The most common form of inducement offered is surgical and/or other equipment
commonly used by an ophthalmologist. Such equipment often includes:

YAG Lasers. Lasers come inhandy if a posterior imglant patient finds that the
capsule around his/her new lens has clouded up, something that happens about balf the
time. By focusing the laser on the capsule, the physician can tear a hole in the
membrane, much like pulling a curtain back from a wirdow, and restore vision. Lasers
can cost ax much as $66,000-$90,000 to purchase. (Manufacturers cost is $8,000)

Surgical ories or surgical packs. Surgical accessories commoniy include a
disposable syringe filled with Healon or other clear liquids which help maintain the shape
of the eye during surgery, and disposable sponges and knives. The pack is worth abut $75.

Phacoemulsification machines are devices which use ultrasound vibrations to turn
cataracts into a jelly-like substance before extraction. Tney cost around $1000 per
month to lease, or about $35,000 to purchase.

In most cases, the equipment mentioned above is essential to cataract surgery and
follow-up care. Questions of concern arise, however, when such equipment if offered as
an inducement to do business with a particular IOL manufacturer without consideration
of what would be in the best interest of the patient or withcut reflecting those savings to
the Medicare program. Furthermore, tax laws may be violated because hospitals and
doctors are encoursged by manufacturers to take depreciation and investment tax credit
on equipment that they really did not buy.

The legitimacy of these concerns was documented extensively in the
Subcommittee's investigation.

According to the Executive Director of the American Intraocular Implant Society,
in a recent Barron's interview, "how is a hospital supposed to reflect & YAG laster when
they're getting a flat fee?"

This official tuxues a stern view of any form of discount which cannot be reflected
in bills and said he is wel aware of the problems of kickbacks in the 10L business. "I get
catls oll the time from coctors who asked me if they can accept a YAG laser. I tell
them, 'Pay for the damn thing yoursell.™ He said physicians also asked whether they can
accept free surgical packs. "Our position is that any savings to a hospital or a doctor
must absolutely be reflected in their bills.”

A former President of the Amercain Intraccular Implant Society, addressed the
notion that some programs seem designed by the manucfaturers to facilitate criminal
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Figure IX

-, 1984

Admimistrator .
Fospital

Dear

The following is a purchase agreement for the sale of
intraocular lenses to
Hospital. N

Prices are only for lenses purchased and used by that’
hospital. This agreement is voided by the distribution

of products by . Hospital to
other facilities.

Prices are guaranteed for a periol of one year starting
December 1, 1984 and terminating November 30, 1985.

will initiate a consignment of lenses at that
hospital.

$PLAN A

With each ultravxolet_gbsorbing I0L purchased from
at list price, a ﬁxee__genezlci-po’tax;&nh

chamber lens will be donated. to CRN
Hospital. These generic lenses include cacalog series
.0}, :02, 00, and 04. ~-loop lens, and

UV lenses are not included in the styles eligible for
free lenses.

Free lenses will be reimbursed on a monthly basis.

APLAN B*

will sell IOLs to
Hospital at the following prices:

Styles 00, .01, 02, '04 (generic) $232.50 each
PLUS one free I/A tube-set -32.50 value

with each purchased lens

PLUS one {ree pair of UV post-op - 5.00 value

goggles with each lens

$195.00 net cost
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Figure IX (cont.)

Style UV series (ultraviolet $280.00
absorbing lens)

PLUS one free 1/A tube set -32.50

PLUS one free pair of UV goggles = 5.00

$242.50 net cost

*There are no minimum usage requirements with PLAN B.

S¢ PLAR C

will sell IC7s .to < .
Hospital at the foliowing prices, providing the minimum
monthly ordering quantities are observed.

Minimum of 50 lenses/month*

Generic styles 00, 01, .02, ,04 $170.50 each
UV style posterior chamber lenses 262.50 each

Minimum of 75 lenses/month*

Generic styles :02, .01, 02, .04 $155.00 each
UV style posteri:or chamber lerses 245.00 each

Minimum of 100 lenses/month*

Generic styles 00, .01, .02, 04 $139.50 each
PLUS one free UV post-op goggle =5.v0

$134.50 net cost
UV style posterior chamber lenses - $199.50 each
PLUS one free UV post-op goggle =5.00

$194.50 net cost

*Lenses ordered can be mixed in any quantities or product
styles.

RESIDENT PROGRAM

is extremely committed to the education growth of
Ophthalmology residents. U'pon initiation of PLANS A, B,
or C, - will provide a $5,000 fund for use by the
residents of the University for the following
uses: travel to and from major meetings, travel and/or
honorariums for guest lectures, other educational reasons
approved by

This fund can be renewed annually. The fund will be
maintained by and withdrawals must be requested
in writing.
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Figure IX (cont.)

BONUS - When the first two hundred lenses are reordered
from the consignment, the Video ‘extbook of
Cataract Surgery (see attachment) will be donated to
the Residency Program. This excellent teaching tool is
 valued at $800.

Warmest personal regards,
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deception by surgeons and reimbursers. "If you get & free piece of equipment, how can
you prorate that free plece of equipment onto the cost of each cataract operation which
you put an IOL in and show that discount to Medicare? I don't know how you can do
that.”

© A Maryland ophthalmologist wrote the Subcommittes that an IOL company
offered to provide & free phacoemulsifier to his center if they agreed to use a
certain number of their {OLs. His dzpartment declined.

O A South Dakota doctor was offered over $95,000 worth of equipment in
exchange for & 3-year commitment to use IOLs from a particular
manufacturer. He was also offered & camera and VCR. He told the
Subcommittee, " was told that this inducement was approved by Medicare and
the American Implant Society and that I would get an investment tax credit on
the equipment. All of this is untrue, I realize. Now tell me, how am I going to
get en investment tax credit on equipment I didn't purchase and Medicare
essentially pays for?"

© The vast majority of ophthalmologists responding to a dJune, 1985,
Subcommittee questionnaire reported they were offercd equipment at discount
or free, including lasers, cameras, VCRs, slit lamps, etc. some of which is
related to cataract surgery and some of which is aot.

Travel and Training

Another common inducement made by I0L manufacturers to agreeable doctors
involved the arrangement of travel on the pretext of "training seminars.” According to
the American Academy of Ophthalmology's (AAO) code of ethics, such "oustomer
appreciation plans® under which they invite all ophthalmalogists who purchase ..(a
quantity).. of lenses in any year to be guests of the 10L manfecturees for an all-
expenses-paid week long meeting of the IOL manufacturer in the Bahamas...” is si'nply a
bribe or a kickback. As stated in the AAO's vode of ethics: "Window oressing seminars
do not transform a free vacation In the Bahamas into a sclentific conference which Is
paid for by the ophthalmologist ..."

In spite of the AAO warnings, such inducements abound in the Industry three
ophthalmologists told the Subcommittee that IOL salesmen told them they would be
awarded vacations for purchasing a certain number of IOLs.

Tslephone conversations between Subcommittee staff and a number of
ophthalmologists revealed that companies offer travel in Europe in appreclation of the
purchase of a large volume of 1OLs.

A Counsel for the American Intraocular Implant Society reported to the
Subcommittee, "Many doctors have complained to me about certain companies (names
deleted) using "studies”™ as excuses to provide doctors who use their lenses with free
trips.”

Again, it is important to note that free travel is not automatically fllegal for the
lens manufacturer to provide or for the implant surgeon to recelve, as long as they are
reflected in reimbursement claims. According to the American Intraocular Implant
Soclety, however, such bonuses raise serious legal and ethical questions and should be
avoided.

Pald IOL Investigatocs

The principal barrier to ~ntry In the IOL market is FDA spproval of IOLs (see
Section VI A for further detail). This has not been a major problem because of a special
provision in the IOL device law which allows distribution of IOLs to qualfted surgeons on
an almost unlimited basis prior to approval. In order to use the lens, a surgeon agrees to
serve as an "investigator" for an I0L manufacturer and track patients who have the I0L
inserted (called a "core" study). The doctor is paid compensation for his work by the
manufacturer. Literally every board certified ophthalmologist is eligible to participate
in this investigative process.

In a perversion of the FDA process, some I0L manufacturers are using the FDA
approval process as an excuse t. ‘buy off" surgeons. Manufacturers are paying very large
am Ints for paperwork preparation and also designating some doctors as adjunct
Investigators and paying them for essentially nothing but the use of the manufacturer's
len..

This legel form of "kickback," sanctioned by current PDA law, works essentialy as
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follows: The FDA requires a "core” study of 500 patients to be followed over one year.
This means a manfactarer has to arrange for 800-1,000 patients to be treated by about
25-50 doctors, The doctors can be paid for acting as an “investigator® and filing 6 brief
reports on each patient. Some manufacturers pay cash; some give free lenses. One free
lens ($300) is roughly about value for total work done on one patient. Many
manufacturers pay far in excess of this. They are really beibing doctors.

FDA also allows "adjunct” study beyond core requirements. There is no paperwork
involved; FDA admits they don't use the data submitted. By applying for adjunct status,
a manufacturer can sell lenses to thess "investigators” without FDA fi. : approval. This
is another vehicle for bribery. Furthermore, some manufacturers are expanding their
studies to thousands asa way to use FDA as a legal excuse to make high payments etec. to
doctors using their lenses.

Sale and Resale of I0Ls by Surgeons

A more sophisticated and subtle form of improper inducements exists in the sale
and resale of I0Ls by surgeons and referral they make to individuals and hospitals who
will use these IOLs.

One scheme involves surgeons purchasing the lenses they use directly trom the
manufacturers, and then reselling the IOLs to the hospitals, who then bill Medicare
directly. Medicare reimburses the hospital based upon their costs, which in many cases
ure considerably more than the surgeon paid for them. The surgeon may mark up the lens
directly, or he may participate in any one of a number of discount or rebate schemes,
which provide him with financia! incentives which do not show up on the invoice.

Surgeons may profit even without purchasing the lenses directly. Manufacturers
offer the same "bribes” to ophthalmologists who have the hospitals order the

manufacturer's lenses. This makes the Medicare overpayments even more difficult to
track down.
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D. "No Cost® Advertisements

In recent months, advertisements offering "no cost” cataract surgery to Medicare
patients have been apearing in magazines, newspapers, and mallboxes around the
country. "No cost” cataract surgery is not free; Medicare winds up footing the entire
bill, while the facilities and physicians waive the patient's deductible. "No cost" eataract

surgery Is of no cost only to the patients.

The ad below explains how "o cost” cataract surgery works. According to the ad,
Medicare now allows 100% reimbursement of surgeon's fees for outpatient cataract
surgery if the surgery is performed in an approved outpatient surgery center and the
surgeon accepts Medicare assignment. Medicare pays 80% of the hospital bill, with the
patieat or his colnsurance responsible for the remaining 20%. Many hospitals waive or
discount thi; 20%, saving the patient $400 or more In out of pocket expenses. One
hospital reported increasing business by over 11% and annual revenue by over $100,000

after instituting a "no cost" surgical program.

One California hospital did a cost-benefit analysis after instituting "no cost"
cataract surgery and sending out brochures to 9000 area residents in a direct mail
advertising campaign. Cataract surgery cases at the hospital increased by 11%, but the
number of Medicare patients increased by 15%. Now over 90% of the hospitals cataract
patients are covered by Viedicare. Previously the hospital had been reimbursed $1463 per
case under the DRG for fnpatient surgery. Under the ™no cost” scheme they are
collecting $1490 per case, and that is without incurring the 24-hour nursing costs
associated with Inpatient surgery. In addition, 80% of their patients had supplementary
private insutance and the hospital was able to collect a major portion of the patient's
$601 coinsurance and deductible. In short, for every dollar the hospital spent for its mail

campaign, they increased revenues by over $30,
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There is no prohibition against waiver of dedvetible and coinsurance by a provider
of services. This ability to waive copayments applies to both inpatient and outpatient
service and Is not affected by whether the provider receives cost-based reimburse ment
or prospective payments. However, the provider, and not Medicare, must bear the
beneficiary’s lability. For purposes of determining Medicare payment, the provider must
bill its intermediary as if the pstient were billed for the appropriate deductible
colnsurance amounts which are deducted from the prospective payments. Under cost
reimbursement, these amounts must be included on the provider's cost report for the
determination of final payment for the year. The provider may not ¢laim as a bad debt
amounts for which it assumed the beneficlary's liability. A provider's waiving of payment
from the beneficlary should have no effect on Medicare payments. Unfortunately, this
has not been the case.

Current Medicare program instructions indicate that a tilled amount that is not
reasonably related to an expectation of payment should not be considered the "actual®
charge for processing a current claim. What this maans is that if hospitals and physiclans
set charges for services, fully intending to waive the patients deductible and coinsurance,
they are in violation of the law if they submit those set charges to Medicare as the
"actual” charges.

The ads on the following pages, collected from newspapers around the country, are
representative of this widespread fraudulent practice. "No cost" cataract surgery is
responsible for millions of dollars in Medicare overpayments. Hospitals are inflating
their charges to Medicare by an amount equal to or greater than the patients coinsurance
and deductible, with the full intention of waiving the patient's costs and having Medicare
foot the entire bill. Not only are these hospitals opealy violating the congressional intent
of x Medicare system, HCFA Is condoning their actions by failing to take action
against them.

Waiver of beneficlary copayments represents a clear disregard for Medicare and
the philosophy behind Medicare coinsurance and deductibles. The Medicare program
requires patients to share in the cost of their health care for & number of important
reasons. First, this cost sharing reduces the portion Medicare must pay,which would
otherwise be finenced through taxes and other sources. Cost sharing also reduces, but
does not eliminate, the need for administrative control over the use of medical services
by providing a financial incentive to patients and providers to choose more economical
forms of care.

The Subcommittee would in fact support the charitable waiving of copayn ents for
those elderly to whom this represents a burden. It cannot, however, condone the waiving
of coinsurance when done explicitly to entice unneeded cstaract surgery or as a method
of bilking the Medicare program.
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IIL A SURVEY OF OPHTHALMOLOGISTS REGARDING THRIR EXPERIENCES
WITH FRAUD, WASTE AND ABUSE IN THE AREA OF CATARACT SURGERY

As a part of its comprehensive review of Medicare cataract surgery, the
Subcommitee sought to systematically gather the opinions of those directly providing this
service, Subcommittee staff had meetings, telephone conversations and written
correspondence with, among others, physicians performing cataract surgery, the
professional assaciations which represent ophthalmologists, IOL manufacturers and their
sales representatives, and hospital officials. The Chairman also conducted a national
random survey of ophthalmologists performing cataract surgery and of the industry
manufacturing IOLs.

information from providers confirmed other evidence gathered by the
Subcommittee of the widespread nature of fraud, waste, and abuse surrounding cataract
surgery and in particular the szle of intraocular fenses.

In June, 1985, the Chairman mailed a survey to a statistically valtd random sample
of doctors performing cataract surgery in the United States. This survey asked
ophthalmologists a series of questions focusing on marketing practices and purchasing
agreements in the sale of intraocular lenses. (See Appendix A). Doctors from around the
nation, representing nearly one million patients, responded to the Chairman's survey.

While most of those doctors responding to the survey indicated that they
themselves were not involved in such practices, many reported to the Subcommittee that
they were familiar with a number of questionable and/or illegal purchasing arrangements
employefd by IOL manufacturers/sales representatives. Many doctors reported being
aware of:

[ awards of vacations to physicians for purchasing a certain number of I0Ls,

o gifts of stock in the manufacturing company to physicians who purchase a
number of lenses

0 cash rebates to physicians who purchase lenses,
[ free IOLs for purchase of a certain number of 10Ls, and
[ progressive discounts for volume orders.

Other dotors reported having knowledge of specific offers made to peers by IOL
manufacturers ard/or their sales representatives for the purchase of certain numbers of
their lenses including:

[ purchasing of second homes for doctors,

o cash payments of up to $150 per lens purchased,

) use of a yacht off the coast of Florida,

) free phacoemulsifiers (valued at approximately $35,000), and
0 free vitrectomy machines (valued at approximately $20,000).

While most doctors responding to the Subcommittee suevey indicate that such
practices are not offered by manufacturers with which they do business, roughly one
third reported that they knew of such offers by their manufacturers. Additionally,
roughly one third of the ophthalmologists responding to the survey reported having at one
time or another declined participation in purchase arrangements such as those above.

The Subcommittee questionnaire alse asked ophthalmologists whether they
considered these types of purchasing arrangements to be improper or {llegal
inducements. Over two tnirds of the respondents did consider such practices kickbacks,
bribes, or something otherwise improper. Many also remarked on what they felt to be
the unethical nature of such practices.

One third of the doctors responding told the Subcommittee that they did not
consider these arrangements to be kickbacks, bribes, or other improfer inducements.
The majority of doctors responding in this manner considered these purchase agreements
legitimate business offerings. Said one doctor, "It's the American way... You get what
you can.” Another responded, "Incentives are used by everyone to sell as encouragement
to go a particular direction. Even my preacher cajoles, 'Come to church and go to
heaven. Would you consider that a bribe?”
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Ophthalmologists were asked whether they felt that 10L manufacturers and/or
sales representatives should be free to offer incentives to physicians to purchase a
particular brand of lens. A two-thirds majority of those doctors responding told the
Sutcommittee that this should not be allowed. One doctor replied, "We should purchase
the lens we feel IS best for use, not financially best for us." Another stated that such
offerings "compromisz quality of care.” Still another felt these practices "cheat
Medicare and the patients."

One third of the responding doctors felt that manufacturers and their
representatives should be {ree to offer incentives. Some expressing this viewpoint felt
strongly about their rights in a competitive market. One doctor told the Subcommittee,
"Since medicine and physicians are now expected to be merchants, why not the same low
standard of ethics as car salesmen?”

During the course of its Investigation the Subcommittee was contacted by a
number of provider representatives expressing concern over what they considered illegal
or unethical inducements in the sale of 10Ls. Knowledge of the existence of such
practices within the ophthalmology profession is extensive. This spring one professional
assoclation held a symposium with a keynote address by the president of the group
entitled, "Marketing Practices and Rebates That are Occurring and are Continuing to
Occur, and Your Responsibility and Your Vulnerability.," The president continues,
"Discounts, rebates and bonuses have recently taken many forms ... free lences ... free
equipment .. cash payments .. Some of these programs seem designed by the
manufacturers to facilitate criminal deception by surgeons to reimbursers ... To profit
illegally from discounts, rebates or bonuses by failing to report them to government
reimbursers .. subjects the entire profession to infury. These practices amount to
welfare cheating.”

The Subcommittee has been contacted by provider representatives who have been
shocked by the nature and extent of kickback and bribe of ferings and acceptances related
to Medicare cataract surgery. One hospital representative stated, "IOL manufacturers
and their sales representatives are committing wholesale fraud."
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IV. ASURVREY OF THE IOL INDUSTRY REGARDING THEIR EXPERIENCES WITH
FRAUD, WASTE AND ABUSE IN THE AREA OF CATARACT SURGRRY

The Subcommittee also sent Questionnaires to manufacturers of intraocular
lenses. These surveys asked manufacturers a series of questions centering around their
marketing practices surrounding the sale of 10Ls. (See Appendix B) Among the areas of
inquiry contained in the Subcommittee questionnaire were the basls of earnings of their
sales representatives (salary and/or commission), incomes of the manufacturers and their
sales representatives, types of marketing practices used and the reasons for using such
practices, and manufacturer opinions as to the legality of properness of offering certain
inducements for the purchase of a particular brand of IOLs.

Asof this writing, the Subcommittee has received responses from 7 manufacturers
with total 1984 gross sales of intraocular lenses of over $80 milllon. These comnanies
employ marketing staffs made up primarily of sales representatives averaging 45 full
time workers.

Responses to the Subcommittee survey indicate that IOL sales representatives
earn large salaries and that most work strictly on a commicsion basis. Aversge salaries
of those selling IOLs for the 7 responding manufacturers range from $35,000 to $90,000.
Six of the seven companies employ their salesmen on a commission basis oniy.

The majority of manufacturers responding indicated to the Subcommittee that
they had knowledge of a range of marketing plans including the offering of free
equipment, company stock, vacations, cash rebates and volume discounts. Several of the
respondents provided the Subcommittee with lists of those of their competitors they
suspect or know use these practices. The majority of these respondents indicated their
distastz for such practices.

Several of the companies did indicate that they offer volume discounts and
purchase credit plans, but that they instruct those doctors and itals taking part in
these offers to indicate the reception of these discounts on their Medicare bills, K ;

The IOL industry is & very competitive one. When asked why manufacturers
employed these sales techniques, most companies responded that this was a necessity of
the competitive marketplace. One large manufacturer responded, "The I0L industry is
very competetive. Because of this competition, manufacturers work hard to be the
supplier of choice. Because most manufacturers hold high product quality standards,
manufacturers also compete with service, convenience, imsge and price.” Another
company indicated the corresponding pressure on & company to offer inducements, "A
company which does not offer such discounts would 1ikely lose the customer.”

During the course of its investigation, the Subcommittee was regularly contacted
by members and representatives of the IOL industry. Subcommittee staff conversations
with sales representatives wishing to remain anonymous for fesr of retribution provided a
good deal of candid information. These salespersons described literally hundreds of
nstances of Kkickbacks and bribes and other schemes offered by themselves and their
competitors. The most common of these inducements came in the form of cash rebates
per lens (up to $150) going toward the purchase of durable medical equiments such as
lasers and microscopes. One sales representative called this practice "Green Stamping,”
likening it to the collecting of stamps to purchase a gift when you have enough
collected. These representatives also deseribed schemes invoving free trips to Hawah,
paying for architects to design surgical centers, and even free vacation homes.

These anonymous salespersons also related to the Subcommittee stories of training
sessions employed by certain manufacturers. "Ask them (doctors and hospitals) what it
will take for them to buy from and give it to them. It doesn't matter what it takes," one
salesperson reported being instructed in a training session by a previous employer.

The problem of fraud and abuse is a growing one according to most of those
salespersons confiding with the Subcommittee. "t's just like the 55 miles per hour speed
limit," commented one representative. "Doctors see their peers doing it, profiting from
it and not getting punished, so they say 'Why not me?™
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V. A CANDID CONVERSATION ¥ITH AN 10L SALESMAN

Reprinted below is an excerpt from an interview between three seller of
ophthalmology supplies and equipment, including intraocular lenses, and an
ophthalmologist. Because receipt of this tape was conditioned on confidentiality, names
and specific references have been omitted or changed to protect participants'
identities. The salesmen are employed by one of the country's largest suppliers of
ophthalmlogy goods. This conversation took place in May and June, 1985.

Enticements

Salesman: What we do, Dr. (name omitted), we establish a competitive price. And we
take a portion of that price ... counts for more than let's say haif of the lenses and give it
back to you as purchase credits — so that you can apply it towards this, you can epply it
toward (bran1 name omitted) ... well, another example. We have a video system right
now — 1 don't know if you've got a video camera on your scope or not - it's a hell ol a
system .. The camera alone usually sells for $8495. Right now the camera's on for
$6995. You can get a VCR, a monitor »nd & stand that it all fits on for $8495. So in
essence you're getting about $1500 wor.i1 of video equipment at no charge. That's going
to be ona limited time basis.

The Pitch

Salesman: ...what we need to do is sit down with you and get some figures from you so
we can put together & packege and start talking — and say, here are your equipment
needs, here's basically how you 2an finance over the next 1, 2, 3 years.

What we came up with is & fin ncing program that's based upon you using our
consumables, okay? Since we have cap tal equipment on one side, which Is state of the
art and pretty much the industry standa.d, and then we have high quality consumable
products, such as 10Ls, contact lenses and pharmaceuticals, we put the two of them
together to come up with & financing program so that you can high tech your office or
get that capital equipment that you need without any cash outlay. Now, one of the
reasons that we can do this is in the past we'd always been calling on hospitals, doctors'
offices, pharmacy — all these different places. Now all of a sudden we can call on one
facility like yours — an ASC — and sell all our products at that one point. We call it
single point distribution, okay? By us being able to sell a lot of products to one facility
like yours, we're able to lower our cost to serve — cost to serve the manufecturer,
marketing, and so on down the line. Well, when we lower our cost to sefve, we increase
revenues. One of the ways we're using increasing revenues is giving it back to you in the
form cf earned purchase credits. Now earned purchase credits are credits based upon the
gross profit margin of each item that you buy from us. So, take as an example, if you
bought & (brand name omitted) lens from us, you'd earn a purchase credit on that, so you
know that might be $2.50 or something. What we're doing is we're looking at earned
purchass credits on all the products that you can buy from (company name omitted) —
from that consumable side — the disposables, the IOLs, the contact lenses,
pharmaceuticals.

Additional Benefits

Doctor: Okay, you say you can get investment tax credit right up front, entitled to it,
right?

Selesman: Yep.

Doctor: And depreciation on 1t?

Salesman: Yep.

Purchase Credits: One Doctor's Arrangement

Salesman: So you're at $27,000 the first year, $31.8 (thousand) the second and $36.6 the
third.

Second Selesman: For & total of $95,760. Now let me explain how you can use that.
What we've done 18 we've projected out what you would earn over the next three years
from us in purchase credits by simply using our products. If you chose to exercise all
your credits today, you would have $95,000. Now, since this is a financing program,
there Is an interest charge on this. The interest charge works this way. In year one, if
you only chose to exercise your purchase credits of $27,000 in year one, there'd be no
interest charge. If you want to exercise two years' worth of purchase credits, there's &
five percent interest charge. Year three there's a 10 percent interest charge — on the
total amount of earned purchase credits that you choose to exercise ... Now, here's
another thing that you need to think about. The equipment that you asked for — the the
(brend name omitted) system, and the arqon laser — that comes out to about $60,000.
Because we have so much room to work with, that ten pefcent interest could be pa{d by
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using earned purchase credits. So what I'a telling you s that you could get your (brand
name omitted), your argon laser — we've coverea the interest charge — and you could get
all that with no cash outlay. Does it all make sense to yvou?

EByerything Above Baard

Doctor: And you say that this has been raviewed by the lens society — you talking about
the American Intraocular Implent Society?

Salesman: Right. HCFA.

Doctor: Medicare and Medicaid looked at {t?

Salesman: Yeah.

Second Salecman: T'll show you what the question is — draw you a iittle picture here so
that you'll understand. On the invoice, itll give a description and let's aay it's $375. You
only can charge back to Medicare and Medicaid the $325 — ycu can't take the other
$50. There Isn't any other company in this point in the game that carves that out.
What's happening at other companies ... it the patient is financing the equipment, and
that's illegal. There Isn't any other company today that has gotten all the endorsement
we have. And I think one of the reasons that we get ii, as said (name omitted) said
earlier, our only game that we play is ophthalmology. If we screw it up, we're in trcuble,
you're in trouble — it's something that I don't think either one of us wants to be a part of.

Modicare Won't Gbject to Overcharging

Selesman: Medicare's saying to you, Dr. (nam= omitted), here's your $504 or your $490 or
whatever the reimbursement for facility fee — go out and do whatever you can — that's
what we're giving you, so go get your best deal — whether that be a program lke this or
whatever else.

Second Saleaman: Well, the other thing is too, even on the intraocular lenses, if you're
aware, at least the way it Is around here, it may vary from division of Medicare to
divison — they don't look at the favoices, Thay have a set chacge — its' a unit pay charge
— whatever they allow and I don't recall right now — $480 or $490 — that they allow.
They don't say, well, we won't pay as mtich benause you only patd $300 for that lens.
They don't Jook at that.

Salesman: It's not that way. Ii: some parte of the country where ['ve beer, they pay the
invoice price plus 10 percent or something — I don't know why they Jdon't do that here.
It's different in every county almost ... programs in Ohio (pay) $625. So it is a little
confusing how functionally we would show that breskout. What you do is, you take your
— let's say it come to three &nd a quarter — all of a sudden you put $490 customary
charge you know, fe- handling. As long as that's what they're reimbursing at, you
wouldn't have any problems. See, actually, because of ih: tsimbursement scheme we
have set up for you, this program is even mors ideal for you tiat it is for other parts of
the country, becuass they've already got that price established. «rnd they recognize that
as the customary chaige on IOLs. So you're in 7004 shape there. But as far as the actual
breakdown goes, we go ahead and spell all that out, and it'd be apelied oui “or you n your
invoicing, too. That way Medicare knows exactly what we're doing Lete.

A Final Seal of Approval

Salesman: The other thing is (name omitted) who is the legal counsel for the society —
(name omitted) is also our lege counsel «. 89 .. jtime we have any questions of legality,
we go dicectly to {name omitte *) on that.

Loctor: Tral'sgood to know.
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VL REGULATORY ACTIVITY: IOL ENFORCEMENT, APPROVAL
AND REIMBURSEMENT

A. The Food and Drug Administration (FDA)
1. Overview

The Food and Drug Administration is the Pederal agency charged with reviewing
and approving all intraocular lenses to assure the safety and efficacy of those IOLs to be
implanted. While the Subcommittee found no evidence that PDA's fulfillment of and/or
its abflity to fulfill this charge has led to the release of potentially harmful lenses, it did
find inadequacies and laxaties in FDA authority and activities inviting fraud, waste, and
abuse in the testing and marketing 10Ls.

Until 1976, the FCA's authority to protect consumers from harmful and unreliable
medical devices was severely limited. Existing authority was limited to provisions of the
1938 Pederal Food, Drug, and Cosmetic Act anuthorizing action only if a defect was
discovered after a product was in use. There was no requirement for premarket approval
of medical devices. Moreover, the FDA had to bear the burden of proving the product
was in fact dangerous or fraudulent.

On May 28, 1976, Congress enacted the Medical Device Amendments of 1976
(Public Law 94-295). The law was carefully drawn in an attempt to avoid the adverse
eifects attributed to the role of drug regulation in the United States. Control was
imposed only over the industry, not over the medical community, and specific provisions
were incorporated te eliminate delays in certain regulatory considerations.

The law requlres that the Department of Health and Human Services provide for
the classification of medical devices intended for human use based upon their safety and
effectiveness as follows:

(1) Class I includes devices not purported to be for a uce which is of substantial
importance In supporting, ~‘staining, or preventing impairment of human life or
health, and do not present a potential unreasonable risk or iliness or injury, and for
which general controls are sufficient;

(2) Class II includes devices for which it is necessary to establish a performance
standard to provide reasonable assurances of their safety and effectiveness; and

(3) Class Il devices for which there Is insufficient information for the
establishment of a performance standard to provide reasonable assurances of their
safety and effectiveness, are purported to be for & use which is of substantial
inportance in supporting, sustaining, or preventing impairment of human life or
health, or present a potential unreasonable risk of iliness or injury.

In addition, the legislation:

— Authorizes the Secretary to establish a performance standard for cless 1I
deviees.

= Requires premarket approval for class Il devices and establishes procedures for
such approval.

- Places devices intended for humes; uSy, wiich were not placed in interstate
commerce before enactment of the amendments, in class Hi.

== Authorizes the Secretary to ban devices pr :senting a substantial deceptionor a
substantial risk of illness or human injury under certain circumstances.

~ Authorizes the Secretary to notify all persons necessary under the
circumstances to eliminate the risk presented by a particular device.

== Authorizes the Secretary to require a manufacturer of a medical device
intended for human use which: (1) presents a substantial risk of harm to the
public health, and (2) was not properly designed or manufactured, to repair,
replace, or refund the purchase price of such device at no cost to the person
using it.

— Requires every person who Is a manufacturer, importer, o- distributor of
medical devices intended for human use to establish and maintain whatever
records the Secretary may direct by regulation.

— Authorizes the Secretary to establish mandatory manufacturing methods for
medical devices.
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— Requires the Secretary to provide for public access to information respecting
the safety and effectiveness of devices, Including information respecting the
adverse effects of the device on health.

— Requires manufacturers of medical devices intended for human use to register
with the Secretary.

— Provides for an exception from the requirements of this act, under
circumstances determined by the Secretary, to permit the investigational use
of medical devices by experts qualified by scientific training and experience to
investigate the safety and effectiveness of such devices.

2. JOL Approval Procsss

Part 813 of Title 21 of the Code of Federal Regulations exempts IOLs from some
of the more stringent premarket clearance require.ments that other class Il devices must
meet. In part, this exemption is based on the f. 3t that almost all IOLs are made from
same plastic material (PMMA) which has been been adjudged safe and effective for use in
the human eye.

The result s that in most instances, all an IOL manufacturer needs to do is file an
investigational research protocol with FDA outlining the method to be used to test a
particular new lens.

The FDA requires that a manufacturer's investigation produce results of the
safety and efficacy of the lens after implantation ., at least 500 patients. The data
should follow these patients for at least one year and the lenses should be implanted hy a
qualified investigator (essentially defined 23 Board Certified Ophthalmologists). This is
called a "core” study.

Since these ophthalmologist-investigators are required to document patient
progress and produce 6 reports on each patient for manufscturer and FDA use, the FDA
does not object to an 0L manufacturer's paying the ophthalmologist for his work as an

investigator. The FDA does not regulate the smount pald to investigators.

In addition to the core study, the FDA allows a manufacturer to conduct
additional follow-up studies called "adjunct” studies. Adjunct investigators do not
routinely have to prepare any reports for FDA use. FDA Informed the subcommittee
that data maybe available to the manufacturer upon request. FDA also states that FDA
does not routinely review this data.

Under this regulatory investigational exemption, manufacturers may arrange for
the sale and implantation of the "investigational” IOL by any number of ophthaimologists
in any number of patients. The manufacturer may not claim that the IOL is approved or
adjudged safe and effective and, at least in theory, all patients receiving the IOL are to
to be included in the investigational study. The manufacturer may arrange with any
Board Certified Ophthalmologist to be an investigator, and the manufacturee can pay any
core or adfunct investigator anything that person wants as compensation for his or her
services as an investigator.

3. FDA Backiog and Staffing

The FDA interprets the device lsgislation to mean that each I0L device peoduced
by each manufacturer, even if identical to another manufacturer approved IOL, must go
through the investigational process.

The FDA's Division of Ophthalmic Devices must approve each 10L, contact lens,
contact lens sallne solution, laser, and surgical device. The Division has a staff of 35 as
of May 31, 1985 and has a pending backlog of 896 I0Ls in prelnvestigational and
investigational stages awaiting final approval. As of June 1, 1985, the FDA had appe¢ -ed
a total of 76 I0Ls. Before the first IOL was finally epproved by the FDA, over 500,000
"investigational” ICLs had been implanted in patients' eyes. In Apeil 1985, the ¥DA has
Just approved the first IOL in over & year because the ataff was diverted to reviewing
other ophthalmic devices.

4. Misuse of PDA Approwal Process

Subcommittee staff has been made aware of the fact that numerous sbuses of the
FDA grocess exist. Several manufacturers have used the IOL investigational froeass asa
way to avold the anti-kickback and fraud laws. The manufacturers are ir. effect, paying
bribes to ophthalmologists to use a specific lens by calling the bribe a payment for the
doctor's services as an investigator. This is especially prevalent in adjunct studles which
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really do not place any additlonal work or reporting burden on the physician. Most
manufacturers interviewed by Subcommittee staff acknowledged the existence of this
problem and decried the absence of any enforceable industry standards.

PDA has issued warning letters to manufacturers for problems related to
investigational implants in large numbers of patients, but no further enforcement action
was adjudged necessary by FDA. Despite the abuses of the adjunct investigational
process, FDA stated that it "currently has the necessary authority to control adjunct
studies.”

In May of 1985, the Chairman mailed a questionnaire to the Commissioner of the
Food and Drug Administration. The questionnaire focused on the FDA’s policies and
activities related to the approval of 10Ls. The questionnaire and the FDA’s response can
be found in Appendix C of this report.
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B. The Office of the Inspector General
1. Overview

The Office of the Inmpector General (OIG) of the Department of Health and
Human Services (HHS) was established by Congress in 1976. Congress intended that the
OIG be independent of the program operations of the depariment and that the Inspector
General could report only to the Secretary of HHS or to the Congress. This was to assure
that the OIG would have the appropriate staffing and flexibility to combat fraud, waste
and abuse within the department and the programs (Including Medicare) which it
administers.

At the request of Chairman Pepper and the Subcommittes, an audit and a
preliminary inspection were completed by OIG to review practices in billing and paying
for cataract surgery through the Medicare program. The OIG staff reviewed a
statlstically valid sample of hospital and ophthalmologist bills to Medicare for cataract
surgery. Thelr Investigation uncovered program waste and a considerable amount of
fraud.

2. Lens Manufacturer Practices

The Inspector General investigation confirmed for the Subcommittee its own
evidence of & number of fllegal practices involving the sale of intraocular ienses (IOLs).
The Inspector General concluded that "the circumstance that gives rise o fhese ripoffs is
the excessive Medicare payments for the lenses.” The (2 founs that the IOL
manufacturers were extraordinarily profitable and that much of the Qlegal activity In
can be attributed to some of their overly aggressive salesmen. The Inspector General
found that some of the lenses cost as little as $35 to manufacture. A profit of $150 or
more is not uncommon on zome of these lenses.

3. Provider Charges for IOLs

The OIG review found that provicer mari-up for IOLs could even be higher than
that of (" manufacturers. Lenses tha may cost a provider $150-8250 were found to
have been charged to Medicare at prices from $300 to over, $700. Thus, provider mark-
ups ranged from $50 to $550.

As stated earlier, when cataract surgery covered by Medicare Is performed on an
outpatient basis, the Medi~are patient must pay 20 percent of the provider’s IOL cost.
The OIG investigation uncoversd instances where the mark-up was 30 high that the
patient's 20 percent payment was more than the provider's orlginal cost fo. the lens,

The OIG study dld not find any ~elationship between what Medicare was billed and
paid for, and providers' original costs for IOLs.

Charges were even more astonishliv when ophthalmologists rather than hospitals
were billing Medicare for IOLs. The rags of prices pald by doctors were from $0 to
$425. The Inspector General found a well k own physiclan who received 1600 free IOLs
In exchange for the use of his name In marke.ing the lense. He billed Medicare $500 for
cach of these "free” lenses. Last yzar he ade $80,000 profit just on lenses — $65,000
was paid by Medicare and $15,007 by his patients. Including surgical fees, this doctor
received over $1.3 miilion from the Medicare program.

The Inspector General concluded that, "jince the Medicare peogram is willing to
pay 200 percent to 500 percent of tie prsvider's cost o these lenses, it is not surprising
that ripoff schemes are prevalent.”

Based on a statistically valid sample, OIG found that last year alone, Medicare
paid ophthalmologists $6.5 million more that thelr IOL costs, and beneficiaries paid them
an additional $2.8 million. Based on a review of hospital costs and charges, OIG
estimates that overall $50 million was wasted by Medicare last year just for IOLs.

4. Excossive P~ .an Fess

In addition to the problems of IOL costs, the Inspector General's investigation
revealed other problems related to cataract surgery pald for by Medicare.

Medicare pays separste bills for cataract surgery to the surgeon, the
anesthesiologist, and sometimes an assistant surgeon. The fee Medicare pay: for the
surgeon's services was determined before the technological changes and advances in skill
made cataract surgery less time consuming and complicated. Medicare pays between
$960 and $2,000 to the surgeon for an operation usually pecformed in 30 minutes. Many
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ophthalmologists were paid more than $1 million by Medicare in 1984 for cataract
surgery. One Florida surgeon performed over 5,00 surgeries in 1984 and received $6.4
million in reimbursement. In the state of Texas alone, six ophthalmologists were paid
over $1 million by Medicare in one year.

‘The OIG study corroborat~s one of this Subcommittee's most frequent findings:
Medicare's reimbursement methuds are unable to keep up with technological changes
which can substantially lower charges as well as raise them.

In addition, an OIG audit finds little or no justification for Medicare
reimbursement for an assistant surgeon in the performance of cataract surgery. These
duties are just as competently performed by a nurse or other skilled personnel. The
Inspector General estimates that ellminating these payments could save Medicare
between $150-$200 million over a five-year period.

Over 90% of cataract surgeries now involve a local anesthetic—{requently
administered by the surgeon. Medicare nevertheless pays the same amount ($120-$350)
to the anesthesiologist (if one was present during the operation), if he or she used general
anesthetic. The Inspector General Questions the necessity for Medicare anesthesiologist
payment for any but the most complicated cataract surgeries. At the least, Medicare
reimbursement should reflect differences in depending whether general or local
anesthetic was used and whether the anesthesiologist merely was on "stand-by" for the
surgery.
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C. Health Care Financing Administration (HCFA)

The Health Care Financing Administration (H7FA) within the Department of
Health and Human Services is the Pederal agency reapon:ible for the administration and
oversight of government reimbursement for cataract surgery through the Medicare
program. The Subcommittee found scrious inadequacies in HCFA's oversight and policy
in this area resulting in the waste of over $1.2 billion In Medicare funds.

The Medicare program, which began on July 1, 1966, was authorized by the Social
Security Amendments of 19685, which added Title XVII of the Social Security Act.
Medicare pays for much of the health care costs for eligible persons aged 65 or older.
The program is administered by the Health Care Pinancing Administration (HCPA), a
component of the Department of Health and Human Services (HHS).

HCFA administers Medicare through a network of contractors, such ax Blue Cross
and Blue Shield, to process Medicare claims and to make payments on beholf of the
government. The contractors that pay Institutional providers, such as hosplials and
nursing homes, are referred to as part A intermediaries; the contractors that pay for the
services of noninstitutional providers, such as doctors, laboratories, and suppliers, are
calied part B carrlers.

In fiscal year 1984, Medicare paid about $42 billion to the approximately 6,000
hospitals that perticipate in the program. We estimate that expenditures for inpatient
and outpatient services for cataract surgery under Medicare In fiscal year 1985 will
amount to about $3.5 billion.

From Medicare's initlation on July 1, 1966, until fiscal year 1984, the program
pald hospitals, on & retrospective basis, their reasonable costs of providing covered
services to beneficlaries. Although the reasonable cost methodology included provisions
designed to control Medicare cost growth, there was a general concern that this payment
system did not give hospitals sufficient incentives to provide care economically and
efficiently. As a result of this concern, the Congress enacted as part of the Soclal
Security Amendments of 1983 (Public Law 98-21) a hospital prospective payment system
for Medicare. Under the new system, the amount a hospital will be pald is determined
before the period In which the payments are made, and normally payments are not
adjusted retrospectively to reflect actual costs. The payment rate depends on into which
diagnosis related group (DRG] the cass s classified. The prospoative payment system is
being phased in over 3 years beginning In fiscal year 1984, and eventually hospitals will
be paid a unifor.n rate (adjusted to reflect varlations In local wage levels, urban or rural
locetion, and teaching status) established for each DRG.

Each DRG contains diagnoses which are expected to be closely rulited in the
extent of resources devoted to treating patients. DRG 39, Lens Procedures, wnich
includes the removal of cataracts, resulted in over 395,000 discharges dusing fiseal year
1984. In additisn, DRG 42, Intraccular Procedures except Retina, Iris and Lens, which
was intended to cover complications of catgract and other eye opetrations, resulted in
almost 35,000 discharges. HCFA was unable to provide us with accurate data on the
number of nca-DRG Inpatient cataract operation performed in 1984,

The Soclal Security Amendments of 1983 also strengthened the role of utilization
end quality control Peer Review Organizations (PROs), which are usually statewide
bodies of medical professionals under contract with HCFA to review the medieal
necessity and approprlateness of health care services provided under Medicare. The
amendments require hospitais, as a condition of scceiving Medicare payments, to ¢nter
into & contract with the PRO covering their area, to review such factors as quality of
care and utilization of services. The legislation also specifies that PROs will review the
validity of diagnostic information provided by hospitals and the approprlateness of
admissions ard discharges. HCPA recuired most PROs to review every inpatient
cataract surgery procedure and to deny payment for all that are unnecessary. The
primary focus of the PROs however is to ensure that no cataract s.rgecy be performed
inpatient jf It can be performed outpatient instead. The assumption behind this policy Is
that outpatient surgery Is less expensive, and less traumatic for the patient.

Despite the fact that HCFA Is rapidly forcing most catsract surgery from
Inpatient to outpatient, we have been informed that "Datea on procedures for outpatient
hospital services are not collected.” No data was provided for other outpatient lccales.

Hence, HCFA In effect has no practical way to evaluate the effectiveness (or
ineffectiveness) of the policy they are implementing.

As discussed in Section I B(1) of this report, HCPA has no uniform policy requiring
Its carriers and intermediaries to cap reimbursement for IOLs. This allows for great

56




O

ERIC

Aruitoxt provided by Eic:

49

variations found by the Subcommittee in rates from $230-$665 paid by Medicare for
essentially identical lenses.
In May of 1985, the Chairman m

afled & questionnaire to the Administrator of the
Health Care Financing Administration.

In his request for information, the Chairman
posed & series of questions relating to HCFA's policies and activities surrounding
Medicare payments assoclated with cataract surgery. The questionneire and HCFA's
response can be found in Appendix D of this report.

]
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VIL POLICY RECOMMENDATIONS

It is apparent that cataract surgery represents the best and worst of modern
medicine. The Subcommittee Is impressed with the technological advances mede in the
last five years. Cataract surgery is now faster, less painful and more effective. For
literally miilions of senior citizens these improvements have provided the precious gift of
better vision.

From the taxpayers' perspective, however, cataract surgery is an unmitigated
disaster. With almost 50 percent of all the money spent on cataract surgery drained
away by fraud, waste and abuse, Americans are losing up to $2 billion annually. If
nothing is done, upwards of $12 billion, $10 billion by the Medicare program alone, will be
iost by the end of this decade.

At a moment in time when Congress is struggling to find ways to reduce the
soaring Federal deficit, often by making difficult and oainful program redictions, we
cannot in good conscience ignore this grand scale squandering surrounding cataract
surgery.

With some improvements in program administration and legislative changes, we
could continue to provide necessary and effective cataract surgery, enjoy its rich
benefits, but without the fraud, waste and abuse. During the course of its investigation
the Subcommitee has developed a series of recommendations — to the Congress, Federal
agencies, senior citizen consumers and others — almed at providing these much needed
improvements.

— Congress shouid consider iegislation which would limit Medicare payments for
catarsct surgery performed in a hospital outpatient or ambulatory surgical
center setting to some percent less than that paid for the same in a hospital
inpatient setting. Information on cost savings, program effectiveness and
patient well-being derived from this change could serve as a basis for adopting
this policy for all surgical procedures performed in different settings.

= Congress should consider legislation eliminating Medicare payments for
asssistant surgeons for all outpatient surgery unless preapproved by the PRO or
Medicare carrier.

— Congress should consider legislation requiring HCFA to set strict policy and
reimbursement limits on anethesiologist bills— paying only for general
anesthesta anod only if preapproved. Medicare should only pay & nominal
amount if an anesthesiologist is only on "stand by”".

— Congress should consider iegislation requiring Medicare to pay cost and not
charges for all prosthetic devices.

== Congress should consider legislation giving FDA authority to regulate amounts
pald by manufacturers to investigators of all types of investigational devices.

== Congress should consider legislation to require the Congressional Office of
Technology Assessment (OTA) to conduct an annual review of changes in
technology and skill Involving artificisl devices and organs and their
implantation and to advise the Secretary of DHHS to reflect changes in
Medicare charges.

= One distressing finding of the Subcommittee is that from 23%-36% of all
catarsct surgery may be unnecessary. Instances of senior citizens with perfect
20/20 vision being operated on were reported. We therefore strongly
recommend that anyone needing cataract surgery seek the opinion of at least
one other qualified doctor before undergoing surgery. Unnecessary surgery is
not only wasteful but can adversely impact on the patient's health and weli-
being.

Health Care Financing Administration (HCFA)

The Subcommittee Is dismayed that HCFA is busy implementing a policy of
forcir ¢ all cataract surgery from Inpatient to outpatient basis, without collecting any
data to allow it to evaluate how this policy is working. We are distressed that HCFA has
not made any effective effort to control the excessive charges made by hospital
outpatient departments, or for unnecessary professional services In all surgicai
procedures.

— HCFA should immediately begin to collect and analyze data on ali outpatient
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surgeries reimbursed for by Medicare to determine their costs and
effectiveness.

— HCFA should immediately implement and enforce a uniform policy for its
carriers on payments for IOLs.

Food and Drug Administration

The Subcommittee is distressed that FDA has allowed the continuation of adjunct
studics of IOLs. We see these studies as wasteful and of little if any use. FDA dc2snot
use the data coliected from these studies. Many of these studies are required of IOLs
which are identical to those already approved for use.

The Subcommittee is also distressed that FDA has scant little control over who
conducts investigations of nonapproved devices, what these investigators are paid by the
manufacturers of these devices, and the extent of commercialization of nonapproved
devices.

~ The FDA should immed:ately take steps to eliminate adjunct studies for IOLs.

= The FDA should take steps to reduce its backlog of devices awaiting approval.

U.S. Department of Justice

The Jepw. timent of Justice should actively seek out and prosecute cases of fraud
and abuse involving cataract surgery and the sale of 1OLs.

Ophthalmology Profession

The professional associations should formally censure the types of improper and
iflegal sales inducements outlined In this report.
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VII. CONCLUSION

The Subcommittee found that cataract surgery — the most frequently reimbursed
major surgical procedure under the Medicare program — is fraught with fraud, waste and
abuse. As this report has shown, there is reason to question the necessity or validity of
haif of the dollars that Medicare pays for cataract surgery — as much as $2 billion of the
$3.5 bililon we pay for this miraculous procudure is drained away inappropriately.

At a moment in time when Congress is struggling to find ways to reduce the
soaring Federal deficit and retain important income and health benefits for senfor
citizens, often by making difficult and painful program roductions, we connot in good
conscience ignore this grand scale squandering surrounding cataract surgery.

With some iniprovements in program administration and legislative changes, we
could continue to provide necessary and effective cataract surgery, enjoy its cich
benefits, but without the fraud, waste and abuse.

It is our hope that this report will lead to much needed reform and that the
miiilons of Americans who will be seeking this surgery will get the most approprlate and
affordable care gveilabie.




O

ERIC

Aruitoxt provided by Eic:

53

IX. GLOBSARY OF TERMS SPECIFIC TO THE CATARACT INDUSTRY AND
AN ANATOMY OF THE EYE

Glossary of Terms:

aphakia: the absence of the natural lens of the eye, most commonly the result of
cataract surgery.

ASC or Ambulatory Surgical Centers: operating rooms located outside of hospitals
in which outpatient surgery is performed.

cataract: a cloudy or opaque area in part or all of the transparent lens located
inside the eye.

cryoextraction: an intraocular extracticn technique by which a cataract is frozen
and removed using a very cold probe.

DRG or Disgnostic Related Group: one of 468 categories for disease and disorders
upon which Medicare part A bases its reimbursement schedules.

extracapsular extraction: method of cataract removal in which the clouded lens is
removed along with the front portion of the lens capusle, while the rear portion of the
capsule is left behind.

Healon (Sodium Hyaluronate): a thick, gel-like, man-made material injected into
the eye to maintain its shape during surgery.

intraca extraction: method of cataract removel in whic! the entire lens
capsule is removed along with the clouded lens.,

10L_or intraocular lens: a synthetic lens inplanted in the eye used  replace the
natural crystalline lens.

prosthetic lenses: lenses which work in conjunction with or replace the natural lens
of the eye, including glasses, contact lenses, and IOLs.

vitreous humor: a very thick, gel-like natural material found in the eye that serves
to maintain the spherica shape of the eye.
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An Anatomy of the Eve

Cornea: the clesr membrane covering the exterior surface of the eye. It is
reponsible for focusing the Light rays on the retina, and is misshapen in conditions such as
astigmatism, nearsightedness,and farsightedness. These conditions are usually corrected
by glasses or contact lenses.

Iris: the colored portion of the eye which forms a ring around the pupil.

Pupil: the aperature which permits light to enter the eye. The diameter is varied
to alter the amount of light permitted to enter depending on the brightness of the
environment.

Sclera: the white of the eye.

Lens: the lens functions to allow the eye to change its focus between near and far
objects,

erystalline lens

Vitreous cavity: the large chamber behind the lens, filled with vitreous humor, a
very thick gel-like fluid which maintains the shape of the hollow eye.

Retina: sensory sight of the eye where light input is transformed into electrical
neural input so that it can be interpreted by the brain.

Macula: the area of the retina contalning the highest density of rods and cones, the
specleilzed cells which transform light into neural informution. The macula is reponsible
for fine discriminative vision.

Choroid: the portion of the eye containing the blood vessels which supply the
retina,

Optic nerve: the nerve which transmits the visual input from the eye to the brain.
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APPENDICES
APPENDIX A

OPHTHALMOLOGIST QUESTIONNAIRE

NAME: .
ADDRESS:

TELEPHORE: =
la. How many patients did you see/treat in 19842 In 19832

1b. What percentage of your patients are over the sge of €52 %

2a. With wnich Intraocular lens mam facturer do you do business?

2b. Are you an investigator for this manufacturer? YES NO

3.

Are you aware of any of the following types of purchasing arrangements which may
be employed by intraocular lens manulncturers/sales representatives?

8.  Awards of vacations to physiclars for pur-
chasing a certain number of intrzoctilar lenses

b.  Discounts to physicians for volume purchases
of Intraocular lenses - T

c.  Gifts of stock in your company to physiclans
who purchase a certain number of lenses

d.  Cash rebates to physiclans who purckase from
your company

e.  FPree intraocular lenses provlded to physlcians
after they have purchased a certain number from
your company

f.  Progressive discounts for repeat volume orders

g-  Other (please specify;

Please describe any other purchase arrangements you are aware of. Also, please use this
space to claborate on any "Yes" answers above.

6.

Are these arrangements being offered by the manufacturers or manufacturer
salesmen wWith whom you do business? _ YES NO
To your knowledge, are these arrangements being offered by other manufacturers?

YES _ _ NO If yes, by whom?

Do you conslder these arrangements to be kickbacks, bribes or other improper
inducements?____ YES ___ NO Elaborate, if necessary,

Have you ever declined to participate in & purchase arrangement similar to thoss
described above, or others?, YES <NO If yes, why?
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If you participate in a purchase arrangement which provide. a financial incentive or
benefit tor dealing with a particular company, do you pass along the savings to your
patients and any affected third party payor? O If yes, please
explain how you pass these savings along to the Medicare program or
beneficiary/patient.

How much financial benefit is deri* od from this plan?__ ~

Do you feel that intreocular lens manufacturers/seles represenfatives should be
free to offer incentives to physicians to purchase a particular brands of lens?
Yes No Why?

Would you be willing to testify before this Subcommittee on your experience and/or
knowledge of intraocular lens purchase arrangements? Yes No

Please feel fr=¢ to share any add:tional thoughts you may have on attached sheets
or call us at (202) 226-3381 with this information.

PLEASE RETURN COMPLETED QUESTIONNAIRE TO:

SUBCOMMITTRE ON HEALTH AND LONG-TERM CARE
Select Committee on Aging

H2-377

0.S. House of Representatives

Washington, DC 20515

-

Thank you In advance for your prompt response.
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APPENDIX B

INDUSTRY QUESTIONNAIRE
(Please attach additional sheets if needed)

Name of Firms
Address:

Contact Person:
Telephone:

1. In how many states do you operate?

2, What were you total assetsIn 19837 In 19841

3. What were your total gross revenues from sale of intraocular lenses for
198312 19842

Could you please furnisnus a cogy of your most recent annual report?

4. How many people does your company employt How many are involved in
marketing jour intr Of these, how many are sales
representatives? How many are administrative? Other?

provide a distribution by stute.

S. Are your sales representatives your employees or are they Independent con-
tractora?! Employees % Independent Contractors__ % Others (specify)

6. Do you provide company training relative to intraocular lens sales to your sales
representatives? YES __ NO. If yes, could you please provide me with a copy
of your training menual.

Is it mandatory to undertake this training before selling your lenses?
___YES __ NO If not, why not?

1. Do ycur sales representatives work on a salary basis
%, or combination of the two? __ %

%, commission basis

8. What is the average yearly income (excluding benefits) for your intraocular lens
sales representatives? _ 000000

9. Are you aware of intraocular lenses being marketed under any of the following
sales plans?

¥ES  NO

a. Awerds of vacations to physicians for pur-
chasing a certain number of intraocular lenses

b. Discounts to physicians for volume purchases
of intraocular lenses

¢. Gifts of stock in your company to physicians
who purchase a certain number of lenses

d. Cash rebates to physiclans who purchase from
your company

e. Free intraocular lenses provided to physicians
after they have purchased a certain number from
your company

f. Increasingly greater discounts to physicians
who make repeated volume orders.

g- Other (specify)

_ Please attach sheet to elaborate on any "Yes" answers above.

65




O

ERIC

Aruitoxt provided by Eic:

10.

11.

12.

13.

14.

15.

16.

17.

58

Have you or your sales representatives ever employed these techniques? Plesse
describe any other marketing plans your company employes. Also, please use this
space to claborate on any "Yes" answers.

Are these company plans or are they employed on an optlonal basis by Individual
sales representatives? If so, which ones?

If your company does not employ any marketing plans similar to thosz above, are
you, nevertheless, aware of any 'eompanh:s which utilize such plans?
YES N *

Please identify the companies and/or nature of ths ir marketing plans.

What is the purpose of employing these marketing techniques?

Iif your company employs a marketing plan which offers a financial incentive or
benefit to participating physicians, do you advise them to pass along their benefit
in terms of cost savings to the patients and third party payors?, Ye No

1 not, why not?

If yes, how do physicians pass along savings under your plan?

Have your representatives ever been approached by physicians asking for spectal
considerations, money or other inducements for using your lens?, Yes No
1f so, please explain.

How would you characterize the nature of the industry? Competitive
Non-Competitive Very competitive

Would you be willing to tes'tﬂy before this Subcommittee on the marketing of
intraocular | 4 Yes No

Please feel free to share any additional comments you may have on attached
sheets, or call us at (202) 226-3381 with this information. Thank you for
responding.

PLEASE RETURN CONPLETED QUESTIONNAIRE TO:
Subcommittee on Health and Long-Term Care

House Select Committee on Aging

H2-377

U.5. House of Representatives

Washington, DC 20515
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Dear Dr, Young

The Subcommittee on Health ond Long-Term Care of the House Select Committes
on Aging Is investigating o number of Issues involying catoract surgery. To this ond, we
would very much oppreciate your ogency providing vs with the following Informations

How many interoculor lenses (I0L"s) have received final FDA opprovel?

How mony |0L’s ore approved for core Investigational study?

How mony 10L*s are opproved for adjunct studies?

How mony 10L's ore awaiting opproval 1o begin investigational studies?

What is the current nofﬂn? of the Divislon of Opthalmic Devices and what

is the overall pending worklood?

[ What specific steps has FDA token 10 prohiblt overcommercialization of
univestigoted 10L's?

o Has FDA investigoted or token ony compli actions ogalnst ony J0L
monufacturers? To what use does FDA put odjunct studies? Should FDA's
outhority to control odjunct sfudies be chonged in any ?

o FDA's outhority 1o regulate devices is almost ten years old. In Hight of your
experience in this orea, are there some legislative or regulotory mondates

which should be changed either 1o simplify procegures or to strengthen

regulatory authority?

0000

We would like 1o ask that we recelve this Importont information by June 3, 1985.
Ifuggu or your stoff has ony questions regarding this request, alease contact the
Subcommittee Staof f Director, Kathleen Gordner Crovedi, ot (202)226-3201.

Kindest regards, ond,

Very slmuelyp
%%,
Chairmon
Fronk E. Young, M.D., Ph.D.
Eonunlu!otu Adei
ood and D, dministration *
5600 Fishers Lane

Rockville, MD 20457 ’
CPipgr
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubiic Heslth Service

N Food end

Orug
Rockvie MO 20887

po——

The Honotable Claude Peppet
(haivan, Butcommittes on Health JUL 09 W85

Deav Mr. Peppec:

I writs to Teply to yout lstter dated May 22, 1965 vegarding the Fod
and Drug Adnainistration's intracculat lens (IOL) activities, I am

Enclossd is mitetial resporsive to your guestions an the Agency's IOL
program. I will be happy to provide any additional information you
may wart on this important issue.

Sincerely yauvs,

<

Commdssionet of and
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RESPQUSE TO MR. PEPPER'S REQUEST FOR INFORMATION ON INTRAOCULAR LENSES

Responses to questions vaised in Mr. Pepper's letter ave provided in
the order in which the questions appeaved in the May 22, 1985, letter.
The intraocular lens (IOL) utilization data provided in items 1
through 4 are tased ypon data obtaine? fram a telephons survey
conducted during the week of May 30 thceough June 3, 1985, of 18 IOL
manufactuvers that ave operating under approved investigational device
exemption (IDB) applications. Although FTA has not verified the
accuracy of each and every mmber provicdad by the mamifactucers, we
have no veason to doubt their accuracy.

1. Question: How many IOL8 have veceived €inal FDA approval?

e: As of May 31, 1985, premarket approval applications
(PMAs) had peen approved for 7 different mamifacturers tO macket 76
diffevent IOL models. These 76 models include 59 postevior chomber
I0Ls by 6 different manufactuvers, 1l antevior chamber IOis by 4
manufacturers, 4 ividocapsulur IOL models by 2 mam:facturers, and 2
iris fixation IOL models by 1 mmfactucer.

During the period of Jamuary 1, 1984, through De‘*enbar 31, 1984
(in some instances February 1, 1984, ‘through Jamaavy 37 1385),
approximately 103,043 PMA approved IOLs weve inplanted.

2. (Question: How many IOLs are approved for cove investigational
studies?

Response: As of May 31, 1985, 313 different IOL models had been
approved for corve rnvestigational studies for 16 Aiffervent
mamifactuvers. During the period identified in the secomd
paragraph of the vesponse to item 1, approximately 23,497 core
investigational lenses were implanted. The models include 164 IOL
models made of standavd polymethylmethactylate (EBMMA), 135 models
made of IVMA plus UV-absorbing materials, and 14 models nxde of
soft materials.

3. Question: How many IOLs ave approved for adjunct studies?

Response: As of May 31, 1985, 531 diffevent IOL models had been
approved for adjunct studies by 17 manufacturers. During the
period identified in items 1 and 2, approxamately 714,286 adjunct
investigational IOLs were implanted. The models included 346
models made of standard PMMA and 185 models made of PMMA plus
Uv-absorbing materials.

4. Question: How many IOLs ave awaiting approval to bugin
investigational studies?

: As of May 31, 1985, 52 different IOL models ave
awaiting approv: . to begin investigational studies (i.e., the IDE
applications have been at FDA for fewec than 30 days). ‘These
miels include 7 IOLs made of standavd PMA, 44 IOLs made of PMMA
plus UV-absorbing matecials and 1 IOL rade of soft mtecial.

5. Question: What is the current staffing of the Division of
Ophthalmic Devices (DOD), and what is the ovevrall pending workload?

o 6
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Response: DOD is the lavrgest of seven divisions in FDA's Center for
Devices anmd Radiological Health (CDRH) Otfice of Device Evaluation (ODE),
with 35 full-time equivalents (FTEs) cutrently on board. Twenty-five
percent of CDE's scientific veview pevsonnel ave allocated to DOD. Tw
conpensate for growing workloads, staffing of DOD has been increased by
5.7 FTEs since the beginning of Fiscal Yeatr (FY) 1985, despite a
veduction in overall vescurces in FDA's CDRH.

DOD has three branches: the Intvacculav Lens Branch, the Contact lens
Branch, and the Surgical and Diagnostic Devices Branch.

During the first half of FY 1985, the incoming workload of DOD was as
follows:

No. Received DOD's Shave of
Type of Submission by DOD Total ODE Submissions
Premavket Notifications
(510(k)s) 98 43
IDE Applications 2% 28%
IDE Supplements 463 36%
BMig 23 52%
PMA Supplements 83 45%
Total 699 178

*DOD's shave of total ODE workload (mumber of incomang submissions
weighted by - esource-1ntensiveness) equals 27%.

Currently, the following numbers of ~ubmissions ave under active veview
in DOD:

DOD's Average
Response Tume (Days) Per

Type of Suhmission No. Under Review Submission, Fivst Half FY '8S
Premarket Notifications

(510(k)s) 26 94
IDE Applications 9 55
IDE Supplements 750 34
PMAg 42 356*
PMA Supplements 228 287

¥R vevied tames ave for “initial" decision -~ the fitst decision on the
approvability of the application after it has been accepted for f£iling ~—
excluding time for manufactuver's vesponses to scientific deficiency
letters.

O
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Question: What specific steps has FDA taken to prohibit over-
commavcialization of uninvestigated 10Ls?

Response: We are not certain what you mean by uninvestigated 10ls.
Thevefore, we ave direc.ing cur vesponse to the stepe which FDA has
taken to prevent the commercialization of investigational I0Ls amd
those IOLs that FDA has not approved.

T™e IDE vegulation for I0Ls (21 CFR Part 813) allows sponsors to
charge for an IOL, provided the eponsor, in the IDE application,
notifies FDA that theve will be a charge to investigators and
subjects for the device (813.20(b)(15)). No further infovmation
vegarding charges is generally submitted or requested.

Other steps that FDA has taken to liinit the commercialization of
investigatiomal IOLs include limits on the promotional practices and
advertising by sponsotrs amd investigators. Regulation 21 CFR 813.50
prohibits the sponsor or any person acting for or on behalf of the
SpONBOT to disseminate any promotional matavial that vepresents that
the lens being irvestigated is safe and effective for the purposes
for which it is being investigated. Such claims ave also prohibited
in advertising and in the vepresentations made at tvade shows or
professional conferences. Such claims would provide cause for
withdrawal of approval of IDE or other vegqulatory action. FDA has
developed a "Guideline for Reviewing Notices of Availability for
Intraccular Lenses” (enclosure 1) which has been widely distrihuted
throughout the I0L industry. This quideline cutlines information
that would s accepteble to FDA in notices of availability of 10Ls.

Please vefer to enclosure 2 in veply to Question 7a (section 813,50,
pages 4-5) for a sumary of actions taken by FDA against firms that
promoted the use cf their IOLs during their investigarion.

Question: Has FDA investigated or taken any caxpua:m actions
against. any IOL mamufactuvers?

t FDA's vegulatory actions vegarding 10L investigations ave
suamarized in enclosure 2. These actions weve based on violatiors of
the IOL regulation (21 CFR 813) and on veviews of IDE applications
submitted in accordance with the IOL vegulation.

Question: To what use does FUA put adjunct studies?

Response: FDA vequives that data fram these studies be available to
the sponsot upon vequest.

Mjunct visual acuity and complication rate data have been used to
confirm cote data althouch these data ave not voutinely veviewed in
PMAs.
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Under section 813.153 of FDA's vequlations, if duving an
investigation a sericus adverse veaction occurs that may veasonably
bs vegarded as lens velated and that was not anticipated in natuve,
sevetity, or degree of incidence in the investigational plan
(adverse veactions include any incidence of hypopyon, intraocular
infection, acute cornsal decompersation—ot any secondary surgical
intervention), the investigator must investigate the veaction and
submit an accurate and adequate veport of the investigaticn to the
8PONeot within 5 days. The sponsot in turn must veport the adverse
reaction ard vesults to FDA within 5 days. All adverse veactions
(core amd adjunct) are analyzed by the sponsor and FDA for PMA
approval purposes.

Question: Should FDA's authotity to control adjunct studies be
changed in any mannec?

Response: No. FDA currently has the necessaty anthotity to control
adjunct studies. The Investigational Device Exemption Criticism Task
Force recently considered this guestion and concluded that additional
authority to control adjunct studies is not necessary. How adjunct
studies (which are not specifically mentioned in 21 CFR, Pact 813)
are controlled is a matter of FDA policy and interpretation of the
regulations.

As you krow, when FDA initially began vegulating IOLs under the
Medical Device Amendments of 1576, while Congress was considering
these Amendments, some cphthalmologists expresssed concern that the
new law would unduly inhibit the development of IOLsS; IOLs were on
the market at that time. Thevefore, Congress directed FDA to ensuve
that IOLS continue tO bs made "reasonably available® to qualified
investigators to implant while data were being collected that would
enable FDA to decide whether IOLs should be approved for general
marketing. The adjunct study was designed to fulfill that pucpose
and to collect. data on infrequently-occurring complications.

At this time FDA believes that lecause a lavge mwmber of IOL models
have been granted PMA approval and PMA approval is imminent for
several other mudels, the Congressional mandats of assuring that IOis
be made “reasonably-available” has been met. For this veason, FIA is
reexanining its policy of allowing sponsors to include adjunct study
patients in their inves:igational protocols. FDA is developing a
policy on (a) whether investigations of new I0Ls should be restricted
to core patients; (b) whether ami how additional patients may be
entered after subunission of a PMA to FDA; and {c) what should be done
about ongoing investigations that include adjunct studies.
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Question: FDA's authority to vregulate devices is almost ten yeats
old. 1In light of yout experience in this avea, ave there some
legislative ot vegulatoty —~ .tes which should be changed either to
surplify procedures of to strengthen tegulatoty authovity?

e: On April 23, 1985 Secvetary Heckler submitted to Congress
a legislative proposal that would simplify the medical device
standavrd-setting process (i.e., streamlining the curvent five-step
process into a two-step process) amd would provide discretionavy
authority for the initiation of such standavds. That proposal has
been introduced as H.R. 2177.

In addition, FDA has vecently undetrtaken an intensive veview of the
Medical Device Program. This veview vesulted in the establishment of
11 task forces to veview the following aveas: civil penalties,
device definition, education, good mamufacturing practices,
investigational device exemption, premarket approval, preamendment
RA, premarket notification, veclassification, 518(b) anmd the effect
of the Medical Device Amendmefits on small business.

These task forces have completed theit delibevations amd ave in the
process of finalizing reports that may contain vecommendations for
charnges in management processes, policy, vegulations, ard the
statute.
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Enclosure 1

GUIDELINE FOR REVIEWING NOTICES OF AVAILABILITY FOR JNTRAOCULAR LENSES

g.

be limited to information needed to adequately inform physicians
of their availability for investigational use;

be placed only in medical or scientific publication whose
readership is composed of physicians or institutions providing
ophthalmoiogical services;

not include claims, either overt or implied, that the lenses are
safe or effective for the purposes under investigation;

include only objective statements concerning the physical nature
of the lenses; i.e., size, power, composition, etc.;

not include comparative pictorial descriptions, but may include
reasonably sized drawings or photographs of the lenses;

include the following statements, prominently displayed in type
consistent with other type in the notice;

“Caution - investigational device. Limited by Federal (or
United States) law to investigational use."

' include the name and address of the sponsor and may include
. statements describing how they can be obtained.

In the future our staff will use the above for guidance when reviewing
material for possible violations of 21 CFR 813.50.

Division of Compliance Operations
May 1981
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Enclosure 2

INTRAOCULAR LENSFS (IOLs)

Section 813.25(a):

On 11/2/82, Precision Cosmet was jssued o letter regarding the high
rate of macular edema with the lenses implanted. No further regulatory

action was necessary since appropriate steps were taken by the spcnsor
to correct the problem.

On 6/8/81, Precision Cosmet was issued a letter regarding the
carcinogenic effects of the blue suture material and requested further
study. No further regulatory action was necessary since the sponsor
resolved the {ssue.

On 11/14/79, Precision Cosmet was issued a letter regarding the
incidence of adverse effpcts in anterior chamber lenses and that
further addition of investigators will be denied. MNo further
regulatory action was necessary since the sponsor resolved the issue.

On 5/27/83, Copeland Intra Lenses was issued a letter regarding the
safety issues associated with the ICCE implantation portion of the
protocol. No further regulatory action was necessary since the sponsor
voluntarily terminated that portion of the investigation.

On 9/9/82, Intermedics was issued a letter regarding the incidence of
adverse effects with the iris plane lenses. No further regulatory
action was necessary since the sponsor voluntarily ceased further
implantation.

On 9/16/83, Intermedics was issued a letter regarding the high rate
of adverse effects. No further regulatory action was necessary since
the sponsor resolved the issue. -

On 11/1/82, Surgidev was issued a letter rééarding the high rate of
adverse effects. No further regulatory action was necessary since
the sponsor resolved the issve.

On 7/14/83, Medical Workshops was issued a letter regarding the problem
of low visual acuity with the Medallion 10Ls. No further regulatory
action was n2cessary since the sponsor resolved the issue.

On 9,/14/81, Medical Work<hops was issued a letter regarding the
incidence of adverse effects. No further reculatory action was
nec2ssary since the sponsor resolved the issse.
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Section 813.39(b):

1. 0n 7/12/78, Coburn Optical Industries was issued a letter regarding the
failure to submit a supplemental application for Et0 sterilization, No
further regulatory action was necessars since the sponsor obtained FDA
approval.

On 1/13/84, Intermedics was issued a letter regarding the distribution
of various lenses without obt2ining approval through a supplemental
application. No further regulatory action was necessary since approval
was obtained.

On 8/11/82, Surgidev was issued a letter regarding their failure to
submit a supplemental application for new lens styles. No further
requiatory action since the sponsor obtained approval,

On 12/7/79, Copeland and CILCO were issued notice of adversefindings
letters regarding: (1) a clinfcal investigator implanting lenses under
both sponsers’ investigations prior to obtaining FDA and IRB approvals;
and (2) deficiencies in the {nformed consent documents. Both sponsors
brought the investigator into compliance, obtained approvals and
revised the consent document; no further regulatory action was
necessary. * N

5. On 1/17/83, I0PTEX was issued a letter regarding the expansion of the
trial study from 150 patients to 950 patients without obtaining FDA
approval. FDA required the sponsor to: (1) cease further shipments;
{2) notify all investigators to cease implantation; (3) submit specific
data within 30 days; and (4) submt data on other lens studies within
30 days. The sponsor met the requirements of this letter and no
further implants were permitted. No further regulatory action was
necessary.

6. On 8/11/82, Surgidev was issued a letter regarding changes made in
tvo lens styles without submitting a supplemental application and
obtaining FOA approval. The sponsor submitted tiie supplemental
application and obtained approval. However, restrictions were placed
on the number of lenses to be i1mplanted; no further regulatory action
Was necessary., .

7. On5/31/79, McGhan was issued a notice of adverse findings letter
" regarding shipping lenses to an unapproved investigator. The sponsor
obtained approval for the 1nvestigator; no further regulatory action
was necessary.,
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Section 813.46:

1. Cn 6/20/78, Precision Cosmet was issued 2 letier regarding inadeqizte
ronitoring and lack of documenting informed ccnsent. MNo further
regulatory action was necessary since the sponsor resolved the issves.

2. On 9/22/80, Intermedics was issued a letter regarding a traveling
investigator who implanted 1639 lenses nationwide and had a 78%
lost-to-followup rate. The sponsor was required to limit the
investigation to investigators who would closely follow all patients.
ilo further regulatory action was necessary since the investigator was
not permitted to implant and previous subjects were followed by other
investigators.

3. 0On 5/11/82, Precision Cosmet was issuved a letter regarding an
investigator who implanted I0Ls and had subjects from around the
country. The subjects were subsequently lost-to-follow-up. The
sponsor was required to assure followup of all subjects enrolled in
the investigation. No further regulatory action was necessary since
the subjects were followed by other investigators.

4. On 2/6/79, Coburn was issuad a notice of adverse findings letter
regarding deficiencies ig records required to be kept by the sponsor,
i.e., no post-operative exam records, and shipment of lenses without
approval. The sponsor made the corrections in record deficiencies and
ceased shipment of unapproved lenses; no further regulatory action was
necessary.

5. On 2/9/79, IOLAB was issued a notice of adverse findings letter
regarding unaccountable shipment records and labeling deficiencies,
i.e., sterilization shelf-life discrepancies. The sponsor corrected
the shipment records and revised the labeling; no further regulatory

action was necessary.

6. On 2/12/79, Copeland was issuved a notice of adverse findings letter
recarding an investigators missing patient res~ords and not maintaining
the required records. The sponsor brought the investigator into
compliance with the recordkeeping requirements; no further regulatory
action was necessary.

7. On 3/30/79, Surgidev was issued a notice of adverse findings lvtter
regarding 2n investigator's inconsistent recordkeeping and control over
the lenses. The sponsor broucht the investigator into compliance with
their respensibilities; no further regulatory 2ction was necessary.

8. On 5/31/79, Hedicornea was 1ssuec 3 notice of adverse finding letter
reczrding deficiencies in their recordkeeping and deficiencies in an
investigator's recordkeeping and lack of reports. The suonsor
corrected their records and brought the iavestigator into compliance;
no further requlatory action was necessaf:.

9. On 6/11/79, Fedical Workshop was issved 2 notice of adverse findings
letter regarding discrepancies 1n subject records and lack of
quarantine of defective lenses from lensgs waiting for shipment.

The sponsor corrected their records and isolated the necessary lenses;
no further regulatory 2ction was necessary.
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On 7/15/81, Medica) Horkshop vas {ssued a letter r

’ egarding the high
adverse reaction of hypopyon. The spenscr issued 2 recall of a]]g
rem2ining lenses and terminatgd.the investigation,

Sectfion 813.50:

1.

2.

On 5/25/83, Precision Cosmet was issued a letter regarding prezotional
language in the device labeling. No further regulatory action was
necessary since the sponsor corrected the labeling.

On 11/29/82, Americal International was issued a letter regarding
misleading labeling, f.e., sizing of lenses and unapproved safety
claims. The sponsor revised the Yebeling; no further requlatory. action
Was necessiry.

On 5/23/83, Copeland was issued a letter regarding misleading labeling,
i.e., misuse of the term “UV" and sizing of lenses. The sponsor
revised the labeling; no further regulatory action was necessary.

On 7/16/83, CILCO was issued a letter recarding labeling deficiencies,
f.e., safety claims, inappropriate caution statement, and reference
to "FDA approved” products. The sponsor corrected the labeling; no
further regulatory action was necessary.

On 9/29/83, Optical Radiation Corporation was fssued a letter regarding
fnaccurate lens sizing information in the labeling. The sponsor

revised the labeling: no further regulatory action was necessary.

0n"12/2/83, Lynell was issued a letter regarding inappropriate
placement of caution statement in the device 1abeling. The sponsor

revised the Yabelings no further regulatory action was necessary.

On 9/27/83, Precision Cosmet was fssued a letter regarding distribution
of promotional material on the fnvestigational lens at professianal
meetings. The sponsor revised the literature to delete a1l promotional
statements; no further regulatory action was necessary.

On 8/30/83, CILCO was issuad a letter regarding distribution of

-promotional material on the investigation2l lens at professional

meetings. The sponsor revised the 1iterature to delete all promot fona}
statements; no further requlatory action was necessary. :

On 5/22/63, Intermedics was fssuaed a letter regarding distribution

of promotiona) information on the investicational lens. The sponsor
revised the literature; no further reguletery action was recessary.
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10. On 12/24/80, 12 menufecturers of 10Ls were issued letters concerning
advertisements in professicnal journals and FOA's interpretation of the
regulation.

11. On 2/3/82, Surgidev, Corp. wes issued a letter regerding the promotion

and advert1s1ng of a lens before P¥A approval. Ho further action wa2s
taken.

12. On 9/30/83, CILCO was issued a letter regarding en exhibit at a

, profess1ona1meet1ng at which brochures were distributed alluding tu
safety and effectiveness of a lens. The firm agreed to halt further
distribution and no futher action was taken,

Section 813.65:

Cn 2/1/80, Coburn Optical Industries was issued a letter regerding review
and approval of their investigation by an IRB not conforming to the
required review procedure. No further regulatory action was necessary
cince the sponsor resolved the issue with the IRB.

Section 813.2:

1. On 6/28/78, 10LAB was issued a letter regarding the determination that
the model P {s not a custom device and is subject to Section 813.

No further regulatory action was necessary since the sponsor resolved
the issue.

2. On 4/25/78, Intermedics was issued a letter regarding the need to
comply with the I0L regulation, effective February 9, 1978. No further
requlatory action was necessary since the sponsor Lrought the inves-
tigation into compliance with Section 813.

Section 813.150:

On"4/27/79, the “was issued a letter regarding
the laboratory's refusal to permit inspection, and that 2ny studies
performed by the laboratory would not be accepted by FDA in support of the
investigetion. The laboratory permitted inspection; no further regulatory
action was necessary.
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APPENDIX D

DEFARTWENT OF BB AR U & BIUWANSTRVIUL S D AR Y S

Toe Adnsnstiator
Wastunglon DC 20201

JL 1

The Honorgble Claude Pepper
Chairman, Select Committee on Aging
Washington, D.C. 20515

Dear Mr. Chairman:

This is in response to your recent letter requesting the Health Care Financing
Administration (HCFA) to provide information on a number of issues involving
cataract surgery. The information you requested is as follows.

1. Medicare information by procedure for cataract surgery is currently avaijlable
for inpatient hospital care only. Information by procedure for physiclans'
services (recently collected for+ the first time for 1983 services) is not yet
available.  Data on procedurts for outpatient hospitel services are not
collected.

Data for inpatient hospital procedures for DRG 039, Lens Procedure, (includes
all cataract surgery) are available for calendar year 1981 and fiscal year 1984.

Number of Average Charge
DRG 039 Cases Per Case

(000)

Calendar year 1981 332 $ 1,639
Fiscal year 1984 409 2,344

Flease note these limitations of the data:

8. Data for fiscal year 1984 is still incomplete due to lags in submissions to
HCFA's central statistical processing areas;

Average costs for surgical procedures are not available for 1984. However,

we have provided average charges for DRG 039 which encompasses ajl

cataract surgical procedures for both 1981 and 1984.
c. Similar data for 1982 and 1983 are not available.

Outpatient cataract surgery is covered under Medicare. In recent months,
attention has focused on outpatient cataract surgery because more and more
Utilization and Quality Control Peer Review Organizations (PRC () are screening
claims for cataract surgery to assure that they are performed in the appropriate
setting. HCFA is in agreement with the PRO review of cataract surgery and
closely monitors all of their objectives, activities and the effect on Medicare
beneficiaries.
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As you know, Medicare review requirements a. >stablished by local PROs.
The purpose of the PRO program is to assure that the care provided to
Medicare patients is medically necessary, is provided in the appropriate
setting, and meets professionally accepted standards of patient care quality.
In that regard, each PRO must meet certain objectives designeG to provide
that assurance. One of those objectives is to reduce hospital admissions for
elective procedures that could be performed effectively, and with adequate
assurance of patient safety, in an ambulatory surgical center or on an
outpatient basis.

Medical authorities agree thet many lens procedures which are now performed
on Medicare patients on an inpatient basis can be safely, effectively, and more
economically performed on an ambulatory basis. As a result, over 30 PROs
have an objective to shift lens procedures from the inpatient setting to the
outpatient setting where that setting s appropriate.

Screening criteria are developed by PRO physicians. They are used by the
PRO to approve payment for cases which clearly meet accepted standards and
to refer Questionable cases to physician reviewers. The PRO physician
reviewers, who are actively practicing physicians in the State, make their
determinations based on their own knowledge, cxperience, training, and on
discussions with the attending physician for the case being reviewed. In
making a determination about the appropriateness of inpatient versus
outpatient calaract surgery, the PRO physician reviewer must evaluate all the
circumstances which may impact on the medical care in a given case. This
involves taking into consideration the medical condition of the patient before
surgery, as well as the needs of the patient following surgery and other
extenuating circumstances. The screening criteria, however, oniy apply to
elective surgery. Patients with emergencies are always admitted whether or
not the PRO has performed its review.

When a denial is made, the PRO program provides a comprehensive
reconsideration and appeal process to protect the interest of Medicare
patients. The patient, his representative, the hospital, or physician has the
right to request a reconsideration if dissatisfied with a PRO's decision.

Payment for the intraocular lens (I01) is not part of the ambulatory surgical
center (ASC) facility rate, but rather, is made under the prosthetic device
provision. Carriers do have a uniform approach to payment for 10Ls which
involves application of the Medicare program's reasonable charge principles.
These principles involve the calculation of a customary charge and a prevailing
charge based on actual charge date of physicians or suppliers. In addition,
carriers have discretion to make inhcrent reasonableness determinations in
setting the reimbursement rate for 10Ls.

A HCPA investigation of available data showed that the vast majority of

cataract surgery is performed on either an inpatient or outpetient hospital
basis.. The trend is toward one day inpatient surgical stays. Payment for

81




|

O

ERIC

Aruitoxt provided by Eic

74

intraocular Jenses is not an issue in these instances. The cost of lenses is
included in the DRG for inpatient cataract surgery. When the hospital
provides the lenses for outpatient surgery, cost reimbursement is the basls of
payment.  Although the physician could provide the lenses for outpatient
surgery and bill on a reasonable charge basis, this is rarely done. Thus, there
is little potential for savings through administrative action by HCFA or its
contraclors.

There is no official HCFA position on the reasonableness of surgeon fees for
routine cataract surgery. However, there s concern that certain procedures
have become overpriced in relation to the time, effort and risk involved due to
the development of new procedures and technologies. HCFA will be contracting
for studies to develop a relative value scale on the cost of producing physician
services for possible use under current legislative authority or as part of overall
physician reimtursement reform.

HCFA's policy states that the use of the services of an assistant surgeon in
cataract surgery may be considered reasonable and necessary if, for particular
medical indications, it is the accepted procedure among ophthalmologists in the
local community. The reasonable charge for the services of an assistant surgeon
May not exceed 20 percent of thie prevailing charge, as adjusted by the economic
index, for the surgical procedure. This limitation applies to reasonable and
necessary services of assistant surgeons in all settings.

The prospective rates of payment for ASC facility services now in use were
established in 1982 based on & relatively smail saraple of the operating costs and
charges for services of ASCs in existence at the time. While we believe that the
rates are generally appropriate, we also believe there is reason to review the
rates to determine whether any changes are indicated by current operating cost
data and other fiscal information. HCFA is developing a survey to obtain cost
data from all participating ASCs in order to do the review.

Nothing in those portions of the Medicare law and regulations which deal with
civil rather than criminal matters and for whizh HCFA is responsible precludes a
hospital from routinely waiving payment of deductible and coinsurance amounts
for hospital services. Such waiver precludes Medicare payment for the waived
deductible and coinsurance as a bad debt but does not otherwise reduce Medicare
payments to the hospital. The Office of Inspector General (O1G), however, views
such walver as a possible criminal violation of the bribes, kickbacks, and rebates
provisions of section 1877(b) of the Soclal Security Act. The OIG is currently
working toward resolution of this issue with the Department of Justice.
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Uncer the law (section 1632 of the Social Security Act), payments from ASC
facility services are not subject to deductible and coinsurance. Also, the
payments ror the relat~d surgical services by the physician are not subject to
the deductible and coinsurance if the physician accepts assignment. (This
viould also be true if the same surgical services were performed by the
physician on an outpatient basis in a hospital) Thus, no question of a possible
civil or criminal violation should arise regarding the provision of ™no cost"
cataract surgery to beneficiaries in an ASC.

1 hope the information we have provided is helpful to you. If I can be of any
further assistance, please do not hesitate to contact me.

Sincerely yours, .
C % ¥ ’k ov

Cerolyne K. Davis, Ph.D,
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APPENDIX E

July 30, 1984
TWENTY MILILION PEOPLE “N UNDER-
PEVELOPED NATICNS ARE BLIND FROM

[ CATARACTS. THESE MILLIONS CAN
I.0.L.

Dear Doctor, °

.

mnywhmghemerseehgymmdxim:morqrmﬂdﬁm:en? If
you were in this condition what would you give to be able to see
again? Many of us desire to help but we need direction.

-'hasaivmthcxsamhoflensauayperyearfuthe
needy. We need to do more. These are our ideas;

fl. For every - - lens inplanted and paid for by your
will fund up to eighty dollars per
lens (amunt depends on whether your clinie or hospital receives
a volune discount), These funds can be directed to your church,
SEE (Surgical Eye Expeditions), Orbus, or directly to a fareign
clinic for surgical microucses, drugs, air fares for you to fly
to these places to operate and instruct, or for whatever charity
you decide upon. .- - will also provide I.0.L.s at no charge.

#2. If you desire to use another brand of I.0.L.s in your
clinic, we will still give you I.0.L.s for any overseas philant-
hropac endeavor.

If only two hundred doctors in the U.S.A. become part:ers with
us in this work we can fuxd the free eye clinics over 31,000,000
per year.

#3. If a poor patient in the U.S.A. is not covered by med-
icarc or any health program, - -.will provide a lens at no
charge, upon request. If you will do the surgery at no cost.

I you desire mare information, please call the.(}xairman of Charities,
M. C- - c . 30 .
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L, 1984

. ' Hospital

Dear K . )

In response to your phone call earher today, I have rev;sed our
>, 1984 proposal to . Bospital ~-. *'1 to

reflect an anticipated increase’ in implant volume from your

hospitals, The new bid proposadl includes the intraocular lens
styles ‘listed below:

Lens Style Chamber % Discount Discounted Price/Llens No")
e ComBaeT PRICE
Anterior 58% z05.00 $138.00 1,3, OO
Anterior 58% 335, $138.09 163-
Posterior S58% 3as. $138.00 163
Posterior 58% 2a5, $138.00 ! .
Posterior 58% 3ng,  $138.00 }
Posterior 58% 325. $138.00 !
posterior 58t 35000  $147.00 118.00
Posterior 588 27500 $158.00 188.00
Posterior 58% 375.00 $158.00 18% .00
Posterior 58% $158.00
Posterior 58% " $158.00
posterior 58% $158.00
* Posterior 58% $158.00

This bid proposal was prepared using a revised volume projection of
125 intraocular lens implants/month. Should the total average monthly
implants change significantly from this projection, the discounted
prices will be reviewed and adiusted according to the attached sched-
ule. An initial three month grace period will be permitted for

- . Hospital . - l. members to allow these hospitals
the opporturuty to become familiar with { 2. "=~ lntraocular product
line and inGrease their usage of our lenses.

At the risk of being redundant I have again hsted the various services
that your member hospitals will receive from ) at
no additional charge:

© FREE IN-SERVICE TRAINING WITH CEU credits awarded.

89
ERIC

Aruitoxt provided by Eic:




O

ERIC

Aruitoxt provided by Eic:

82

st 1984

o NO RESTERILIZATION CHARGE.

o LOCAL SALES REPRESENTATIVE on call 24 hours a day.

o INITIAL CONSIGNMENT INVENTORY shipped and set up at no charge.

o - CONSIGNMENT INVENTORY MANAGEMENT SYSTEM, to simplify the
record keeping and reordering of IOL's. R

O FREE PATIENT INFORMATION BROCUHRES thaé explain cataracts and
IOL's to your patients.

0 EXPANDED CUSTOMER SERVICE HOURS to better serve your needs,
(4 a.m. to 5:30 p.m. PST)

O ALL PMMA LENS CONSTRUCTION for quality and durability.

o BLUE PMMA LOOPS for imgroved visibility by the surgeon during
Implantation of a lens.

The completion and return of this letter indicates your acceptance of
this bid proposal and places the above prices in effect as of the date
indicated. The expiration date of this discount agreement will be
twelve months from the effective date below and is based on remittance
Net 30 days.

Pamela, I appreciate the opportunity of discussing . E .
Hospital - specific circumstances with you and look forward

to a long working relationship with you and your organization. 1If

you require any further assistance pertaining to this revised hid
proposal, pleasz do not hesitate to contact me at 1-800-3;344-13.

Sincerely, . *
—
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DISCOUNT PRICE SCHEDULE

§ Implants/Month # Implants/Year % Discount
0-4 0-48 Y108
3-12 49-144 15%
13-25 145-300 20%
26-42 301-504 252
43-63 505-756 30%¢
64-83 . 757-996 408
84-124 . 997-1488 50%
125+ 1489+ 58%

J1

O

ERIC

Aruitoxt provided by Eic:




Aruitoxt provided by Eic:

Dear Doctor:
Ophthalmic outpatient surgery centers are being developed at
an astonishing rate. It is estimated that °0% of all

ophthalnic surgery will be performed on an outpatient basis
by 1987.

Bave you ever wondered if an outpatient center is in your
future? .

Answering that question could be simpler than you think. A
leading consulting firm has developed a sophisticated new
software program that can generate a financial feasibility
study and projected income/cash flow analysis based on your
current practice and surgical volume.

All you have to do is provide the input.

There's a questionnaire on th2 back of this letter. 3imply
£fill it out and mail it directly to . Spee
Corporation. They'll send You an analysis plus a computer
generated floorplan of one way your surgery center 1ight
look. .

This service is underwritten by . ‘e tO help surgeons
evaluate the direction of their practice. There is absolutely
no cost or obligation to you. Please feel free to avail
yourself of this informatiomn.

Sincerely,

32
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Ophthalmic Outpatient Surgery Center
Feasibility Analysis

Physician Questionnaire

O I R ./ R S S, —
Physican's Name—J - ) Addrwa -

! . A c. . — —_———— e
Tetephone R - Uiy 7 State ip

To reccive a computer generated feasibility analysis of an ophthalmic surgery center for your
practice. please complcte the following questions.

A. chctntzgpol your cataract extractions utilizing the folluowing technizues: KPE_/L2 %°
ECCE % ICCE_2~ b3

B. Percentage of your caur:c; palienl:: receiving an IOL:___QS._%

C. Brands of equipment.and dispypsable packs currentiy used:
l’EA(Phaé) unit /3 Pfaco paz-.c’ﬁ_o/wﬁ.—_éezv{—aw
1/A unit YA pack L —_

D. Percent of your I0Ls: ACL___72~ % PCL_2£ _ zUuv_/ZA0 %

L. Type of ambulatory facility ¢ Iated:

Office Based_ZX~ % Free Standing_2X" % Hospital Affiliated z
Fill in 3s many actual factors as possible. Assumed factors will be Assumed Actual
applied where actuals are omitted. Factor Factor
1. Number of JOLs you ‘and your associates) implant each month. 20 is
2. Percentage increase 1n implanis you are projecting after opering an
ambulatory surgery center. 40% éa
3. Medicare faality fee for cataract extraction with IOL. $ 530 §
4. You Medicare surgical profile fee per case. $ 2000 § #oi”
Assistant’s fee is 20% of profile {enter O if none). $ 400 [
S. Number of tataract cases p2rformed per surgery day 5 E
6. Contract personnel :
R.N, dircalator (required) $ 130/day §
Surgica) technician s 30/case § =
General purpose person (usually available from existing staff) s 0/day §
Full time employecs
R.N. circulator @ $2.500 per month . s 0 s
Surgical technician @ $1.800 per month s 0 £
General purpose person @ $1,500 per month $ 0 s
7. Equirment fer facility with oae O.R. without phaco unit {enter $170,000
for twe, O.P %), $110.000
Additional ozt with each phaco unit $40,.000 s 0 [
8. Building lease per square foat per month. $ 125/m0 § 2%
9. Space preferred for a facility with ONE O R. (enter 1.500 for TWO QO R.'s) 1.200sqft _z520. °
10. Pzreentage of time 2 visco elastic agent is user. 100 _ 224 4

Plca§e returmn the_complete_g! questiornaice to:

93
. BEST COPY AVAILABLE
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. 1984

y MeDe

Dear Dr.

Thank you for returniag the queatiqﬂnaire regarding cthe financial
feasibility of developing vour own outpatient surRery center. We
believe the resulting encloeed documents will greatlv assist vou
in your planning since they do reflict your personal situation.

" The assumptions used tc create the income statement and cash flow
schedule reflect current construction and supply costs, costs of
capital and federal reimbursemen:s.

The analvsi{s is conservative in that it reflects only cataract cases

with implant and & small percentage of other procidures reimbursed

under Medicare. Perhaps the addition of a later room and the acquisition
of YAG and argon lasers would make such a proposition even more gttractive.

You will find the analysie genera11§ seff—explan-tory but please
feel free to call i1f vou have any questions or would lgkb to approach
it from, perhaps, & different angle.

We would like to hear from you to further explore the development of

your own ambulatoryv surgerv center. Cortact any one of our corporate
officers: . ) . Or me.

Sincerely,

.

Presidé‘t "

CERIC - gaiinvh 7900 175 BEST COPY AVAILABLE
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SURGICENTER FINANCIAL FEASIBILITY ASSUMPTIONS

1+ The nurher of cstsrsct Procedures with {®plant vou 8nd vou™
sssocistes) verform esch monthe | .
2+ The POTENTIAL vercentage incresse in surkicsl voluwe vou cen
axpect after odening your own surxicenter.
3. The XEDICARR facility fae for ECCE with I0L in vour aree.
&s Your MEDICARE sureicsl nrrofile fee oer cese.
Assistent's fees # 20X of vrofile.
S. The nusber of cases performed in & day of surrecy.
€. Contrsct personnel
ReWe circulstor (recuired)
Surfical technicisn
Genersl putpose verson (ususlly sveilsble from existink steff)
Tull-time ewployees
ReNe circulstor # $2,300 per smonth
Surxical tschnicisn # §1,300 ver month
Genersl purpose person @ $1,500 per wonth
7. Complete agquipment packaga for fscility with ONE O«Rs including
eicroscope and I/A machine ($170,000 for TWO o.l.a)
Phacoemolaification unit (add $40,000 esch)’
. Tauipment lease factor oar thoussnd $ Per month
A, Building lease rats
9. Surmicenter sosce Preferred for ONE O.Re (1,500 for TVO O.R.s)
Capizs] {mprovements -
Totsl cost of improvements in existing shell
Down vsvment Dercentsgs
Tots)l dvwm Payment
Amount sudject to persanent finsncing
Interest rate (10 vesr terw)
10.Visco~elostic agant Percentexe of coses used 100 2 -
11.Proverty taxes ss @ X of construction cost
12.DMavossble surxieceal packe
13.Dispossble 1/A or vheco oscks
{4, Medicatione -
{SsInsursnce (property & 1isbiltey)
«6eMaintenance ($+25/m0’sq £t)
17.Utiddtdes (Se25/wc/sd £2)
‘BeStert-up capitsl (SNC fea & 2 wonths expenses)

-

35

L )

@ h e -

“w »

»

D" 7 X" W WY

&5

- 60

z

s$3n—

2,075
415

130
30
0

0
o
0
170,000
0

23.48
1.00
1,500
<0
75,00
n

0
75,050
1%

60
1.25
a0

S0

50

100
378
378
51,807

ner dsv
ner case
Per Asvy

rer wonth
per msonth
Der month

1ea ft/mo
sq ft
ls0 tt

x

} 4
lcose
I/vr
lcure
lcsae
lcune
/o
Imo
Ina

BEST COPY AVAILABLE




SUPGICENTRR

s s HD.

RGICENTER IRCOMY STATENENT AND CASH FLOW PXOJECTION

Honth

VENUE PROJECTION

Cataract csses with I0L Kuwber of cases &S

Coovrighe 1984 hy:

e o

Year Month
940 72

Income from facility fees S 23,850 S 286,200 S 3R,140
Other facility feea (net) 1,800 21,600 1,800
TAL REVENUE $ 25,650 $ 307,800 39,960
PENSE PROJECTINN Number of sursery davs 9 108 14
Contract versonnel S 2,52ns ~n,24n s 4,032
Full-time emplovers (+ 251 benefita) AT 0 0
Equiorent lease 3,992 47,899 3,992
Ruilding lesse 1,500 13,002 1,500
Loan en cavital imorovements 1,164 13,965 1,164
Proverty taxes 7 938 78
Disvosable surgical packs 3,h00 43,200 5,760
Discosable 1/A or Phaco packs 2,25n 27,n00 3,660
Medications 2,250 27,000 3,600
Visco-elastic agent 2,70n 32,400 4,32n
Insurance (proverty § 1{abi2eey] 10n 1,200 1nn
Maintenance 375 4,500 371s
Utslities 375 4,500 3718
TAL EXPENCE $ 20,903 s 250,842 ¢ 28,m9s
St FLOW S 4,747 s 56,958 8 11,045
Leas depreciation (1apr/10yr, equip/Syr SL) 3,458 41,500 3,458
COME RAEFORE TAX $ 1,288 ¢ 15,458 8 7,606

Income tax exoenae (benefic) ® SO% 7,729

Investment tax credit 17,000

-

T INCOME . s 23,729

' Add droreciation . 41,500

Deduct start-up capitsl 51,807

™ PLOV AFIER TaX . S 14,422
OME FROM POTENTIAL INCREASE IN SURGICAL vOLUME S 67,230

\

Q ..
‘ M 8 % A ' . t .
FRICS 03V s e

Page ?

Year

Rhd
$ 457,920
21,6n0
$ 479,%2n
173
L1 L1Y
[}
47,890
1a,00n
13,965
9
£9,12n
43,2nn
43,200
$1,84n
1,200
4,500
4,500

S 346,746

S 132,17
43,500

$ a1,
45,637

S 45,637
41,5nn

s 27,11

& a06,76n




89

. ’ SURGICENTER FLOORPLAN, 2 O.R.'S, 1500 SO FT.

S L |
o .D_ d =

6

(o]

| DD " lar
" IDNANDeRd
U

N1§ SHRCICENTER CONTAINS APPROXIHATFLY 1500 SO FT AND THE
OLLOWING ARFAS:

TWO OPFRATING ROONS MENICARE RENUIREMENTS FOR CERTIFICATION

SCRUM . INCLUDE:
t. AUTOCLAVF e
«» CLFAR-UP

A) STATE LICENSING REGUIREHENTS
B) STATE FIRE MARSHAL REQUIREMENTS

vo STERILF SUPPLIFS C) STATE BUILDING CODES FOR A.S.C.'S
«o JANITOR'S CLOSET

7+ STAFF CNANGINC
4. PATIENT CHANGING
4. PATIFRT WAITING

). RECRPTION FOR ASSISTANCF IN PLANNING, CONSTRUCTING AND EOUIPPING YOUR

t. PRF~OP, RECOVFRY SURGICENIFE®, CONTACT: -
' DICTATION !

Yo R.K. STATION -

D) HANDICAPPED FACILITY LAWS WHFRE APPLICABLE
E) N.C.F.A. REOUIREMENTS FOR A.5.C. SURVEY

Q 9 7
BEST COPY AVAILABLE

ety
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Lens Purchase Agrcement
Page 2

LENS PURCHASE
AGREEMENT

Based upon your commitment to purchase a total of

lenses from - for one ycar, we
agree to discount our list price in effect at the :ime of
the order. The last page of this agreement outlines the
current discounted bid pricing.

If, after reading the terms herein, this agreement is accept-
able to you, please sign where indicated below and include
your purchase order number (or attach a copy thereof) and
return to Sales Administration Manager for institution of
this pricing. This quotation will expire if not accepted

on or before October 11, 1984,

Terms of Sale: Shall be }{ in 30 days, net in 60 days.

Minimum Order Requirermants: Lenses may be ordered in any
quantities. No minimum orders exist as long as agreed
purchase volumes are met. Failure to purchase the agreed
quantity will result in, (a) a smaller discount percentage
or (b) termination of the entire agrcement.

Lead Time: Orders will be processed

the same day received
Or as soon as possible thereafter.

Pricing Guarantece:

prices. [f dnrmg t
prices of . .
discoung will apply to the new

All discounts are from current 1ist
he term of this agreement, the 1ist

. . fluctuate, the
list prices. Any price
t as the result of a previously

greement or Addendum becomes void

at the time this agreement is executed,

.-Sjﬁfuig‘/?« Ya0d 1246




Lens Purchase Agreement

Page 3.

The following is a list of items covered by this

agreement:

CURRENT LIST

CURRENT BID

| MODEL PRICE PRICE
$325.00 $260.00

- $325.00 $260.00
$325.00 $260.00

L. $325. 00 $260. 00
T . $325.00 $260.00
$325.00° $260.00

$325.00 $260.00

$325.00 $260.00

$325.00 $260.00

N $325.00 $260.00

. $325.00 $260.00
L $325.00 $260.00
$325.00 $260.00

$325.00 $260.00

$350.00 $280.00

$325.00 $260.00

$325.00 $260.00

$325.00 $260.00

$325.00 $260, 00

$325.00 $260.00

$350.00 $280.00

ERIC

Aruitoxt provided by Eic:
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Lens Purchase Agrcement

.Page 4

The following is a list of items covered by this

agreement:

MODEL R 15T CURRENT B1p

$325.00 $260.00

- - $350.00 $280.00

- $350.00 $280.00

¢ $350.00 $280. 00

. $350. 08 $280.00

‘ $350.00 $280.00
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) : =, __*i=55.- Me are ‘plrased
i . As you know,

‘quipment

Thank you for your support of
that you are interested in our
under the program, we would agree to i
in_connection with your purchase of qur intraocular lenses.
Recently, 2 number of ophthalmologists received copies of a Tegal opinfon
issued by the firm of Leighton, Conklin, Lemov, Jacobs and Buckley to the
American Intra-Ocular Implant Society regarding the legality of discounts.
or rebates on intraocular lenses. It is their opinion that:

1. There is no violation of law n acceptance of intraocular lens
discounts, rebates or bonuses by implant surgeons when analyzed

under the Social Security Act or under the Food, Drug and Cosmetic
Act; but that *

2. Intraocular lens discounts. rebates or bonuses must be passed on
to third party payers in the Medicare or Medicaid programs when
the implant surgeons seek reimbursement; conscious failure to do
so may be considered a criminal felony.

Some of our customers have asked how this opinion relates to our hardware
promotional program. Dur legal counsel has reviewed the program in detail

and agrees with the opinion issued by the Leighton firm that it is ermissable
to participate in discount or similar programs, but that such benefgii_iﬁiﬁ1?r
be passed on to third party payers in the Medicare and Medi S.

The mechanics of third party reimbursement vary so widely from one ophthalmic
practice to another that it is difficult for us to provide specific guide-
lines as to how the benefit of our hardware program should, be reflected in

reimbursement claims. Specific treatment should be discussed with your
accountant s

We hope this Jetter will clarify the nature and status of our program, If
1 may answer any questions »r be of eny service, please call. Again, thank

you for your support of ..

Sincerely,

= ~

" - -
3 - - f
.8

10t Harigiiﬂa-ﬂanager
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For Assistance Catt

ERIC

800-526-0355
g or
800-323-0577
WILD OPERATING MICROSCOPE WORKSHEET *
Prepared for; - Prcpared by:
————— — . 2 . L
_—'._', X - — ‘..-']
- SRIES REPRCSCNTATIVE |
Phone Phone
NOTE Boldtacs Stock Numbers sre for MBS0 Only. oy
Slock 8 Descrighion . Price
Optics ‘MS 411 STV 880 Optics Carrier o - 15110
Corenrs CMSAVISTIUY MBSO Optica Carnes swith UV Fiter 12158
M3 300 753 1§50 Optics A * 4302
MSIODT7SIUY MBSO Ophics Carriet with LN Fiter 4381
Mcroscore WS 907 187 %Y Coupling. MOS0 $ 7.500
Cornors. ME 411 374 MBSO Mcroscoos Comier with iNClining Saver 1508
M3 411878 M000 Mcroscope Canler with Orive 1008
S 309 754 M50 Mucroscope Carrear with inclinmg lever (31
™S 300 755 MBS0 Microscops Conier with Drwve 13718
Thadle S 152 38 Thsble Joint wigh infinilely vansbie trake s ™
Sonle S 300 788 TRable Joint with Drive 1508
S 37 487 Countermaight 120
Stands uS 411 70 ME00 Fioorsisng MS-C. Rollsbie $11.58
S 422304 Caling Mourd, MS-F, for MO0 (118 V) 20408
MS 418983 Wakl Stand, MS-A, for MOOO 10530
NS 300 783 850 Flourstend, MS-C, Rotisbie 7008
™S 309 T8 M50 Welt Stand, MS-A 073
MS 300 T84 B30 Tadle Stand, N 108
S 907 124 Coken Extender, § inches {r«mmou, 03
S 097 153 Cohwan Extendet. 8 Inches * 200
Sinocutar MS 382 080 Incined Binoculsr Tube, low, with: ¥ia (Raphvagm $ 1008
Tubes MS 304884 Susight Binoculer Tube, with iris aohraom
WS 300 582 Inclined Snoculer Tube, low angle )
S 300 508 Sirsght Binoculer Tube 1411
MS 248 900 “noculer Tube, high sngle 4
WS 152 503 Incinabie Sinoculer Tube 4900
WS 404 028, Dowbie e Duoh“om
Eyevieces S 364070 ° Eyspiece, 10218 s
MS 34 830 Eyepuecs, 15X/148 - . 449
Eyspleca, 20X/118 o : a8
MS 388 170 Soecer Ming., mn - ~ [}
MS 20171 Soecer Ring. S [}
Objactive WS 208342 Obyective Lons | = 100mm s
Lenses S 907 174 Objective Lens { = 150mm 478
S 907178 Obieciive Lens (= 175mm 200
S 352 162 Otisctive Lens | = 200mm ns
MS 207 70 Objective Lent (= 250mm n
S 382 108 Obiscive Lens { = 300mm 95
™S 907 179 Obyective Lens | » 300mm 452
WS 382172 Ctjective Lons { = 40" am 84 e
Totst Page 1 520{](’(&
Date ‘79 T“k 4 . 0
a g ING, foasPee? 3ir’f/‘
Ouotation Totst 7!
ok




offers the

D. R. G. Program

combining Cataract Surgical Supplies -

*l.O.L’s

Complete fine of the state-of-the-art lenses

* /A Kits

CooperVision compatible

F ree ™ Balancad Salt Solution
7 The standard for years
b 7T,

¢ One Year Price Guarantee

Information Avallable
Upon Your Request

Technology e Quality * Service

O




