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LEGAL ISSUES IN REFRACTIVE

SURGERY AND LASER

CENTER COMANAGEMENT

LESSONS LEARNED FROM RADIAL
KERATOTOMY LITIGATION

A revolution began in the field of ophthal-
mology when refractive surgery was intro-
duced into the United States in 1979. Many
ophthalmologists were involved in the contro-
versy that accompanied a radial keratotomy
(RK) practice in the early 1980s, but many more
were not. There were lessons from that era,
however, that can help the refractive surgeon
involved m the ophthalmic revolution of the
1990s—the excimer laser.

Many ophthalmologists in the 1980s ques-
tioned whether it was appropriate to operate
on a healthy, albeit myopic, eye. That debate
has largely gone by the wayside and has not
been the same impediment to the excimer laser
that it was for RK. Although it may be a sign
of healthy advancement of the medical art, but
it can also pose a danger to the ophthalmolo-
gist. The skepticism that greeted RK over a
decade ago forced responsible practitioners of
refractive surgery to be cautious and self-
critical. Even though today’s laser surgeon is
not likely to hear the same questions regarding
the propriety of refractive surgery, he or she
should not forget that the procedure is a new
and developing one, and they could likewise
benefit from skepticism and introspection.

This latter statement is particularly true be-
cause the excimer laser is driven by a force
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that did not accompany REK, namely, financial
gain. Nonphysician businesspersons and inves-
tors stand to benefit from proliferation of the
excimer laser far more than was the case with
RK. The expense of the machine and the costly
FDA approval process required involvement
by the business and investor community that
was not necessary for the diamond scalpel and
ultrasonic pachymeter. These investors and
business people are now expecting the prom-
ised return on their investment, creating a mar-
keting pressure to put as many machines as
possible into operation.

Ophthalmologists are now feeling this pres-
sure, accompanied by promises of results and
success that have been questioned by some.
Ophthalmologists should recognize that these
marketing forces exist, affecting both the way
the product is presented to the eye surgeonr,
as well as affecting patient expectations.

Anotherlesson learned from anumber of RK
malpractice frials has to do with advertising.
Overpromotion of the procedure through ag-
gressive advertising campaigns that promised
that patients could “throw away {their]
glasses” or “eliminate the need for glasses™
tended to backiire in the event of a bad out-
come. Plaintiffs” lawyers were always anxious
to get the advertising in front of the jury, and
if there were a chance that the plaintiff had
seen the ads, judges usually admitted the ad-
vertising into the trial. Such promises were
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difficult to reconcile with the more dour in-
formed consent forms, and at least two juries
decided in favor of the plaintiff on the question
of whether the advertisements promised more
than the surgeon could deliver. One of the
juries awarded several million dollars on a
claim that relied heavily on the advertising
promises, dealing the surgeon a terrible per-
sonal financial blow. Physicians should re-
member that the advertising executive pitch-
ing the campaign will not be on the witness
stand, but they will.

CHOOSING THE LASER:
FDA—APPROVED, “GRAY
MARKET,” OR “BLACK BOX"

Selecting the excimer laser manufacturer
may itself be a difficult task. Choosing the
VISX or Summit laser may restrict the sur-
geon’s ability to customize their surgery.
Choosing a “‘gray-market” laser may land the
surgeon in the middle of a lawsuit, eithér an
intellectual property claim from the Pillar
Point Partners or an FDA enforcement action,
as this author explains later in this article.

FDA-approved Lasers

FDA-approved lasers were Tequired by the
terms of the approval letter to be used only
within strict parameiers.' The Pre-Market Ap-
proval (PMA) letter for the Summit laser stated
the device was indicated for myopic photore-
fractive keratectomy (PRK) using a 6-mm abla-
tion zone in patients 21 years of age or older,
with 1.5 to 7.0 D of myopia and 1.5 D or
less of astigmatism. The refraction had to be
stable—within 1 D or less—for 1 year before
the laser treatment, and the Patient Informe-
tion Booldet recomumended at least a 3-month
wait between eyes (ie., no bilateral PRK). It
further stated that the restrictions on the use,
labeling, promotion, and advertising of the de-
vice were applicable not only to the manufac-
turer but also to device purchasers and users.

These statements were a bit out of step with
prior FDA announcements that the agency
would not dictate how a physician practiced
mediciner “Once a {drug] product had been
approved for marketing, a physician may pre-
scribe it for uses or in treatment regimens of
patient populations that are not included in
approved labeling.””? Apparently, the FDA rec-
ognized this inconsistency and, in conjunction

with the Federal Trade Commission, issued a
staternent to the “Eye Care Professional” on
May 7, 1996, that clarified their position. “The
FL3A considers the practitioner’s discussion of
bilateral surgery or LASIK with patients, as
well as the decision to conduct either of these
surgeries, as the practice of medicine.””* They
added, however, that the “FDA also expects
manufacturers and practitioners to promote
these lasers only within the scope of their ap-~
proved intended use.”” Although the FDA can-
not regulate the practice of medicine, they and
the FTC do have jurisdiction over the advertis-
ing and promotion of this medical device.
Questions about the advertising and promo-
tion of the FDA-approved excimer lasers may
be directed to the FDA’s Center for Devices
and Radiological Health.*

The Pillar Point Pariners’ license fee is a
source of dissatisfaction to most laser sur-
geons, The agreement provides that the tech-
nology and patents necessary to build the exci-
mer laser are owned by the Pillar Point
Partners (VISX and Suminit) and are licensed
by the partnership to VISX and Summit. The
Pillar Point Partners also exact a license fee for
the use of the laser from every surgeon who
performs the PRK operation m the United
States. A licensing fee for use of patented or
“'secret’ technology is nothing new, but many
ophthalmologists are uncomfortable with the
concept. Eye surgeons instead expect tobuy a
machine and use il as they wish. Many sur-
geons object to what they think is an unethical
“method” pateant, which, although legal in the
United States, is still controversialand is illegal
in most other countries.

In fairness, Pillar Point Partmers response is
that they should have the opportunity to re-
coup their development and FDA approval
costs, which are considerable. The resultis that
there are many surgeons who are less than
happy with paying the Pillar Point fee every
fime they operate. This dissatisfaction has
manifest itself in a few ways. The first is litiga-
tion; several physicians have brought suit
against the Pillar Point Partners, alleging an-
titrust claims or counterclaims. Another
method, used by some surgeons, is to circum-
vent the fee by purchasing a laser that may
not be subject to the Pillar Point fee. These
are known as ‘‘gray-market” or “hlack-box
lasers.

*Promotion and Advertising Policy Staff: (301) 594-
4639, or the FTC's Bureau of Consumer Proteclion, Service
Industry Practices Staff: (202) 326-3270.



Gray-Market or Black-Box Lasers

Gray-market laser is a term sometimes ap-
plied to a laser purchased from a market out-
side of the United States and then brought
here. Because many companies have been
manufacturing lasers for years for markets
outside the United States, these machines are
readily available. Getting the laser through
customs is not the end of the legal challenges
for the surgeon; however, because the FDA
and the Pillar Point Partners obviously do not
want to admit these devices. Some surgeons
using the gray-market lasers have been sub-
jected to FDA inspections and threats of fur-
ther prosecution.

The black-box laser is a device that is custom
assembled to a surgeon’s requirements by a
company that provides the components sepa-
rately. The purpose of the custom assembly is
to fall withun the ““custom device” -exception to
the FDA’s premarket approval process.* This
exception permits physicians to design equip-
ment to meet their particular needs without
having to go through the expensive and time-
consuming approval process. The FDA, how-
ever, has taken the position that the black-box
lasers do not qualify for the custom device
exception and has threatened prosecution
against users of the devices. Additionally, the
Pillar Point Partners have made it clear that
they consider black-box lasers an infringement
on many of their patents and are prosecuting
the manufacturers and users of the lasers in
civil actions.

Another exception to the FDA requirement
for premarket approval is the Investigational
Device Exemption (IDE), which permits the
use of nonapproved devices in medical re-
search.” The procedures for qualifying for the
IDE are extensive and will likely occupy a
good deal of time and resources; they will also
solve only one half of the problem, in that
the Pillar Point Partners still may prosecute a
patent infringement action against the user. If
the surgeon publishes the results of research
conducted under the IDE, this draws attention
to the fact that they are using a black-box or
gray-market laser.

Consequently, although the gray-market
and black-box lasers have some advantages
over the VISX or Summit lasers in terms of
having fewer restrictions on their use, the sur-
geon using these machines must be prepared
for a legal battle. Once the cases now at issue
have been decided, there may be some clearer
precedent to permit the surgeon to predict
what they can and cannot do. Until then, how-

LEGAL ISSUES IN REFRACTIVE SURGERY 487

ever, legal fees must be factored into the deci-
sion lo use the non-FDA-approved lasers.

If a surgeon does elect to use the black-bax
or gray-market laser, they should let patients
know that they are not using an FDA-
approved device. At this time, SUrgeons are
not ordinarily required to inform patients of
the FDA approval status of the devices they
use. This issue has been raised on appeals in
California and Tennessee, in both cases over
the use of pedicle screws in back surgery? In
those cases, the plaintiffs claimed they were
not informed that the screws were not FDA
approved, or of the “experimental’” nature of
the screws. Although the respective courts ulti-
mately may conclude that no claim exists for
failing to warn of FDA approval status in the
informed consent discussion, the cautious sur-
geon may be better off avoiding the contro-
versy by informing the patient. Although such
a warring is not a necessary precaution in most
surgery cases, the heavy marketing involved
for the FDA-approved lasers, the press’s atten-
tion to the FDA's approval, and the elective
nature of the procedure suggest a more conser-
vative approach in laser surgery cases.

ADVERTISING AND MARKETING:
FDA AND FTC GUIDELINES,
CONSUMER PROTECTION

LAWS, AND FRAUD AND
NEGLIGENT MISREPRESENTATION

FDA and FTC Guidelines

The risk of promoting or advertising the la-
ser in a manner not approved by the FDA is
that by doing so the surgeon may be treated
as a manufacturer by the FDA and subjected
to penalties. Consequently, any surgeon ad-
vertising his or her services should be aware
of the restrictions and requirements published
by the FDA in their PMA letter. Some of the
advertising requirements listed in the PMA
letter include discussion of the results of clini-
cal trials, the fact that long-term risks beyond
3 years are unknown, and a listing of the com-
plications that could be expected.! The PMA
letter also required that prospective patients
receive the FDA's Patient Information Booklet.
Whether these requirements still apply is an
open question in light of the subsequent pro-
nouncements in the May 7, 1996, FDA and FIC
letter. In that letter, the agencies merely stated
that “Advertising or promotional materials
that discuss efficacy or safety should also con-
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tain enough information about the risks and
limitations associated with PRX to prevent de-
ception.”?

information gathered from the FTC’s inves-
tigation into certain RX advertisements sug-
gest that any surgeon making a claim of safety
or efficacy should be prepared to back those
statements up with objective research data,
and not just any study will do. In the RK inves-
tigation, the FTC seemed to be interested in
only comparison with the results of the PERK
study. Physicians should remember before
they advertise that the FTC is a government
agency that is well funded, determined, and
unconcerned about the importance of in-
creased patient flow from an advertising cam-
paign. Ome final word on advertising: many
successful surgeons report that their success
with refractive procedures was built on word-
of-mouth referrals, not advertising.

Consumer Protection Laws
b

Many states have statutes to protect con-
sumers from fraudulent advertising. Usually
these are based on the Uniform Deceptive
Trade Practices Act and are enforced by either
the state attorney general or in a private civil
action.” The deception, however, must be di-
rected to the public at large, not one individual
plaintiff. The statutes, although limited in ap-
plication, could be used against a surgeon who
uses a misleading advertising campaign—one
that describes benefits without mentioning
risks, tells patients to “‘throw away your
glasses’”” without mentioning the possibility
that they may not, or overstates the accuracy
of the procedure. Depending on the provisions
of your states” consumer protection statute, vi-
olation of the law could result in treble
damages.

Negligent Misrepresentation
and Fraud

In some medical malpraclice cases, plaintiffs
claim fraud or negligent misrepresentation
based on misleading advertising or on in-
formed consent discussions that deceive the
patient about the operation (e.g., the benefits
of the operation}. Negligent misrepresentation
or fraud claims may also arise if the surgeon
overstates his or her experience with a particu-
lar procedure in response to a patient’s query.?

A negligent misrepresentation claim is predi-
cated on a person’s making a false statement

with reckless disregard of its truth or falsity,
and it is part of their profession to give infor-
mation on which the safety of the recipient
or others depends. The person to whom the
incorrect statement is made must rely on the
statement and, therefore, suffer some injury
or loss as a result of that reliance. The signifi-
cance of a negligent mjsrepresentation claim
is that, even if the false statement arose during
an informed consent discussion, it is a claim
independent of lack of informed consent and
consequently will not require expert witness
testimony to prove at trial®

A fraud claim is similar but need not neces-
sarily be part of the person’s occupation, in-
volves a false statement that the speaker
knows or should know to be false, which is
made with an intent to muslead or deceive.
Again, the recipient of the fraudulent message
must reasonably rely on that message and
therefore suffer injury or loss because of it. A
fraud claim also can arise from saying nothing
when truthful affirmative statements have
been made that will be misleading if more is
not said. For example, telling a patient that he
or she will not need his or her glasses if the
surgery is successful may be fraudulent if the
patient is not also told that eventually glasses
will be needed to compensate for presbyopia.
A fraud claim, which is an intentional tort, can
serve as a predicate for punitive damages in
most states.* )

COMANAGEMENT LEGAL I1SSUES

Every surgeon who contemplates a coman-
agement arrangement, whether with ophthal-
mologists or optometrists, should consider
four issues: (1) is it legal (i.e., permitted by the
laws of the state); (2) is it within the standard
of care; (3} is it ethical; (4) and is it covered by
his or her malpractice insurance? An affirma-
tive response to all four questions should
avoid trouble with respect to the arrangement.

Is It Legal?

In most states, there is no definitive pro-
nouncement by the legislature or the state
courts whether a comanagement arrangement
with optometrists is permissible. Colorado, for
example, hag no statute, case law, or attorney

* Punitive damages arc a crcation of statute, and some
states, like Washington, do not have a statute allowing
punitive or exemplary damages in personal injury cases.



general’s opinion that expressly forbids or per-
mits the arrangement. in Florida, however,
there is case law that establishes precedent that
is not good for the aspiring comanager. Flori-
da’s case law forbids or at least greatly restricts
{depending on whom one consults) referring
a patient back to an optometrist to manage the
postoperative care (Florida Bd. Of Optometry v.
Florida Bd. of Medicine, 616 So.2d 581 (Fla. App.
1993}. (Postoperative care is within the unique
abilities of a medical doctor and cannot be
delegated to a non-MD. In fairness, it should
be noted that the OD society president, John
McClane I, OD, sent out a letter to Florida
ophthalmologists after this decision was ren-
dered, stating his interpretation of the opinion:
comanagement with optomeirists is permitted
if (1) the MD is satisfied with the OD’s qualifi-
cations, (2) the OD regularly reporis to the MD
on the patient’s progress, and (3) the OD refers
the patient back to the MD if the care needed
exceeds the OD’s permissible care. If you live
in Florida, you should probably get an opinion
letter from a local attorney before wading into
these waters.) Washington surgeons can pro-
ceed with more assurance, however, given that
state’s aftorney general’s opinion finding that
the Washington state medical board does not
have the authority to prohibit medical doctors
from delegating postoperative care to optome-
trists if that prohibition would prevent optom-
etrists from performing functions within the
scope of their licenses (Washington Atty. Gen.
Op. of 11/14/88). Keep in mind that this is
one lawyer’s opinion. A new attorney general
might come to a different conclusion. This is
not likely but certainly is possible. Until the
matter is decided on by the state’s courts in
an actual lawsuit (as happened in Floridaj,
there is no real precedent. The opinion letter
is certainly helpful, but it is not bulletproof.)
Whether comanagement is permitted in Penn-
sylvania is a murkier question, in that there
is an opinion letter from a former Board of
Medicine president condemning the practice,
but no state statute or case law supporting
it.” Given the variations from state to state, it
would be wise to find out in advance from
your local medical board or lawyer whether a
comanagement relationship with optometrists
is permnitted, forbidden, or uncertain.

Is it Within the Standard of Care?

The term standard of care is confusing to most
physicians, including some experts who testify
in court. The legal definition of standard of care
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(with variations in wording from state to state)
is essentially what a reasonable physician,
with similar training and experience as the de-
fendant, would do in the same or similar situa-
tion. in practice, standard of care is what a
jury (or judge) believes it to be in any given
case. If the attorney and expert witnesses con-
vince a jury that a reasonable, well-trained
physician would perform 32-incision RK on a
high myope, then that is the standard care, at
least for that case.” In a rapidly developing
area such as excimer laser surgery (as was the
case with RK), standard of care probably will
be judged on whether the physician has legiti-
mate reasons for pursuing the course he or
she did rather than on prevailing standards
followed by most physicians because most
physicians do not perform the surgery.

Consequently, it is important for the sur-
geon to be able to support his or her decision
to provide comanagement to a patient by
showing that it enhances patient care. This is
not difficult to do in a well-planned arrange-
ment, with appropriate training and communi-
cation, but using comanagement without plan-
ning or organization can be hazardous. A jury
cares not that the arrangement improves pa-
tient referrals and profit margins. They will
care, however, if you do not evaluate the pa-
tients postoperatively, or refer them back to a
nonsurgeon without having knowledge of that
comanager’s qualifications or follow-up proce-
dures.

A recommended comanagement arrange-
ment would include several features: (1) know-
ing the qualifications of the comanager;
{2) training or ensuring training for the coman-
ager and his or her staff about excimer laser
surgery; {3) coordinating informed consent
discussions so the patient hears a consistent
message; (4) a protocol for communicating the
status of the patient pre and postoperatively;
and (5) guidelines for when a patient should
be referred back to the surgeon for evaluation.
Although these recommendations may seem
onerous at first, they will pay off not only in
terms of risk management but also as valuablie
business development tools.

Know the Qualifications of
the Comanager

In the law of medical malpractice, there is
a doctrine known as “negligent referral.” A
doctor may be liable for referring a patient to
another physician for treatment (often a spe-
cialist) if the physician to whom the patient is
referred is unqualified or poorly qualified to
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handle the referral, and the referring physician
knows or should know of the lack of qualifica-
tion. Anexample from this author’s experience
involved a general practice physician who re-
ferred a chronic pain patient to an acupunctur-
ist (at the patient’s request). The acupuncturist
and the patient became romantically involved
and produced, among other things, videotapes
of their liaisons that became evidence in the
case. The involvement also produced alawsuit
when the acupuncturist and the patient ended
their affair. Because the referring physician
had more insurance coverage than did the acu-
purnicturist, he became a defendant in the law-
suit on the basis of negligent referral. This is
perhaps not the most dassic example of the
doctrine, but it is memorable, which is why it
is offered here. The lesson to the refractive
surgeon is that one should know something
about the qualifications of the optometrist or
ophthalmologist to whom one refers the pa-
tient before or after surgery, and one should
also be aware of that professional’s knowledge
of postoperative conditions and complications
following PRK or LASIK.

Training or Ensuring Training for
Comanagers and Their Staff

A study published in 1993 on comanage-
ment purported to show that a cataract patient
was at greater risk in a comanagement ar-
rangement with optometrists.¥ The most
alarming finding of this study was that optom-
etrists did not recognize 40% of the postopera-
tive complicafions following cataract surgery.
Furthermore, 5% fewer patients received an
“optimal” visual result when seen by optome-
trists, as compared with those seen only by
ophthalmologists. One way to ensure that
patients will be well cared for after surgery
is to provide training to the optometrists
and ophthalmologists with whom surgeons
regularly comanage patients. The training
should include some preoperative information
(e.g., how to screen out poor candidates, re-
lative and absolute contraindications fo sur-
gery, and what the patient should be fold
about the surgery.) Training in postoperative
management should include common and
vision-threatening complications and how to
handle them, when the patient must be re-
ferred back fo the surgeon, and communicat-
ing refractive results and other information to
the surgeon. Written guidelines are helpful to
avoid the inevitable lapses of memory and mis-

communication. Training the referring doctor
has the added benefit of strengthening the pro-
fessional relationship and reducing the chance
that the source willbe lured away by a compet-
itor offering a better deal. If in-person training
is not feasible, you may consider providing
written information about PRK or LASIK and
guidelines on comanagement. One should try
to include the staff (referral and referrer’s) be-
cause they also play an important role in pa-
tient care. In one refractive surgery case, a
moderately myopic nurse anesthetist had
some irregular astigmatism after his RK. His
informed consent claim looked weak because
the surgeon’s documentation of the discussion
was excellent, and furthermore the plaintiff
had seen the procedure numerous times as
a member of the surgical team. The defense
suffered, however, when a pretrial interview
with one of the defendant’s nurses (a profes-
sional acquaintance of the plaintiff) revealed
that she had reassured him after the informed
consent discussion, saying “you won't have
any of these problems, though; you're a per-
fect candidate.”

Coardinating Informed
Consent Discussions

Whether or not training is provided, sur-
geons should at least know what the referring
doctor tells the patient about the risks and ben-
efits of the surgery. Confusion and anxiety re-
sult when there are mixed messages from the
optometrist and the surgeon as to what to ex-
pect and which risks are involved. In the event
of a poor result or complication, all too often
the patient remembers only the favorable
things they were told about the surgery. In
most states,* it is the operating surgeon who
bears the ultimate responsibility for the in-
formed consent discussion, so that the refer-
ring physician need not make a detailed state-
ment. It may be best to keep their input to a
minimum and assume the responsibility for
thorough, well-documented discussions with
the patient.

A Protocol for Communicating the
Patient's Status

Before operating, the surgeon should know
not only the patient’s refraction but also the

* Note: This is based simply on perscnal experience, not
a pall of all states’ cases and statutes. If you have any
doubt, consuli an attorney from the state in which you
practice.



stability of the refraction and any history of
eye disease. These data and other history are
best learned from the patient’s primary oph-
thalmologist or optometrist. A short informa-
tion sheet that could accompany the patient
(or that can be filled out by the staff by means
of a phone call to the referrer’s office) to estab-
lish the basic requirements for a patient’s oper-
ation may be useful. The FDA guidelines for
the excimer laser state that the patient must
have a stable refraction to within 1 D for a
year before surgery. Although the FDA cannot
dictate the practice of medicine, the guideline
could make its way into a courtroom and the
jury may decide that it is an important one. If
you choose not to follow the FDA guideline,
you should be at least prepared to explain
why. After the surgery, it is equally important
that a surgeon be able to monitor the patient’s
refractive progress. Again, it may be helpful
to create a form to be used by the comanager
for communicating vital information back to
the surgeon for each postoperative visit. This
form may contain information such as the pa-
tient’s complaints, visual acuity corrected and
uncorrected, refraction, and slit-lamp and fun-
duscopic examinafion results. In addition to
being alerted to a complication or need for a
reoperation, the surgeon can also monitor how
the particular technique is working, and be
able to make corrections if necessary to ensure
optimal results.

Guidelines for Referring a Palient Back
to the Surgeon for Evaluation

Whether because of tack of recognition or an
optomeitrist’s belief that he or she can handle it,
there will likely come a time when a patient
has suffered a complication that requires the
surgeon’s intervention, but the patient has not
been referred back promptly. In these in-
stances, the surgeon’s best defense is an oral
and written protocel given to the optometrist
describing when such a patient should be re-
ferred. The protocol should also specify what
to do in case of a true emergency, such as
endophthalmitis, when routine referral back
to the surgeon will not be adequate. In the
absence of such a protocol, the surgeon may
be implicated in the alleged negligence of
the comanager.

If a comanagement arrangement is estab-
lished with an optometrist or nonsurgeon oph-
thalmologist, it is important that the patient
understand the arrangement and agree to it
before surgery. Consent o the comanagement
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arrangement can be included on the consent
form or on a separate form, but the patient’s
signature should be obtained. The surgeon
should explain the reasons for the arrange-
ment, angwer all questions honestly, and let
the patient know he or she always has the
option of foillow-up care with the surgeon.

The ophthalmologist should also know
which resources the optometrist has at their
disposal for diagnosing complications and de-
termining patient status. If the hardware is
inadequate for evaluating possible complica-
tions, then arrangements should be made ei-
ther to have the comanager buy the necessary
equipment or comanage with somecne who
already owmns it. Also consider the capacity of
some modern diagnestic machines to transfer
data by means of telephone lines, so that the
surgeon can “examine’ the patient from miles
away, if necessary.

Every effort made to ensure optimal patient
care.in the comanagement setting will benefit
the surgeon in the event of a lawsuit. Con-
versely, every shorteut that is taken that sacri-
fices patient care for the sake of expedience
will be noted by the plaintiff’s attomey and
laid out for the jury. When a jury suspects
the doctor is “processing” patients, rather than
treating them with care, they will let their dis-
satisfaction be known, usually in the form of
a large payment to the plaintiff.

Is it Ethical?

The American Academy of Ophthalmology
(AAO) has published Rules of Ethics, which
apply to all members of the AAQ. These are
rules interpreted and enforced by the Acad-
emy but are not necessarily enforceable in a
court of Jaw. Because of limited manpower
and resources, the AAG cannot act as a police-
man to enforce the code. It primarily responds
to AAG member complaints. It may be sup-
posed that, because of limited enforcement,
the Rules of Ethics are of not much importance,
but the reverse is quite the case, for three
reasons.

1. Government agencies. Ethics in advestis-
ing are enforceable by regulatory agen-
cies such as the FIC. Although not
specifically applicable to such actions,
complying with the AAQO Rules of Ethics
would be of great help in defending your-
self in an administrative action. Ethics in
advertising is, incidentally, the largest
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source of complaints to the AAQ about
physician conduct.

2. Other ophthalmologists. As surgeons be-
come more successful, they will attract
the attention of colleagues and competi-
tors who may look for ways to impede
their progress. A complaint or grievance
withthe AAO may be used to create unfa-
vorable publicity and decrease competi-
tive advantage.

3. Plaintiff's atftorneys. I a malpractice caseis
brought, and the practices of the surgeon
violate the Rules of Ethics, one can expect
to hear about it in the courtroom. Col-
leagues may understand your lack of
knowledge about the Rules of Ethics, but
the lay members of the jury probably will
not. Even if the Rules of Ethics are not
law, any plaintiffs’ attorney would derive
great satisfaction from hearing a surgeon
admit on the witness stand that he or she
did not know, or did not comply with the
Rules of Ethics and were, therefore, un-
ethical.

Regardless of economic considerations, as a
professional the first obligation is to the well-
being of the patient. Any comanagement ar-
rangement must have as its primary goal to
provide good medical care to the patient. For
example, if the usual arrangement a surgeon
has with referring optometrists or ophthalmol-
ogists is to pay them an arbitrarily set fee and
immediately refer the patient to them for all
postoperative care, one may need to refer to
AAQ Advisory Opinion 85-1, which states that
the optometrist should be paid a fee that is
commensurate with the market value of the
services actually performed. Consequently,
the surgeon should set the comanagement fee
at a level that reflects the value the comanager
adds. The Opinion further states that it would
be remiss for the surgeon to refer every patient
back to the optometrist for postoperative care
automatically since “it is the operating sur-
geon’'s obligation to examine the patient post-
operatively and ensure that his medical condi-
tion is progressing as well as possible. . . .In
accordance with Rule 8, provisions for postop-
erative care must be made on an individual-
ized basis, in light of what is best for each pa-
tient.”

Opinion 85—4 and Rules of Ethics 7, 8, and
11, all of which discuss additional aspects of
care involved in comanagement, may also be
useful for review.

Is It Covered by My Insurance?

One of the more pragmatic concerns of creat-
ing a comanagement relationship is insurance
coverage. Although most standard policies
should not have any limitations or exclusions
on covering comanagement relationships, the
time to find out is before they begin, not after
a claim has been made. Some insurors, for ex-
ample, may not cover a non-FDA-approved
device, while others will. Your insurance agent
or lawyer should be able to help determine
coverage.

A related insurance issue involves the com-
anager. Optometrists have not been in the mal-
practice limelight as much as most surgeons,
and consequently they inay not have much in
the way of liability coverage. If something goes
wrong with a case, the surgeon does not want
to be the “deep(er) pocket.”” Plaintiffs" attor-
neys are pragmatic—they go after the people
with the money, even if the theory of liability
against them is attenuated. The bottom line is
to make sure that the doctors with whom one
comanages patients have adequate liability in-
surance. [t may cost an optometrist a lot less
to get $1 million in coverage than it does an
ophthalinic surgeon, and it may keep the sur-
geon from becoming a defendant when some-
one else is really responsible.

FEE SPLITTING, KICKBACKS,
AND SELF-REFERRAL

Most surgeons are probably familiar with
the Federal Antikickback and Stark [ and II
statutes and rules, which apply to Medicare
and Medicaid patients. One may think that,
because refractive surgery involves only
private-pay patients, oneneed not worry about
conforming to the requirements of these laws.
Although that is technically correct, the sur-
geon in question may be in a state that has its
own statutes that prohibit the same economic
and referral relationships as do the Federal
statutes. Many of these laws apply to private-
pay patients and Medicare and Medicaid pa-
tients alike.

This is a hot area for insurance company
lobbyists, and the legislative landscape
changes frequently. Whatever is the state of
the billing and comanagement relationship, it
should not run afoul of state anti-self-referral
or antikickback laws. One example of how
problematic this area is the simple question of
who owns the laser. If optometrists own a laser



facility, and they benefit financially from sur-
gery performed at the facility on patients they
referred to the ophthalmic surgeon, this could
be interpreted as an illegal kickback or fee for
referral. Again, liability depends on precisely
what is and what is not permitted in that state.
Surgeons should consult an attorney to get a
legislative update before investing time or
money into a comanagement relationship.

Many surgeons use a billing process in
which either the surgeon or the optometrist
bills a global fee that is then divided between
the surgeon and the preoperative and postop-
erative care provider. Because most states have
laws prohibiting fees for referral or fee split-
ting, one should review the language of the
particular state’s statute before working out
any fee division arrangements with a coman-
ager. Often a simple adjusiment to the biliing
procedure or a disclosure to the patient as to
who is receiving which fees may avoid a
problem.

The split should also reflect the reasonable
value of the services provided. Many ophthal-
mologists will be familiar with this require-
ment from Medicare billing for cataract pa-
tients. Some ophthalmologists use the same
split for refractive surgery patients as they do
for their cataract patients. Overpaying a co-
manager, especially one who referred the pa-
tient initially, may raise suspicions of a fee-
for-referral violation.

SETTING UP AN ENTITY TO OWN
THE LASER

The choice of where to perform the PRK
procedure raises different legal considerations,
depending on who or what owns the machine.
It could be owned by the surgeon, by a sepa-
rate corporation in which the physician may or
may not have ownership, jointly owned with
optometrists or by optometrists solely, or
leased from an independent company.

Physician-owned Laser

The primary concern for the physician who
petforms surgery in his or her office is whether
the patient is receiving the same level of surgi-
cal care as they would in a hospital or an ambu-
latory surgery center. Availability of emer-
gency services in the event of a significant
complication or health problem (e.g., a patient
who has congestive heart failure due to anxi-
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ety, anesthetic, and a preexisting heart condi-
tion.), procedures for maintaining sterility, and
equipment maintenance are all considerations
for the physician operating in his or her office.

Corporate Owned

Corporate owned is an excimer laser ambula-
tory surgery center (ASC) owned by a third
party, including a corporation composed of
the physicians performing surgery there.
Many companies have sprung up to help get
physicians into a laser refractive surgery prac-
tice more conveniently, sometimes without
any ownership interest. In all likelihood, there
will be state licensing requirements for such a
surgery center, and many states will require a
certificate of need before the center can be
built.

All states probably will have prohibitions
against the corporate practice of medicine that
must be heeded if the center is owned by non-
physicians. Specifically, a nenphysician cannot
dictate how medical or surgical services will
be provided by a physician. Although this may
seem a quaint anachronism in the era of man-
aged care, it is nonetheless the law in all states
and must be considered in dealing with a laser
center not owned by physicians.

If a surgeon has an owmership interest in
an ASC, one must be aware of the need for
compliance with state laws regarding peer re-
view and the extension of privileges to the
medical staff. Also to be considered are the
state’s antikickback or anti—self-referral laws
(if they have them), and whether one falls
within an applicable “safe harbor.” Knowl-
edge of fee-splitting laws—if the center
charges one fee for surgical and one for follow-
up care, which is then handled by two different
people—is also essential. Because the situation
varies from state to state and may change with-
out much notice, ane should consult legal
counsel about any ownership arrangement.

If the facility also handles marketing, one
should be aware of claims made about the sur-
gery performed. Marketing firms, or even cor-
porate laser centers owned by someone other
than the surgeons, may not have the same level
of concern over liability for misleading a pro-
spective patient; their primary concern, after
all, is to increase patient traffic. Nor will they
be called as a witness if a lawsuit is brought
by a disgruntled patient who believes he or
she was promised more than the surgeon de-
livered. As a subscriber to these consuliing
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or management services, the physician is held
responsible for what is said. In defending sev-
eral RK cases involving allegations of mislead-
ing advertising, this author has yet to see any
advertising executive named as a defendant.

Joint Ownership—Physicians
and Optometrists

Owning a surgical facility with nonphysi-
cians raises some considerations about corpo-
rate medical practice as mentioned previously.
If those nonphysicians are also optometrists
who are a referral source for the surgeons,
then one must also consider whether the ar-
rangement violates state antikickback or fee-
splitting laws. Another concem is an antitrust
violation if most of the ophthalmologists and
optometrists in a region are owners of a facility
to which the patients are referred. (This is usu-
ally more of a concern in smaller comimu-
nities.)

If the optometrist and the surgeon have an
agreement that all patients referred by the op-
tometrist must have surgery performed at the
facility that the optometrist owns, then that
could be deemed a kickback. It also may be
an ethical violation, in that the decision about
medical facilities is made on the basis of an
econctnic arrangement rather than the pa-
tient’s best interest. The two are not necessarily
mutually exclusive, but an automatic arrange-
ment based on financial interests and the avail-
ability of other faciliies may imply an ethi-
cal violation.

Leasing and
Time-sharing Arrangements

Some regulations may be circumvented by
setting up a separate entity that owns or leases
the necessary equipment and space, hires per-
sonnel to staff the fadility, and operates not as
an independently licensed facility but rather
as an extension of several physician’s practices.
This time-sharing arrangement raises the same
considerations as in the physician-owned facil-
ity with respect to ensuring quality medical
care, staffing, and the like. It has several advan-
tages, however, in that it may avoid licensing
and certificate of need requirements in some
states, and should circumvent the self-referral
and antikickback problems inherent in inde-
pendently owned facilities.

Owning, leasing, or investing in a PRX facil-
ity is nota simple proposition. 1t involves more
laws and regulations than can be discussed in
detail in this article, and to make matters more
difficult, the laws vary from state to state. Con-
sultation with legal counsel familiar with the
laws of the state in question is essential before
a surgeon invests in his or her own laser or
joins with a corporate facility.

PRODUCT LIABILITY: WHAT TQ DO
IF THE LASER BREAKS

Although the application of product liability
laws is not new to the practice of medicine, it
is significant to the laser refractive surgeon
because so much of the process is performed
completely by the machine. Maintenance con-
tracts, some of which specify approved ven-
dors, add another layer of liability to the mix.
The laser manufacturers also may attempt to
limit their liability contractually by requiring
the surgeon to indemnify them against a prod-
uct liability claim, or even add them as a
named insured on the group policy.*

These indemnification provisions may be in
the purchase or maintenance agreement, so
review these carefully before signing and con-
sult with a lawyer before agreeing to indemn-
nify anyone for anything. One may get more
than is bargained for because legal fees and
expenses in a malpractice case can easily run
between $56,600 and $100,000, even if the sur-
geon wins.

In the event of a mechanical problem result-
ing in an unfavorable patient outcome, the
manufacturer probably will be adverse to the
physician, even if both are defendants. Manu-
facturers often defend a product liability claim
by alleging improper maintenance or opera-
tion by the surgeon. If something does go
wrong during surgery, follow these steps':

1. Establish and maintain chain-of-evidence
procedures. Have the staff familiarize
themselves with evidence procedures
and who should be contacted.

* Whether these indemnification provisions wouid hold
up in court remains to be seen. There are significant public
policy cansiderations against such an arrangement, but
be aware that a person can contract to do just about any-
thing, as long as it is not illegal. The addition of the manu-
facturer as a named insured raises evenmore problems, in
that the insurance policy usually only covers professional
negligence, and it is unlikely that the manufacturer would
fall within that coverage. Again, much depends on the
specific facts, and wording of the policy and the indemni-
fication coniract.



2. Impound equipment, supplies, accessor-
ies, disposable supplies, and packaging
until they can be inspected. To the extent
possible, ensure that control settings are
not changed.

3. For many microprocessor-controlled de-
vices, error codes may be stored in the
device’s memory. Contact a clinical engi-
neer before turning off the device.

4. Devices should not be cleaned or pro-
cessed without first discussing with an
experienced third-party investigater.

5. Determine whether similar equipment
should be taken out of service.

6. Conduct independent testing and analy-
sis in cases likely to result in a claim.

7. The manufacturer may want to take the
device for examination or replacement.
Before releasing the device to the manu-
facturer, determine whether release will
compromise evidence. You may want to
do an “autopsy” of the equipment with
the facility user, the manufacturer, and
an independent investigator all present.

8. Determine whether to draft and send a
medical device report to the manufac-
turer or the FDA. Determine whether to
send a report to a manufacturer in accor-
dance with the FDA's medical device—
fracking regulations.

Following these recommendations will help
to prevent losing information that may be nec-
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essary to defend your care in the event of a
lawsuit.
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