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FDA approval." The FDA clearly disagrees.

In the first 3 months in which they had the homemade laser, Barnet and Dulaney
performed more than 100 LASIK procedures, according to the counselor. She said
more than 90% of those patients are seeing 20/40 or better one day
postoperatively, and by the end of the first postoperative week, 96% were 20/40 or
better. The center charges patients $1695 per eye, with financing available "with
little or no down payment necessary."

Barnet Dulaney tells patients its laser is "a third-generation laser which is so much
more sophisticated" than what the FDA is reviewing for the major US market. "It is
comparable to the lasers in Europe and Canada," the patient counselor said.
"There are only four in this country, the reason being they are just so extremely
expensive to have built."

Other refractive surgeons argue that few of these excimer lasers are being built
because they are in violation of FDA regulations and may leave the physicians
using them open to serious legal liability. The validity of the "third-generation”
designation is also challenged by at least one internationally renowned refractive
surgeon who says "specific excimer laser generations have yet to be defined" and
such labeling is "a marketing ploy" with "suggested superiority which has not been
proven."

Neither Barnet nor Dulaney responded to repeated requests for an interview.

Kremer and Hollis clearly state on their promotional brochures that their lasers have
not been approved by the FDA. Barnet Dulaney does not. In the glossy, full-color
promotional materials sent to a patient by Barnet Dulaney in response to inquiries
about laser refractive surgery, nowhere is FDA approval mentioned. Instead, the
promotional section on PRK and LASIK tells patients, "The doctors and staff at
Barnet Dulaney Laser and Refractive Institute are among the most experienced in
the United States at performing corneal shaping. Over 15,000 refractive surgery
procedures have been performed since 1984." It does not state that at the time the
material was received, Barnet and Dulaney had only performed about 100
procedures using the homemade excimer laser--and they perform only LASIK, not
PRK, according to staff members.

The closest the material comes to advising patients of the investigational nature of
the device is a heading that reads: "EXCIMER LASER: A Promising Instrument Still
Being Tested for Many Procedures" written next to a photo of a doctor dressed in
surgical garb and wearing a surgical mask and cap, apparently in the process of
using the laser on a patient.

The future of these excimer lasers, and the people who make them, is in question.
An FDA regional compliance official involved in the Sullivan investigation says any
ophthalmologist who now contacts Sullivan to have him build an excimer laser
"could make a substantial investment--and if the agency feels that these things
should be off the market, they could lose the whole device.

"The current political climate is to give the companies a chance to come into
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compliance," he said. "But if the agency decides to seize these devices, it would
not look very good if US Marshalls burst into the doctor's office and decided to
seize the product in front of all his patients. | am not saying that is what we are
going to do, but that is one option the agency has."

So far the FDA has not seen fit to shut down any of the excimer laser centers or
confiscate any of the homemade devices, in part because the agency has received
no reports of any patient injuries. However, within portions of the ophthalmic
community, increasing questions are being raised about quality control, proper
technique, development of appropriate algorithms, and other technical, legal, and
ethical issues. However, none of the physicians, employees, or others familiar with
the lasers' operations have apparently been willing to go on record with the FDA
with any specific charges.

"We told [Sullivan] unequivocally that if we hear of any injuries" caused by the use
of his lasers, said the FDA official, "that would put us in a different mode and we
would be out there immediately to seize them. Right now we do not have that
information and it does not appear it exists."
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» Subsequent news article, FDA Investigates Injury Reported From
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Lisa A. Kearns investigates and reports industry news for The Journal of Refractive Surgery.
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Send a letter to the editor.

Comment to Webmaster, SLACK Inc.
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NOTE: THE FOLLOWING IS AN UPDATED VE RSION OF THE OCTOBER 8, 1996
LETTER WHICH CLARIFIES THE CENTER FOR DEVICES AND RADIOLOGICAL

HEALTH CONTACTS (SEE BOLDED TEXT AT END OF PAGE 2).

October 10, 1996
Dear Manufacturers and Users of Lasers for Refractive Surgery:

The Food and Drug Administration (FDA) is confident that you share our objective of pfoviding the
American public reasonable assurance that all lasers for refractive surgery are safe and effective, and
looks forward to working with you to achieve that goal. '

The purpose of this letter is to clarify which lasers and indication(s) are approved by FDA, and to
provide direction on what clinicians should do if they have an unapproved laser or wish to employ an
approved laser for a use that is not in the approved labeling.

As you know, the FDA approved applications tor premarket approval (PMAs) from Summit
Technology, Inc. and from VISX Inc. for their excimer> <lasers for the correction of mild to
moderate myopia in patients with minimal astigmatism. Based on the submitted data, these models
were approved for refractive correction only by photorefractive keratectomy (PRK) of the corneal
surface. Data were not submitted to support the use of these lasers for laser assisted in-situ
keratomileusis (LASIK), laser scrape, astigmatism, hyperopia, or multipass or multizone software
algorithms. Currently, these are the only lasers approved by FDA for refractive correction and the only
refractive indications for which they are approved. The dioptric ranges indicated in the PMA are based
on data submitted by these companies in their applications. Data on higher myopia and astigmatism
were not submitted, and therefore the approvals did not provide for their treatment. All other lasers
being used for refractive surgery, however manufactured or obtained, should be regarded as
investigational devices and patients should have the usual human subject protection of institutional
review board (IRB) protection, informed consent and an IDE approval by FDA. -

Because patients who receive laser treatment for the correction of refractive error have a right to
expect that the laser device being used on their eyes is reasonably safe and effective, FDA required as
part of the PMAs that patients be issued with a Patient Information Booklet which provides them with
essential information about the likely outcome of refractive surgery on their eyes. This information
includes success and failure rates, rates of adverse events, stability of correction, and other information
needed for patients to make an informed decision.

On May 7 the FDA and the Federal Trade Commission (FTC) issued a joint letter to users of the
VISX and Summit lasers. The purpose of that letter was to inform practitioners that advertising of
legally marketed devices and PRK treatment was regulated jointly by FDDA and FTC. The letter also
discussed that the use of these lasers for other than their intended use was considered off-label. FDA
has long maintained that practitioners must make decisions that will best serve their patients and that
FDA does not seek to regulate the practice of medicine. Although uses such as



