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HERBERT J. NEVYAS, M.D. : COURT OF COMMON PLEAS

ANITA NEVYAS-WALLACE, M.D., :  PHILADELPHIA COUNTY
NEVYAS EYE ASSOCIATES, P.C. :
Plaintiffs, : NOVEMBER TERM, 2003,
v. :  No. 00946
DOMINIC MORGAN
STEVEN FRIEDMAN
Defendants.

DEFENDANT STEVEN A. FRIEDMAN, M.D., J.D., LL.M.’S REPLY
IN SUPPORT OF HIS MOTION TO DETERMINE PLAINTIFE’S
PUBLIC FIGURE STATUS

Defendant Steven A. Friedman, M.D., I.D., LL.M., [hereinafter “Friedman” or
“Defendant”], by and through counsel, hereby submits this Reply in Support of his Motion to
Determine Public Figure Status.

A. Plaintiffs’ Response Ignores the Expansion of Limited Purpose Public

Figures Recently Set Forth By the Pennsylvania Supreme Court in
American Future Systems, Inc, v. Better Business Bureau of Eastern
Pennsylvania.

Plaintiffs contend that Friedman’s Motion should be denied because there purportedly

was no pre-existing “public controversy” at issue at the time of Friedman’s alleged defamatory

statements. Plaintiffs are asking this Court to ignore the recent decision by the Pennsylvania

Supreme Court in American Future Systems, Inc. v. Better Bureau of Eastern Pennsylvania, 923

A.2d 389 (Pa. 2007). There, the Court expanded the scenario by which a plaintiff may become a

limited purpose public figure. A plaintiff can now become a limited purpose public figure either
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by participating in a pre-existing public controversy gr by virtue of their own activities,
particularly with respect to widespread public solicitation and advertisements. Id, at 923 A.2d at

401-02, citing, National Foundation for Cancer Research v. Council of Better Business Bureay,

705 F.2d 98 (4”’ Cir. 1983), Steaks Unlimited, Inc. v. Deaner, 623 F.2d 264 (3d Cir. 1980);

Bruno & Stillman, Inc. v. Globe Newspaper Co., 633 F.2d 583 (1 Cir. 1980).

Plaintiffs’ Response focuses only on the “pre-existing public controversy” determination
and wholly ignores the fact that Plaintiffs are limited purpose public figures by virtue of their
own “widespread solicitation and advertisements.”’ Plaintiffs offer no opposition to the fact that
they engaged in widespread solicitation and advertising. In fact, they completely ignore the
issue. Perhaps by not mentioning it even once in their Response, Plaintiffs hope the Court will
overlook the fact that Plaintiffs advertised extensively in a multitude of media forums about the
safety of LASIK, the use of their excimer laser device, and their purported unique qualifications
to perform the procedure. This widespread advertising and solicitation took the form of repeated
radio advertising on numerous local radio stations, multiple airings of a 30 minute television
documentary devoted to LASIK, professionally prepared brochures distributed to the public,
video presentations, multiple websites, including an official websites as well as websites
sponsored “behind the scenes,” and seminars given several times a year. Plaintiffs annually
spent hundreds of thousands of dollars on advertising. This widespread and pervasive
advertising of LASIK by Plaintiffs is a sufficient basis for the Court to find them to be limited

purpose public figures under the recently expanded criteria set forth in dmerican Future Systems,

Inc., supra.

! Plaintiffs cite Computer Aid. Inc. v. Hewlett-Packard Co., 56 F.Supp.2d 526 (E.D. Pa. 1999) and U.S. Healthcare
v. Blue Cross of Greater Philadelphia, 898 F.2d 914 (3d Cir. 1990) for the proposition that large corporations, such
as Hewlett Packard or U.S Healthcare were not held to be limited purpose public figures despite the fact that they
advertise. (Response at p. 2). Plaintiffs neglect to realize that both of these cases were decided before the
Pennsylvania Supreme Court’s 2007 decision in American Future Systems which expanded the limited purpose
public figure doctrine, and that the courts in those cases predicated their rulings upon the different standard afforded
defamatory commercial speech.

Case ID: 031100946
Control No.: 09062101



B. Plaintiffs Have Misinterpreted the Law With Regard to the “Public
Controversy” Requirement for Limited Purpose Public Figures.

While Plaintiffs should be deemed to be limited purpose public figures by virtue of their
“widespread solicitation and advertisement,” they nonetheless are also limited purpose public
figures under the “public controversy” analysis, because they voluntarily injected themselves
into a matter of public concern.”

Plaintiffs incorrectly argue that there was no such “public controversy” prior to
Friedman’s allyeged defamatory statements. They claim that the “public controversy”
requirement must be restricted to Plaintiffs’ specific performance of LASIK surgery, as opposed
to a broader public controversy over the safety of LASIK. Plaintiffs claim that because none of
the 18 articles referenced by Friedman in his Brief actually name them, that there is no basis to
view them as limited purpose public figures. Plaintiffs’ analysis is simply wrong under both the
law and the facts.

Notably, Plaintiffs cite no law to support such a narrow interpretation of the “public
controversy” requirement. The same narrow argument advanced by Plaintiffs was rejected in

Medure v. The New York Times Company, 60 F.Supp.2d 477 (W.D. Pa. 1999). There, a plaintiff

businessman managed gaming casinos on Indian reservations, and sought to develop a particular
casino in partnership with an Indian tribe at the Fountaingrove Country Club. A local paper then
published an allegedly defamatory article about plaintiff concerning the Fountaingrove project,
and concerns about its possible link to organized crime. Plaintiffs sued the authors of this article
for defamation. Around the same time, there had also been more national publicity by news
media over the concern about casinos on Indian property in general, and the link to organized
crime with such casinos. In determining whether the plaintiff was a limited purpose public
figure, the court had to first “determine the nature and extent of an individual’s participation in

the particular controversy giving rise to the defamation.” Id. ar 484. While plaintiff advocated

3
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for a narrow view of the public controversy to involve simply the propriety of an Indian casino
on the Fountaingrove property, the court rejected such a narrow view. Id. at 485. Instead, it
adopted the “defendant’s more expansive formulation” and recognized that there was a broader
public controversy that encompassed more than just the Fountaingrove project, and rather,

involved Indian casino development in general in the area. Id.; See also, New Life Center, Inc. v.

Fessio, 229 F.3d 1143, (4" Cir. 2000) (treatment center for priests with dysfunctional behavior
was a limited purpose public figure, as general topic of clergy misconduct had public
ramifications, had received media attention, and was therefore a “public controversy”).
Consistent with the Medure decision, as well as the approach of other courts, this Court
should reject the narrow characterization of the “public controversy” advocated by Plaintiffs.
Pennsylvania law is clear that an individual becomes a limited purpose public figure by
voluntarily injecting himself or becoming drawn into a particular controversy. Those plaintiffs

then become a public figure for the limited range of issues in the controversy. 4merican Future

Systems, Inc., supra, 923 A.2d at 401, citing Gertz v. Robert Welch, Inc., 418 U.S. 323, 94 S.Ct.

2997 (1974). There is no requirement under Pennsylvania law that there first be a written
publication which specifically mentions a ’plaintiff, before he can be viewed to have voluntarily
injected himself into a public controversy.

The evidence submitted by Defendant establishes that LASIK surgery was being
discussed by the media in the public forum. The risks associated with LASIK surgery was a
public health concern and the procedure was subject to extensive scrutiny by the FDA during this
time period. The 18 articles cited were merely a sampling of several media outlets, and were
submitted simply to demonstrate to the Court that prominent media outlets were covering the
debate over LASIK surgery and its safety. Defendants admit that none of these 18 articles name

Plaintiffs. However, Plaintiffs are limited purpose public figures not because of those specific 18
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articles — but rather due to the actions they voluntarily took to influence the public opinion about
the issues being discussed in these articles.

Plaintiffs admitted in their depositions that there was much publicity about LASIK and
that they sought to counter what they perceived to be “misinformation” in the public domain.2
Rather than sit on the sidelines and remain out of the public debate on this topic, Plaintiffs
voluntarily injected themselves into this debate in order to influence the public opinion. They
did so most prominently by appearing on television and making representations about the safety
of LASIK surgery, the use of lasers, and their purported unique qualifications to perform the
procedure. Plaintiffs were the sole physicians who appeared in a 30 minute television
documentary (which they paid to appear on) devoted exclusively to LASIK surgery. This
documentary aired on numerous cable television channels, and Plaintiffs presented themselves to
the public as pioneers and experts in the field of LASIK surgery, as well as inventers of a
particular laser device. This broadcast aired multiple times on television.

Aside from injecting themselves into the public discussion about LASIK surgery through
television appearances, Plaintiffs repeatedly made representations on several radio stations,
magazines, and throughout numerous internet websites which Plaintiffs either designed or
sponsored. In one of its many magazine advertisements, Plaintiffs stated:

The revolution in vision correction continues! Featured on Channel 6
Action News and reported in Time Magazine, our exclusive three second
LTK laser procedure can return your close-up reading vision — instantly,
without touching the eye. ... LTK is one of the safest laser procedures ever

created. .. Exclusively available in the Philadelphia area at Nevyas Eye
Associates...

2 See Defendant’s Brief at p. 20 and citations therein: Wallace Dep., pp., 252-254, 257, 314-315; Copter Dep., pp. 7,
15, 20.
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(See 2001 Philadelphia Magazine Advertisement, attached hereto as Exhibit “A”). Thus,

EER14

according to this advertisement, Plaintiffs’ “exclusive procedure” was featured on a local news
channel as well as in a national magazine publication.

Plaintiffs also published articles about LASIK surgery and disseminated them over the
internet, and repeatedly sponsored and spoke at periodic educational seminars devoted to LASIK
surgery. The obtained a toll-free telephone number: “1-800-9- LASER -6.” The consistent
message advocated by Plaintiffs in these public forums was that LASIK surgery was safe, that
their excimer laser was safe and effective, and that they were innovators and leaders in the field
of LASIK surgery.

Notably, Plaintiffs’ Response wholly ignores the fact that Plaintiffs voluntarily undertook
this conduct, and did so to convince the public that LASIK and their laser was safe, and that they
were uniquely qualified to perform the procedure. Plaintiffs engaged in this conduct at a time
when the media was devoting significant attention to the risks associated with LASIK. Indeed,
as a result of specific representations Plaintiffs made on KYW News Radio 1060 about LASIK
surgery and its safety, co-defendant Dominic Morgan (“Morgan”) presented himself to Plaintiffs’
offices and subsequently underwent LASIK surgery in 1998.

Plaintiffs’ claim that there is no public controversy should be therefore rejected. Their
narrow characterization of what defines a public controversy is not only unsupported by the case
law, but it is also belied by their own conduct in attempting to influence public opinion on the
safety of LASIK surgery. No one forced plaintiffs to undertake these activities. Most
ophthalmologists do not engage in this conduct. However, Plaintiffs made the choice to do so,

and to do so in a widespread fashion, thereby voluntarily injecting themselves into the public
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controversy and discussion involving LASIK surgery. For this reason, this Court should deem
them to be public figures on the limited issue of LASIK surgery.’
C. Even Using Plaintiffs’ Narrow Interpretation of a Public Controversy, They
Should Nonetheless Be Deemed Limited Purpose Public Figures.
Plaintiffs maintain that they can only be held to be a limited purpose public figure if there
was a specific written publication naming them, which gave rise to a public controversy, and
which pre-dated Friedman’s alleged defamatory statements. As set forth above, Plaintiffs are

incorrect under the law, as they have ignored dmerican Futures Systems, Inc., supra. Plaintiffs

are also incorrect in the facts as they have ignored the evidence indicating that they voluntarily
injected themselves into the public discussion concerning LASIK surgery, and admittedly sought
to influence the public debate. Yet, even under Plaintiffs’ narrow and misguided interpretation
of the public controversy requirement, the facts nonetheless still indicate that Plaintiffs are
limited purpose public figures with regard to the defamation claim against Friedman.

The defamation claim against Friedman is predicated upon a letter he wrote to the FDA
in late 2003, on behalf of his client Morgan.4 Friedman wrote the letters to request an
investigation about suspected inappropriate use of a laser and advertising in violation of FDA
regulations.” Prior to these letters, there had been much publicity regarding LASIK surgery
being performed with lasers not yet approved by the FDA. Indeed, the Philadelphia Inquirer
specifically reported on this very issue in an article published on July 27, 1996, entitled “Doctors

Told Not to Use Unapproved Lasers.” (See Article attached as Exhibit “B”™). In this article, the

® Plaintiffs’ reliance upon Joseph v. Scranton Times, 959 A.2d 322 (Pa. Super. 2008) is misplaced. There, the Court
found that plaintiffs did not have greater access to the media than private individuals, had not made any substantive
statements in the media, and did not engage in conduct seeking to influence the public opinion. Here, Plaintiffs
were able to appear on television as “experts” in the field of LASIK and did make extensive, unsolicited comments
about the safety of LASIK, for the purpose of influencing the public view.

* While Plaintiffs’ Response refers to a 2005 letter written to the American Academy of Ophthalmology, that letter
is not part of the claim for defamation in the Amended Complaint.

> Friedman’s letters to the FDA and AAO, in his role as counsel to Morgan, and which concerned matters within the
scope of these agencies’ jurisdictions, are judicially privileged.

7
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FDA specifically warned the public to “be on the alert” as some doctors are using unapproved
lasers, and that it was “illegal” for them to do so. The article also stated that is was “illegal for
doctors to advertise LASIK, as well as to use unapproved machines.” See Ex. A. Similar

articles were published in the same time period on the same issue: “Homemade” Excimer Lasers

are Operating Today in the US — The Rest of the Country Watches and Waits,” Journal of

Refractive Surgery, July 1995; “Unapproved Lasers for the Treatment of Refractive Errors”

Wake Forest University Eye Center, May 1998, “FDA Begins to Act Against Unapproved

Excimer Lasers: What Took So Long?” Journal of Refractive Surgery, November 1996, attached

as Exhibit “C”. While Plaintiffs are not mentioned by name in these particular articles, the issue
of unauthorized lasers and inappropriate advertising of LASIK is out in the public forum..
Plaintiffs are nonetheless mentioned by name in subsequent publications addressing this very

issue.

In 1997 and again in 1999, Plaintiffs themselves published articles about LASIK on

Quackwatch.com entitled “Refractive Surgery.” During the period that the FDA was warning
the public about lasers, Plaintiffs sought to assure the public of LASIK s safety. Plaintiffs
described LASIK, stating that “an extremely precise underlying cut (of the cornea) is made using
an Excimer Laser,” and that LASIK is preferred by eye surgeons throughout the world, who
have access to the necessary equipment. Plaintiffs stated in the article that a few eye-surgery
centers in the United States had obtained FDA approval to perform LASIK, but that some
ophthalmologists had acquired devices through foreign channels which had not been approved
by the FDA, but were nonetheless safe and high-quality devices. (See Quackwatch Articles,
attached as Exhibit “D”).

Thereafter, Morgan specifically named Plaintiffs in connection with this same issue in

early 2003 when he created his website “lasiksucks4you.com.” He published statements related
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to his LASIK surgery, as performed by Plaintiffs and criticized Plaintiffs, their performance of

his LASIK procedure, and expressed his belief that they engaged in illegal activity in violation of
FDA regulations, due to the laser device used on him. These statements were published in the
beginning of 2003. In November of 2003, Plaintiffs sued Morgan, and according to their
Complaint, alleged that members of the public were aware of Morgan’s website and statements
he had made about them. Specifically, Plaintiffs alleged that they had received telephone calls
about the contents of the website, that patients raised the contents of the website with them, and
that a “google” search of the term “Nevyas” resulted in a link to the website
“lasiksucksdyou.com” appearing as the third entry. (See Plaintiffs’ Complaint, Y 16, 21, 53,
attached as Ex. “E”). Thus, Morgan’s website, created in early 2003, specifically linked
Plaintiffs to the public controversy involving physicians using unauthorized lasers.

Similarly, in early 2003, Jo Wills (wife of another Neyvas patient) published an article on

the internet entitled “Lasik Gone Wrong — What Happened to Keith Wills.” That article also

named Plaintiffs and discussed their use of an unapproved laser device in performing LASIK
surgery on Keith Wills. (See Article attached as Exhibit “F”). This Article claimed that
Plaintiffs withheld critical information from them and that the surgery they performed achieved
poor results. The article also expressed the view that Plaintiffs had not complied with FDA
regulations with regard to the LASIK procedure performed on Keith Wills. (See Ex. F).
Plaintiffs’ defamation claim against Friedman was filed in July of 2004 and is predicated
upon certain letters he wrote, as counsel for Morgan, t'o the FDA and American Acaderﬁy of
Ophthalmology. Specifically, Friedman wrote to the FDA in December of 2003, and this letter

was thereafter published by Morgan on his website without Friedman’s knowledge in 2004.°

¢ Friedman did not know that Morgan had done this, and never gave Morgan permission to do so. Morgan also
admits that he was solely responsible for the content of his website. Friedman’s only directive with regard to the

9
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As of the time Friedman drafted this letter in December of 2003, the Philadelphia Inquirer had
already reported on the issue of lasers being used without FDA approval, Plaintiffs themselves
had published articles on Quackwatch.com addressing the issue, and both Dominic Morgan and
Jo Wills had published statements and articles on the internet specifically linking Plaintiffs to the
use of unapproved lasers when performing LASIK surgery. According to Plaintiffs’ Complaint
filed in November of 2003, the public was already well aware of this public controversy and
allegations about Plaintiffs prior to Friedman’s December 2003 letter to the FDA.

So even if this Court were to adopt the narrow interpretation of a public controversy and
limited purpose public figure advocated by Plaintiffs in their Response, the evidence set forth
above clearly indicates that a public controversy existed, which specifically named Plaintiffs, and
which pre-dated Friedman’s letters. Accordingly, even under the narrowest of interpretations,

Plaintiffs nonetheless should be deemed limited purpose public figures in this action.

Respectfully submitted,

Eckert Seamans Cherin & Mellott, LLC )
AV AV P J Ve
// Wirzonm £ W/ﬁxéwﬂﬂﬂf /

Maureen P. Fitzgerald, Esquire vv
Attorney for Defendant
Steven A. Friedman, M.D., JJM, LL.M.

Two Liberty Place
50 South 16™ Street, 22™ Floor
Philadelphia, PA 19102

Dated: July 27, 2009

website was to ensure that Morgan complied with Judge Sylvester’s order in this case. (See Friedman Dep., Ex. G,
pp- 136-39, Morgan Dep., Ex. H, pp. 72-73, 92-93, attached hereto as Exhibits “G” and “H”, respectively).
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MEDICINE

changed. While Wilsorn was still barred from
dealing with patients, he was allowed to par-
ticipate in qther ways, such as coordinating
lab tests, evaluating data, and ensuring that
experiments proceeded on schedule. Accord-
ing to the Penn health system’s former CEO,
William Kelley, this decision was made by
university president Judith Rodin: “She
made the decisions on how the relationships
were going to be set up and how the poten-
tial conflicts were to be monitored.” The
university, in its statement, denies that Rodin
made the decision, and says it doesn’t con-
sider this decision “major.” It was made, the
university says, because as head of the insti-
tute, Wilson simply couldn’t avoid getting
involved with the work of his staff. But the
university also says that after an exhaustive
review of what went wrong in the OTC trial,
it has made changes so that the committee’s
recommendation will finally be in effect.

ENE THERAPISTS ACROSS THE
country today refer bitterly to “the

Wilson tax” —the price they are all

paying in delays and scrutiny as a result of
Jesse Gelsinger’s death. “As long we’re
paying this tax,” says one prominent gene
therapist, “I don’t think Wilson will ever be

absolved or forgiven.”

Yet some of Wilson’s supporters see him
as something of a martyr, He made major
contributions to his field, but his advances,
these supporters say, are now being over-
shadowed by what was in fact an unforesee-
able accident. They argue that the early side
effects that researchers observed were tem-
porary and mild and in no way predicted
what would happen to Jesse Gelsinger. The
patient who preceded Gelsinger in the exper-
iment received the same dosage level—yet
suffered no side effects. Just 2 few decades
ago, a death like Jesse Gelsinger’s would
have been viewed as a tragic but necessary
casualty of cutting-edge research. The
researchers who worked on bone-marrow
transplants and chemotherapy, for instance,
racked up terrible body counts before they
achieved success. “If people want gene thera-
py research to stop, that’s fine; we won’t
have to take any risks,” says Dusty Miller, a
gene therapist at the Fred Hutchinson Can-

.cer Research Center in Seattle, Washington.

“But if people want us to find treatments for

cystic fibrosis and other diseases, there are -

going to be unavoidable risks.”

Wilson’s defenders say there were other
senior scientists involved in the OTC trial
who were also in a position to halt the
experimenr if they felt it posed a danger to
patients. Penn bioethicist Arthur Caplan

points out that while Wilson oversaw the
trial, the day-to-day operations and patient
care were handled by other physicians who
knew a lot more about the health needs of
OTC patients than Wilson did. According to
mernbers of the OTC team, Wilson was inti-
mately involved in the trial, but mainly in
terms of helping his staff analyze data and
lab tests, setting deadlines, and handling the
back-and-forth communications going on at
the time with the FDA.

The field of gene therapy marches on. In
April 2000, a team of French researchers
announced that they had repaired the
immune systems of two infants with so-
called “bubble boy” disease, which had
forced the newborns to live inside sterile
plastic containers. If the children continue in
good health, it will be the first time gene
therapy has actually cured anyone. More
recently, a team of Penn researchers ourside
of the institute used gene therapy to cure
dogs of blindness, giving hope to the 10,000
Americans born with Leber congenital
amaurosis, Wilson himself has continued
working steadfastly in his laboratory. He
and other researchers at the instirute recently
devised a new gene therapy vector that com-
bines pieces of the ebola and AIDS viruses.
Penn scientists were quick to say it would
not be put into human beings anytime soon.
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DOCTORS TOLD NOT TO USE UNAPPROVED LASERS< THE
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NEARSIGHTED.< THE FDA WARNED THAT IS ILLEGAL.
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Federal regulators issued an unusually strong warning yesterday to stop eye doctors from using
unapproved machines for laser surgery on nearsighted Americans.

The warning Is the latest in a blitz of controversy to overtake a popular laser surgery that promises
better vision without glasses to many of the 60 milllon Americans who are nearsighted.

Since Jast fall, the FDA has approved two lasers, made by Summit Technology and Visx, to help people
see more clearly at a distance.
.But some doctors are Importing cheaper, used lasers from Europe, where they have been sold for
several years, or are building thelr own, meaning some patients are undergoing surgery on machines
not FDA-approved as safe,

That is fllegal, the FDA warned at a meeting of eye specialists yesterday. Doctors must use FDA-
approved lasers or, if they believe thelr own lasers are superior, obtaln government permission to
study them whiie Informing patlents that the devices are experimental,

' 'Be on the alert: We will take action against illegal products in the marketplace,” said Dr. Susan
Alpert, FDA's device evaluation chief.

The agency covld selze an unapproved machine or get a court Injunction to stop its use.

The FDA sald it did not know how many unappraved lasers were being used. Alpert advised patlents to
ask their doctor before surgery about the machine the doctor Is using and the success rate, and ask to
speak with previous patlents.

**This - let us be clear - is Irreversible surgery,” she said.

Qutraged doctors said that they were offering their patients better care than the FDA-approved
equipment could provide, and that the FDA had no business interfering in their practice of medicine.
**Why did 1 get involved in nonregulated fasers?" asked Dr. Raiph Berkely of Houston, who built his
own Iaser. **My moral and ethical responsibility to do what I believe is in the best interest of my
patients,”

If the FDA would speed up its review of new lasers to keep up with Europe, doctors would not be forced
to use ' 'untested techniques,” said Dr. Stephen Trokel of the American Soclety for Cataract and
Refractive Surgery.

In photorefractive keratectomy, or PRK, a laser burns off bits of the corneal surfaca to flatten it and
improve mild or moderate nearsightedness. About 30,000 eyes have been treated so far,

Last spring, the FDA and the Federal Trade Commission warned doctors against falsely advertising PRK.
Ads saying consumers could * “throw away your glasses™ glossed over the risks and seemingly
promised perfection, the warning sald, While PRK usually works well, it sometimes resuits In patients
needing reading glasses or causes glare, hazy vision and other problems.

A similar but less painful and possibly better surgery, called LASIK, has been replacing PRK in Europe.
LASIK still is under study here, but the Summit and Visx lasers can perform it, and the FDA cannot
forbid doctors from offering it. But It is Hlegal for doctors to advertise LASIK, as well as to use
unapproved machines, Alpert said,
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Federal regulators Issued an unusually strong warning yesterday to stop eye doctors from using
unapproved machines for laser surgery on nearsighted Americans.

The warning is the latest in a blitz of controversy to overtake a popular laser suirgery that promises

i better vision without giasses to many of the 60 miltion Amerlcans who are nearsighted.

Since last fall, the FDA has approved two lasers, made by Summit Technology and Visx, to help people

see more clearly at a distance.

:  But some doctors are importing cheaper, used lasers from Europe, where they have been sold for
I seversl years, or are building their own, meaning sore patients are undergoing surgery on machines

not FDA-approved as safe.

That Is lilegal, the FDA warned at a meeting of eye specialists yesterday, Doctors must use FDA-
approved lasers or, if they believe their own lasers are superior, obtain government permission to

study them while informing patients that the devices are experimental.

**Be on the alert: We will take action against filegal products in the marketplace,” said Dr. Susan

Alpert, FDA's device evaluation chief.
The agency could sefze an unapproved machine or get-a court injunction to stop its use.

‘The FDA said it did not know how many unapproved lasers were being used. Alpert advised patients to
ask their doctar before surgery about the machine the doctor Is using and the success rate, and ask to

speak with previous patients.
**This - let us be clear - is irreversible surgery," she said,
Outraged doctors said that they were offering their patients better care than the FDA-approved

equipment could provide, and that the FDA had no business interfering in their practice of medicine.
*“Why did I get involved in nonregulated fasers?" asked Dr. Ralph Berkely of Houston, who bullt his
own laser. * "My moral and ethical responsibility to do what I believe is in the best interest of my

patients."”

1f the FDA would speed up its review of new lasers to keep up with Europe, doctors would not be forced
to use " untested techniques,” said Dr, Stephen Trokel of the American Society for Cataract and

Refractive Surgery.

1In photorefractive keratectomy, or PRK, a laser burns off bits of the comneal surface to flatten it and

improve mild or moderate nearsightedness, About 30,000 eyes have been treated so far.

Last spring, the FDA and the Federal Trade Commission warned doctors against faisely advertising PRK.

Ads saying consumers could " throw away your glasses” glossed over the risks and seemingly

promised perfection, the warning sald. While PRK usually works well, it sometimes results in patients

needing reading glasses or causes glare, hazy viston and other problems.

A similar but less painful and possibly better surgery, calied LASIK, has been replacing PRK in Europe,
LASIK still is under study here, but the Summit and Visx lasers can perform It, and the FDA cannot

forbid doctors from offering it. But it is illegal for doctors to advertise LASIK, as well as to use
unapproved machines, Alpert said,
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“Homemade’’ Excimer Lasers are Operating Today In the US—
The Rest of the Country Watches and Waits

Serious medical, legal, and ethical questions are
being raised by the presence of at least two ophthal-
mologists in the United States who are not waiting
for Food and Drug Administration approval of a
major brand-name cxcimer laser before performing
excimer lager in-situ keratomileusis (LASIK) on
hundreds of patients, Their *homemade” or custom-

made lagers are sending lawyers, federal regulators,

major laser manufacturers, and medical societies
scrambling to discover exactly what is going on, who
is doing what, and what, if anything, should be done

_ about it.

Frederic B. Kremer, MD, of Philadelphia, Penn-
sylvania, and D. Stephen Hollis, MD, of Columbus,
Georgia, are both using excimer lasers that have not
undergone FDA trials and have not received formal
FDA approval. Both physicians say they are operat-
ing their lasers under an FDA exemption in a custom
device category. But the FDA says these lasers do
not meet the legal definition of a custom device and
ghould undergo formal FDA review:

The FDA has been investigating Kremer for
months and the investigation remains open. The
agency was unaware of Hollis' activities until late
Apri], according to sources within the FDA, but the
agency has now opened an investigation into his
operation as well. :

“In our opinion, physicians who use such modali-
ties are not in compliance with the Food, Drug and
Cosmetic Act,” said Eric Latish, Chief of the Dental,
ENT, and Ophthalmic Devices Branch of the FDA’s
Divislon of Enforcement, *but because of the lack of
complaints, injuries, or problems being brought to
our attention, there does not appear to be an over-
whelming public health issue; but thore is the
potential for it to be a public health issue, and that is
why we cannot ignore it.”

‘I am looking forward to them coming,” Hollis told
The Journal of Refractive Surgery. 1 decided 1
needed to do what was in the best interest of my
patients. I had lost confidence in RK. Either ) needed
to switch to LASIK or 1 was out of business because
I could not bring myself to do the old procedures.”
Kremer refused to be interviewed for this report,
although he did speak publicly about his work at the
ISRS (formally ISRK) Pre-Academy Symposium in
California in Octlober, 1894, :

Kremer, who holds a degree in engineering from
Drexel University and a medical degree from

Thomas Jeflerson Universgity, designed and built

Lisa A, Kearns investigates and reports industry news for The
Journal of Refractive Surgery.

Jonrnal of Relraciive Surgery  Veiume 1% July/August 1985

his laser himself, according to officials within the
Kremer Lasger Eye Center where the device is used.

Kremer has used his custom laser for more than
2 yoars and has performed more then 400 Laser
K.. procedures, the term hec uses for his version of
LASIK, according to John Sloat, an optometrisi in
Kremer's center, who talked about the procedure
with a potential patient who contacted Kremer's
center at the request of The Journal of Refractive
Surgery. Kremer charges $2850 per eye, but
sncourages patierits to have the procedure done on
both eyes at the same time and offers patients a
$250 discount if they agree to the simultaneous
surgeries.

Hollis charges less than half as much: $1350 per
eye, and prefers to perform the surgeries at loast 1
day apart. He operates his excimer laser at The
Hollis Eye Institute, claiming the same FDA custom'
device exemption. He began using his laser in Febru-
ary 1995 and had treated mere than 250 LASIK
patients by early May, according to a source within
his office. “Our machine is not required to have FDA
approval because it is a custom-made medical de-
vice,” Steven Hickman, KN, told a potential patient
who contacted ‘The Hollis Eye Institute on behalf of
The Journal of Refractive Surgery. Hickman seid,
“The FDA is dragging their feet” on approval of
lasers in the US.

In the initial discussion with a potential patient,
Hickman did not offer the information that the laser
was not FDA-approved until the patient specifically
asked about the laser's FDA status. Kremer's Sloat
did offer, in the initial discussion about the pruce-
dure, that “this is an excimer laser which is not
FDA-approved at this point.” When questioned fur-
ther about FDA status, Sloat said the FDA is “in
constant contact with Dr Kremer. They are aware
that he built it, and it is actually with their approval
under that [exemption) specification.’

On page four of his informed consent, Hollis warns
patients that *his custom excimer laser, and its use
to perform the Laser Intrastromal Keratomileusis
procedure, is not being dtudied by the FDA and the
FDA has not approved either this device or the
particular procedure. If the issue of Dr Hollis using a
custom-built excimor laser or non-FDA approval is
of concern to you, then you should not have the
surgery.”

“I think people should be free to enmter into
contracts with each other without interference
from the governmenl, as long as they are properly
informed,” Hollis told The Jourzal of Refractive
Surgery.
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ARE THESE LASERS LEGALLY CONSIDERED CUSTOM -
DEVICES?

A serious disagreement exists about whether
these lasers actually qualify as custom devices
under FDA regulations. Both Hollis and Kremor say
they do, but sources within the FDA and some legal
experts, such as attorney Johnathan Xahan_of
Hogan & Hartson, Washington, DC, who has repre-
sentad more than 400 device companies before the
FDA and offers legal advice to major laser manufac-
turers such as Summit Technology, say the category
does not apply. “There is a specific provision for a
custom device exemption, but it is very, very nar
rowly viewed by the FDA,” Kahan said.

‘We do nol cunsider them to be custom devices,”
said Latish. *This is not an exemption: for which you
apply; you just meet all the eriteria in the statute
and regulation. If you meet them all, and these
{lasers] do not, you have truly a custom device.” The
preamble to the Act is even clearer about limiting
the custom device exemption. *Congress said it was
not just a loophole for getting products out” into the

, market without FDA approval, Latigh said.

The definition of a custom device under FDA 21
CFR 812.3 describes a device that necessarily devi-
ates from devices generally available in order to
comply with the order of an individual physician; is
not generally available to or used by other physi-
cians; is not generally available in finished form for
purchase or dispensing upon prescription; is not
offered for commercial distribution through labeling
or advertising; and is intended for use by an individ-
ual patient named in the order of the physician, and
is to be made in a specific form for that patient, or is
intended to meet the special needs of the physician
in the courss of professional practice.

“Even if the doctor builds the laser himself”® said
an FDA official, “that does not necessarily mean it is
a custom device, if he has used prefabricated parts
and just put them together. If he is going to manu-
facture his own laser and manufacture his own
components, in effect inventing a new instrument,
then that might be a custom device and largely
unregulated. But if he just imports the pieces from
some company overaeas and puts them togetherin a
standard system, then that is not a custom device.”

‘A custom device doee not apply to a physician; it
is a device that is being distributed by a manufuc-
turer for a specific custom use,” Kahan said. Instead,
Kahan calls these lasers *home-brew” products, *If
the physician just built the laser for his own prac-
tice, is not distributing it to anyone else, is not
moving it in interstate commerce, and just treats his
own patients under the practice of medicine, FDA
typically leaves him alone. However, if a company
did that, the FDA would be all over them.”

Another renowned Washington attorney takes a
somewhat different view. Although not directly com-

menting tgn the :{;e}ciﬁc cases linvolved in thig discus-
Sion, attorney William_Appler, who has handled
FDA cases for “ﬁm’olre than 20 years and recently
rendered a legal opinion in support of a California
company importing used lasers into the US, said a
‘custom device is something [a physician] builds,
bu):a, or otherwise usea for his own practice, and
which is not uged beyond that practice, and is ag
clearly legal as anything in the Food, Drug and
Cosmetic Act. Not only is thore a soction of the Act
that says that, but there is a good bit of legislative
history that supports it, and FDA has a regulation
permitting it.”

CUSTOM DEVICE EXEMPTION OR A PRACTICE OF
MEDICINE ISSUE?

The legal debate extonds beyond the battle over
the custom device exemption and into other sections
of the act that grant certain parties, such as physi-
cians, cxemptions from registration requirements—
and touches on issucs involving the practice of
medicine. *Technically, we believe true physicians
are exempt from registration; however, the product
or device still needs to be cleared under the 510K
process or needs to be subject to a controlled study,
classically an IDE (investigational device exemp-
tion) to demonstrate its safety and efficacy,” said the
FDAs Latish. *We believe the [physicians using
such devices] are not exempt; however, they believe
they are”

How then are the lasers being permitted to con-
tinue to oporate? In part, because the legal debate
and discussions continue botween the FDA and the
physicians using the lasers, and because the FDA
does not have evidence of serious harm being done,
the agency has so.far not issued immediate cease
and desist orders. “We understand the need for
creative modalities and we do not want to be an
obstacle to the clinical practice of medicine,” Latish
said, ‘but there arc certain safety and efficacy
questions which naturally arise when someone fab-
ricates something as complicated, complex, and deli-
cate as a laser when other firms go through the IDE
PMA process with teams of engineers and quality
control and have trouble executing an acceptable
design. We have great concerns about that. Right
now [the noncompliance] appears to be more admin-
jstrative than hazardous, but that is just the appoar
ance. We do not know”

“There is an imminent but not an established
health risk,” Latish said. *We belicve, by the fact
that thore were no clinical atudies, or we have not
had the opportunity to review the clinical studies if
there have been any, and since we have not been
able to review the design, the function, or the
physical characteristics of the product, which is
what we typicaily do, that there is a possibility that
injuries will occur.” If reports of injury were to reach
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the FDA, “you botter believe we would get out there
immediately and administratively detain the prod-
uet pending a seizure, and then seize it and take it
out of commercial channels. But there is no informa-
tion to suggesl that is oeeurring.”

INTERSTATE COMMERCE AND ITS LEGAL IMPLICATIONS

Another key elemont in the FDA review will be
the involvement of interstate commerce. Sources
within The Hollis Eye Institute say the laser engi-
neer or company that manufactured the Hollis laser
in Georgia used major components from Wost Ger-
many and plans to build 10 more lasers in different
states. The source says the Hollis device is part
industrial laser made by LambdaPhysik, a reputa-
ble German laser manufacturer. “The custom part of
the [Hollis] lager is the delivery system, which was
built in the United States,” Hickman, the Hollis KN,
explained to a potential patient who asked about the
device, “The laser is a West German industrial laser
and is basically the same laser that ITT would use to
cut computer ¢hips or Southern Bell would uge to
strip cables.” Engineer Ed Sullivan from New En-
gland and his company, which Hickman identified
only as Laser Tech, imported the lager and added a
modified delivery system, Hickman said.

“That would make {the manufacturer of the Hollis
laser] a manufacturer of medical devices,” Latish
said, and subject to much stiffer regulationa.

An FDA official says the agency could also get
involved “if the laser is an example of & device that is
being regulated [by the FDA], or if it iz a new device
that some company is trying to get approved for
market and somebody puts together an equivalent,
or substantially equivalent device, for the purpose of
getting around the regulations.”

The proposed sale of additional lasers by the same
company that built the Hollis laser “meay raise issues
not otherwise ralsed,” said attorney Appler, but does
not necessarily push those lasers out of the custom-
device category, he sald. “If 10 different doctors
contact a manufacturer who has excess capacity and
ask that company to build something for their own
particular practice, there is nothing wrong with
that,” assuming there is proof that it was the doctor
who initiated the transaction, Appler said.

Attorney Kahn disagrees, saying ®it doesn’t mat-
ter® who contacts whom. If the ‘company is introduc-
ing into interstate commerce a medical device, or a
component of a medical device, with an intended use
which has nover been cleared by FDA, that is
illegal,” he said.

What about patients who arc crossing state lines
to receive the treatment? Does that raige the inter
~ state commerce question with the FDA? Some attor-

neys say no; the FDA regulates devices, not the
movement of patients. But the FDA *has argued in
the past that if someone crosses a state line to

Journsl of Refractive Surgery  Volume 11 July/August 1983

News

Teceive service, that laser or product is boing offered
for sale, and each time the physician uses it he is
entering into interstate commerce,” Latish said.

FELLOW OPHTHALMOLOGISTS YAKE SIDES—PRO AND CON

Word of the custom-made excimer lasers has
quietly spread through the ophthalmic community,
often in the form of whispered discussions and
unsubstantiated rumors and conjecture. Both Hollis
and Kremer have their supporters and detractors.

The American Academy of Ophthalmology said in

April it was not officially aware of the physicians
“activities end had no published position—for or
against—the use of nonapproved lasers. One staff
member explained that the AAO does *address
"devices which are FDA approved, but we do not
address a whole host of unknown evils,” Upon
learning of the existence and use of the lasers, one of

the AAQ Interest Groups immediately planned to P L. ‘Q /

discuss the situation at its next session.

A decision has also been made to putl the issue on
the agenda for the summer meeting of an FUA panel.
This panel could take a position that would increase
pressure on the compliance arm of the FDA. That
could lead to a tougher interpretation of the regula-
tions and a crackdown on the use of the nonapproved

~ lasers. Attorney Appler admits “the agency is so

short of money that it simply cannot enforce every-
thing it believes is a violation of the law, So a lot of
things go on. The overwhelming issue is, would this
raise some sort of health hazard or health risk to the
public?” ,

“We do not have the authority to tell a doctor not
to use a device, unless there was determined to be a
health hazard under the Act,” said an FDA compli-
ance official. *Jf the doctor is determined to be a
hazard under the Act, then we have the authority to
tell him to cease. Otherwiso, we can tell him he is in
violation and subject to seizure, injunction, and civil
penalties.”

Some ophthalmologists support Kremer and Hol-
lis and understand their frustration with the FDA.
Excimer lasers that have been approved and used for
3 or 4 years overseas are still mired in clinical trials
and FDA administrative deliberations in the US. A
number of patients are fleeing to Canada and else-
where to undergo procedures their own US doctors
want to perform but feel they legally cannot.

‘It is within the purview of the individual ophthal-
mologist t do thig,” said Richard L. Lindstrom, MD,
Immediate Past Prosident of SRS, commenting on
the use of custom lasers. *I think it is fine and an
appropriate avenue for select investigators. It is
very much like an orphan drug.”

"Lasers are not an orphan product,” said the
FDA's Latish, *so the treatment IDEs,” which might
provide another legal avenue of investigation, “do
not appear to be a viable alternative even for clini-
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cians who have not had safety problems, appear to
know what they are doing, and are truly interested
in treating patients and not commercializing prod-
uct.”

If the custom lasers are “an appropriate avenue”
of investigation, why is Lindstrom involved in for
mal, very restrictive FDA studies and not already
practicing with a custom-made devica? “We predict
we are going to have an FDA-approved laser by
January 1996, which is only months away,” Lind-
strom said. “So, for a few months head start, it jusl
does not make sense for most ophthalmologists to
buy a custom-made laser. Once FDA-approved la-
sers, which have been through full FDA studies, are
available, these doctors will find themselves in a
position of using an investigational laser and will
need to justify that to their patients, Six years ago, it
might have made some sense, but it does not seem to
make a lot of sense today.”

Hollis was not initially interested in using a
custom laser, he said, because ‘I wasn’t willing to
put up with the FDA hassles. Even though you are
right, you still have to fear the government because
the government dooe not have to be correct. Icanbe
totally within my rights, but the government could
make me wish I was wrong” Hollis admits that once
a major, brand-name laser is FDA approved for
LASIK, *I'd like to be the first to buy one.”

“The doctors may be making a simple statement
about their own personal frustrations with the FDA
time lag and the fact that they cannot provide their
patients with the best we have to offer in terms of
refractive correction,” said one ophthalmologist who
is performing LASIK outside the US and knows both
Kremer and Hollis. “I have confidence they are not
going to do anything they do not think is right”

But sources within the FDA say doctors using
nonapproved lasers may be “trying to get around the
regulations associated with an IDE (investigational
device exemption), because an IDE involves a big
effort and expense and they just want to do these
procedures on patients. A lot of ophthalmologists
consider the technology to be sufficiently proven to
go ahead and practice. It is being done on a large
scale in some other countries, but we feel there are
still some serious questions which have not been
answered yet”

JUSTIFYING THE USE OF A NONAPPROVED LASER
BEFORE A JURY
The possible legal liability to which these lasers
expose their operaling physicians is another serious,
inescapable issue. *“They have serious malpractice
concerns because they are using an unapproved
product,” said attorney Kahan, “They would have to
have a strong, reasonable basis in the literature for
Anine thic and if thav hlinded someone. they wonld

B _
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*If a physician has a problem while using one of
these lasers and gets sued, it would be awkward, in
my opinion, to justify why he was using this custom-
built, investigational lascr, when he could buy a
fully FDA-approved laser. I think he would be fairly
vulnerable,” Lindstrom said.

Some of the legal exposure could be minimized by
making certain the status of the laser ie clearly
gpelled out in the informed consent, according to

© attorney Appler. ‘If a patient [sues], he is going to

have, comparatively, a lot of trouble showing that he
is entitled to damages for injuries caused by the fact
that this device is not approved,” Appler said. "The
informed consent reduces the risk of liability,” but
does not mean the patient cannot sue; ‘the bar being
what it is today, you can count on that kind of suit.”

*A patient typically believes when he goes to a
physician that the products being used have some
sort of cloarance and approval,’ said the FDAS
Latish, “and here is the physician using an untested
modality. If you have informed consent, at least the
patient knows, but just because the patient knows
he is a paying guinea pig, that does not prevent or
preclude the danger”

(NVESTIGATIONS BY THE FYC INTO PROMOTIONAL CLAIMS

The advertising of these lasers movos the debate
beyond the FDA and into the realm of the Federal
Trade Commission (FTC). *If it is legal to use the
device, it is legal to advertise it,” according to
attorney Appler. But the advertising of these lasers
is also steeped in controversy.

Beeause the FTC is already doep into an investi-
gation of the advertising of routine refractive sur-
gery nationwide—checking to seo if physicians are
violating the federal law that prohibits false or
deceptive advertising—it stands to reason the
agency might take particular interest in any claims
made in regard to lasers not yet approved by another
federal agency.

In the past, ‘the FTC has almost always required
two or more randomized, controlled trials in order to
prove specific claims for medical devices,” according
to Appler, “and 1 suspect no one has done those
trials. So | would be Jeery of a comparative claim on
& custom device, Tho argument against it would be a
pragmatic one. The FTC is accustomed to stepping
on comparative claims, no matter how they origi-
nate.”

Yet both Hollis and Kremer fill their material
with claims about the superiority of their proce-
dures, although Hollis says he doca not advertise, “I
do not advertise for patients or go to doctors to got
them to send me patients. I think there is soms rigk
in advertising” a device that is not formally ap-
proved. *I think it would be waving a red flagto a
charging bull, as far as the FDA _and_F’Ip_ are

Case ID: 031100946
Control No.: 09062101



5°8

want his consent lo speak with The Journal of
Refractive Surgery construed in any way as an
attempt to solicit patients or referrals.

One professional group, the American Society of
Corncal and Refractive Surgery (ASCRS), has
adopted voluntary guidclines that warn against
making any claims that cannot be backed vp by
evidence, stating that physicians should not promote
devices or drugs as approved by the FDA or promote
treatments not yot approved by the FDA as safe and
effective. The AAQ has no clear guidelines on the use
of nonnpproved lasers, but has begun a discussion of
the isrue.

The glossy brochure sent to patients by the Kre-
mer Laser Eye Center has only six words printed in
hig. bold letters across the front: “See Without
(inzses . . . Or Contact Lenscs” Inside, the brochure
outlines some of the benefits of refractive eye proce-
dures, inviting patienis to “enjoy freedom from
glaszes and contact lenses” lemphasis is brochure’s],
and “improve your abilily to do your job, and poten-
tially raise your income.” On page three, patients arc
told *success is very likely,” and, “It’s estimated that
over one million refractive procedurcs have been
done in the USA” These are exactly the kind of
¢laims being targeted by the F1C.

It is only on the ncxt to the last page of the
brochure, midway through a paragraph in very
small type, that paticnts are told “some pationts
may still need glasses; for example, a thin pair for
things like night driving.”

Laser-K,, is described in the brochure as being
developed by Dr Kremer, It says the procedure is the
*most aduanced procedure availuble to correct near-
sightedness, farsightedness and astigmatism.” It
elnime Laser-K,, “is gencrally more accurate and has
fewer side effects than ALK, It decreases or climi-
nater the fluctuations in vision and star bursts (or
night plare) sometimes scen with conventional RK,
laser K, is more comfortable, more accurate and
gives more rapid vigion improvement than standard
excimer laser surface ablation”

At the end of the section on Laser-K,,, the bro-
chure atates, “Our instrumentation is in the FDA
eategory of physician exemption-custom dovice. At
the time of {his printing, manufacturers of excimer
lasers are seeking FDA approval.”

In a newsletter produced by Kremer'’s marketing
firm, Laser-K,, is said to be “more accurate, more
enmfortable, and heals and stabilizes more quickly
thnn' previous techniques.” Over and over, the proce-
:!ur:; superiority to other refractive procedures is
ou v
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“The more ogregious their advertising und promo-
tion, the more likely the FDA, FTC, or state authori-
ties are going to come afler them,” said attorney
Kahan.

In the ful) page hand-out distributed by Hollis, his
Jaser intrastromal keratomileusis is described as "a
procedure that 1r Hollis performs using a custom
laser developed solely for his patients in his prac-
tice.” It says the procedure ‘is much more comforta-
ble for the patient than radial keratotomy. Laser
intrastromal keratomileusis (JLASIK) patients re-
gain thcir vision more quickly than with any other
refractive surgery.” .

As part of the informed conscnt document, Hollis
outlines the possible risks, full range of complica-
tions, alternatives, and benefits of LASIK. He also
states that LASIK “is a significant technical ad-
vance” and has been ‘successfully performed on
hundreds of patients by Dr Ruiz in South America,
including Dr Hollis himself, who has had the Laser
Intrastromal Keratomileusis procedure performed
on one of his oyos.” It does not mention that Hollig
surgery was not performed using the custom device
he now uses on his patients.

Hollig informed consent also states that LASIK ‘is
an cxperimental surgical procedure that is currently
under investigation by experienced ophthalmic sur-
geons in the United States, including Dr Hollis”
However, Holli# investigation is not part of those
other highly regulated US FDA investigations. In-
stead, hig study uses his own protocol using his own
Jascr, and has not boen published or reviewed by an
Independent Roview Board, according to Hickman.

Tho final battle betwcen the FDA and the physi-
cians using the homemade lasers may well be waged
in the courts. I do not know what the resolution will
be,” the FDA% Latish said. The physicians “could
just stop using the Jasers, but I do not think that is
going Lo be a viable option to the clinicians, So, if we
cannot roach a consensus, it could ultimately be left
to the courts to decide the inlerpretation of the law”

The wait for FDA-approved excimer lasers for
refractive surgery has been long and frustrating for
ophthalmologists practicing in the US. Thoy have
watched as their patients traveled across the border
and paid thousands of dollars to other physicians
operating just beyond the long arm of the FDA. Most

‘have resigned themselves Lo a system they do not

always like, but which they recognize often provides
necessary safeguards against danger.

LISA A. KEARNS
News Reporter
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News

FDA Begins to Act Against

Unapproved Excimer Lasers:
What Took So Long?

At the Food and Drug Administration’s (FDA)
Ophthalmic Devices Advisory Committee Panel
meeting held this past July, Susan Alpert, PhD, MD,
laid down the law on unapproved excimer lasers,
The question is, will they enforce it; and if so, when?

According to Alpert, Director of the FDA Office of
Device Evaluation, there are no custom excimer
lasers. Home built, black box, custom built lasers—
whatever term you choose-—they don’t qualify as
custom devices under the Food, Drug, and Cosmetic
statutes. Devices that do are of types not generally
available in finished form, are intended for use Qh
an individual patient, and are made in a specific
form for that patient. Or, they must meet the special
needs of a practitioner and be not generally used by
other members of the same profession. Alpert said,
“Devices such as excimer lasers clearly don’t fall
into that category. They are clearly not for individ-
ual patients and they are clearly of a type that is
generally used by practitioners of ophthalmology.”

Imported lasers, manufactured for use outside
the United States and later imported back in, also

In the wake of this hearing, ma
left wondering why the FDA delay
it moved against unapproved laser
promised for release 2 to 3 weeks
the agency waited close to 3 mont]
ing any further information on the
until October 10, 1996, did the FD
lines for the process. In a letter sig
Lillian J. Gill, Director, Office of ¢
agency announced that owners of -
lasers, whether homemade or impc
January 15, 1997 to identify thems
obtain information about the IDE ;
process, and submit an IDE applic

One prominent ophthalmologis
expressed an erosion of confidenc:
many of those practicing within IT
porting clinical and regulatory em;
with necessary paperwork, and ma
sive databases, he is unhappy with
proved lasers. He said that short of
ters and warnings, the FDA has dc

http://64.233.161.104/search?q=cache:svKtup-KGBclJ:jrs.slackinc.com/vol127/news.pdf+%... 3/3/2005
Case ID: 031100946

Control No.: 09062101



are unapproved unless the importer shows they are
identical to approved Summit and VISX models.
And uvsers of unapproved lasers, whether imported
or home built, face significant liability.

But, Alpert said, the FDA is giving everyone with
an unapproved laser a chance to come into the fold.
Her agency will work with users and importers of
unapproved lasers to identify the requirements that
they must meet for compliance. She proposed a
two-tier moratorium program. One tier will be a
short grace period during which affected individu-
als can contact the agency to find out what to do to
submit an investigational device exemption (IDE)
application or Premarket Approval Application
(PMA). The second part will be a period for submis-
sions made by individual or companies. Alpert said,
“All will be expected to meet the law. We will publish
the time periods.”

After the moratorium ends, Alpert continued, the
FDA will take action against illegal products with
warnings, seizures, and injunctions.

Journal of Refractive Surgery Volume 12 November/December 1996
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the issue in 18 months, “What me:
send to the professional communit
ous the FDA is? They expect detai
pliance among doctors and compa:
while colleagues operate with a fr:
and effort, carrying no regulatory |
no Pillar Point fees. I am not talki
message but a perception that, to t
community, it doesn’t matter wha
the FDA won’t do anything about
Another FDA official, Morris *
reluctant to characterize the perioc
FDA failed to act against illegal la
unduly long or unreasonable. “Sor
have been rather thorny legal ones
has just been trying to solve a seris
we need to take diligent time and 1
anybody’s rights in these matters.
that one cannot openly discuss anc
guities in the law that have to be r¢
It has taken probably longer than ¢

FDA Acts Against Unapproved Lasers/Mandle

have expected but I don’t think people anticipated the
nuances in this matter to be so difficult.”

Despite numerous complaints from induostry and
ophthalmologists over the past two years, the
agency has also been slow to act on imported lasers.
It only issued an import alert against used Summit
lasers last February. As a result, the US Customs
Service reportedly detained a number at their point
of entry. And, recently one importer has agreed to
comply with FDA requirements.

Finally at the July meeting, Alpert announced
that the FDA is working with the Society for the
Advancement of Laser Technology (SALT) on a cer-
tification process for importers to demonstrate that

Page 2

their behalf. He said, “They art
they would rather not fight the

He claimed that the FDA h:
proved lasers because the agen
have no success in court. “All t
make arguments and coerce do
something like the ammesty prc
spent two years only talking an
letters to five doctors about the
represent some doctors who ha
inspections but no warning lett

Washington attorney Wayn
sents physicians with unapproy
believes the FDA has taken so

v
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their lasers are identical to the approved lasers.

The FDA did hold to its promise of a certification
process. The October 10 letter also gave owners of
imported lasers—if the laser was originally manu-
factured by the holder of an FDA-approved PMA—
the option of certifying that the laser is identical to
the approved ones, Owners are advised to have their
lasers certified quickly; if the FDA rejects the certi-
fication, then the owner must still hand in an IDE
application by the January deadline. Waxler said
that the FDA established the certification process
without further input from SALT beyond what that
organization gave prior to the hearing.

Meanwhile many users of homemade and import-
ed unapproved lasers argue that the FDA view dis-
torts existing regulations and statutes. One long-
time consultant in the East claimed that custom
lasers do indeed exist and are devices that differ
from the lasers approved by the PMA process. He
added that the FDA position turns the regulation on
its head. “The regulation says you have to deviate
from something on the market. Alpert is saying if
there is something on the market, you cannot have
a custom device.”

But some physicians represented by the consul-
tant have opted to enter the amnesty program, and
he has worked out general terms with the FDA on

754
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with the custom laser 1ssue bec
extremely prominent physician
doctors want to use—and are a
ated to use—up-to-date excime
Many doctors believe that they
their build own custom lasers,
some of the newer changes.”
But, whether home built or
lasers may actually hold back 1
As Michael Moretti, editor of 1
noted in the July 1, 1996 issue
News ', “The lack of regulato
unapproved lasers in this count
ing to legitimate devices manu
millions of dollars each year in
conform to the most arduous p:
tem in the world. In fact, this s:
even less desirable for compan
financial and management resc
new technology to market.”
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1. Moretti M. Federal action aims to
the border, Ocular Surgery News
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Unapproved Lasers for the Treatment of Refractive Errors

The FDA and the Approval Process for Medical Devices

The United States Food and Drug Administration must, by law, regulate medical devices that are
involved in interstate commerce. Excimer lasers that are used for the correction of refractive errors
are included under the FDA's jurisdiction.

To gain FDA approval, manufacturers must submit data to the FDA proving that the devices they
manufacture are safe and effective for their intended use. The law does not require that they
function perfectly and achieve perfect results every time they are used, but it does require that the
potential benefits of the device outweigh the risks.

In order for the FDA to decide whether a device should be approved or not, data about the device's
performance must be submitted and analyzed. These data are gathered under an experimental
protocol called an Investigational Device Exemption that is approved by the FDA. Typically, an
Investigational Device Exemption permits the use of an unapproved device for the treatment of a
limited number of patients according to a carefully planned experimental protocol. The
experimental protocol is reviewed by a Human Investigations Committee composed of impartial
individuals whose job is to protect experimental subjects from unreasonable risk and be certain that
they are appropriately educated about the experiment in which they are about to participate.

The FDA believes that information from about 500 eyes followed for two years after excimer laser
treatment are required to be certain that the laser is safe and effective for the correction of refractive
errors. The approval process is long, tedious, and expensive--but it is intended to protect the
American public from the health hazards posed by defective instrument design and operation. Thus
far, only Summit Technology's Apex Excimer Laser System and VisX Inc.'s Model B and Star
20/20 Excimer Laser System have received FDA approval for the correction of refractive errors.

Unapproved Lasers

During the past several years, several ophthalmologists in the United States have placed
unapproved excimer lasers into operation, These devices have been manufactured by individuals
who believe they do not come under the jurisdiction of the FDA. There is no assurance that these
devices will operate safely or produce the intended change in refractive error of the eye.

The FDA has stated that it believes these unapproved excimer lasers are being operated illegally,
but the legal process that is required to prevent their operation is complex and lengthy. Therefore,
the time between the placement of unapproved lasers into service and the time when the FDA acts
to prevent their use may be long. The first step in this process is the issuance of Warning Letters
informing the laser operator that he or she is operating outside of the law.

http://www . wfubmc.edu/eye/cornea/blackbox.htm o 2/24/2005
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There have been reports of serious eye injuries from the use of unapproved "black box" lasers.

Caveat Emptor

If you are considering vision correction with the excimer laser, ask whether an approved excimer
laser will be used for your surgery. Suspect that an unapproved laser might be used if the cost of the
procedure is below that charged by other providers in your area. If the laser is unapproved, find out
who manufactured it and how much is known about the results that it produces. Was the laser built
in an appropriate manufacturing facility with stringent quality control, or was it built elsewhere? Is
it one-of-a-kind (a so-called "black box" laser) , or is it one of many that have been operating
successfully. Has the operator of the laser received a Warning Letter from the FDA?

Find out about the research experience of the physician and the institution that has reviewed the
experimental protocol. Are you dealing with well-known, reputable professionals who command
the respect of their peers or someone that does not? Does your surgeon know his results and publish
them in peer-reviewed scientific journals?

If you don't feel comfortable with the answers to these questions, consider another opinion--and
another surgeon.

Back to the Home Page

Last updated Monday, May 04, 1998
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Refractive Surgery

Herbert J. Nevyas, MD
Anita Nevyas-Wallace, M.D.

Surgical procedures now make it possible to permanently eliminate or significantly reduce the need to
wear glasses or contact lenses, even for people with very large refractive errors that require thick lenses.
Appropriate surgery can modify the eye to enable light rays to converge properly on the retina. Various
operations can reduce or correct nearsightedness, farsightedness, and astigmatism.

Modern reﬁacti'\'e surgery became pbpular in the United States through radial keratotomy (RK), which
was introduced from Russia in the early 1980s. In this operation, incisions made in the outer part of the
cornea cause the central part of the cornea to flatten. This can correct a mild degree of nearsightedness.

_Initially, even though the procedure looked promising, many eye surgeons cautioned that there were no
{ long-term data showing that the procedure was safe and likely to improve vision permanently. Many
authorities also objected to the-idea of operating on healthy eyes when the use of eyeglasses or contact
lenses could enable them to see adequately.

In 1990, the Journal of the American Medical Association published the Prospective Evaluation of
Radial Keratotomy (PERK) study of about 400 patients, most of whom had been followed for four years
[1]. About two-thirds of the patients achieved their goal of eliminating glasses or contact lenses, and
nearly all of the others improved considerably [2]. No severe complications occurred. Many patients
reported seeing radiating light (flare) around light sources such as headlights or street lights at night. In
most cases, this diminished as time went on. Most patients reported that it did not interfere with their
normal activities, but some said it interfered severely with night driving. A ten-year follow-up study of
374 of the patients found that 70% said they did not use corrective lenses for distance vision and 53%
had 20/20 vision without glasses [3].

i We now know that the accuracy of this operation can be increased by varying the incisions according to
the patient's age. In 1993, the American Academy of Ophthalmology noted that about 10% of
ophthalmologists were doing RK, that hundreds of thousands of procedures had been performed, and -
that the operation usually improved the vision of patients with non-progressive low and moderate
amounts of nearsightedness [4]. Today RK is used mostly for small myopic refractive errors, especially
in older patients in whom the operation is more effective. The required incisions are small and far
enough from the center of the cornea that postoperative flare is uncommon. Mild to moderate degrees of
astigmatism can be corrected by astigmatic keratotomy (AK), in which arc-shaped corneal incisions are
located far enough from the optical axis to make postoperative complications unlikely.

Newer techniques involving computerized assessment, precisely calculated cutting patterns, and lasers
have made refractive keratotomy more predictable. Computerized topography can/be used
preoperatively to determine the best procedure and postoperatively to determine whether additional
correction might be indicated. The newest apparatus measures the true elevation of the cornea-and gives - -
the surgeon an accurate topographic picture of the corneal surface [5-7]. The newer operations include

- the following. T - : T ' U

.~ Photorefractive ‘kerﬁtotdmy (PRK): An excimer laser is used to correct low fo miodérate
degrees of nearsightedness. The correction is fairly precise but not completely predictable.

ﬁle://C:\WINDOWS\Temporary%zOIntemet%ZOFiles\Contcnt.IES\LQSCTUMC\Refractive.‘. 12/28/02 -
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The recovery period varies, and the final refractive state may not be known for three to six
months. During the procedure, the corneal surface is removed, which means that the eye’
will be very painful for a few days until the cornea regrows. Haziness of the cornea (with
cloudy vision) is common for a few months, but goes away eventually in most cases. This
procedure is being phased out by most surgeons in favor of LASIK surgery 8-12].

Automated lamellar keratoplasty (ALK): The cornea is reshaped by a microkeratome, a
precise mechanical instrument that peels an outer flap and then removes a calculated
. amount of material from undereath. The outer flap is then put back into place and adheres
firmly after just a few minutes. This operation can correct high degrees of nearsightedness.
-Since the corneal surface is not removed, there is little if any postoperative discomfort.
However, this procedure is seldom used today because LASIK surgery is more accurate.

Laser in-situ keratomileusis (LASIK): The outei' corneal flap is made as in ALK, and an
extremely precise underlying cut is made with an excimer laser [13]. Each laser pulse
removes just 0.25 microns of tissue (1/100,000th of an inch). LASIK techniques can be
used to correct astigmatism and farsightedness as well as myopia. The results are nearly
always predictable. There is usually no operative pain or postoperative discomfort. This
operation is preferred throughout the world by eye surgeons who have sufficient experience
and have access to the necessary equipment. Several eye-surgery centers in the United.
States have FDA approval to perform LASIK surgery, and many individual
ophthalmologists are performing LASIK with laser devices approved by the FDA for PRK.
LASIK is effective in a wide range of refractive errors (~15 to +5) and for up to 5 diopters
of astigmatism. Excellent results have been reported [14-21].

Lens replacement: For people who are farsighted or severely nearsighted, an alternative
approach is replacement of their natural lens with an artificial lens of a more appropriate
power [22-27]. This is essentially the same operation as cataract surgery, an operation that
has been perfected. In patients who are beginning to develop a cataract or who are within
the older cataract age group, this approach is logical. In patients with extremely high
‘refractive errors, it is often the best choice.

- Phakic intraocular contact lens implantation: A special lens is placed either in front of or
behind the iris so that it works with the eye's natural lens to bend the light rays more
appropriately. In younger patients this procedure preserves the ability to focus. Some
problems have been reported, but the most refined form of this procedure looks promising.
It is being actively investigated and has been gaining acceptance worldwide. Only a few
patients have been treated in the United States under an FDA protocol thus far.

Benefits vs. Risks .

People contemplating refractive surgery should discuss the potential benefits and risks with an
ophthalmic surgeon who is well regarded by the medical and optometric communities. As with any type
of surgery, complications can occur. With corneal procedures, it is not unusual for the patient to
experience flare around lights at night, especially younger patients who have large pupils.
Undercotrection or overcorrection may occur and may necessitate a second "enhancement" procedure.
* Sometimes glasses may be required even after this surgery; and rarely, corneal irregularity may require - - -
even continued use of contact lenses. ' T ' : LT e

- With LASIK, complicaﬁons in the cutting of the corneal flap can lead to corneal lnegulanty Sometimes
ﬁle://C:\WINDOWS\Tcmporary%2OIntemet%ZOFiles\Content.IES\LQSCTUMC\Ref_ractive... 12/28/02
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wrinkles occur in the cap, requiring lifting and refloating of the cap; and sometimes corneal epithelial
tissue grows under it and has to be removed. The excimer laser ablation itself could be off-center,
resulting in reduced vision, halos around lights, and astigmatism.

* Lens-replacement surgery carries with it the possibility of all the complications that could occur with
cataract surgery, such as infection, bleeding, and retinal detachment. These are rare nowadays, but all
patients who have lens-replacement surgery lose the ability to focus for near vision and must wear a
reading glass unless one eye is purposely left focused for near vision (monovision). One advantage of
lens-replacement surgety is that these patients will never develop a cataract. The phakic lens
implantation bears with it the rare possibility of infection and also of producing a cataract that eventually

. Tequires cataract surgery. .- - S o , "

Satisfaction with modern refractive surgery is very high, and complications are rare. Most patients do

“well, gaining a whole new world of freedom from dependence on eyeglasses or contact lenses. Even so,
the risk involved may not justify the use of surgery if adequate vision and comfort can be achieved with'
eyeglasses or contact lenses. Individuals who wish to explore the possibility of refractive surgery should -
seek a qualified eye surgeon who is thoroughly experienced in the various procedures. :

About the Authors T

The authors are ophthalmologists who specialize in refractive surgery. Dr, Herbert Nevyas is Clinical
Professor of Ophthalmology at the Medical College of Pennsylvania. Their main office and ambulatory
‘surgical center are located in the Philadelphia area at Two Bala Plaza, Bala Cynwyd, PA 19004.
Telephone: (610) 668-2777. '

~ For Additional Information
o LASIK Institute
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