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& RE:  Your letter 2/4/05 about Nevyas Laser

Dear Mj‘.;Burke:

In response to your requests:

The Nevyas laser was a conventional Sullivan device, not exempt from FDA regulation
as a “custom device.” Nevyas (i.e. Dr. Herbert Nevyas, Dr. Anita Nevyas-Wallace, and Nevyas
Eye Associates) was compelled to obtain an IDE, and was striving to obtain PMA (i.e. pre-
marketing approval), like Summit and Visx had already done. In violation of Federal
regulations, Nevyas commercialized the Nevyas laser by advertising while the device was
investigational (Nevyas never did receive PMA). Also in violation of FDA regulations, Nevyas
failed to report various complications or adverse events to the FDA. Eventually, because of
complaints, the FDA shut down use of the Nevyas laser, stopping its use under the IDE.
However, the FDA took no other action against Nevyas, so Nevyas kept profits from the
$500,000 taken in monthly (amount obtained during legal proceedings). Nevyas merely
purchased an FDA approved laser and continued as though nothing had happened. Indeed,
Nevyas even was allowed by the FDA to participate in the studies that recently earned Intacs
approval for commercial distribution.

I am extremely concerned about the fact that Nevyas, while operating under an IDE for
the Nevyas laser, failed to report various complications or adverse events to the FDA. Data
from Nevyas simply cannot be trusted, and now Nevyas data has helped Intacs get on the market.
The potential consequences could be severe.

[ have contacted the AAO because it is a professional organization representing
ophthalmologists, because it has acted a major protector of the public’s eye health, because I am
concerned about Nevyas ethics, and because I am concerned that the Intacs approval may be
flawed because of Nevyas participation.

Some explanation and documentation:

1. “Custom designed” devices are not regulated by the FDA, and Nevyas improperly called
his laser a “custom designed” device, in an attempt to avoid FDA regulation.



Ordinary prescription eyeglasses are typical of true custom designed devices; they are
designed for one patient only. Devices which are designed for one surgeon are
ordinarily not custom designed for FDA regulatory purposes (i.e. not exempt).

Nevyas bought a Sullivan laser and called it “custom designed,” by claiming that it was
designed just for him. Nevyas received instruction on operating the Sullivan laser from
Dr. David Dulaney in Phoenix, owner of another Sullivan laser. The enclosed article
from the Journal of Refractive Surgery exposed how Sullivan sold lasers to doctors
interested in evading FDA regulation by claiming “custom designed.” See exhibit 1.

The FDA, while investigating Sullivan, learned that Nevyas had purchased a Sullivan
laser. The FDA allowed Nevyas to apply for an IDE (i.e. Investigational Device
Exemption). At that time the FDA was interested in making sure that people using
Sullivan and Sullivan-like lasers applied for an IDE. See exhibit 2, an FDA letter to
Manufacturers and Users of Laser for Refractive Surgery. In that letter the FDA says that
it granted PMAs (i.e. pre-market approval) for Summit and Visx lasers, and asks other
manufacturers or users to apply for IDEs. Also see exhibit 3, a 1997 affidavit prepared
by an FDA investigator, which Nevyas then refused to sign. That unsigned affidavit
details the connection between Sullivan and Nevyas, and recounts Nevyas’ use of the
Nevyas laser prior to getting an IDE.

The initial Nevyas laser IDE Protocol submitted to the FDA was dated March 18, 1997.
See exhibit 4. Dr. Nevyas and Dr. Nevyas-Wallace both signed Investigator Agreements
with the FDA dated March 18, 1997. See exhibits 5 and 6.

Those Investigator Agreements specifically required Nevyas to comply with 21 CFR part
812 (i.e. part 812 of title 21 of the Code of Federal Regulations, “Food and Drug law”).
21 CFR 812.7 prohibits promotion of all investigational devices until after the FDA has
approved the device for commercial distribution (i.e. granted PMAs). See exhibit 7, a
copy of 21 CFR 812.7.

However, Nevyas did not wait for FDA approval for commercial distribution, but began
promoting on radio and TV. In other words, Nevyas did not just plan to commercialize
the Nevyas laser, he did commercialize it. See exhibit 8, transcripts of KYW radio
advertisements. Also see exhibit 9, transcripts of the TV “informational.”

Nevyas claimed that the advertisements were not meant for the Nevyas laser, but were
intended only for a Summit laser he had leased (the Summit laser had obtained PMA
status).

However, as shown in the radio and TV transcripts, Nevyas advertised laser treatment for
nearsightedness and farsightedness, and did not mention that any laser device was
investigational.



10.

L

12.

12

14.

In Dr. Nevyas’ July 29, 2002 answer to interrogatories, he admitted that Nevyas used a
Summit laser from March 25, 1998 until November 11, 1999 but only used it for Lasik
on farsighted patients. Thus, the intent of advertising for nearsighted patients was to
solicit patients for use of the Nevyas laser. See exhibits 10 and 11, the interrogatories and
Nevyas’ answer.

Nevyas did not always stick to IDE protocol when doing Lasik. Nevyas operated upon
patients not meeting protocol, including Dominic Morgan, Keith Wills, and Cheryl
Fiorelli. Even when those patients developed complications and/or adverse events and
sued Nevyas, Nevyas failed to report those complications and/or adverse events to the
FDA. This is part of my challenge to Nevyas and Nevyas ethics, and I have details in
exhibits on my website, Lasiksucks4u.com. For example, please see the December 4,
2003 letter by my attorney (also physician), Dr. Steven Friedman, as well as the reports
and declarations of Dr. James Salz and Dr. Terrence O’Brien, which detail my
ophthalmologic status, and the declaration of Professor James O’Reilly about societal
issues concerning Lasik.

Eventually the FDA shut down Nevyas from using his laser. See exhibit 12, the e-mail
Dr. Matthew Tarosky of the FDA sent to Mrs. Jo Wills, wife of Nevyas laser casualty Mr.
Keith Wills. This was confirmed to me at a meeting Mrs. Wills and I attended at FDA
headquarters December 8, 2004, at which time A. Ralph Rosenthal, M.D., Director of
the Division of Ophthalmic Devices, stated that the FDA had shut down Nevyas from
using his laser. The FDA had been concerned about how Nevyas used the Nevyas laser,
as reflected in a January 20, 1999 letter from Dr. Rosenthal to Nevyas, and the May 10,
2001 report of an FDA investigator, concluding that Nevyas was not complying with the
Investigator Agreement. See exhibits 13 and 14.

As the letter from Dr.Tarosky and the comments from Dr. Rosenthal indicated, the FDA
has taken the position that it eliminated a danger to “public safety” when it shut down the
Nevyas laser, and that ended the problem. However, the FDA allowed Nevyas to
participate in the studies that earned Intacs approval for commercial distribution, and
Nevyas currently performs Intacs surgery. See exhibit 15, an Ocular Surgery News article
about Intacs.

I am concerned not only about Nevyas ethics with regard to the Nevyas laser, but about
the safety of Intacs, which the FDA approved on the basis of data from Nevyas. I am
extremely concerned that the Intacs study may be flawed, and thus the Intacs approval
flawed, because of Nevyas participation. I have voiced my concerns to the FDA but,
having recently approved the device, the FDA apparently has to wait.

As 1 said above, I contacted the AAO because it is a professional organization

representing ophthalmologists, because it has acted a major protector of the public’s eye health,
because I am concerned about Nevyas ethics, and because I am concerned that the Intacs
approval may be flawed because of Nevyas participation.
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Thank you for your attention.

EXHIBITS

Article from the Journal of Refractive Surgery about Sullivan.

October 10, 1996 FDA letter to Manufacturers and Users of Laser for Refractive Surgery.
1997 affidavit prepared by a FDA investigator, which Nevyas refused to sign.

Nevyas laser IDE Protocol submitted to the FDA dated March 18, 1997.

Investigator Agreements signed by Dr. Herbert Nevyas dated March 18, 1997.
Investigator Agreements signed by Dr. Anita Nevyas-Wallace dated March 18, 1997.

21 CFR 812.7.

Declaration of Mr. Roy Shapiro, general manager of KYW radio, with transcript of
advertisement.

Transcript of TV “informational.”

Interrogatories addressed to Nevyas.

Nevyas’ answers to interrogatories.

e-mail Dr. Matthew Tarosky of the FDA sent to Mrs. Jo Wills, wife of another Nevyas
laser casualty, Mr. Keith Wills.

January 20, 1999 letter from Dr. Rosenthal to Nevyas.

May 10, 2001 report of an FDA investigator, concluding that Nevyas was not complying
with the Investigator Agreement.

Article from Ocular Surgery News about Intacs.
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FDA Takes on Maker of "Homemade" Excimer Lasers

Lisa A. Keams

« REFERENCE
e SEE ALSO

As the number of US ophthalmologists using "homemade" excimer lasers to
perform refractive surgery continues to grow, the US Food and Drug Administration
(FDA) is taking action against the laser engineer thought responsible for making
most of these "custom" instruments.

Ed Sullivan, doing business as ExSull, Drexel Hill, Pa, has been put on notice by
the FDA that the agency regards him "clearly as a manufacturer with multiple
manufacturing sites" subject to FDA rules and regulations and, if he makes another
one of these excimer lasers "which are unapproved devices," he will be in violation
of the federal Food, Drug and Cosmetics Act and subject to legal penalties,
according to top-ranking FDA officials within the national Division of Enforcement.

Sullivan was informed in mid-May in a teleconference with top officials from both
the FDA Division of Enforcement national headquarters and the Philadelphia
District Compliance Office that it is the FDA's position that Sullivan's excimer lasers
are not "custom devices" and not exempt from regulation as a physician's practice-
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of-medicine issue, as has been claimed by some of the ophthalmologists using his
devices.(1) The agency also advised Sullivan "that any further [excimer laser]
construction would be in violation of the act,” and could lead to seizure, injunctions,
and, eventually, civil penalties.

"He is making more than one, and even though they may be different in that they
are serialized, they are all PTK and PRK lasers, are elsewhere available and not
custom," said the FDA official. "It is pretty clear that what they are doing is different
than a physician doing it within the auspices of his practice. This is classic
manufacturing and he should not be doing this."

During the FDA telephone conversation, "it appeared that [Sullivan et al] were
surprised by our position," the official said, "but they did not have the arguments to
refute it at that point in time."

Patient consultants, working for ophthalmologists using Sullivan-built lasers in
practices under investigation by the FDA, say Sullivan's plans were to build at least
10 excimer lasers for ophthalmologists in the US. The FDA is not certain it knows
the exact number that have been built to date.

At least four homemade or custom-made excimer lasers are already being used by
five refractive surgeons in the US, who had together treated more than 800 PRK
(photorefractive keratectomy) and LASIK (excimer laser in-situ keratomileusis)
patients by early summer, according to those surgeons or their employees.

This spring, Ronald W. Barnet, MD, and David D. Dulaney, MD, doing business as
the Barnet Dulaney Laser and Refractive Institute in Phoenix, Ariz, and Kenneth K.
York, MD, of Glendora, Calif, joined Frederic B. Kremer, MD, of Philadelphia and D.
Stephen Hollis, MD, of Columbus, Ga, in using a "custom" excimer laser on
refractive surgery patients in the US.

Kremer, who an FDA official says worked with Sullivan during the development of
his laser more than 2 years ago, was one of the first in the homemade laser field.
Kremer employees tell patients the doctor designed and built the laser himself.
Hollis admits his laser is a clear Sullivan creation, which Hollis has used to perform
more than 300 LASIK procedures.

York imported a used ExciMed (Summit Technology, Waltham, Mass) excimer
laser from Canada through Hi-Line Medical, Inc, of Laguna Hills, Calif, and
customized its optics and delivery system. He says he designed the instrument,
which was then built to his specifications by engineers and machinists from the
medical and aerospace industries. Sullivan was not one of those engineers,
according to York.

When questioned specifically about the origin and FDA status of the Barnet
Dulaney laser, a patient counselor said, "we had a laser engineer build our own
state-of-the-art laser, one of only four in the country. It was built to our own
specifications. The FDA cannot tell a surgeon what procedure they can or cannot
do. The reason the FDA is looking at the laser equipment is for sales and
marketing, and since we are not going to sell or market the laser, we don't need
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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."

REFERENCE

1. Kearns LA. 'Homemade' excimer lasers are operating today in the US--the
rest of the country watches and waits. J Refract Surg. 1995;11:230-235.

SEE ALSO

» Letter to the Editor regarding prior news article.

o News article in same issue, Custom Excimer Users Threaten PRK Success.

» Subsequent news article, FDA Investigates Injury Reported From
"Homemade" Laser.

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

- 1About SLACK Inc.
i 1 Go to Eye Care Internet Resources.

.+ 1Go to Journal of Refractive Surgery.

= | Look up abstracts (open to all visitors).
= 1Look up full articles (ISRS members, only).
i LTry out a free issue.

- | Take out a subscription.

-1 Copyright 1995, SLACK Incorporated. Revised 18 November 1995
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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





LASIK, bilateral surgery, and treatment of astwmatlcm or greater degrees of myopia have not
currently been supported by the data, the agency is aware that practitiosicrs are engaging in these oif
label uses with their patients. Although the term "practice of medicine” covers discussions and
decisions between the practitioner and the patient, it does not allow the advertising of ihe device for
such off-label uses. The agency believes that the best data and protection of patients are achieved
when these unapproved uses are studied under an FDA approved investigational device exemption.

The agency 1s aware of and is currently investigating unapproved lasers manufactured as one-of-a-kind
by the owner, by someone else for the owner, or by a corporate entity. Practitioners who use these
lasers are not operating within the legal requirements of the Federal Food, Drug, and Cosmetic Act
(the act) unless they have an IDE that has been submitted to and approved by the agency. Also the
IDE regulations (21 CFR Part 812; based in Part 50; and Part 56 of the act) mandate that human
subjects must not be used in clinical investigations without their knowledge and consent. A grace
period will be given to owners of these unapproved lasers to identify themselves to FDA, to obtain
information about the IDE application process, and to submit an IDE application to FDA. These IDE
applications must be submitted with an investigational plan adequate to generate data for submission
in a PMA for an FDA determination of reasonable assurance of safety and effectiveness for the laser.

Additionally, FDA is also aware of the importation of lasers for use in refractive surgery which have
characteristics different from those specitied in the PMAs approved by FDA. Owners of imported
lasers originally manufactured by the holder of a PMA approved by the FDA have two choices. The
first option is for the owner of such a laser to submit certification to FDA that the imported laser is
identical in all relevant aspects to the approved ones, e.g., ablation zone size, software, calibration,
and labeling. The alternative is to submit an IDE application for a clinical trial for these unapproved
investigational devices. Owners of imported lasers who choose to submit certification sheuld do so
quickly. If FDA determines that the owner's certification is inadequate, then the owner will have to
submit an IDE application to FDA before this deadline of January 15, 1997.

Please note that an IDE application should be submitted to FDA by January 15, 1997 to take
advantage of the enforcement grace period. We, therefore, advise all potential applicants to
identify themselves to FDA as soon as possible. If you are the owner of an investigational laser
for refractive correction without an IDE application approved by FDA, please cali our Division
of Smali Manufacturers Assistance at 1-301-443-6597 or 1-800-638-2041. FDA has information
to send to you on how to file an IDE application and on what technical and scientific
information you should submit in your application for an IDE study of lasers for refractive
correction. You may choose to submit your IDE application as an individual, or you may
choose to submit your application jointly with others who own comparable lasers under a single
sponsorship. A one day training session will take place on both November 14 and 15, 1996 for
those who wish to submit an IDE and require further assistance. Similarly, if you are an owner
of an imported laser and wish to submit a cerification for your laser which may inciude third-
party engineering certification, please call our Division of Small Manufacturers Assistance at
the number(s) above to obtain additional information on certification. As with the IDE
application the deadline is January 15, 1997. Note: This information can also be cbiained by
accessing CDRH Facts-On-Demand at 1-800-899-0381.

In summary, the end of the grace period is January 15. 1997. After this deadline your laser may be
used to treat patients only if adequately certified by you or, alternatively, you have submitted an IDE
study to protect the health and rights of hurnan subjects. The grace period does not apply to
individuals who have received Warning Letiers or other regulatory communications from the FDA or
who are importers of lasers currently under detention. '

We should like to thank you for your cooperation in this matter.
Sincerely vours.

<

Susan &lpert, ?h.D., M.D:

Director _
Office of Device Evaluation
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Bafore me, Q\W TN KW -4 » an employee of the Department of Health and Human Sen izes,

Food and Drug Administration, designated by the Secrewry, under authority of the Act of January 31, 1925, 43 Starutes 3t Livrge
803; Reorgenization Plan No, IV, Secs. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Secs, 1.9, sffe-tive
April 11, 1853; and P.L. 96-88, Sec. 508, 93 Statutes at Large 365 (20 U.S.C. 3508), effective May 4, 1880; to administer or 1ake
oaths, affirmations, and affidavits, personally appeared __ D2, Jtee g v=r I dubrec Msv RS . MO inthe county and
State aforesaid, who, being duly swomn, deposes and says:

I, Dr. Herbert J. Nevyas, MD, am the founder and President of
Nevyas Eye Associates/Delaware Valley Laser Surgery Institute. T
am the most responsible person at the firm, in that my signature
appears on all contracts and I determine what medical procedures
will be performed on our patients, by all of our medical staff.

On 4/9/97, Investigator Steven E. Kane, visited me at our office
located at 2 Bala Plaza, 333.City Line Avenue, Bala Cynwyd, PA
19004, where he presented his credentials and issued me an FDA-482
Notice of Inspection. Investigator Kane requested information
about the excimer laser (located in this office) that we use to
treat patients having nearsightedness and astigmatism, using Laser
Intrastromal Keratomileusis (LASIK) technique. I informed Mr.
Kane that only my daughter Dr. Anita Nevyas-Wallace and myself use
the excimer laser for treatment of patients with nearsightedness
or astigmatism.

I informed Mr. Kane that I had contracted with a laser scientist
Edward Sullivan, President, Exsull, Inc., in January 1995, to
provide all technical assistance in the design and the assembly of

the excimer laser, in wmy office. I explained that I had met Mr.
Sullivan approximately two years ago, and had inquired about his
building an excimer laser, according to my requirements. I

informed Mr. Kane, that Mr. Sullivan told me that the excimer
laser that he would build is considered a Custom Device, and would
not be regulated by the FDA. Mr. Sullivan completed the assembly
of the excimer Laser in the fall of 1995, and the first patient
was treated (using LASIK) in January 1996.

I provided Mr. Sullivan with my basic requirements for the excimer
laser, and Mr. Sullivan then used his engineering expertise to
design the laser. He advised me about the component
specifications and where to order each component. The components
arrived in my office (at 2 Bala Plaza, Bala Cynwyd, PA 19004),

AFFIANT'S SIGNATURE AND TITLE

FIRM’S NAME AND ADDRESS (Include ZJP Code)

Subscribed and sworn to before me at e . e
this day of » 19
\

(Employee’s Signature) -
Employee of the Department of Health and Human services designated under Act of January 31, 1925, Reorzamization Plan [V effective
Jupe 30. 1940; Reorganization Plan No. 1 of 1953, effective Aprdl 11, 1953; and P.L. 96-88 cffective May 4. 1980, .
FORM FDA 4822 (4/83) PREYIOUS EDITIONS MAY BE USED. PAGE | ©OF py Ps3ES
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' Beforz me, Q‘TE»‘EN & /43«4 e , an employes of the Department of Health and Human Services,

Food and Drug Administration, designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at . arge
803; Reorganizstion Plan No. IV, Secs, 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Secs. 1-9, effirctive
April 11, 1853; and P.L. 96-88, Sec, 509, 83 Statutes at Large 965 {20 U.S.C. 3508), effective May 4, 1980; to administer & take
osths, affirmations, and affidavits, personally appeared DRy hereys B Mevypt RD in tha count, and
State aforesaid, who, being duly sworn, deposes and says: /

except for the laser generator tube, "COMPex 201, S/N 950E4307,
which was purchased from Lambda Physik, 289, Great Road, Acton, MA
01720. I have told Mr. Kane, that the Laser tube was actually
ordered by Tower Technologies, which is a company I own for
financial reasons,ﬁg;f'e lained that I did this to insure that
Tower Technologies woulg always own the laser, and would be
leasing it to Nevyas Eye Associates (if and when I were to sell my
practice). I told Mr. Kane that Tower Technologies did not order
any other laser tubes from Lambtda Physik, and that I had singed a
form when I purchased the laser, stating that if that laser were
to be used for medical purposes, Tower Technologies would be
responsible for complying with any FDA regulations.

I did not maintain any written <records of the design
specifications, nor did h receive any  written design
specifications from Mr. Sullivan. Not only was Mr. Sullivan
responsible for the design of the excimer laser, he also checked
all of the components when they arrived and assembled the entire
excimer laser (or supervised the assembly, by others). After the
excimer laser was assembled, Mr. Sullivan performed the. initial
calibration and validation of the excimer laser, and afterwards I
performed my own calibrations. I did not kept any records of
these calibrations, nor did I receive any records of calibration
or validation from Mr. Sulliwvan.

On 6/25/97, Mr. Kane visited my office at the same time as Mr.
Sullivan, who was here to verify the calibration of the diameters,
slit width and slit angle of the laser treatment beam. M.
Sullivan gave his permission for Mr. Kane to observe the
calibration verification procedure. I informed Mr. Kane, that Mr.
Sullivan and I were about to co-author a paper that would detail
the recent treatment (6/15/97) of a patient with an eye injury,
using a specialized computer program design and provided by Mr.

AFFIANT'S SIGNATURE AND TITLE

FIAM'S NAME AND ADDRESS (Include ZJP Code)

Subscribed and sworn to before me at . R
(City and State)

this day of 719

b

(Emplovee’s Signature)

Employce of the Deparuncnt of Health and Human services designated under Act of January 31, 1925, Reomzanization Plan 1V effective

June 30. 1940; Reorzanization Plan No. I of 1953, effective Aprll 11, 1953;and P.1_ 96-88 effective Mav 4. 1980,
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STATE OF COURNTY OF
' DEILV A2 & . Pl Y oy o
Befors mas, STeves }Ln—wv‘ 2 , an employee of the Department of Health and Human Serviis,

Food and Drug Administration, designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at Lzrpe
803; Reorganization Plan No. IV, Secs. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1853, Secs. 1-9, effec.ive
April 11, 1853; and P.L. 96-88, Sec. 509, 93 Statutes at Large 365 (20 U.S.C. 3508), effective May 4, 1980; to administer or t:ke
oaths, affirmations, and affidavits, personaily appeared __ D2 flewsncer J, MsVius, Hp in the county .11d
State aforesaid, who, being duly swom, deposes and says: 4

Sullivan. This patient is not part of the patient population
included in my IDE submission. I have treated.: 1 8 S~
patients, from January 1996 t )e"present
plan to continue to treat new patients with LASTK
the excimer laser designed and built by Exsull, Inc.

)4, and
surgery, using

I have allowed Mr. Kane to photograph the device, and have
provided him with the following documents, relating to the
purchase and installation of the components and the promotional
material for the excimer laser, located in my 2 Bala Plaza office:

1) A copy of Consulting Agreement, "... made and entered
- 1/30/98, by and between Exsull, Lne. . a Delaware
Corporation, of 319 Lombardy Road, Drexel Hill, Pennsylvania
15026 ... and Nevyas Eye Associates, ... 2 Bala Plaza Bala
Cynwyd PA ...", signed by Edward Sullivan, President, Exsull,

Inc.

2) A copy of Invoice, dated 11/8/96, from ExSull, Inc., P.0O. Box
164, Drexel Hill, PA 19026, to Nevyas Eye Associates, Two
Bala Plaza, 333 City Line Avenue, Bala Cynwyd, PA 19004, for
Controllable TIris/Slit with laser Pulser, designed and
delivered to me by Edward Sullivan.

3) A copy of Invoice No. 2220, dated 9/22/95, from Neuman
Microtechnolegies, 26 South Main Street #112, Concord, NH
03301, for housing and electrical/gas delivery support for
laser beam generator.

4) A copy of Invoice, dated 3/4/96, from Lambda Physik, P.0. Box
60464, Charlotte, NC 28260, to Tower Technologies, 1120 Tower
Lane East, Narberth, PA 19072, for communication interface.

AFFIANT’S SIGNATURE AND TITLE

FIRM’S NAME AND ADDRESS (Include ZJP Code)

ubs worn to before me at R
Subscribed and sworn [City ond State)
T_h_i_s : - day Or > 19
(Employee’s Signature) e

Employee of the Deparument of Health and Human services designated under Act of Jamuary 31, 1925, Reotzanization Plan [V effective

June 30. 1940; Reorzzrization Plan No. 1 of 1953, effective April 11, 1953; and P.L. 96-88 cffective May 4, 1980.

: 1 3 e
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STATEO COUNTY OF
TWASYL VA~ 18 MNovTveneny .
Beforems, ____ STwvers 8, Kwa’ . 2 employes of the Department of Health and Human Ser ices,

Food and Drug Administration, designated by the Secrewry, under authority of the Act of Jenuary 31, 1925, 43 Statutes at | arge
B03: Reorganization Plan No. 1V, Sscs. 12-15, effectve Juns 30, 1540; Reorganization Plan No. 1 of 1953, Secs, 1-9, effiative
April 11, 1953; and P.L. 96-88, Sec. 509, 83 Statutes at Largs 965 (20 U.S.C. 3508), effsctive May 4, 1980; to sdminister o take
oaths, affirmations, and affidavits, personally appeared __DNg . Hegreny T MavsHS, in the count, and
Stare aforesaid, who, being duly sworn, deposes and says: :

5) A copy of Invoice No. 029685, dated 9/25/95, from TLambda

: Physik, P.O. Box 60464, Charlotte, NC 28260, to Tower
Technologies, 1120 Tower Lane East, Narberth, PA 19072, for
COMPex 201 EXCIMER LASER FLUOR VB, S/N 5509E4307.

) A copy of test results of installation, using test gases Ar,
dated 9/13/95.

7) A copy of test results of installation, using test gases Kr,
dated 9/13/95.

8) material, given to patients

I affirm that the information on this and the
is accurate, to the best of my ability. F
PoT Ried Tms A FEmbRUT

previous pages,
5 Rean ) RoT wrs

AFFIANT'S SIGNATURE AND TITLE

FIRM’S NAME AND ADDRESS (/nclude ZJP Code)

Subscribed and swomn to before me at

{CIty and State)
this day of , 19

(Emplovee’s Slgnoture)

Employee of the Deparoment of Health and Human services designated under Act of January 31, 1925, Reorzamization Plan [V effective
June 30. 1940; Reorganization Plan No. 1 of 1953, effective April 11, 1953;and P.L. 96-88 effective May 4. 1980.
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LAdel LuLurdsiromdl neratomileusis
With an Excimer Laser In The
Surgical Treatment of Refractive Errors:
Myopia With or Without Astigmatism |

PROTOCOL
VERSION 1.0
MARCH 18, 1997

REVISION: _ VERsION 1.1 (JuLy 19, 1997)
PROTOCOL NUMBER: NEV-97-001
INVESTIGATORS: Herbert J. Nevyas, M.D.
' Nevyas Eye Associates

333 East City Line Avenue

Bala Cynwyd, Pennsylvania 19004

Anita Nevyas-Wallace, M.D.
Nevyas Eye Associates

333 East City Line Avenue

Bala Cynwyd, Pennsylvania 19004

INVESTIGATOR/SPONSOR: Herbert J. Nevyas, M.D.
Nevyas Eye Associates
333 East City Line Avenue
Bala Cynwyd, Pennsylvania 19004

(Signaturc) (Dale)

Telephone:  (610)-668-2777
FAX: (610)-668-1509

CONFIDENTIAL 1402
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INVESTIGATOR AGREEMENT Mg . 2 Term 2000

Plaintiff’s Exhibit 7

1. - Name and address of investigator and the research facility. medical school, or hospital
where the clinical investiganon will be dome: '

EXHIBIT

=T

2. Name and address of any clinical laboratory facilities to be used in this stdy:
None
3. Name and address of the Insttutional Review Board that is responsible for review and
approval of this study: '
4. Name of any subinvestigators who arc assisting the investigator in the conduct of this
study: ' :

As an investigator for this smdy, I agree 1o conduct the study in accordance with the relevant .
current protocol and will ouly make changes in the protocol after nolifying the sponsor-
investigator, cxcept when necessary o protect the safcty. rights, or wclfare of subjects. I agree to
persanally conduct of supervise the describe investigation. I agree lo inform any patients, or any
persons used as controls. that the device is being used for mvestgational purposes and I will

. ensure that the requirements relating L0 informed consent in 21 CFR Part 50 and institutonal
review board (IRB) review and approval in 21 CFR Part 56 are met

* Tagree to report lo the sponsor-investgator adverse experienccs that occur in the course of the
investigation in accordance with 21 CFR Part 812. T have read and understood the information in
the device manual and protacol, including the potendal risks and adverse effects of using the
device. I agres to ensure that all associates, collcagues. and employces assistiny in the conduct of
the study are informed abour their obligations in meedng (he above commitments. I agree 10
mainmin adequale and accurate records and to make those records available for inspection in
accordance with 21 CFR Part 812.° ,

[ will ensure that an IRB complies with the requirements of 21 CFR Part 56, will be responsible
for the initial and continuing review and approval of the clinical investdgation. I also agree to
promptly report (o the IRB all changes in the research activity and all unantcipated problems
involving risks to human subjects or others. Additionally. T will not make any changes in the
research without IRB approval, except where necessary 10 eliminate apparent iramediatc hazards to
human subjects. 1agres 0 complynwith all other requirermeats regarding the obligadons of clinical
investigators and all other perin irements in 21 CFR Part 8127

Signarure of Investigator: / j [? Dat:;: DL/ZBOﬁ }7 0
N =

g

1190
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Morgan v. Nevyas et a§
No. 2621 April Term 28

Plaintiff’s Exhibit 6

INVESTIGATOR AGREEMENT

1. Narme and address of investigator and the research facility. medical school. or hospital
where the clinical invesigaton will be done:

iy

2. . Namec and address of any clinical 1aboratory facilides w be used in this srudy:.
None :
D Name and address of the Insdtutonal Review Board that is responsible for rr:vi-cw and
approval of this study: '
4. Name of any subinvestigators who are assisting the investigator in the conduct of this
study:

" As an investigator for this smdy, L agreec 10 conduct the study in accordance with the relevant.
current protocol and will ouly make changes in the protocol after noufying the sponsor-
investigatar, cxcept when necessary o protect the safcry. rights, ot wclfare of subjects. [ agres to
personally conduct or supervise the described investgaton. I agree lo inform any pauents, or any
persons used as controls. that the device is being used for investgarional purposes and [ wall
cnsure that the requirements relating Lo informed consent in 21 CFR Part 5O and insttudonal
review board (IRB) review and approval in 21 CFR Part 56 are met B

I agres 1o report O the sponsor-investigator adverse experieaccs that occur in the course of the

. investigation in accordance with 21 CER Part 812. [ have read and understood the informadon in
the device manual and protocal, including the potental risks and adverse effects of using the
device. I agree to ensure that all associates, collcagues. and employees assisdng 1n the conduct of
the study are informed about their obligations in meedng the above commitments. Tagres ©
maintin adequate and accurate records and @ make those records available for inspection in
accordance with 21 CFR Part 812.

[ will ensure that an IRB complies with the requirernents of 21 CFR Part 56, will be responsible

for the inital and continuing revicw and approval of the clinjcal invesdgadion. I also agrees to

- promptly report to the IRB all changes in the research activity and all unantcipated problems

" involving risks to human subjects or others. Additionally. I will not make any changes in the
research without IRB approval, except where necessary to climinate apparent irmmediatc hazards to
human subjects. I agres 1o complywith all other requirements regarding the obligadons of clinical

“investigators and all other perdnct(t\n:aniremenrs in2) CHFR Pant 812

U Ny - DL

Signature of Investigalor.

ll-' |
Lerr 2l
v S AS

EXHIBIT

b
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U.S. Code of Federal Regulations

3 U.S. Code of Federal Regulations
A TITLE 21 CF.R. [Food and Drugs]

3 CHAPTER I FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND
HUMAN SERVICES

32 SUBCHAPTER H MEDICAL DEVICES
CIPART 812 INVESTIGATIONAL DEVICE EXEMPTIONS
3 Subpart A General Provisions

[Previous Document in Book] ‘ [Next Document in Book]

21 C.F.R. § 812.7 Prohibition of promotion and other
practices.

A sponsor, investigator, or any person acting for or on
behalf of a sponsor or investigator shall not:’

(a

¥ test market an investigational device,
afge

Sproved the device for—comimercial distriBui

(b) Commercialize an investigational device by charging the
subjects or investigators for a device a price larger than that

necessary to recover costs of manufacture, research, development,
and handling.

(c) Unduly prolong an investigation. If data developed by the
investigatiom~indicate in the case of a class III device that
premarket approval cannot be justified or in the case of a class
II device that it will not comply with an applicable performance
standard or an amendment to that standard, the sponsor shall
promptly terminate the investigation.

(d) Represent that an investigational device is safe or
effective for the purposes for which it is being investigated.

[Previous Document in Book]

Copyright © 2001 Loislaw.com, Inc. All Rights Reserved

http://loislaw.com/pns/doclink.htp?&alias=US CFR&Cite=21 +C.F.RA"15+812.7 12/21/01
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Morgan v. Nevyas et al.
No. 2621 April Term 2000

Plaintiff’s Exhibit 1]
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DECLARATION OF ROY SHAPIRO:

My name is ROY SHAPIRO and I am General Manager of KYW-AM. The
originals-of the records attached tcorthis declaration are maintained by KYW-AM in the
regular course of its business. The:copies attached to this declaration are true and correct
~ to the best of my knowledge and belief and were made by me, or under my direction from
the originals. The records are commercial instructions and scripts of advertisements for
Nevyas Eye Associates that were broadcast on KY'W-AM, 1998 Orders and Invoices for
July, August, September, and October 2001. These records were made at or near the time
of the dates appearing on them. These records were produced in the ordinary course of
business and are kept in the ordinary course of business for KYW-AM. This statement is
true and I understand that a false statement is subject to the penalty of 18 Pa. C.S. Section
4904 relating to unsworn falsifications to publiedfficials. '

Date: February 1, 2002 i _
ROY JHAPIRO ' -
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ARE YOUR GLASSES GETTING IN THE WAY? DO YOUR CONTACTS HURT AT
THE END OF THE DAY? ARE YOUR GLASSES FOGGY DURING YOUR FAVORITE
OUTDOOR ACTIVITIES? DO%YOU HAVE PROBLEMS WITH SAND AT THE BEACH,
‘OR FINDING YOUR BLANKET | 'WHEN YOU GET OUT OF THE WATER? IF THESE
PROBLEMS ARE BOTHERING YOU, THEN YOU SHOULD CALL NEVYAS EYE
ASSOCIATES. NEVYAS EYE ASSOCIATES, WITH A TRADITION OF
~ EXCELLENCE IN EYE SURGERY FOR OVER 30 YEARS PERFORMS ADV-ANCED
VISION CORRECTION, INCLUDING LASER VISION CORRECTION, IN THEIR
OWN FULLY-ACCREDITED EYE SURGERY CENTER - THE DELAWARE VALLEY
LASER SURGERY IfISTITUTE?\ THEIR DOCTORS ARE NOT ONLY HIGHLY-

SKILLED SURGEONS, BUT ARE EXPERIENCED IN A WIDE RANGE OF ADVANCED -

REFRACTIVE SURGERY TECHNIQUES WHICH CORRECT NEARSIGHTEDNESS,
FARSIGHTEDNESS, AND ASTIGMATISMg\ I'F You'D LIKE TO KNOW MORE
ABOUT FREEDOM FRdﬁ GLASSES AND CONTACT LENSES, THEN CALL NEVYAS
EYE ASSOCIATES AT 1-800-S-LASER-6 FOR A FREE EVALUATION. THAT}S

i—SOQ—B*L.A.S.E.R—G FOR THE MOST MODERN ?ECHNIQU?S TO INCREASE -

YOUR VISUAIL INDEPENDENCE.

sfp/{\ /w%

. /ANW/KYW.ADY
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i @ Nevyas Eye Associates / Delaware Vi alley Laser J—C

"”1 Ambulamry Sutpery Center

FAX COVER SHEET
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\. Deglin. MD.
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efractive Surgery Coordiation @ ¥ RET

_“1Please note that the informa lon conca*ned in. thls
) transmLSSLOn is confidential in nature. TheALnformatlon glE
" to be used for its intended purpose only and is to be :
destroyed after the stated ne=d has been fulfllled This
information is not for redisclosure. Please dellver
immediately to the individual indicated above. If you have
received this transmission in error, please notify us-
immediately by telephone and destroy the transmitted
documents.
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ARE YOUR GLASSES GETTING,IN YOUR WAY%//é; YOUR CONTACTS HURT AT THE

.’)'
o

" END OF .THE DAY? / ARE YQUR GLASSES FOGGY DURING YOUR FAVORITE

ACT@Y;E;ESj//bo;xoUR'HAVE PROBLEMS WITH SAND AT THE BEACH, OR FINDING Q

'YOUR{BLANKET WHEN YOU COME OUT OF THE WATERE//é;DAY, THESE PROBLEMS

— ——

REALLY CAN BE REMEDIED. Nﬁyfgs EYE ASSOCIATES, WITH.A TRADTTION OF
EXCELLENCE IN EYE SURGERY FOR OVER 30 YEARS, PERFORMS ADVANCED VISION -

CORRECTION, INCLUDING LASER VISION CORRECTION, IN THEIR OWN FULLY~-

.. ACCREDITED;EVE,SURGERY CENTER - THE DELAWARE VALLEY LASER SURGERY

INSTITUTE. THEY ARE EXPERIENCED IN A WIDE RANGE OF ADVANCED

REFRACTIVE SU’RGERY TECHNIQUES WEICH CORRECT NEARSIGHTEDNESS,

FARSIGHTEDNESS, AND ASTIGMATISH. IF YOoU D LIKE TO KNOW MORE ABOUT

e v

FREEDOM FROM GLASSES AND CONTACT LENSES, THEN CALL NEVYAS EYE

ASSOCIATES AT 1-800-S-LASER-6 FOR A FREE EVALUJ\TION AND INFORMATION OI{:R

PII{ANCING OPTIONS,. “THATYS 1-800= 9—%/4/4/4 FOR THE MOST HODERN

TECHNIQUES TO INCREASE YOUR VISUAL INDEPENDENCE.
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MDTV MEDICAL NEWS NOW

LASTIK SURGERY

Tracription of above-titled videotape by
Lisa C. Bradley, Registered Professional Reporter

and Notary Public.

VINCENT VARALLO ASSOCIATES, INC.
Registered Professional Reporters
Eleven Penn Center
1835 Market Street, Suite 600
Philadelphia, Pennsylvania 19103
(215) 561-2220

Vincent Varallo Associates, Inc.






10
13
12
13
14
15
16
1
18
2.9
20
21
29
23
24

25

MDTV MEDICAL NEWS NOW - LASIK SURGERY
ANNOUNCER: MDTV Medical News Now is an
informational program only and can’t be construed as
medical advice. The guests on the program are not
actors and are not paid for their appearance. This
program may be deemed medically graphic so viewer

discretion is advised.

MS. MURPHY-STARK: Since the dawn of the
first formal vision corrective aid, around 1000
A.D., through the early stages of eye glasses in the
1600s and the birth of contact lenses in the 1950s,
poor eyesight has been addressed through treatment
of the symptoms rather than the cause. Today,
advances in technology and greater knowledge allow
doctors to goAto the root of the problem by
correcting the eye itself.

During the next half hour, we’ll examine
the latest procedure in laser vision correction
known as LASIK and tell you how it works. We’ll
also speak with two board certified ophthalmologists
from Philadelphia and southern New Jersey with
extensive experience in LASIK laser vision

correction.

If you’ve ever dreamed of throwing away
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
your glasses or contact lenses, stay tuned. MDTV

Medical News Now is next.’

MS. MURPHY-STARK: I’'m Pat Murphy-Stark.
Welcome to MDTV Medical News Now, a program
dedicated to bringing you leaders in the field of
health care that are in your hometown. Our show
strives to give you the latest information about new
technics and treatments in the field of medicine.

Refractive surgery is the general term
referring to the surgical reshaping of the cornea to
correct poor vision. The cornea is the clear dome
on the front of the eye which provides about 80
percent of the eye’s focussing power. The most
recent advancement in laser refractive surgery is
LASIK. Here, the ophthalmic surgeon gently lifts
the protective outer layer of the cornea from the
side to create a corneal flap. This is folded back
to allow a computer-guided laser called the excimer
laser to instantly reshape the inner corneal tissue,
correcting the focussing of light in the eye.
According to experts, more than 1 million laser
correction procedures were performed last year.

With us now is MDTV medical expert, Dr.
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
Herbert Nevyas. Dr. Nevyas is a pioneer in vision
correction with more than 20 years performing
refractive surgery. He is a technological leader in
the field of ophthalmic surgery and will be sharing
his perspective on how we’ve reached this level of
treatment.

Welcome to the proéram, Doctor.

DR. NEVYAS: Thank you, Pat.

MS. MURPHY-STARK: Now, the idea of
correcting a person’s vision so they no longer need
glasses or contact lenses is really incredible. How
did we get to the point from simply being able to
treat the symptoms to fixing the problem?

DR. NEVYAS: Well, I think we owe it all
to technology. We have been the beneficiary of so
many new developments that came from the Space Age,
that came from the Cold War, that came from Star
Wars. Between computer advances and laser advances,
we've come to the point where we can do things we
couldn’t have imagined some years ago. I know I’'m
amazed really every day as I go about my work and I

obtain a perfect picture of the cornea showing each

'elevatioﬁ greatly magnified computerized by using a

special computerized measuring device which tells us
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
the elevations. And then we go ahead and we use an
excimer laser which is computer controlled so that
each pulse is in precisely the right place. 2and
this is all due to advances in technical aspects
which we couldn’t have imagine many years ago.

MS. MURPHY-STARK: Now, we’ve learned
about several of the refractive procedures that came
before the LASIK. But there are other procedures
that are just as common as LASIK, they just don’t
get as much of the media hype. Could you address
some of those and tell us their place?

DR. NEVYAS: Sure. These include things
like refractive lensectomy where we can take the
lens of the eye out and put in a plastic lens which
has been gauged to exactly the right power to give
us the refractive correction we wish. We can also
put little pieces of plastic into the cornea. These
can give us small corrections. We can use RK, which
is not dead, it’s still used, and AK. These are
incisional refractive procedures for myopia and
astigmatism which are quite useful, particularly in
patients who are older and give us more correction
for a given amount of incision.

MS. MURPHY-STARK: Now, I understand
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
that you have come from a family of
ophthalmologists.

DR. NEVYAS: Well, I guess we sort of
created a family of ophthalmologists. In addition
Lo myself, my wife is an ophthalmic surgeon. My
daughter, showing not too much originality, has gone
into ophthalmology and does ophthalmic surgery, and
particularly refractive surgery as I do. And she
met an ophthalmologist in residency and he does
ophthalmic plastic surgery. We all work together in
the same group with six other ophthalmologists.

MS. MURPHY-STARK: You must be very
proud of daughter.

DR. NEVYAS: Oh, I certainly am. I’'ve
been very proud of many things she’s done. I was
proud of her when she first came out of high school

and became an university scholar at the University

of Pennsylvania, which means she was admitted to

medical school and undergraduate school
simultaneously.> I was proud that she went into the
same residency program where I had gone at the
University of Pennsylvania. 2And I'm very proud of
her often when I go to medical méetings.- Anita has

done many things. She has really been -- it’'s hard
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for me to realize she’s been an ophthalmic surgeon

for 15 years, but she’s made many developments. And

I have too. And yet it’s often happened when I sit

around a luncheon table at a meeting either in other

someone will look at

my badge and say, "Nevyas, are you related to Anita

Nevyas-Wallace?" And that, needless to say, makes

me very happy.

MS. MURPHY-STARK: Oh, that's terrific.

Well, thank you, Dr. Nevyas, for being here today.

DR. NEVYAS: Thank you, Pat.

MS. MURPHY-STARK: We spoke to Dr. Anita
Nevyas-Wallace in her Bala Cynwyd office. Here’s
what she had to say about the increasing popularity
of LASIK surgery.

DR. NEVYAS-WALLACE: The reason LASIK is

so popular now is because it can provide people with

correction that they had never imagined possible.

What people are excited about is that they see a
change so quickly and that many cases it’s something
that they dreamt of for years and years and now
suddenly they can see. It’'s remarkable. With
LASIK, the correction isvprompt and comfortable.

Most patients are perfectly comfortable the night of
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
surgery or feel just a slight foreign body
sensation, just a little scratchiness, but no big
deal. With previous operations, again, there was
never the accuracy that we’'re able to get with the
laser and yet its atraumatic. And that has people
excited that they can go in on Thursday and be back
to work on Saturday no longer wearing glasses.
Their friends are excited, their families are
excited. It’s an amazing thing.

MS. MURPHY-STARK: When we come back,
we’ll speak with Dr. Anita Nevyas-Wallace in our
studio. We’ll learn how the excimer laser works and
examine the safety of the LASIK procedure. We’ll
also hear from patients firsthand about how the
procedure has’given them a new perspective on life.

We’ll be right back.

ANNOUNCER : To learn more about LASIK
laser vision correction or to find out if you are a
candidate for LASIK, you can reach Nevyas Eye
Asgociates toll free at 800-9-LASER-§. That'’s (800)
952=7376. |
| . COMMERCIAL: fheré aré miilions of.

reasons to fly today. Only one that matters to you.
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At Delta Airlines it is our pleasure to get you to
the place you want to be; Delta Airlines, on top of
the world.

COMMERCIAL: At 6 a.m. they begin to
arrive from cities around the world.

Heads of major corporations share their
vigdioen.

Their strategy.

If these leaders were visiting a nation,
it would be called a global economic summit.

When they arrive at Fidelity...

It’s called just another day at the
office. Just one of the ways we uncover
opportunities to help you make the most of your
money.

ANNOUNCER: To learn more about LASIK
lager vision correetion of to find ouk if you are a
candidate for LASIK, you can reach Nevyas Eye
Associates toll free at 800-9-LASER-6. That’s. (800)

952-7376.

MS. MURPHY-STARK: Welcome back to MDTV

Medical News Now. Our topic today is the correction

of nearsightedness, farsightedness and astigmatism
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
through a procedure called LASIK laser vision
cofrrection.

With more aboﬁt LASIK and the technology
behind it is medical reporter Sean Doran and today’s
MDTV medical moment.

MR. DORAN: LASIK or laser vision
correction is a procedure that owes its phenomenal
success rate to two factors: The skill of the
surgeon and a computer-controlled laser developed in

1979 by IBM for the production of silicone computer

chips. 1It’s called the excimer laser, and today is

used to correct poor vision. Here’s how:

The first step in LASIK laser vision
correction is to analyze the irregularities of the
eye. This is accomplished through corneal
topography. The automated equipment measures the
eye according to several thousand points and creates
a topographical map of the cornea’s shape. This
information is fed into a computer and will be used
to guide the laser. Next, the ophthalmic surgeon
uses a device called a microkeratome to create a

protective corneal flap. The flap is folded over,

exposing the inner corneal tissue. Now, the  surgeon

uses the excimer laser to precisely sculp the inner
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
cornea.

While most surgical lasers burn tissue,
the excimer laser uses a cool ultraviolet beam that
dissolves the bonds between molecules iﬁ the cells
gently painlessly reshaping the cornea. And because
this refractive ablation takes place on the inner
cornea, the accuracy of the correction far exceeds
that of all previous procedures.

Any questions or comments, please call
toll free 1-877-MDTVNOW. That is, 1-877-638-8669.

MS. MURPHY-STARK: We’re joined now by
Dr. Anita Nevyas—Wailace, a board certified
ophthalmologist. Dr. Nevyas-Wallace has taught at
her alma mater, the University of Pennsylvania
School of Medicine in addition to her faculty
appointment at the Medical College of Pennsylvania.
She has performed thousands of LASIK proéedures in
the Delaware Valley and has operated internationally
as an invited guest surgeon and recognized innovator
in the field of refractive surgery.

Doctor, welcome to the show.

DR. NEVYAS-WALLACE: Thank you so much,

Pat. It’'sS good to be here.

MS. MURPHY-STARK: Now, the technology
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
that we saw in the LASIK procedure is really
incredible, and I'm sure it would have to be because
it's such a delicate procedure. But how safe really
is LASIK?

DR. NEVYAS-WALLACE: LASIK is very safe.
In fact, statistics show that Nationwide 98 percent
of patients experience significant improvement of
their vision. Now, I aspire to a hundred percent,
but a lot of factors come into play in determining
safety. For one thing, the need to be sure that a
person is really an excellent candidate for this
surgery. For another, the technology itself, the .
laser and the microkeratome are very important. And
the surgeon, the surgeon learned hands, level of
skill and experience, mindset are crucial.

MS. MURPHY-STARK: Now, Doctor, you
mentioned a good candidate for this procedure. Who
is a good candidate?

DR. NEVYAS-WALLACE: Well, a person who
is nearsighted or farsighted or has astigmatism can
be treated. Now, if a person is nearsighted, we

fold the flap back and use the laser to flatten the

central cornea. In a person who's farsighted after

the flap is folded back, the laser is being use to
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
éteepen the central cornea to correct
farsightedness. And in astigmatism, we’re

flattening one meridian so that the cornea which was

shaped more like a football can now be shaped more

like a basketball.

MS. MURPHY-STARK: Doctor, what are some
of the risks associated with the procedure andAhow
do YOu minimize them?

DR. NEVYAS-WALLACE: Well, the first

risk that we worry about anywhere in the body is the

risk of infection. But realize, Pat, that you stand

a greater chance of getting an infection from
wearing contact lenses than with LASIK. The other
riskslthat we worry about are glaring halo symptoms.
Now, I tell everyone to expect that in the first
week, but usually it goes away after the first week.
If it somehow doesn’t, there are drops we can use
that will bring the pupils a little smaller and a
person can use those for night driving until that
symptom goes away. The other risk, if you could
call that, is the risk that either the nearsighted
or the astigmatism could. be a little over-corrected
@gF little under-corrected. - If that happens,'what we

do is we lift the flap and do a little bit more

00:

00

12

00:

00

2 0

00:

00:

00

120

122

1225

A:2s

:12

00:

00+

00

00

=134

00:

00z

00:

00:

Q0

00

00:

00

00

13

1:3s

$13

1.3

13

13

13

13

1Bk

13

1,8

+13

00:

002

00:

00:

13

13%

13

1.8

42

46

48

52

54

56

: 58

200

00

02

04

208

10

14

¥18

$22

24

28

28

232

36

38

242

146

M Vincent Varallo Associates, Inc.






10
b
1.2
13
14
15
16
17
18
1.9
20
21
22
23
24

25

14

MDTV MEDICAL NEWS NOW - LASIK SURGERY
lagering to fine tupne just to bring that person to
exactly where he wants to be.

Now, to minimize those risks, well, the
number 1 to minimize them, of course, is that the
surgery be intimately familiar with the procedure
and with the technology. You want somebody with
experience. Also to minimize them, especially the
risk of infection, you want a sterile operating
room. Now, that may sound like a given, but
sometimes the surgery is done in a non-sterile
condition, sometimes in a carpeted room in an office
rather than a real operating room. The other thing
that I think is important is a special particle-free
environment because you really don’t want particles
under that‘flap.

MS. MURPHY-STARK: Now, along with this
technology that is being used, how important still,
though, are the surgeon’s hands?

DR. NEVYAS<WALLACE: Oh, . the surgeon’s
hands are crucial. The technology is only the tool.

It’s the surgeon who does the surgery. You could be

a skier and have the best skis in the world, but if

you don’'t actually know how to ski, you could have a

very disappointing result.
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MS. MURPHY-STARK: Thank you, Doctor,

Joining us now ié Andrew Kessler, an
attorney from Pennsylvania and a LASIK patient.

- Andrew, welcome to the show.

MR. KESSLER: Thank you, Pat.

MS. MURPHY-STARK: Why did you decide to
have a LASIK procedure.

MR. KESSLER: Well, I lead a relatively

agtive lifestyle. In addition to being a father,

-I'm a skier and a tennis player and I like to spend,

obviously, skiing a lot of times outdoors. Coming
indoors from outdoors in the winter, anyone who
wears glasses has had the experience of having the
condensation on their glasses. And just being able
to be in the ocean doing the things that I want to
do, glasses were an inconvenience.

MS. MURPHY-STARK: Now, with any
surgery, we all know that there is some risk
involved. When you approach this, how did you weigh
the benefits against the risk?

MR. KESSLER: Well, obviously, what I
Qas looking at was the opportunity to not have -to.
wear glasées anymore. But pfimarily, I looked at

all the potential operations that were available and
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I've been looking for a lot of years. I had the
benefit of being the son of an optometrist. So for
about the last 15 years, I’ve been looking for some
way to avoid wearing my glasses. At some point, it
waé made known to me that there was this LASIK
procedure which has a very high ievel of success and
for which I was a very good candidate.

MS. MURPHY-STARK:

Now, after being

through this procedure, what do you think?

MR. KESSLER: I’'m ecstatic. I’m also
grateful to Dr. Nevyas-Wallace. =Since I had the
procedure, I am corrected vision free.

MS. MURPHY-STARK: So very happy with

the procedure?
MR. KESSLER: I am thrilled.

MS. MURPHY-STARK: Doctor, in what other
ways have you seen how this surgery can really help
people’s lives?

DR. NEVYAS-WALLACE: Well, one thing I
hear over and over again from parents is that they
want to be able to see where their children are in a
swimming.pool and in the ocean, and that when they
come out of the ocean, they’d_like to be able to

find their family. I’'ve heard from people who while
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they were in the ocean wanted to be able to be
certain they were swimming toward the shore rather
than away from it.

MS. MURPHY-STARK: That’s a good --
DR. NEVYAS-WALLACE:

Important.

MS. MURPHY-STARK: Doctor, in what other
ways have you.seen this procedure affect people’s
lives?

DR. NEVYAS-WALLACE: It affects the
careers they pursue, it affects the way they can
spend their recreation time. It opens a whole new
world to people who no longer need to wear glasses
or contact lenses.

MS. MURPHY-STARK:

Well, thank you,

Andrew, for being here and sharing your experience
with us.
MR. KESSLER: You’re welcome.

MS. MURPHY-STARK: When we return, we’ll

speak more with Dr. Nevyas-Wallace and to an.
optometrist about LASIK laser vision correction.
We’ll also hear from a well-known radio personality

in Philadelphia about why he enjoys clearer vision

without corrective aid. We’ll be right back.
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ANNOUNCER: To learn more about LASIK
lager vigion correction or to f£ind oukt if you are a

candidate for LASIK, you can reach Nevyas Eye

Associates toll free at 800-9-LASER-6, That’'s (800)

952-7376.

COMMERCIAL: See the world run. Run,
world, run. Run. See Texaco run. Visualize.
Hypothesize. Explore. And relentlessly search and

find the energy the world needs to run. Run, world,

run. Texaco, a world of energy.

COMMERCIAL: There'’s a company out there
in the business of moving things. It’s not a
trucking company. It’s not a shipping company. It
doesn’'t carry -packages overnight. It’s a company in
the business of moving ideas, via long distance,
wireless, video, Internet, directories and local
telephone lines. ' What’s the name of the company?
Well, it begins with G and it ends with GTE.
ANNOUNCER : To learn more about LASIK
laser vision correction or to find out if you are a
candidate for LASIK, you can reach Nevyas Eye

Associates toll free at 800-9-LASER-6. That's (800)

8952-7376-
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MS. MURPHY-STARK: -Welcome back to MDTV
Medical News Now. Refractive surgery became popular
with the emergence of radial keratotomy or RK to

correct nearsightedness also known as myopia. RK,

however, only corrected low amounts of myopia and

seemed to weaken the cornea resulting in
farsightedness or hyperopia. Automated lamellar
keratectomy or ALK soon followed. But because
adjustments to the cornea were done mechanically,
the refractive correction was very limited.
Photorefractive keratectomy, also called PRK
addressed these limitations by using the extremely
precise excimer laser and treated broad ranges of
focal abnormalities. LASIK is the latest in the
evolution of refractive surgery and incorporates the
best of ALK and PRK.

Dr. Anita Nevyas-Wallace joins us as a

- guest medical expert. Dr. Nevyas-Wallace is a

Fellow of the American Academy of Ophthalmology and
an award-winning member of the American Society of
Cataract and Refractive Surgery for innovative work
in-hey fisld.

Doctor, what type'of récovery is.

involved with LASIK and how soon before someone
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
notices a difference?

DR. NEVYAS-WALLACE: Well, patients
sometimes notice improvement the very first day of
surgery. But I tell my patients not to expect
significant improvement until the next morning when
they get up. Improvement continues from there. We
consider the eye to be fuily healed at three months,
but usually a person has excellent vision long, long
before that.

MS. MURPHY-STARK: Will the corrected
vision last forever once it’s done?

DR. NEVYAS-WALLACE: Yes, Pat, it will.
And I base that opinion on a 40-year track record
that we have with this type of surgery. Now, we
weren't doing.LASIK 40 years ago, but we were doing
an operation called keratomileusis in which the
cornea was reshaped, not with a.laser, mechanically.
And there are patients alive today who»had that
procedure done 40 years ago. They'’ve done

beautifully. Their

The correction has lasted.
vision has remained excellent.

MS. MURPHY-STARK: Thank you, Doctor.
We're now joiﬁed by Dr.‘TéL'mmy Séhuler,

an optometrist and LASIK patient.
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Dr. Schuler, welcome to the program.

DR. SCHULER:V Thank you.

MS. MURPHY-STARK: Now, as an
opfometrist and someone who has had LASIK performed,
what kind of leg work do you recommend to people
when researching deciding whether they should get
this done and by whom?

DR. SCHULER: Usually when patients are
interested in refractive procedures, I recommend
that they look for a surgeon that they feel
comfortable with and also one that has experience.
You’d like to know that the physician will be
experienced to handle any facet of the procedure
that may or may not go as planned. You also want to
make sure they take everything importantly, every
step of the procedure important. Also, you want to
be comfortable with the person who does it because
you will have concerns, both from a vision
standpoint and also from an anxiety standpoint.

MS. MURPHY-STARK: And how did you feel
about your results?

DR . SCEULER: I'm very, Qery pleased.
From the moment that I had the procedure done, I was

20/20, and I experienced wvery, very little

00221
00:21:
00:21:
00521 ¢
00721 ¢
0021 :
0021
00:21.:
00:21:
00::21%
00:21
00:21:
00:21:

00321

002215
0022+
00222

00222+

00:22

00 22

00222

00:22:

00:22:

114

12
16
16
18
18
22
24
26
28
30
34
38
42

46

58
02
06

10

14
16
18

20

M Vincent Varallo Associates, Inc.





10

13

12

13

14

gl

16

17

18

19

20

21

22

23

24 |

25

22

MDTV MEDICAL NEWS NOW - LASIK SURGERY
digeomfort. I was teold that I could aaticipate a
little bit glare or glare at night because I have a
large pupil size. This, actually, I did experience
glare at night. However, it was never hindering
because my vision was clear. It was almost as if I
was looking out during a rain storm driving. And so
I'm very pleased with it. After about three months,
it totally dissipated. It’s now gone.

MS. MURPHY-STARK: Well, thank you for
being here with us, Dr. Schuler.

DR. SCHULER: Thank you.

MS. MURPHY-STARK: If you have perfect
vision, it’s very easy to take it for granted.
Sports radio personality, Glenn Macnow recently had
his- vision corrected and takes nothing for granted.
His story is the focus on today'’s MDTV patient
profile.

MR. MACNOW: Well, here we are again at
the end of another season and another season has
ended in failure for our teams. You know, it’s been
since 1983 that Philadelphia has had a championship

any of the sports. We have not had a victory parade

down Broad Street since when? You take Somebody

who'’s 21 years old, they were what? Oh, five years
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
old the last time Philadelphia won a title. It’s
not Eair.

I’'m one of these people who can’t see
the hand in front of the face when it’s two feet in
front. I wore glasses up until my 30s. I wore
contacte after that. I hated it. I hated breaking
the glasses. I hated cleaning the lenses. I hated
not being able to see in the morning until I put the
glasses on. I couldn’t even read the clock.

When I came to Nevyas, what I really
liked is I didn’t feel as 1f they were sales people
and they weren’t trying to push me into it. They
explained everything that was going to happen
step—by—étep. I must have asked them 6,000
questions. They never got tired of my questions. I
probably had a lot of stupid questions. They never
made me feel stupid about them. They were very
gentle, for lack of a better word. I mean, they
figuratively held my hand through a procedure, which
I was a little bit nervous.

I'm still amazed that I go to a football
game, I go see the Philadelphia Eagles and I'm up in
the press box, I'm talkinguzoo yards away oﬁ the

other side of the field is the head coach and I can
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
see what he’s saying and I can make out who he’s
talking to and I can see forever. And that really
has amazed me because I didn’t know.

I'll tell you something elsé. Thais,
again, may sound corny. Colors are brighter than
they were. I used see the leaves én the trees. I
used see the distance as sort of a shading of
colors. Now I see the leaves on the trees and it'’s
individual leaves. Now I look off into the distance
and I can see this color breaking into to that
color. The surprise was how much better I see. I
figured I would see about the same but not have to
wear the glasses or the contacts. What I learned is
how much better I could see.

MS. MURPHY-STARK: Now, even thouéh
people don’'t see Glenn while he’s working, it’s
apparent that Glenn’s vision is very important in
his career and especially in is life outside of
work.

Now, Doctor, Glenn in is 40s and he had
terrific results. Are there any upper age
restrictions?

DR. NEVYAS—WALLACE:F No, Pat, there

really are not. We'’ve done this procedure on people
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
in their 80s. Now, normally, a person in his 80s
who wanted to correct nearsightedness or
farsightedness would have lens surgery. - 1Tf£ he had.a

cataract, be'd have cataract surgery. If the lens

is clear, we call this refractive lensectomy with

intraocular lens implantation. But we’ve had
patients who had had cataract surgery years ago
elsewhere and had been left still nearsighted or
still fafsighted, and we've been able to perform
LASTK on those people and they’ve responded
beautifully.

MS. MURPHY-STARK: What do you enjoy
most about what you do?

DR. NEVYAS-WALLACE: The most satisfying
thing about my-job is making patients happy. I 1ové
hearing how thrilled they are with the results from
the surgery. I love hearing what a new world has
been opened to them. And I get to hear that not
just once a day, but many times throughout the day;
this is a happy, special day and I'm very lucky, I
also enjoy teaching doctors to become good surgeons
and I love inventing ways to make an excellent
procedure even beﬁter. I feei very fortﬁnate to

have been able to contribute to the field.
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MS. MURPHY-STARK: Well, thank you very
much for being with us today.

DR. NEVYAS-WALLACE: Thank you, Pat.
It’s been a pleasure.

MS. MURPHY-STARK: We have to go to a
break, but before we do, if you would like
information oﬂ any of topics covered in today'’s
show, please give us a call toll free at
1-877-MDTVNOW. That’s 1-877-638-8669. We’ll be
back shortly with moré Medical News Now. Stay

tuned.

ANNOUNCER : To learn more about LASIK
lager vigion correction or to f£ind out if you are a
candidate fof LASIK, you can reach Nevyas Eye
Associates toll free at 800-9-LASER-6. That’s (800)
9527376,

COMMERCIAL: Somewhere between amber and
linen, there’s heaven. Between heaven and earth,
there’s daylight. And if you follow daylight past
the sunrise and dawn, your eyes open to a color
called morning. One of the colors between the
coloré created by Cannon; Cahnon iéser coldr.' Its

only competition is reality.
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COMMERCIAL: At Save The Children, we
have photos and personal'stories of thousands of
children who need a sponsor, a caring friend,
someone just like you. Won’t you reach out to one
of these wonderful children? Your $20 gift each
month is not a handout; it’s a hand up. Your
contributions will be combined with gifts from
others to help provide self-help programs for all
the children in the community. Just call and say,
yes, I'm ready to be a child’s sponsor and friend.

ANNOUNCER: If you would like a copy of
today’s program, you can contact us toll free at
1-877-MDTVNOW or visit us or our web site at

www . MDTVNOW. com.

MS. MURPHY-STARK: I’'d like to thank Dr.

Herbert Nevyas and Dr. Anita Nevyas-Wallace for
sharing their expertise on refractive surgery,
specifically LASIK laser vision correction and.
explaining the technology behind it.

I would also like to formally announce

that both doctors have agreed to Join our staff am

medical experts on future programs. We look forward

to working with both of them.
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MDTV MEDICAL NEWS NOW - LASIK SURGERY
Well, that wraps up this edition of
Medical News Now. For everyone here at MDTV, I'm

Pat Murphy-Stark. Take care and stay healthy.

ANNOUNCER: If you would like more
information on LASIK laser vision correction, you
can reach Nevyas Eye Associates toll free at

1-800-9-LASER-6. That’s 1-800-952-7377.

(End of videotape.)
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Steven A. Friedman, Esquire
Attorney 1.D. No. 76402

850 West Chester Pike
Havertown, PA 19083

(610) 789-0568

Dominic Morgan ' s PHILADELPHIA COUNTY
Plaintiff :  COURT OF COMMON PLEAS
. TRIAL DIVISION
VS.

April 2000 Term, No.002621

Herbert J. Nevyas, M.D., and
Joann Y. Nevyas, M.D., and
Anita Nevyas-Wallace, M.D., and
Ira B. Wallace, M.D., and
Edward A. Deglin, M.D., and
Mitchell Stein, M.D., and
Nevyas Eye Associates, P.C., and
Nevyas Eye Associates of New Jersey, P.C.

Defendants

PLAINTIFF’S FOURTH SET OF INTERROGATORIES
ADDRESSED TO Nevyas Eye Associates

TO: Nevyas Ey—e Asso?iates

Plaintiff hereby demands that defendant answer the following interrogatories under oath
within the time and in the manner provided by the Pennsylvania Rules of Civil Procedure.

These interrogatories are to be deemed continuing and any information secured
subsequent to the filing of answers is to be supplied to Supplemental Answers.

The word “occurrence” used in the following interrogatories refers to those events alleged
in plaintiff's Complaint which caused injury to the plaintiff.

The word “you” used in the following interrogatories refers not only to defendant as an
individual but likewise to defendant’s agents, representatives, attorneys and all other persons
acting on behalf of defendant.

The singular includes the plural, and vice versa.

Complaint refers to the Complaint as amended.

Gender designation shall refer to masculine, feminine, or neutral, and not be otherwise
restrictive.

For all questions which you cannot answer, state why not, and state where or from whom
you have reason to believe the answer may be obtained, and the basis for your belief.





T

.

33
34.
35.

36.

27,
38.

39.
40.

41.

42

Date: i/ﬁL(O 2

This is a request to produce a copy of the current web site, especially those parts
which discuss the results of refractive eye surgery by defendants, from previous
times.

Do you maintain an appointment and privilege list of Dr. Deglin?
This is a request to produce such list.
Do you use Snellen eye charts?

This is a request to produce a copy of the Snellen eye chart used at the City Line
Avenue and New Jersey offices.

Have you ever leased or purchased Summit excimer lasers? Specify which.
If so, give applicable dates of usage.

For patients going to have LASIK, describe how you decide whether to use the Nevyas
Excimer Laser or another laser.

What is the difference in NEV-97-001 between an investigator and a sponsor, or
investigator-sponsor.

Do you or your agents, including Dr. Sterling and Dr. Barbara Fant, maintain copies of

the data given to agent Dr. Fant, for her to prepare for submission to the IRB and/or
FDA?

This is a request for copies of all such data. The names of patients other than Mr.
Morgan may be redacted. Up to now such requests have been answered by you
presuming this or that about such information, or have been otherwise non-responsive
or evasive. For example, Dr. Sterling and Dr. H. Nevyas both said in deposition that
Dr. Sterling submits data to agent Dr. Fant to be processed for forwarding to the IRB-
and FDA, but no-one has specifically answered plaintiff's request for the information
sent to Dr. Fant. Accordingly, plaintiff will not be satisfied without answers which are
verified in writing by your agents, in the form of declaration or affidavit.

Steven A. Friedman, Esquire
Attorney for Plaintiff






STEIN & SILVERMAN, P.C.
BY: Andrew Lapat, Esquire
Attorney Identification No. 55673

230 South Broad Street, 18™ Floor Attorney for Defendant
Philadelphia, PA. 19102 Nevyas Eye Associates, P.C. and
(215) 985-0255 Nevyas Eye Associates of New Jersey, P.C.
DOMINIC MORGAN : : COURT OF COMMON PLEAS
, 2 Philadelphia County
Vs.
HOERBERT J. NEVYAS, M.D.; - APRIL TERM, 2000

JOANN Y. NEVYAS, M.D,;

ANITA NEVYAS-WALLACE, M.D.;

IRA B. WALLACE, M.D.;

EDWARD DEGLIN, M.D.;

MITCHELL STEIN, M.D.; :

NEVYAS EYE ASSOCIATES, P.C. : No. 2621

ANSWERS OF DEFENDANT, NEVYAS EYE ASSOCIATES, P.C. AND
NEVYAS EYE ASSOCIATES OF NEW JERSEY, P.C.
TO PLAINTIFF'S FOURTH SET OF INTERROGATORIES

On July 15, 2002 Judge Bernstein ordered Answering Defendant to provide responses to
interrogatories 37, 38, 39. The responses are as follows:
37. A Summit laser was in the New Jersey office.
38. March 25, 1998 - November 11, 1999
39. The Nevyas laser was used for near-sighted patients and the Summit laser was used for

far-sighted and PTK patients.

Date: July 29, 2002 By

G ems EZ e







VERIFICATION

HERBERT J. NEVYAS, M.D. hereby states that | am president of Nevyas Eye
Associates, P.C.; | am authorizled to malke this verification an behalf of defendant; | verify
that the statements made in the foragoing discevery respenses afe true and cotrect to the
hest of my knowledgs, information and belief; | understand these statements made.'are
subject to the penalties of 18 Pa.C.S. §4804 relating to unswarn falsification to

authaorities,

Wiz 4l

HER ERT J. NEVYAS, MD

ta,





Declaration of Jo E. Janson Wills
I, Jo E. Janson Wills, make this declaration to place this matter of record, subject to the
penalties of 18 Pa.C.S.A. Sec. 4904 relating to unsworn falsification to public authorities.
I declare that:
i My address is 40 Sycamore Drive, Burlington, NJ 08016
2 I was a plaintiff in the Wills v. Nevyas lawsuit, Philadelphia Court of

Common Pleas July 2001 term, number 2866.

()

Dr. Nevyas testified that he did not report his patient Keith Wills to the Food
and Drug Administration (FDA) as either an adverse event or complication
following LASIK eye surgery using the Nevyas Excimer Laser under an
Investigational Device Exemption (IDE) from the FDA. FDA staff has told
me that all patients must be included in the reports to the FDA.

4. I filed a complaint with the Food and Drug Administration (FDA) against
Herbert Nevyas, M.D. and Nevyas Eye Associates, and also requested
information about Dr. Nevyas under the Freedom of Information Act.

5. The attached August 5, 2004 letter from Matthew Tarosky, Pharm. D., CDR,

U.S. Public Health Service is a true and faithful copy of an e-mail letter I

received in response.

o

Date: August 20, 2004 s ATE
E. J_;apéon Wills

27 TJo





From: Tarosky, Matthew [mailto:MJ T@CDRH.FDA.GOV]
Sent: Thursday, August 05, 2004 10:55 AM

To: 'Jo Wills'

Subject: RE: FDA Letter

Hello Ms. Wills,

Thank you for your message. The office in which I work, the Division of
Bioresearch Monitoring, treats information like that provided by you as
serious and conducts an evaluation of all reports of research misconduct.

The information that you provided to me was assigned to an office colicague.
[ believe she may have sent you a response. The investigation of Dr. Nevyas
included two inspections over the past several years. If you would like a
copy of those inspection reports and related correspondence, please contact
FDA's Freedom of Information Office. You can also obtain information
through the web at: http://www.fda.gov/opacom/backgrounders/foiahand. html
The investigation of Dr. Nevyas is closed at this time.

It is my understanding that your adverse event report was reviewed from a
public safety perspective along with all of the other adverse event reports
received for the same medical device which ultimately resulted in the study
being stopped. Thank you very much for the information that you provided.
It was very helpful in FDA's evaluation of the risks and complications
associated with the use of this medical device. Unfortunately, I can not
give you any further details about the study. I do know, though, that FDA
did introduce on their web-site awhile back a substantial amount of
information about risks and complications regarding the use of lasers for
corrective eye surgery. Hopefully, further complications will be
minimalized.

Sincerely,

Matthew Tarosky, Pharm.D.
CDR, U.S. Public Health Service
HHS/FDA/CDRH/OC/DBM
(301) 594-4718 ext. 130
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Nevyas Eye Associates

Detaware Valley Laser Surgey [nstiture
133 Ciry Line Avenue

Bala Cynwyd, PA 19004

Re:  G$7008%/815

Suilivan Excimer Luser Systam QN ‘Model)

Indications for Use: LASIK (Laser-Assisted [n Sity Kexnomileusis) corract myopia of
0.5 to -15 Diopters (D) with up to <7D of astigmatism for protocol NEV-97-001
Myopia; and, LASIK retreatment to corret myopia and myopic astigmatism of £yes
weated with this laser pror to IDE apmoval :

Dated: Japuary 3, 1999 .

Recsived: Januasy . 1999

HCEA Category: A-2

Vex: Annual Report Dus: Angust 7, 1998

Dear Dr. Nevvaes:

The Food and Drug Administadon (FDA) has reviswed the wupplement 0 your investigaronal
devies exemptions (IDE) application providing validation daza for the contrast sensitivity study.
Yoy have corrected the daficiency cited m owr Septzmbeer 14, 1998 conditional approval Jecter.
Your application is approved, and you may continue your izvestgation af tie institution enrolled
in yous invesugadon whars you have obtained iastrurional review board (IRB) approval. Your
ipvestigaton ls limited 0 ons institution and 1015 subjects (2030 sy=s): 990 subjects (1980 =yes)
far myopia (- 0.5 10 .15Dwithuptw-7D aydgmatism); aod, 25 subjects (50 cyes) for
enhancements af subjects teated priot 0 [DE approval (0.3 0 -13D myaopia with up to -7 D
astg—atism). : ' -

Plyase de aware of the following:

I Tabls 1-1, the dara appear T be quits scantered, wirn sams subjects actually
inceasing in sensitvity during glare (c.g., 1ec BC & C a3 cycles per degree
(CPD)), while others are scversly compromjsed (see ZM). In ordar 0 reduce
variability in the data in the conmast senzitivity stady, the person administering the

seqt should have expericncs i this test and the subjects snould e well wained prior @
tystng. :

Q1/2u 98 i7:) . ' 5





Page 2 - Herbert J. Nevyas, M.D.

We continue to be concermed that your ablation is lialy to have muitifocal propertes,
which means that scme light will be out of focus even at the best focal plane. Itis
posaible that your proposed mesopic contrast sensitivity srudy will help resolve some of
these concems. Abu,mydaimSYOumaYWinhmasscﬂrcgmﬂingadvmguof
multifocality may not be supparted by your changs in accommodatian study.

If you have any qussuons, please comtact Everette T. Beers, PhD. at (301) 594-2018.

Sincerely youss,

oo i oo

A. Ralph hal, M.D.

Director

Division of Ophthalmic Devices

Qffice of Devics Evaluation

Cnter for Devices and Radiclogical Health

01/20/99 17:24 TX/RX NO. 4141 2003





DEPARTMENT OF HEALTH AND HUMARN SERVICES
FOOD AND DRUG ADMINI STRATION

STRICT OFFICE ADDRESS AND PHONE NUMBER 7 3 DATE(S) OF INSPECTION

US Food and Drug Administration _ : 4/19,20, 23-30, 30, 5/14,7, 10/2001
Rm. 900 US Customhouse, 2nd and Chestrmt Sts. F2l NUMBER
i Phila,.PA 19106 (215) 5574390 _ 2531320

NAWE AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
1a: Dr, Herbert J, Nevyas MD

FIRM NAME ‘ ' STREET ADDRESS

Medical Director : 2 Bala Plaza, 333 City Ave

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Bala Cynwyd PA 19004 : Sponsor/CIinfcal Investigator

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

The following observations refer to the Investigational Device Exemption (Protocol # NEV-97-001) for
the indicated study, “LASIK (Laser Intrastromal Keratomileusis)-with-an Excimer Laser i in the Surgical
Treatment of Refrac’uve errors: Myopza with and without Astlgmatxsm

1. There was no documentatlon to show that the CI notified the IRB about all amendments, changes or]
significant deVIatlons to'the protocol [per IRB reqmrements] prior to 1mplemematlon

For example, the FDA granted your ﬁrm an increase in the nu_mber of Subj ects-you _
could treat with your investigational device on Jan. 20, 1999, IRB Annual Review ...
dated 7/29/00 does not indicate the IRB knew about population increase. The IRB did
not approve the population increase until. August 28, 2000, 20 months later

2. The firm is not complymg with fﬁe.ln{réetigétor Agreement which was signed and
dated by the Chmcal Investlgator at the begmmng of the Clmlcal Study

3. There was a lapse of IRB approval for the _protocol: NEV-97-001 from 8/3/2000 untﬂ
8/29/2000 accordmg to IRB lapse notices and the IRB. a.nnual re- approval letter.

EMPLOYEE(S) SIGNATURE

,’ EMPLOYEE(S) NAME ANQ TITLE (Print or Type) DATE ISSUED
SEE
REVERSE

Ronald Stokes May 10, 2001
OF THIS - :
WW'/ '@/

FORM FDA 453 (8/0d)  PREVIOUS EDIJION OBSCLETE INSPECTIONAL ORSERVATIONS PAGE ] OF | PAGES






OCULAR SURGERY NEWS 2/15/2001
Industry news in brief

FDA OKs corneal disease study for Intacs

SCOTTSDALE, Ariz. — Clinical Research and Statistics
(CRS) , a physician research group based here, and
KeraVision Inc. (NASDAQ: KERA) announced approval to
perform a study that will initially involve Intacs
implantation in 20 keratoconus patients at four U.S.
centers, with possibly more patients and centers to
be added subject to Food and Drug Administration
(FDA) review and approval of initial clinical
results.

Under the FDA’s conditional approval of an
investigational device exemption, CRS surgeons will
be able to test whether thejpréscription inserts can
improve patients’ vision by strengthening and
reshaping corneas that have been damaged by
keratoconus.

The CRS study may pave the way for Intacs
prescription inserts to be used in therapeutic
applications, in addition to the refractive
applications previously approved by the FDA.

Physician-sponsored clinical studies of Intacs
inserts for keratoconus have been underway in Europe
since 1997. Early clinical results have been
encouraging, although limited and preliminary. The
company plans to apply this year for formal CE mark
approval.

The keratoconus study is the first of three studies
that the CRS physician group wants to conduct for





Intacs. The group plans to seek FDA approval to use
Intacs to treat LASIK patients. Potential LASIK-
related applications include treating people with
post-LASIK complications such as corneal thinning,
undercorrection and visual regression. Also included
in a second study would be people with severe myopia
who might be treated with a combination of LASIK and
Intacs to limit surgical ablation of the cornea.
Subject to FDA approval, a proposed third study would
explore the use of Intacs in treating glare, halos,
starbursts, decentered laser ablations and other
LASTIK complications.

The initial keratoconus feasibility study will be
conducted at four CRS-affiliated clinical sites.
These include the Eye and Ear Institute at the
University of Pittsburgh; Jules Stein Eye Institute
at the University of California-Los Angeles; Nevyas
Eye Associates/Delaware Valley Laser Surgery
Institute, Bala Cynwyd, Pa.; and Lasersight Eyecare
Medical Group Inc., Santa Barbara, Calif.





