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Mai Pccu - Burke
Ethics Program Manager 04-129
American Academy of Ophthalmology
P. 0. Box 7424
San Francisco, CA 94120-7424
Tel. 415-561-8500
FAX 415-561-8595
http://wwwaao.org


Dear MrBurke:


In response to your requests:


Dominic J. Morgan
3360 Chichester Ave., M-11
Boothwyn, PA 19060
February 28, 2005


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


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.


I 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:


"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.
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2. 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).


3. 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.


4. 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.


5. 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."


8. 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).


9. 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. 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.


11. 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.


12. 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.


13. 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.


14. 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 I 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.







Thank you for your attention.


lly yours,


m organ


EXHIBITS


1. Article from the Journal of Refractive Surgery about Sullivan.
2. October 10, 1996 FDA letter to Manufacturers and Users of Laser for Refractive Surgery.
3. 1997 affidavit prepared by a FDA investigator, which Nevyas refused to sign.
4. Nevyas laser IDE Protocol submitted to the FDA dated March 18, 1997.
5. Investigator Agreements signed by Dr. Herbert Nevyas dated March 18, 1997.
6. Investigator Agreements signed by Dr. Anita Nevyas-Wallace dated March 18, 1997.
7. 21 CFR 812.7.
8. Declaration of Mr. Roy Shapiro, general manager of KYW radio, with transcript of


advertisement.
9. Transcript of TV "informational."
10. Interrogatories addressed to Nevyas.
11. Nevyas' answers to interrogatories.
12. e-mail Dr. Matthew Tarosky of the FDA sent to Mrs. Jo Wills, wife of another Nevyas


laser casualty, Mr. Keith Wills.
13. January 20, 1999 letter from Dr. Rosenthal to Nevyas.
14. May 10, 2001 report of an FDA investigator, concluding that Nevyas was not complying


with the Investigator Agreement.
15. Article from Ocular Surgery News about Intacs.
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FDA Takes on Maker of "Homemade" Excimer Lasers


Lisa A, Kearns


• REFERENCE
• 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 i s 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. I 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.
• News article in same issue, Custom Excimer Users Threaten IRK 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.
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Letter to Indus ry Re: Lasers Oct. 10, 1996
Popular ifiteracuP9-.. Spec.iai ?ramstriteresci. stmarket, motto 


NOTE: THE FOLLOWING IS AN UPDATED VERSION 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 providing 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 for 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
keratornileusis (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 FDA 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







LASS bilateral surgery, and treatment of astigmatism or greater degrees of myopia have not
currently been supported by the data, the agency is aware that practitioners are engaging in these off
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 the device for
such off-label uses. The agenc ,.. 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 is 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 specified 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 should 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 call our Division
of Small 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 I DE study of lasers for refractive
correction. You may choose to submit your I DE 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 include third-
party engineering certification, please call our Division of Small Manufacturers Assistance at
the numberfs) above to obtain additional information on certification. As with the IDE
application the deadline is January 15, 1997. Note: This information can also be obtained 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 human subjects. The grace period does not apply to
individuals who have received Warning Letters 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 yours.


Susan Alpert, Ph.D., M.D.
Director
Office of Device Evaluation


Lillian J. Gin
Dir.ector
Off.i of CouTianc
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Before rrie, 	Srero-vT.' tr• , an employee of the Department of Health and Human Sera i:es,
Food and Drug Administration, designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at Lime
803; Reorganization Plan No, IV, Secs. 12-15, effective June 3i), 1940; Reorganization Plan No. 1 of 1953, Secs. 1-9, effe:tive


April 11, 1953; and P.L. 96-8-8, Sec. 509, 93 Statutes at Large 955 (20 U.S.C. 3508), effective May 4, 1980; to administer or take


oaths, affirmations, and affidavits, personally appeared in the mint) and


State aforesaid, who, being duly sworn, deposes and says:


I, Dr. Herbert J. Nevyas, MD, am the founder and President of
Nevyas Eye Associates/Delaware Valley Laser Surgery Institute. I
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 my 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 wouldbuild,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 reauirements 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 ZIP Code)


Subscribed and sworn to before me at 
(city end State)


this day of ,19 


(Emplavec't Signature)


Erriployte of the Department of Health and Human services ci=ignated under Act of January 31, 1925, Reorzanization Plan IV effective
June 30. 1940; Reorpnization Plan No. 1 of 1953, effective Apra 11, 1953; and P.L 96-83 effecdve May 4. 1930.


FORM FDA 463z 145331 P- REvious EDITIONS MAY BE USED. PAGE / OF P.n I ES.
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kri   , an employee 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 arga
803; Reorganization Plan No. IV, Secs. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Secs_  effp :rive


April 11, 1953; and Pi. 96-88, Sec. 509, 93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4, 1980; to administer o: take
oaths, affirmations, and affidavits, personally appeared  bR • kl try cf--&  in the courrt,• and


State aforesaid, who, being duly sworn, deposes and says:


except for the laser generator tube, "COMP-ax 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, =7.ezplained that I did this to insure that
Tower Technologies 7.raild. 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 Lambda 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 I receive any written
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). Alter 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. Sullivan.


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. Mr.
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.
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patients, from January 1996
plan to continue to treat new
the excimer laser designed and
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material for the excimer laser,


1) A copy of Consulting
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Corporation, of 319 Lombardy
19026 ... and Nevyas Eye
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Inc.


2) A copy of Invoice, dated
164, Drexel Hill, PA 19026,
Bala Plaza, 333 City Line
Controllable Iris/Slit
delivered to me by Edward


3) A copy of Invoice No
Microtechnologies, 26 South
03301, for housing and
laser beam generator.


4) A copy of Invoice, dated
60464, Charlotte, NC 28260,
Lane East, Narberth, PA 19072,


•


part of the patient population
I have treated a total of 2S--2...._
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'patients with LASIK surgery, using
built by Exsull, Inc.


photograph the device, and have
documents, relating to the


the components and the promotional
located in my 2 Bala Plaza office:
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Exsull, Inc., a Delawart=,


Road, Drexel Hill, Pennsylvania
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Edward Sullivan, President, Exsull,


11/8/96, from ExSull, Inc., P.O. Box
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Sullivan.
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1. Name and address of investigator and the research facility. medic-a1 school., or hospital
where the clinical investigation will be done:


2. Name and address of any clinical laboratory facilities to be used in this study:
None


EXHIBIT
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1


=ears in 21 CFR Part 812:'


I Ad, Date:


INVESTIGATOR AGREEMENT
Morgan v. Nevyas et al.
No 2621 April Term 2000
Plaintiff s Exhibit 7


3. Name and address of the Institutional 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 study, I agree to conduct the study in accordance with the relevant .
current protocol and will only make changes in the protocol after notifying the sponsor-
investigator, except when necessary to protect the safety. rights, or welfare of subjects. I agree to
personally conduct or supervise the described investigation_ I agree to inform any patients, or any
persons used as controls, that the device is being used for investigational purposes and I will
ensure that the requirements relating to informed consent in 21 CFR Part 50 and institutional
review board (RB) review and approval in 21 Ci-t< Part 56 are met_


I agree to report to the sponsor-investigator adverse experiences that occur in the course of the
investigation in accordance with 21 CFR Part 812..I have read and understood the information in
the device manmil and protocol, including the potential risks and adverse effects of using the
device. I agr= to ensure that all associates, colleagues. and employees assisting in the conduct of
the study are informed about their obligations in meeting the above commitments. I agree to
maintain adequate and accurate records and to make those records ay-Ail:I  ble for inspection in
accordance with 21 CFR Part 812.'


I 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 investigation. I also agree to
promptly report to the IRB all changes in the research activity and all unanticipated problems
involving risks to human subjects or others.. Additionally. I will not make any changes in the
research without 1RB approval, except where necessary to eliminate apparent immediate hazards to
human subjects. I agr= to comply with all other requirements regarding the obligations of clinical
investigators and all other pertin- t


Signature of Investigator_
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Name and address of investigator and the research facility. medical school. or hospital
where the clinical investigation will be done: .


2, . Name and address of any clinical laboratory facilities to be used in this study:
None


3. Name and address of the Tn.ctitutional Review Board that is responsible for review 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 study, I agree to conduct. thc study in accordance with the relevant .
current protocol and will only make changes in the protocol after notifying the sponsor-
investigator, except when necessary to protect the safety. rights, or welfare of subjects. I agree to
personally conduct or supervise the described investigation- I a.gree to inform any patients, or any
persons used as controls. that the device is being used for investigational purposes and I will
ensure that the requirements relating to informed consent in 21 CFR Part 50 and institutional
review board. (IRB) review and approval in 21 CFR Part 56 are met.


I agree to report to the sponsor-investigator adverse experiences that occur in the course of the
investigation in accordance with 21 CFR Part 811 I have read and understood the information in
the device manual and protocol. including the potential risks and adverse effects of using the
device. I agree to ensure that all associates, colleazucs, and employees assisting in the conduct of
the study are in formed about their obligations in meeting the above commitments. I agree to
maintain adequate and accurate records and to make those records available for inspection in
accordance with 21 CFR Part 512.


I will ensure that an IRE complies with the requirements of 21. CFR Part 56, will be responsible
for the initial and continuing review and approval of the clinical investigation. I also 4, rec to
promptly report to the IRE all changes in the research activity and all unanticipated problems
involving risks to human subjects or others. Additionally, I will not make any changes in the
research without LRB approval, except where necessary to eliminate apparent immediate hazards to
human subjects. I agree to comply with all other requirements regarding the obligations of clinical
investigators and all other pertinedtlreauirements in 2 tl CFR Part 812.
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(d) Represent that an investigational device is safe or
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EXHIBIT
Morgan v. Nevyas et al.
No. 2621 April Term 2000


Plaintiffs Exhibit 1 


DECLARATION OF ROY SHAPIRO:


My name is ROY SHAPIRO and I am General Manager of KYW-AM. The
.


originals of the records attached tc this 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 KYW-AM, 1993 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 publ - - • facials.


Date: February 1, 2002
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ANNOUNCER: MDTV Medical News Now is an 00:00:00


informational program only and can't be construed as 00:00:04


medical advice. The guests on the program are not 00:00:06


actors and are not paid for their appearance. This 00:00:10


program may be deemed medically graphic so viewer 00:00:16


discretion is advised.


- - -


MS. MURPHY-STARK: Since the dawn of the


first formal vision corrective aid, around 1000 00:00:20


A.D., through the early stages of eye glasses in the 00:00:20


1600s and the birth of contact lenses in the 1950s, 00:00:24


poor eyesight has been addressed through treatment 00:00:30


of the symptoms rather than the cause. Today, 00:00:30


advances in technology and greater knowledge allow 00:00:34


doctors to go to the root of the problem by 00:00:36


correcting the eye itself. 00:00:38


During the next half hour, we'll examine 00:00:40


the latest procedure in laser vision correction 00:00:42


known as LASIK and tell you how it works. We'll 00:00:44


also speak with two board certified ophthalmologists 00:00:48


from Philadelphia and southern New Jersey with 00:00:52


extensive experience in LASIK laser vision 00:00:52


correction. 00:00:56


If you've ever dreamed of throwing away 00:00:56
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your glasses or contact lenses, stay tuned. MDTV 00:00:58


Medical News Now is next. 00:01:02


- - -


MS. MURPHY-STARK: I'm Pat Murphy-Stark. 00:01:32


Welcome to MDTV Medical News Now, a program


dedicated to bringing you leaders in the field of 00:01:38


health care that are in your hometown. Our show 00:01:40


strives to give you the latest information about new 00:01:42


technics and treatments in the field of medicine. 00:01:46


Refractive surgery is the general term 00:01:48


referring to the surgical reshaping of the cornea to 00:01:52


correct poor vision. The cornea is the clear dome 00:01:56


on the front of the eye which provides about 80 00:01:58


percent of the eye's focussing power. The most 00:02:00


recent advancement in laser refractive surgery is 00:02:02


LASIK. Here, the ophthalmic surgeon gently lifts 00:02:06


the protective outer layer of the cornea from the 00:02:08


side to create a corneal flap. This is folded back 00:02:10


to allow a computer-guided laser called the excimer 00:02:14


laser to instantly reshape the inner corneal tissue, 00:02:18


correcting the focussing of light in the eye. 00:02:20


According to experts, more than 1 million laser 00:02:24


correction procedures were performed last year. 00:02:26


With us now is MDTV medical expert, Dr. 00:02:28


Vincent Varallo Associates, Inc.
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2
 


Herbert Nevyas. Dr. Nevyas is a pioneer in vision 00:02:34


3
 correction with more than 20 years performing 00:02:36


4
 refractive surgery. He is a technological leader in 00:02:38


the field of ophthalmic surgery and will be sharing 00:02:40


6
 


his perspective on how we've reached this level of 00:02:44


7
 


treatment. 00:02:46


8 Welcome to the program, Doctor. 00:02:46


9 DR. NEVYAS: Thank you, Pat. 00:02:48


10 MS. MURPHY-STARK: Now, the idea of 00:02:50


1 1
 correcting a person's vision so they no longer need 00:02:50


12 glasses or contact lenses is really incredible. How 00:02:54


13 did we get to the point from simply being able to 00:02:58


14 treat the symptoms to fixing the problem? 00:03:04


15 DR. NEVYAS: Well, I think we owe it all


16 to technology. We have been the beneficiary of so 00:03:04


17 many new developments that came from the Space Age, 00:03:08


18 that came from the Cold War, that came from Star 00:03:12


19 Wars. Between computer advances and laser advances, 00:03:16


20 we've come to the point where we can do things we 00:03:20


21 couldn't have imagined some years ago. I know I'm 00:03:22


22 amazed really every day as I go about my work and I 00:03:26


23 obtain a perfect picture of the cornea showing each 00:03:28


24 elevation greatly magnified computerized by using a 00:03:34


25 special computerized measuring device which tells us 00:03:38


Vincent Varallo Associates, Inc.
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the elevations. And then we go ahead and we use an 00:03:40


excimer laser which is computer controlled so that 00:03:46


each pulse is in precisely the right place. And 00:03:48


this is all due to advances in technical aspects 00:03:50


which we couldn't have imagine many years ago. 00:03:54


MS. MURPHY - STARK: Now, we've learned 00:03:56


about several of the refractive procedures that came 00:03:58


before the LASIK. But there are other procedures 00:04:02


that are just as common as LASIK, they just don't 00:04:04


get as much of the media hype. Could you address 00:04:04


some of those and tell us their place? 00:04:08


DR. NEVYAS: Sure. These include things


like refractive lensectomy where we can take the 00:04:12


lens of the eye out and put in a plastic lens which 00:04:14


has been gauged to exactly the right power to give 00:04:22


us the refractive correction we wish. We can also 00:04:22


put little pieces of plastic into the cornea. These 00:04:26


can give us small corrections. We can use RK, which 00:04:30


is not dead, it's still used, and AK. These are 00:04:34


incisional refractive procedures for myopia and 00:04:36


astigmatism which are quite useful, particularly in 00:04:40


patients who are older and give us more correction 00:04:44


for a given amount of incision. 00:04:46


MS. MURPHY-STARK: Now, I understand 00:04:48


Vincent Varallo Associates, Inc.
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that you have come from a family of 00:04:50


ophthalmologists. 00:04:52


DR. NEVYAS: Well, I guess we sort of


created a family of ophthalmologists. In addition 00:04:54


to myself, my wife is an ophthalmic surgeon. My 00:04:56


daughter, showing not too much originality, has gone 00:05:02


into ophthalmology and does ophthalmic surgery, and 00:05:04


particularly refractive surgery as I do. And she


met an ophthalmologist in residency and he does 00:05:10


ophthalmic plastic surgery. We all work together in 00:05:12


the same group with six other ophthalmologists. 00:05:16


MS. MURPHY-STARK: You must be very 00:05:20


proud of daughter. 00:05:20


DR. NEVYAS: Oh, I certainly am. I've


been very proud of many things she's done. I was 00:05:22


proud of her when she first came out of high school 00:05:24


and became an university scholar at the University 00:05:26


of Pennsylvania, which means she was admitted to 00:05:28


medical school and undergraduate school 00:05:32


simultaneously. I was proud that she went into the 00:05:34


same residency program where I had gone at the 00:05:36


University of Pennsylvania. And I'm very proud of 00:05:40


her often when I go to medical meetings. Anita has 00:05:42


done many things. She has really been -- it's hard 00:05:48
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for me to realize she's been an ophthalmic surgeon 00:05:48


for 15 years, but she's made many developments. And 00:05:52


I have too. And yet it's often happened when I sit 00:05:54


around a luncheon table at a meeting either in other 00:05:56


parts of the country or abroad, someone will look at 00:06:00


my badge and say, "Nevyas, are you related to Anita 00:06:02


Nevyas-Wallace?" And that, needless to say, makes 00:06:06


me very happy. 00:06:10


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


Well, thank you, Dr. Nevyas, for being here today. 00:06:12


DR. NEVYAS: Thank you, Pat. 00:06:14


MS. MURPHY-STARK: We spoke to Dr. Anita 00:06:16


Nevyas-Wallace in her Bala Cynwyd office. Here's 00:06:16


what she had to say about the increasing popularity 00:06:20


of LASIK surgery. 00:06:22


DR. NEVYAS - WALLACE: The reason LASIK is 00:06:24


so popular now is because it can provide people with 00:06:26


correction that they had never imagined possible. 00:06:30


What people are excited about is that they see a 00:06:32


change so quickly and that many cases it's something 00:06:38


that they dreamt of for years and years and now 00:06:40


suddenly they can see. It's remarkable. With 00:06:44


LASIK, the correction is prompt and comfortable. 00:06:48


Most patients are perfectly comfortable the night of 00:06:54
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surgery or feel just a slight foreign body 00:06:56


sensation, just a little scratchiness, but no big 00:07:02


deal. With previous operations, again, there was 00:07:04


never the accuracy that we're able to get with the 00:07:06


laser and yet its atraumatic. And that has people 00:07:10


excited that they can go in on Thursday and be back 00:07:14


to work on Saturday no longer wearing glasses. 00:07:16


Their friends are excited, their families are 00:07:22


excited. It's an amazing thing. 00:07:24


MS. MURPHY-STARK: When we come back, 00:07:28


we'll speak with Dr. Anita Nevyas-Wallace in our 00:07:30


studio. We'll learn how the excimer laser works and 00:07:32


examine the safety of the LASIK procedure. We'll 00:07:34


also hear from patients firsthand about how the 00:07:38


procedure has given them a new perspective on life. 00:07:40


We'll be right back. 00:07:44


- - -


ANNOUNCER: To learn more about LASIK 00:07:44


laser vision correction or to find out if you are a 00:07:46


candidate for LASIK, you can reach Nevyas Eye 00:07:48


Associates toll free at 800-9-LASER-6. That's (800) 00:07:50


952-7376.


COMMERCIAL: There are millions of 00:08:10


reasons to fly today. Only one that matters to you. 00:08:14


Ig Vincent Varallo Associates, Inc.
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At Delta Airlines it is our pleasure to get you to 00:08:20


the place you want to be. Delta Airlines, on top of 00:08:24


the world. 00:08:30


COMMERCIAL: At 6 a.m. they begin to 00:08:34


arrive from cities around the world. 00:08:36


Heads of major corporations share their 00:08:38


vision. 00:08:42


Their strategy. 00:08:42


If these leaders were visiting a nation, 00:08:44


it would be called a global economic summit. 00:08:46


When they arrive at Fidelity... 00:08:52


It's called just another day at the 00:08:54


office. Just one of the ways we uncover 00:08:56


opportunities to help you make the most of your 00:08:58


money. 00:09:00


ANNOUNCER: To learn more about LASIK 00:07:44


laser vision correction or to find out if you are a 00:07:46


candidate for LASIK, you can reach Nevyas Eye 00:07:48


Associates toll free at 800-9-LASER-6. That's (800) 00:07:50


952-7376.


00:09:18


MS. MURPHY-STARK: Welcome back to MDTV 00:09:18


Medical News Now. Our topic today is the correction 00:09:20


of nearsightedness, farsightedness and astigmatism 00:09:22
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2 through a procedure called LASIK laser vision 00:09:30


correction. 00:09:30


With more about LASIK and the technology 00:09:30


behind it is medical reporter Sean Doran and today's 00:09:32


MDTV medical moment. 00:09:38


MR. DORAN: LASIK or laser vision 00:09:40


correction is a procedure that owes its phenomenal 00:09:42


success rate to two factors: The skill of the 00:09:46


surgeon and a computer-controlled laser developed in


1979 by IBM for the production of silicone computer 00:09:52


chips. It's called the excimer laser, and today is 00:09:54


used to correct poor vision. Here's how: 00:09:58


The first step in LASIK laser vision 00:10:00


correction is to analyze the irregularities of the 00:10:02


eye. This is accomplished through corneal 00:10:04


topography. The automated equipment measures the 00:10:08


eye according to several thousand points and creates 00:10:10


a topographical map of the cornea's shape. This 00:10:12


information is fed into a computer and will be used 00:10:18


to guide the laser. Next, the ophthalmic surgeon 00:10:18


uses a device called a microkeratome to create a 00:10:22


protective corneal flap. The flap is folded over, 00:10:26


exposing the inner corneal tissue. Now, the surgeon 00:10:28


uses the excimer laser to precisely sculp the inner 00:10:34
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cornea.


While most surgical lasers burn tissue, 00:10:36


the excimer laser uses a cool ultraviolet beam that 00:10:38


dissolves the bonds between molecules in the cells 00:10:42


gently painlessly reshaping the cornea. And because 00:10:44


this refractive ablation takes place on the inner 00:10:48


cornea, the accuracy of the correction far exceeds 00:10:48


that of all previous procedures. 00:10:52


Any questions or comments, please call 00:10:54


toll free 1-877-MDTVNOW. That is, 1-877-638-8669. 00:10:56


MS. MURPHY-STARK: We're joined now by 00:11:08


Dr. Anita Nevyas-Wallace, a board certified 00:11:12


ophthalmologist. Dr. Nevyas-Wallace has taught at 00:11:12


her alma mater, the University of Pennsylvania 00:11:16


School of Medicine in addition to her faculty 00:11:16


appointment at the Medical College of Pennsylvania. 00:11:20


She has performed thousands of LASIK procedures in 00:11:24


the Delaware Valley and has operated internationally 00:11:24


as an invited guest surgeon and recognized innovator 00:11:28


in the field of refractive surgery. 00:11:34


Doctor, welcome to the show. 00:11:36


DR. NEVYAS-WALLACE: Thank you so much, 00:11:38


Pat. It's good to be here. 00:11:38


MS. MURPHY-STARK: Now, the technology 00:11:40
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2 that we saw in the LASIK procedure is really 00:11:42


3 incredible, and I'm sure it would have to be because 00:11:42


4 it's such a delicate procedure. But how safe really 00:11:42


5 is LASIK? 00:11:46


6 DR. NEVYAS-WALLACE: LASIK is very safe. 00:11:46


7 In fact, statistics show that Nationwide 98 percent 00:11:50


8
 


of patients experience significant improvement of 00:11:54


9 their vision. Now, I aspire to a hundred percent, 00:11:58


10 but a lot of factors come into play in determining 00:12:00


11 safety. For one thing, the need to be sure that a 00:12:02


12 person is really an excellent candidate for this 00:12:04


13 surgery. For another, the technology itself, the 00:12:10


14 laser and the microkeratome are very important. And 00:12:12


15 the surgeon, the surgeon learned hands, level of 00:12:16


16 skill and experience, mindset are crucial. 00:12:18


17 MS. MURPHY-STARK: Now, Doctor, you 00:12:20


18 mentioned a good candidate for this procedure. Who 00:12:22


19 is a good candidate? 00:12:26


20 DR. NEVYAS-WALLACE: Well, a person who 00:12:26


21 is nearsighted or farsighted or has astigmatism can 00:12:28


22 be treated. Now, if a person is nearsighted, we


23 fold the flap back and use the laser to flatten the 00:12:34


24 central cornea. In a person who's farsighted after 00:12:36


25 the flap is folded back, the laser is being use to 00:12:40
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steepen the central cornea to correct 00:12:42


farsightedness. And in astigmatism, we're 00:12:46


flattening one meridian so that the cornea which was 00:12:48


shaped more like a football can now be shaped more 00:12:52


like a basketball. 00:12:54


MS. MURPHY-STARK: Doctor, what are some 00:12:56


of the risks associated with the procedure and how 00:12:58


do you minimize them? 00:13:00


DR. NEVYAS-WALLACE: Well, the first 00:13:00


risk that we worry about anywhere in the body is the 00:13:02


risk of infection. But realize, Pat, that you stand 00:13:04


a greater chance of getting an infection from 00:13:08


wearing contact lenses than with LASIK. The other 00:13:10


risks that we worry about are glaring halo symptoms. 00:13:14


Now, I tell everyone to expect that in the first 00:13:18


week, but usually it goes away after the first week. 00:13:22


If it somehow doesn't, there are drops we can use 00:13:24


that will bring the pupils a little smaller and a 00:13:28


person can use those for night driving until that 00:13:28


symptom goes away. The other risk, if you could 00:13:32


call that, is the risk that either the nearsighted 00:13:36


or the astigmatism could be a little over-corrected 00:13:38


or little under - corrected. If that happens, what we 00:13:42


do is we lift the flap and do a little bit more 00:13:46
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lasering to fine tune just to bring that person to 00:13:46


exactly where he wants to be. 00:13:50


Now, to minimize those risks, well, the 00:13:52


number 1 to minimize them, of course, is that the 00:13:56


surgery be intimately familiar with the procedure 00:13:58


and with the technology. You want somebody with 00:14:00


experience. Also to minimize them, especially the 00:14:04


risk of infection, you want a sterile operating 00:14:08


room. Now, that may sound like a given, but 00:14:12


sometimes the surgery is done in a non-sterile 00:14:14


condition, sometimes in a carpeted room in an office 00:14:16


rather than a real operating room. The other thing 00:14:20


that I think is important is a special particle-free 00:14:22


environment because you really don't want particles 00:14:28


under that flap. 00:14:28


MS. MURPHY-STARK: Now, along with this 00:14:30


technology that is being used, how important still, 00:14:32


though, are the surgeon's hands? 00:14:34


DR. NEVYAS-WALLACE: Oh, the surgeon's 00:14:36


hands are crucial. The technology is only the tool. 00:14:36


It's the surgeon who does the surgery. You could be 00:14:40


a skier and have the best skis in the world, but if 00:14:44


you don't actually know how to ski, you could have a 00:14:48


very disappointing result. 00:14:52
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2 MS. MURPHY-STARK: Thank you, Doctor. 00:14:54


3 Joining us now is Andrew Kessler, an 00:14:56


4 attorney from Pennsylvania and a LASIK patient. 00:14:58


5 Andrew, welcome to the show. 00:15:02


6 MR. KESSLER: Thank you, Pat. 00:15:04


7 MS. MURPHY-STARK: Why did you decide to 00:15:04


8
 


have a LASIK procedure. 00:15:08


9 MR. KESSLER: Well, I lead a relatively


10 active lifestyle. In addition to being a father, 00:15:08


11 I'm a skier and a tennis player and I like to spend, 00:15:08


12 obviously, skiing a lot of times outdoors. Coming 00:15:12


13 indoors from outdoors in the winter, anyone who 00:15:16


14 wears glasses has had the experience of having the


15 condensation on their glasses. And just being able 00:15:22


16 to be in the ocean doing the things that I want to 00:15:24


17 do, glasses were an inconvenience. 00:15:28


18 MS. MURPHY-STARK: Now, with any


19 surgery, we all know that there is some risk 00:15:30


20 involved. When you approach this, how did you weigh 00:15:30


21 the benefits against the risk? 00:15:34


22 MR. KESSLER: Well, obviously, what I 00:15:36


23 was looking at was the opportunity to not have to. 00:15:38


24 wear glasses anymore. But primarily, I looked at 00:15:40


25 all the potential operations that were available and 00:15:44
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I've been looking for a lot of years. I had the 00:15:48


benefit of being the son of an optometrist. So for 00:15:52


about the last 15 years, I've been looking for some 00:15:54


way to avoid wearing my glasses. At some point, it 00:15:56


was made known to me that there was this LASIK 00:16:00


procedure which has a very high level of success and 00:16:02


for which I was a very good candidate. 00:16:06


MS. MURPHY-STARK: Now, after being 00:16:08


through this procedure, what do you think? 00:16:10


MR. KESSLER: I'm ecstatic. I'm also 00:16:12


grateful to Dr. Nevyas-Wallace. Since I had the 00:16:16


procedure, I am corrected vision free. 00:16:18


MS. MURPHY-STARK: So very happy with 00:16:20


the procedure? 00:16:22


MR. KESSLER: I am thrilled.


MS. MURPHY-STARK: Doctor, in what other 00:16:24


ways have you seen how this surgery can really help 00:16:26


people's lives? 00:16:28


DR. NEVYAS-WALLACE: Well, one thing I 00:16:28


hear over and over again from parents is that they 00:16:30


want to be able to see where their children are in a 00:16:32


swimming pool and in the ocean, and that when they 00:16:36


come out of the ocean, they'd like to be able to 00:16:38


find their family. I've heard from people who while 00:16:40


IYA1 Vincent Varallo Associates, Inc.
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they were in the ocean wanted to be able to be 00:16:44


certain they were swimming toward the shore rather 00:16:46


than away from it. 00:16:48


MS. MURPHY-STARK: That's a good -- 00:16:52


DR. NEVYAS-WALLACE: Important. 00:16:54


MS. MURPHY-STARK: Doctor, in what other 00:16:54


ways have you seen this procedure affect people's 00:16:56


lives? 00:16:56


DR. NEVYAS-WALLACE: It affects the 00:16:56


careers they pursue, it affects the way they can


spend their recreation time. It opens a whole new 00:17:02


world to people who no longer need to wear glasses 00:17:04


or contact lenses. 00:17:08


MS. MURPHY-STARK: Well, thank you, 00:17:10


Andrew, for being here and sharing your experience 00:17:10


with us. 00:17:12


MR. KESSLER: You're welcome. 00:17:14


MS. MURPHY-STARK: When we return, we'll 00:17:14


speak more with Dr. Nevyas-Wallace and to an 00:17:16


optometrist about LASIK laser vision correction. 00:17:16


We'll also hear from a well-known radio personality 00:17:20


in Philadelphia about why he enjoys clearer vision 00:17:24


without corrective aid. We'll be right back. 00:17:26
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ANNOUNCER: To learn more about LASIK 00:07:44


laser vision correction or to find out if you are a 00:07:46


candidate for LASIK, you can reach Nevyas Eye 00:07:48


Associates toll free at 800-9-LASER-6. That's (800) 00:07:50


952-7376.


COMMERCIAL: See the world run. Run, 00:17:50


world, run. Run. See Texaco run. Visualize. 00:17:58


Hypothesize. Explore. And relentlessly search and 00:18:02


find the energy the world needs to run. Run, world, 00:18:06


run. Texaco, a world of energy. 00:18:12


COMMERCIAL: There's a company out there 00:18:16


in the business of moving things. It's not a 00:18:18


trucking company. It's not a shipping company. It 00:18:22


doesn't carry packages overnight. It's a company in 00:18:24


the business of moving ideas, via long distance, 00:18:28


wireless, video, Internet, directories and local 00:18:34


telephone lines. What's the name of the company? 00:18:36


, Well, it begins with G and it ends with GTE. 00:18:40


ANNOUNCER: To learn more about LASIK 00:07:44


laser vision correction or to find out if you are a 00:07:46


candidate for LASIK, you can reach Nevyas Eye 00:07:48


Associates toll free at 800-9-LASER-6. That's (800) 00:07:50


952-7376.
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MS. MURPHY-STARK: Welcome back to MDTV 00:19:02


Medical News Now. Refractive surgery became popular 00:19:04


with the emergence of radial keratotomy or RK to 00:19:08


correct nearsightedness also known as myopia. RK, 00:19:12


however, only corrected low amounts of myopia and 00:19:16


seemed to weaken the cornea resulting in 00:19:18


farsightedness or hyperopia. Automated lamellar 00:19:20


keratectomy or ALK soon followed. But because 00:19:24


adjustments to the cornea were done mechanically, 00:19:28


the refractive correction was very limited. 00:19:32


Photorefractive keratectomy, also called PRK 00:19:34


addressed these limitations by using the extremely 00:19:36


precise excimer laser and treated broad ranges of 00:19:40


focal abnormalities. LASIK is the latest in the


evolution of refractive surgery and incorporates the


best of ALK and PRK. 00:19:50


Dr. Anita Nevyas-Wallace joins us as a 00:19:52


guest medical expert. Dr. Nevyas-Wallace is a 00:19:54


Fellow of the American Academy of Ophthalmology and 00:19:58


an award-winning member of the American Society of 00:20:00


Cataract and Refractive Surgery for innovative work 00:20:02


in her field.


Doctor, what type of recovery is 00:20:08


involved with LASIK and how soon before someone 00:20:08


Vincent Varallo Associates, Inc.
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notices a difference? 00:20:12


DR. NEVYAS-WALLACE: Well, patients 00:20:14


sometimes notice improvement the very first day of 00:20:16


surgery. But I tell my patients not to expect 00:20:16


significant improvement until the next morning when 00:20:22


they get up. Improvement continues from there. We 00:20:26


consider the eye to be fully healed at three months, 00:20:28


but usually a person has excellent vision long, long 00:20:30


before that. 00:20:34


MS. MURPHY-STARK: Will the corrected 00:20:36


vision last forever once it's done? 00:20:36


DR. NEVYAS-WALLACE: Yes, Pat, it will. 00:20:40


And I base that opinion on a 40-year track record 00:20:42


that we have with this type of surgery. Now, we 00:20:48


weren't doing LASIK 40 years ago, but we were doing 00:20:48


an operation called keratomileusis in which the 00:20:52


cornea was reshaped, not with a laser, mechanically. 00:20:52


And there are patients alive today who had that 00:20:56


procedure done 40 years ago. They've done 00:21:00


beautifully. The correction has lasted. Their 00:21:02


vision has remained excellent. 00:21:04


MS. MURPHY-STARK: Thank you, Doctor. 00:21:06


We're now joined by Dr. Tammy Schuler, 00:21:08


00:21:08an optometrist and LASIK patient.
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2 Dr. Schuler, welcome to the program. 00:21:12


3 DR. SCHULER: Thank you. 00:21:16


4 MS. MURPHY-STARK: Now, as an 00:21:16


5 optometrist and someone who has had LASIK performed, 00:21:18


6 what kind of leg work do you recommend to people 00:21:18


7 when researching deciding whether they should get 00:21:22


8 this done and by whom? 00:21:24


9 DR. SCHULER: Usually when patients are 00:21:26


10 interested in refractive procedures, I recommend 00:21:28


11 that they look for a surgeon that they feel 00:21:30


12 comfortable with and also one that has experience. 00:21:34


13 You'd like to know that the physician will be 00:21:38


14 experienced to handle any facet of the procedure 00:21:42


15 that may or may not go as planned. You also want to 00:21:46


16 make sure they take everything importantly, every


17 step of the procedure important. Also, you want to 00:21:58


18 be comfortable with the person who does it because 00:22:02


19 you will have concerns, both from a vision 00:22:06


20 standpoint and also from an anxiety standpoint. 00:22:10


21 MS. MURPHY-STARK: And how did you feel 00:22:14


22 about your results? 00:22:14


23 DR. SCHULER: I'm very, very pleased. 00:22:16


24 From the moment that I had the procedure done, I was 00:22:18


25 20/20, and I experienced very, very little 00:22:20
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discomfort. I was told that I could anticipate 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


00:22:26


00:22:30


00:22:36


00:22:40


00:22:42


was looking out during a rain storm driving. And so 00:22:48


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


00:22:52


00:22:56


00:23:04


00:23:04


00:23:06


00:23:08


00:23:12


00:23:16


00:23:20


00:23:20


00:23:22


00:23:24


00:23:28


00:23:32


00:23:36


1


2


3


4


6


7


8


9


10


11


12


13


14


15


16


17


18


19


20


21


22


23


24


25


Vincent Varallo Associates, Inc.







23


1 MDTV MEDICAL NEWS NOW - LASIK SURGERY


2
 


old the last time Philadelphia won a title. It's 00:23:38


3
 


not fair. 00:23:42


4 I'm one of these people who can't see


5
 


the hand in front of the face when it's two feet in


6
 


front. I wore glasses up until my 30s. I wore 00:23:50


7
 


contacts after that. I hated it. I hated breaking 00:23:54


8
 


the glasses. I hated cleaning the lenses. I hated 00:23:56


9
 


not being able to see in the morning until I put the 00:23:58


10 glasses on. I couldn't even read the clock. 00:23:58


11 When I came to Nevyas, what I really 00:24:02


12 liked is I didn't feel as if they were sales people 00:24:04


13 and they weren't trying to push me into it. They 00:24:08


14 explained everything that was going to happen 00:24:12


15 step-by-step. I must have asked them 6,000 00:24:14


16 questions. They never got tired of my questions. I 00:24:18


17 probably had a lot of stupid questions. They never 00:24:20


18 made me feel stupid about them. They were very 00:24:24


19 gentle, for lack of a better word. I mean, they 00:24:26


20 figuratively held my hand through a procedure, which 00:24:32


21 I was a little bit nervous. 00:24:34


22 I'm still amazed that I go to a football 00:24:36


23 game, I go see the Philadelphia Eagles and I'm up in 00:24:40


24 the press box, I'm talking 200 yards away on the 00:24:40


25 other side of the field is the head coach and I can 00:24:46
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see what he's saying and I can make out who he's 00:24:48


talking to and I can see forever. And that really 00:24:52


has amazed me because I didn't know. 00:24:56


I'll tell you something else. This, 00:24:58


again, may sound corny. Colors are brighter than 00:25:00


they were. I used see the leaves on the trees. I 00:25:04


used see the distance as sort of a shading of 00:25:08


colors. Now I see the leaves on the trees and it's 00:25:08


individual leaves. Now I look off into the distance 00:25:12


and I can see this color breaking into to that 00:25:14


color. The surprise was how much better I see. I 00:25:16


figured I would see about the same but not have to 00:25:22


wear the glasses or the contacts. What I learned is 00:25:24


how much better I could see.


MS. MURPHY-STARK: Now, even though


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.


00:25:28


00:25:32


00:25:34


00:25:38


00:25:38


00:25:40


Now, Doctor, Glenn in is 40s and he had 00:25:42


terrific results. Are there any upper age 00:25:44


restrictions?


DR. NEVYAS-WALLACE: No, Pat, there 00:25:50


really are not. We've done this procedure on people 00:25:50
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2
 


in their 80s. Now, normally, a person in his 80s 00:25:52


3
 who wanted to correct nearsightedness or 00:25:56


4
 


farsightedness would have lens surgery. If he had a 00:25:58


5
 


cataract, he'd have cataract surgery. If the lens 00:26:02


6
 


is clear, we call this refractive lensectomy with 00:26:06


7
 


intraocular lens implantation. But we've had 00:26:08


8
 


patients who had had cataract surgery years ago 00:26:12


9
 


elsewhere and had been left still nearsighted or 00:26:14


10 still farsighted, and we've been able to perform 00:26:16


11 LASIK on those people and they've responded 00:26:18


12 beautifully. 00:26:22


13 MS. MURPHY-STARK: What do you enjoy 00:26:22


14 most about what you do? 00:26:24


15 DR. NEVYAS-WALLACE: The most satisfying 00:26:26


16 thing about my•job is making patients happy. I love 00:26:26


17 hearing how thrilled they are with the results from 00:26:32


18 the surgery. I love hearing what a new world has 00:26:32


19 been opened to them. And I get to hear that not 00:26:36


20 just once a day, but many times throughout the day; 00:26:38


21 this is a happy, special day and I'm very lucky. I 00:26:40


22 also enjoy teaching doctors to become good surgeons 00:26:44


23 and I love inventing ways to make an excellent 00:26:48


24 procedure even better. I feel very fortunate to 00:26:50


25 have been able to contribute to the field. 00:26:54
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MS. MURPHY-STARK: Well, thank you very 00:26:56


much for being with us today. 00:26:56


DR. NEVYAS-WALLACE: Thank you, Pat. 00:26:58


It's been a pleasure. 00:27:00


MS. MURPHY-STARK: We have to go to a 00:27:00


break, but before we do, if you would like 00:27:02


infoLmation on any of topics covered in today's 00:27:04


show, please give us a call toll free at 00:27:08


1-877-MDTVNOW. That's 1-877-638-8669. We'll be 00:27:08


back shortly with more Medical News Now. Stay 00:27:16


tuned.


- - -


ANNOUNCER: To learn more about LASIK 00:07:44


laser vision correction or to find out if you are a 00:07:46


candidate for LASIK, you can reach Nevyas Eye 00:07:48


Associates toll free at 800-9-LASER-6. That's (800) 00:07:50


952-7376.


COMMERCIAL: Somewhere between amber and 00:27:34


linen, there's heaven. Between heaven and earth, 00:27:44


there's daylight. And if you follow daylight past 00:27:50


the sunrise and dawn, your eves open to a color 00:27:50


called morning. One of the colors between the 00:27:54


colors created by Cannon, Cannon laser color. Its 00:27:58


only competition is reality. 00:28:02
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2 COMMERCIAL: At Save The Children, we 00:28:06


3
 


have photos and personal stories of thousands of 00:28:10


4
 children who need a sponsor, a caring friend, 00:28:12


5
 someone just like you. Won't you reach out to one 00:28:12


6
 


of these wonderful children? Your $20 gift each 00:28:16


7
 month is not a handout; it's a hand up. Your 00:28:20


8
 


contributions will be combined with gifts from 00:28:24


9
 


others to help provide self-help programs for all 00:28:24


10 the children in the community. Just call and say, 00:28:28


11 yes, I'm ready to be a child's sponsor and friend. 00:28:30


12 ANNOUNCER: If you would like a copy of 00:28:38


13 today's program, you can contact us toll free at 00:28:40


14 1-877-MDTVNOW or visit us or our web site at 00:28:42


15 www.MDTVNOW.com . 00:28:50


16 - - 00:28:56


17 MS. MURPHY-STARK: I'd like to thank Dr. 00:28:56


18 Herbert Nevyas and Dr. Anita Nevyas-Wallace for


19 sharing their expertise on refractive surgery,


20 specifically LASIK laser vision correction and 00:29:04


21 explaining the technology behind it. 00:29:06


22 I would also like to formally announce 00:29:08


23 that both doctors have agreed to join our staff as 00:29:12


24 medical experts on future programs. We look forward 00:29:14


25 to working with both of them. 00:29:16
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Well, that wraps up this edition of 00:29:18


Medical News Now. For everyone here at MDTV, I'm 00:29:20


Pat Murphy-Stark. Take care and stay healthy. 00:29:26


- - -


ANNOUNCER: If you would like more 00:29:30


information on LASIK laser vision correction, you 00:29:32


can reach Nevyas Eye Associates toll free at 00:29:34


1-800-9-LASER-6. That's 1-800-952-7377. 00:29:38


(End of videotape.)
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Steven A. Friedman, Esquire
Attorney I.D. No. 76402
850 West Chester Pike
Havertown, PA 19083
(610) 789-0568       


Dominic Morgan
Plaintiff 


. PHILADELPHIA COUNTY
: COURT OF COMMON PLEAS
: TRIAL DIVISION


: April 2000 Term, No.002621 
VS. 


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 Eye Associates


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.







32. 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.


33. Do you maintain an appointment and privilege list of Dr. Deglin?


34. This is a request to produce such list.


35. Do you use Snellen eye charts?


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


37. Have you ever leased or purchased Summit excimer lasers? Specify which.


38. If so, give applicable dates of usage.


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


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


41. 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?


42. 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.  


Date: Steven A. Friedman, Esquire
Attorney for Plaintiff







STEIN & SILVERMAN, P.C.
BY: Andrew Lapat, Esquire
Attorney Identification No. 55673
230 South Broad Street, 18TH Floor
Philadelphia, PA. 19102
(215) 985-0255


Attorney for Defendant
Nevyas Eye Associates, P.C. and
Nevyas Eye Associates of New Jersey, P.C.


DOMINIC MORGAN


VS.


HERBERT J. NEVYAS, M.D.;
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.


COURT OF COMMON PLEAS
Philadelphia County


APRIL TERM, 2000


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








VERIFICATION 


HERBERT J. NEVYAS, M.D. hereby states that I am president of Nevyas Eye


Associates, P.C.; I am authorized to make this verification on behalf of defendant; I verify


that the statements made in the foregoing discovery responses are true and correct to the


best of my knowledge, information and belief; I understand these statements made are


subject to the penalties of 18 Pa.C.S. §4904 relating to unsworn falsification to


authorities,


July 29, 2002







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:


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.


3. Dr. Nevyas testified that he did not report his patient Keith Wilts 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.


Date: August 20, 2004 
- Jo E. JanSon Wills







 - - Original Message  - - 
From: Tarosky, Matthew [mailto:MJT@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 eolleague.
I 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
REIS/FDA/CDRH/OC/DBM
(301) 594-4718 ext. 130
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Herbert T. Senn's. M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Baia Cynwyd, PA 19004


JAN 2 El 1929


R= 0970088/S15
Sullivan Excimer Laver System (Navyza Model)
Indications for Use: LASIK (Lases-Asuisacd In Sina Kctitoraileusia) to correct myopia of


-0.5 to -15 Dioptars (D) with up to -7 D of astigmatism for protocol NEV-97-001
Myopia; and, LASiX. retrearment to correct myopia an.d myopic astigmatisM of eyes
zrated w ith arts laser prior to IDE approval


Dared - January 5, 1995
arcrived: January 6, 1999
HC.FA Category: A-2
New: Annual Report Due: August 7, 1 .999


Dear Dr. Nevyas:


The Food and Drag Administration (FDA) has reviewed the .-.<upplernent to your investigational
dz -rict. ==iptions (IDE) application providing validation data for The contrast sensitivity study.
You }Lave: correctrd the citiicieucy cited in our September 24, 1598 conditional approval letter.
Your application is approved, and you tuay continue your ir.vestigatiort at the institution enrolled
in your investigation where you heave obtained instizunatial review board (IRE3) approval. Your
investgation is limited to onn institution and 1015 objects (2030 eyes): 990 subjects (1980 eyes)
the raycrpin. (- 0.5 to -15 D with up to -7 D astigmati.. ); ar d. 25 Jubjects (50 eyes) for
-tnnt-ements of subjects orated prior to IDE approval (-0.5 -.1c -15 D myopia with up to -7 D


esncrnati 3 /31)


Please be aware of the following:
Ir. Table 1-1, the dare appear to be quite scattered. with. so = subjects actually
in=easing in sensitivity during glare me 3C Sz C3 at 3 cycles per degree
(CM)), while others are severely comprothielki (see ZM). Ea order to re4uce
variability in the data in the contrast sensitivity study, :he person adrninisterinz the
test slaQuid have experience in this test and the subjects should be well trained prior to
testing.
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Page 2 - Raba 3. Nevyas, M.D.


We continue to be cone that your ablation is likely to have intaltifocal properticris,
which rccans that some light will be out of focus even at The best focal plane. It is
possible that your proposed mesopic contrast 34:Zus ti vity study will help resolve some of
these con=3/3. Also, any claims you may wish to assert regarding advantages of
naultifccality may not be supported by your change in accommodation study.


If you have any questions, please contact Everette T. 3ce:rs, Ph.D. at (301) 594-2018.


Sincerely yours,


r e a:11.4466-`14/


A. Ralph . M.D.
Director
Division of Ophthalmic Devices
Office of Device Evaluation
Czattr for Devices and Radiological Health


01/20/99 17:24 TX/ttX NO.4141 • 9.003







FORM FDA 4$3 PISOrd) PREVIOUS EDITION assotErE INSnCTIONIAL OS:3ERVATIONS


SEE
REVERSE
OF THIS
PAGE


EMPLOYEE(S) SIGNATURE EIVPLOM.,.-(S) NAME r,"40 TITLE  (Print or Type)


Ronald Stokes


Jws=r1,4L-vraanal.mczna.......camsausuasmas•rnmwx.al elirc..-vmassaivet..


DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION


iirruc-r o r a AcoRe.ss Atm PHONE NUMBER


US Food and Drag Adminisiration
'Rm. 900 US Customhouse, 2nd and Chestnut Sts.
Phila. PA 19106 (215) 597-4390


DATE(S) OF INSPECTION


4/19,20, 23-30, 30, 5/1-4,7; 10/2001


FEI NUMBER


2531320
NAM AND Time OF INDUIDUAL TO WHOM REPORT Is ISSUE


TO: DT. Herbert J. Nevyas MD
FIRM NAME


Medical Director
STREET ADDRESS


2 Bala Plaza, 333 City Ave
CITY, STATE AND ZIP CODE


Bala Cynwyd PA 19004
TYPE OF ESTABLISHMENT INSPECTED


Sponsor/Clinical Investigator
DURING AN INSPECTION OF YOUR FIRM I OSSERVF.O:


The following observations refer to the Investigational Device Exemption (Protocol # NEV-97-001) for
the indicated study, I..A.SIK (Laser Intrastromal Keratomileusis) with an Excimer Laser in the Surgical
Treatment of RefraCtive.errors: Myopia with and without Astigmatism"


1. There was no documentation to show that the CI notified the IRB about all amendments, changes or
significant deviations to the protocol [per IRB requirements] prior to implementation. •


For example, the FDA granted your firm an increase in the number of subjects 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


The firm is not complying with the Investigator Agreement which was signed and
dated by the Clinical Investigator at the beginning of the Clinical Study .


There was a lapse of IRE approval for the protocol: NEY-97-001 from 8/3/2000 until
8/29/2000 according.to IRB lapse notices and the IRB annual re-approval letter.


PAGE 1 OF 1 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 the prescription 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


LASIK 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.





