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ANM1E'W LAPAT

August 14, 2003

Via Fax 610-789-9989
Steven A. Friedman, Esquire
850 West Chester Pike
Havertown, PA 19083

RE: Morgan v, 'ewes. et al
Philadelphia County CCP, April Term 2000; No.: 002621

Dear Steven:

I have reviewed the printout which you sent me of Mr. Morgan's Web site Lasiksucks4u.
Although I strongly b2lieve that this web site should be removed in its entirety, Dr. Nevyas has
agreed to take no legal action against Mr. Morgan provided that the changes and deletions made
to the web site as shown on the print out which you sent to me arc not reinserted into the web site
and provided further that Mr. Morgan makes no further attempts to defame my clients. We
reaffirm the statements contained in my letter of July 30, 2003 detailing the defamatory material
contained in the web site at that time, but agree that if there are no further attempts at clefar..,ing
my clients we will take no legal action against Mr. Morgan for his past defamatory statements.
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http://www.citizen.org/documents/nevyasmorganopinion.pdf 
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https://fjdefile.phila.gov/dockets/zk_fjd_public_qry_03.zp_dktrpt_frames?case_id=031100946 
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e DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAY — 8 1997

Herbert 3. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK for Myopia (-0.5 to -22 Diopters with up to -7 D

Astigmatism)
Dated: March 18, 1997
Received: April 8, 1997

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed your investigational device
exemptions (IDE) application. We regret to inform you that your application is disapproved.
and you may not begin your investigation. Our disapproval is based on the deficiencies
listed below. Because your excimer laser system, which you have told us is being used to treat
patients, has neither an approved application for premarket approval (PMA) under section
515(a) of t1-10 Federal Food, Drug and Cosmetic Act (the Act), nor an IDE under section
520(g), your device is adulterated under section 501(f)(1)(B). This is to advise you that,
consequently, any use of these devices to treat patients is a violation of the law.

Our disapproval of your IDE is based on the following deficiencies:

On page 22 you indicate that cadaver eyes were ablated with the laser and topography
measurements were taken to verify uniformity of ablation. Since your submission
contains no actual ablation profiles (other than the theoretical ablation patterns in
Attachment 3.4.1.3.A•1) which show that the laser can actually function as designed,
please provide the corneal topographies of the cadaver eyes, or provide corned_
topographies from your previous clinical studies.

2. You have not provided a sufficiently detailed scientific and technical analysis of the
following critical engineering aspects of your device. Please provide this information

r/L\ for each refractive indication being studied:
FDA t) 0041



:AUG 0 6 19S1
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 2 9 1997

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088/A1 and A3
Device name: Sullivan Excimer Laser System (Nevyas Model)
Dated: July 3 and 21, 1997
Received: July 8 and 22, 1997

Dear Dr. Nevyas:

On July 8 and 22, 1997, the United States Food and Drug Administration (FDA)
received the amendments to your investigational device exemption (IDE) application
that you submitted for your excimer laser system for use in refractive eye surgery.
FDA has started to review this application. We have determined, however, that
additional information is required in order to complete this review.

Excimer laser systems are Class ITT devices within the meaning of section 513(f) of the
Federal Food, Drug, and Cosmetic Act (the Act). Accordingly, a physician may not
use an excimer laser system to treat patients unless there is in effect an approved
premarket approval application (PMA) or an approved IDE for that device.

FDA is aware that a number of physicians are using lasers for refractive surgery to
treat patients even though there is no PMA or IDE in effect for their lasers. Based on
the results of our investigations, we believe that you are currently using your laser to
treat patients.

FDA 0 0013
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DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service    

Y     

Food and Drug Admi istratit
9200 Corporate 8ouh lard
Rockville MD 20850

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

AUG 7 1997

Re: G97008 8/A1, A3 and A4
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK for Myopia (-0,5 to -6.75 Diopters with up to -7 D

Astigmatism)
Dated: July 3, 21, and 29, 1997
Received: July 8 and 22, and August 1, 1997
HCFA Reimbursement Category A2 (for procedures to request re-evaluation of ti

categorization decision, please see the appropriate enclosure
Annual Report Due: August 7, 1998

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the amendments to your•
investigational device exemptions (IDE) application. Your application is conditionally
approved because you have not adequately addressed deficiency #2 cited in our May 8, 1997
disapproval letter. You may begin your investigation, using a revised informed consent.
document which corrects deficiency #1 (below), after you have obtained institutional revie• 7

board (IRB) approval, and submitted certification of IR.B approval to FDA. Also, we are in
receipt of your certification (Amendment 4 received August 1, 1997) that you have not use
the laser as of the close of business on July 28, 1997, and that you will not use the laser unle s
and until FDA approves the IDE applic2tion for your device. You are reminded that when
the agency has approved (conditionally or otherwise) an IDE for a device, all treatments wi h
that device after the date of FDA approval of the IDE are treatments under the IDE;
consequently, the device may be used to treat only the number of subjects approved in the
IDE and only for the indications approved in the IDE. Yoù r investigation is limited to one
institution and 100 subjects for Low Myopia (-0.5 to -6.75 D)plus.Astigmatism (upi:o 77w

This approval is being granted on the condition that, within 45 days from the date of this

1. Since your ablations are clearly non-spherical ) as well as multifocal, you
should provide a much stronger caution to your prospective subjects
regarding the ability to see well in low light level situations, Please amend
the risk section of your informed consent document with additional

r v- -"- L L —:11 . 1 1_I -_ _ 011 r,, r r c

letter, you submit information correcting the following FDA
y b g



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Adrninistratic
9200 Corporate Boulevard
Rockville MD 20850

OCT -3 1997

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088/S2, S3, and S4
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LAsa. to cor-re  myopia of -0.5 to -15 Diopters (D) with up to

-7 D of astigmatism for protocol NEV-97-001 Myopia; and, LASa. enhancement
to correct myopia of eyes previously treated with this laser

Dated: August 28, September 10 and September 19, 1997
Received: September 9, 12, and 22, 1997
Annual Report Due: August 7, 1998

Dear Dr. Nevyas:

The Food and Drug Administration (i-DA) has reviewed supplements 2, 3 and 4 to your
investigational device exemptions (EDE) application. Supplement 2 requests a protocol .
deviation to treat two anisometropic patients (one eye at -10 D and one eye at -7.50 D); you
were granted permission by telephone on September 9 to treat these two anisometropic
patients. We acknowledge receipt of your institutional review board (IRB) approval
(supplement 3). Supplement 4 responds to our conditional approval letter of August 7, 1997
and requests: an increasecrease in treatment range from -6.75 ID to -22 ID; approval to study
simultaneous bilateral treatment; and, approval to retreat apPtoximately 125 patients
previously treated with this laser prior to IDE approval.

I-DA cannot approve your request to study LASIE. in higher myopes up to -22 D because you
have not provided adequate data to support safe use above -15 D. FDA will conditionally
approve, however, a study at this timee of LASE in 25 subjects with myopia -7 D to -15 ID
with up to -7.00 D of astigmatism; please the conditions of approval below. If you agree to
conduct your investigation within the modified limit, you may implement that change at the
institution enrolled in your investigation where you have obtained institutional review board
(7 RE) approval. If you do not agree to this modified limit, you should consider this letter as a
disapproval of your request for an expansion of the investigation, and you have an
opportunity to request a regulatory hearing as described in the enclosure "Procedures to
Request a Regulatory Hearing." FDA 0 02

FDA cannot approve your request to study enhancements on up to 125 of your prior cliair;
-41

patients, because you have not provided adequate preliminary data to demonstrate safety of,
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7 DEPARTMENT OF HEALTH & HUMAN SERVICES
DEC 1 9 197

Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC I 6 1997
Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088/S5
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LA.S1K to correct myopia of -0.5 to -15 Diopters (D) with up to -7

D of astigmatism for protocol NE -V-97-031 Myopia; and, LASIK enhancement to
correct myopia of eyes previously treated with this laser

Dated: November 12, 1997
Received: November 17, 1997
Annual Report Due: August 7 ', 1998

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions (LDE) application. Your application remains conditionally
approved because your supplement adequately addressed only deficiency 2 cited in our
October 3, 1997 letter. You may continue your investigation at the institution where you
have obtained institutional review board (1E3) approval. Your investigation is limited to one
institution and 150 subjects: 100 subjects for low myopia (-0.5 to -6.75 D myopia plus up to -7
D astigmatism); 25 subjects for high myopia (- 7 to -15 D with up to -7 D astigmatism); and, 25
subjects for enhancements of previously treated subjects (-0.5 to -15 D myopia with up to -7 D
astigmatism).

This approval is being granted on the condition that, within 45 days from the date of this
letter, you submit information correcting the following deficiencies:

1. You have stated that you currently are working on plans for a fail-safe mechanism for
your device. Please submit an engineering plan and time-table for retrofitting your
device with an adequate fail-safe mechanism. This mechanism should include a safe
means to complete the treatment. FD P' 0 0 0 3 2
Regarding retreatments (enhancements), your data do not appear to support
enhancement after 8 weeks postoperatively. It is possible that there is merely a matter
of differences in interpreting your data. Please provide your stability data according to
the tables enclosed (see enclosure, "Stability of Manifest Refraction"). Also, please
submit a retreatment study plan. You may begin retreatment procedures only after.
FDA has reviewed that data and approved your retreatment study plan.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

/STRICT OFFICE ADDRESS AND PHONE NUMBER

LIS Food and Drug Administration
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
FES NUMBER

2531320
NAME AND TITLE OF INDIVIDUAL. TO WHOM REPORT IS ISSUED

TO: Dr. Herbert I. 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/Clinical Investigator
DURING AN INSPECTION OF YOUR FIRM I DESERVED:

The following observations refer to the Investigational Device Exemption (Protocol # NEV-97-001) for
the indicated study, (3-AS1X (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 o
significant deviations to the protocol [per IRB reiluirementsj prior to implementation.

, .
. .

For example, the FDA granted your firm an increase in the number of subjects'you
could treat with Yourinvestigational device on Jan. 20, 1999. IRB. Annual Review 	.

	.

dated 7/29/00 does not indicate the IRB knew about population increase. The MB did
not approve the population increase until. August 28, 2000, 20 months later

:.-
P 	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 IRIEI *approval for the protocOl: NEV-97-00 I from 8/3/2000 until :
8/29/2000 according to IRB , lapse notices and the IRB annual re4pproval letter. 	.

. . 	-

•

. .

.
.

. 	,

. • .
	.

.....• ..... •. . . . .. •

._••--.

EMPLOYEE(S) SIGNATURE EMPLOYEE(S) NAME AND TITLE (Pnro or Type) DATE ISSUED

SEE Ronald Stokes May 10, 2001
REVERSE
OF THIS / El-

PAGE al .
FORM FDA 483 ) PREVIOUS EDITION cesoizrr INSPECTIONAL OBSERVATIONS PAGE 1 OF 1 PAGES



DEPARTMENT OF HEALTH ,S1. HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20E150

JUL T 12;8

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088/S10
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK (Laser-Assisted In Situ Keratomileusis) to correct myopia

of -0.5 to -15 Diopters (D) with up to -7 D of astigmatism for protocol NEV-97-001
Myopia; and, LASIK retreatment to correct myopia and myopic astigmatism.

Dated: June 3, 1998
Received: June 8, 1998
Next Annual Report Due: August 7, 1998

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions ODE) application addressing glare testing validation and
proposing an expansion of your investigation to include both myopic and hyperopic
retreatments (enhancements). FDA cannot aporove your request as proposed because you
have not shown stability of manifest refraction, and you have not presented sufficient detail
for your hyperopic retreatment. FDA will conditionally approve, however, an expansion to
include myopia and myopic astigmatism retreatments at this time. If you agree to conduct
Your investigation within the modified limit (myopia and myopic astigmatism retreatments
only), you may irn lernent that char.-e at the institution where ou have • stained
institutional review board r aporov. . Your investigation is limited to 1 institution and
225 subjects: 150 subjects (300 eyes) for low myopia (-0.5 to -6.75 D myopia plus up to -7 D
astigmatism); 50 subjects (100 eyes) for high myopia (- 7 to -15 D with up to -7 D astigmatism);
and, 25 subjects (50 eyes) for enhancements of subjects treated prior to IDE approval (-0.5 to -
15 D myopia with up to -7 D astigmatism).

If you do not agree to this modified limit , you should consider this letter as a disapproval of
your request for an expansion of the investigation, and you have an opportunity to
regulatory hearing as described in the enclosure "Procedures to Request a Regulatory

Hearing."
A 2FDA b 0

Since FDA believes this change affects the rights, safety or welfare of the subjects, you must
also obtain institutional review board (TaB) approval before implementing this change

;r,vecric-ar.i on (21 CFR. 812.35(a)).



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

-0

JAN - 7 Laa9
Food and Drug Administrati
2098 Gaither Road

Rockville MD 20850

Herbert J. Nevyas ; M.D.

Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
2 Bala Plaza
333 City Avenue
Bala Cynwyd, Pennsylvania 19004

Dear Dr. Nevyas:

During the period of October 6 through November 2, '1998, Nevyas Eye Associates
was visited by Mr. Ronald Stokes. an investigator from the Food and Drug
Administration's (FDA) Philadelphia District Office. The purpose of that visit was to
inspect your activities as a sponsor and clinical investigator of studies of laser
assisted in situ keratomileusis (LASIK) for the treatment of myopia, with or without
astigmatism, with the Sullivan Excimer Laser, Nevyas model, to determine if they
complied with applicable FDA regulations. Excimer lasers are devices as that term is,
defined in Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).

The inspection was conducted under a program designed to ensure that data and
information contained in requests for Investigational Device Exemptions (IDE), •
Premarket Approval Applications (PMA), and Premarket Notifications [510(k)] are
scientifically valid and accurate. Another objective of the program is to ensure that
human subjects are protected from undue hazard or risk during the course of
scientific investigations.

Our review of the inspection report submitted by the district revealed deviations from
Title 21, Code of Federal Regulations, (21 CFR), Part 812 - Investigstional Device
Exemptions and Part 50 - Protection of Human Subjects and Section 520(g) of the
Act. The deviations noted during the inspection were listed on form FDA-483,
"Inspectional Observations," which was presented to and discussed with you at the
conclusion of the inspection. We acknowledge receipt of a November 30 response
to the deviations from your consultant, Barbara S. Fant, Pharm. D.

It was noted on the form FDA-483 that two subjects had undergone simultaneous
bilateral LASIK surgery prior to IDE approval for bilateral treatment. The response
states that the original conditional approval of your IDE, dated 8/7/98, had included
simultaneous bilateral surgery but that this approval had been rescinded for all
Sullivan laser users on 10/3/97. Enclosed with the response was a copy of a letter
to Dr. Everette Beers, Office of Device Evaluation (ODE), from Dr. Richard H. Sterling
dated 10/23/97, which notes that two surgeries had been performed under the IDE
study but that no additional bilateral procedures would be performed until specific
IDE approval had been received. Dr. Beers confirmed that it had been assumed by
Dr. Nevyas and other excimer investigators that IDE approval included bilateral

FDA .6 0
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Herbert J. Nevres,
Nevyas Eye Associas
D-L-11a-w-m-e Valley Stag=y Institute
333 City T.frie Avcrine

RP12. Cynwyd, PA 19044

JAN 2 0 1999

Re: 0970088/S15
Sullivana:cirner Laser Systazto. (Nevyas Modal)
Trrlications for Use: LASIK (L..as-As.q -ic.ted. In Situ Keratornaeusis) to correct myopia of

-0.5 to -15 DiuptE113(1)) with t to •7 D of ...-4 n groat .= far pr-_,tnc-,7, 1 NEV-97-001
Myopia; and, LASE( retreataent to correct myopia and myopic asti,Tnatism of eyes
rreet5c1 with this laser prior to IDE approval

January 5, 1999
Received: January 6, 1999
HCFA Category. A-2
Next Anarml Report D-ue: August 7, 1909

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) }I? s reviewed 1-1-1/- supplerivat to your in.v deolianal
exemptions (IDE) applicaticrn providing validation d.a.ta for the contrast sensitivity study

You have corrected the dtho- leacy cited in our September 24, 1998 ecmaitional approval letter_
Your application is approved, and you may continue your investigation at the institution cnrollad
in your investigation where you have obta.i.ra i insti-wlional review board. (IRE) approval_ Your
investibation is limited to one institution and 1015 subjects (2030 eyes); 990 subjec (1980 eyes)
for myopia (- 0.5 to D with up to -7 D astigraatism); arid, 25 subj-ts (50 eyes) for
enhancements of subjects ated prior to IDE approval (-0.5 to -15 D myopia with up to -7 D
estigmaiiam)

Please be aware of the followina:
In Table 1-1, the data appear to be quite scatter:4 with some subjects actually
increasing in sensitivity during, glare s= BC & CB at 3 oycl= per degree
(CPD)), while others are sc-vezely compromie (see ZM). In. order to reduce
variability in the data in the contrast sennitivity study, the person administering the
teat should have expacienze in this test and the subjects thould be well trained prior to
testing.

FDA 0 00 S



FEB 09 2001
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 3 0 2001

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088
Sullivan Excimer Laser System (Nevyas Modal)
Indications for Use: LASIK (Laser-Assisted In Situ Keratomileusis) to correct myopia of

—0.5 to —15 Dipoters (D) with up to —7 D of astigmatism for protocol NEV-97-001
Myopia; and, LASIK retreatment to correct myopia and myopic astigmatism of eyes
treated with this laser prior to IDE approval

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) granted approval of your investigational device
exemptions (IDE) application on August 7, 1997. As part of your responsibilities as sponsor of a
significant risk device investigation, you are required to submit a progress report to i ,DA and to
all reviewing institutional review boards (Ins) on at least a yearly basis. We have not received a
response to FDA's November 10, 1999 request for additional information regarding your August
1998 — August 1999 annual progress report (enclosed). In addition, please provide your annual
progress report for the year August 1999 — August 2000.

Please submit your response to FDA's November 10, 1999 letter and your year 2000 annual
progress report to FDA within 45 days from the date of this letter. The infounation should be
identified as an IDE supplement referencing the IDE number above, and must be submitted in
triplicate to:

IDE Document Mail Center (FIFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850

If you do not provide the requested infoi illation within 45 days from the date of this letter, we
may take steps to propose withdrawal of approval of your IDE application.

FDA
() SbIE‘



DFPARTACENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administrmi
9200 Corporate Boulevard .

Rockville MD ZO50

JUL 2 5 2001
Herbert T. Nevyas, M.D,

Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Tine Avenue
Bala Cynwyd, PA 19004

Re: G970088/S20
Sullivan E,,r(-;met Laser System (Nevyas Model)

Dated.: June 21, 2001
Received: June 25, 2001
Next Annual Report Due: August 7, 2001

Dear Dr. Nev-y-as:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions (IDE) application proposing two new clinical protocols to
evaluate the spherical ablation algorithm. We regret to inform you that your supplement is
rlicapproved and you may not implement the change in your investigation. Our disapproval is
based on the following deficiencies  which, unless otherwise specified, relate to both protocols:

1. You have stated that subjects will be evaluated preoperatively and 1 day, 1 week, and 1, 3,
and 6 months post-LASIE, and that a final exam will be conducted at least 3 months after
the time when refractive stability is achieved. For new indications, where the time point
of stability is not established, we recommend 24 months of follow-up. We consider all .
indications using the new, spherical ablation algorithm to be "new" indications. Please
revise your protocol, case rep ort forms, and consent form accordingly, or justify not dam- g
so. Please add evaluations for each study eye at 9, 18, and 24 months postoperatively
regardless of the individual subjects' postoperative 'refractive stability. You may request to
modify your protocol if the preliminary data indicate earlier stability of the cohort, Please
note that the point of stability may differ for different refractive indications, e.g., low
spherical myopia only, high spherical myopia only, low myopia with astigmatism, high
myopia with astigmatism, spherical hyperopia, and hyperopia with astigmatism.

2. You have identified target values at the "mean time of stability" and you have ciefini-ci
stability as "two manifest refraction spherical equivalent (NER.S.E) measurements taken at
two consecutive visits that are at least 2 to 3 months apart that are within 1.0 D of each
other". The FDA normally evaluates target values at the point of stability defined as the
time point when 95% of the eyes have a change of < 1D of MRSE between 2 refractions
performed at least 3 months apart. Please revise your protocol in order to be consistent
with the FDA's definitions.

FDA 0 0066



DEPARTMENT OP IMALTH & HUMAN SERVICES Public Health Service

Food and Drug Administratic
9200 Corporate Boulevard
Rockville MD 20850

Herbert J. Nevyas, M.D.
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

AUG I 6 200(

Re: G970088/S22
Nevyas Excimer Laser
Dated: July 20, 2001
Received: July 23, 2001
Annual Report Due: August 7, 2001 (,overdue)

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions (IDE) application proposing the validation for Appollo
Software. We regret to inform you that your supplement is disapproved and you may not
implement the change in your investigation. Our disapproval is based on the following
deficiencies:

1. An important function of the software in the device is to control the beam delivery
hardware (iris size, slot movement, synchronizing iris/slot with laser pulses, etc.) in
the creation of an ablation pattern_ This area, however, is not discussed at all in the
Software Requirement Specifications document. Please provide a step-by-step
description, from the very first pulse to the last pulse, of how the ablation pattern(s) to
be used in this study is(are) to be created by the device, This description should
include specific values for the starting size for the iris, starting position for slot, the
amount to incremental change for iris or slot, etc.

2. The provided Hazard Analysis and Test Data appear to be limited to the user-interface
function of the software. Given aLl the functions of the software, please identify those
that are either safety critical or safety-related (see the Checklist of Information
Usually Submitted in an IDE for Refractive Surgery Lasers, section 3.4.1.3 D,
available at http://wwwfda_gov/cdrh/ode/2093.html), and discuss how those safety
functions were validated.

3. The Revision History Log is only up to version 3.22. Please update it to include all
revisions up to version 3.66, which appears to be the latest version for the software.

FDA 0 0071
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http://www.anitanevyaslasik.com/index.php?option=com_weblinks&catid=23 
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RE: Mr. jjr::rirric k{crgan
Frnnsylrr*,ni a l,lr;ver's t .ir,ensql

Ti: S.4lr:rii it ft{ay {-oncen:

I h*.vs serious i:l:ri{Fmna@|lh* 3fi1lng skills cf Mr" D'rrni;ric Fl:*lgafi iD*F
cf *!tems?n *lder arl"dres;If .

It ls u:''l understa$,Jirrg ths:f F.4r" Ittargan rnai:*alrrs a'r,aiid i{ev; Jers*y dr:v+;:'s
li*er;se, evfln thougle 1:r is co ioilg,er lic*sseri ln F*r:ms'/lvarua, I ex.ar.ninvi.
S''{r. h{*rgen fr*m an cp.hth*iin:*l'*rgir; sta:rdp,-1;nt several. ',i€arg iFic- a;id he repo:if,d
'risicrt ac I*?.r as zSi?.fi{J in *a*"h *ye rtutlen n l*.st sa.'s hi:.n I isr:*rr th'at he has b**n
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Liis li*eng* re",/okixl if he'C*es not rnr.asar€ us tr| the appropri,ste visrmi sfenCsftl. tr
.+rsuld r:Dt want tc, be. resp*nsilrl* fl*i allowirrg a l*galiv blind driver tc be rn the
high'*ray.
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