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FILED
Civil Administration
Dominic J. Morgan, pro se
1038 East 18" Street
Chester, PA 19013
(610) 364-3367
HERBERT J. NEVYAS, M.D., and : COURT OF COMMON PLEAS
ANITA NEVYAS-WALLACE,M.D.,and : TRIAL DIVISION
NEVYASEYE ASSOCIATES, P.C.,, : Philadel phia County
Plaintiffs NOVEMBER TERM, 2003
: NO. 946
VS. :
DOMINIC MORGAN, and : Control Number 01-09062101
STEVEN A FRIEDMAN : Jury Tria demanded on Counterclaim
Defendants :
PROPOSED ORDER
AND NOW, this day of , 2009, upon consideration of defendant

Friedman’s Motion and any responses and/or cross-motions thereto, it is hereby ORDERED that:

1. Plaintiffs are censured for ignoring Judge Sylvester’ s instructions.

2. Plaintiffs are censured for filing an erroneous federal lawsuit.

3. Plaintiffs are censured for wasting court time, and the claims against defendant Friedman
are dismissed.

4, Plaintiffs are censured for wasting court time, and the claims against defendant Friedman
are dismissed.

5. Paintiffs are censured for subverting this court’s orders about adding a defendant while

restricted to not otherwise amending the complaint, and claims that Morgan conspired
with Friedman are stricken.

6. The two orders decided while the case was officially in abeyance are rescinded and
vacated.

7. Judgment on the Pleadings is granted and the case against defendant Morgan is

dismissed.
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10.

11.

12.

13.

14.

15.

16.

[not applicable]

A Compulsory Nonsuit or Judgment of Non Pros, and/or Motion for Judgment on the
Pleadings; and/or Motion for Summary Judgement to Counts | and Il of Plaintiffs
Amended Complaint is granted.

A Compulsory Nonsuit or Judgment of Non Pros, and/or Motion for Judgment on the
Pleadings; and/or Motion for Summary Judgement to Counts | and Il of Plaintiffs
Amended Complaint is granted.

The defamation suit against Morgan is dismissed.

The defamation suit against Morgan is dismissed.

The defamation suit against Morgan is dismissed.

The Nevyas plaintiffs are at least limited purpose public figures, and acts of negligence
alone do not make defendant Morgan liable for defamation.

Paintiffs are censured for swearing falsaly, and not producing documents.

Paintiffs are censured for wasting court time.

BY THE COURT

Rogers, J.
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Dominic J. Morgan, pro se
1038 East 18" Street
Chester, PA 19013

(610) 364-3367

HERBERT J. NEVYAS, M.D., and : COURT OF COMMON PLEAS
ANITA NEVYAS-WALLACE,M.D.,and : TRIAL DIVISION
NEVYASEYE ASSOCIATES, P.C.,, : Philadel phia County

Plaintiffs NOVEMBER TERM, 2003

: NO. 946
VS. :

DOMINIC MORGAN, and : Control Number 01-09062101
STEVEN A FRIEDMAN : Jury Tria demanded on Counterclaim

Defendants :

PRO SE DEFENDANT M ORGAN’'S RESPONSE TO DEFENDANT FRIEDMAN'SMOTION TO
DETERMINE PLAINTIFES PuUBLIC FIGURE STATUS, AND CROSSM OTIONS FOR COMPUL SORY
NONSUIT OR JUDGMENT OF NON PROS, AND/OR JUDGMENT ON THE PLEADINGS; AND/OR
SUMMARY JUDGEMENT TO COUNTSI| AND || OF PLAINTIFFS' AMENDED COMPLAINT.

1. The Nevyas plaintiffsignored Judge Sylvester’sinstructions.
See Section 1 of the Factual and Procedural History in the attached Memorandum.

2. The Nevyas plaintiffs filed an erroneous federal |awsuit.
See Section 2 of the Factual and Procedural History in the attached Memorandum.

3. The Nevyas plaintiffs failed to properly transfer their federal action back to this court.
See Section 3 of the Factual and Procedural History in the attached Memorandum.

4. The Nevyas plaintiffs exceeded the one-year statute of limitations against defendant
Morgan's pro bono attorney.
See Section 4 of the Factual and Procedural History in the attached Memorandum.

5. The Nevyas plaintiffsimproperly claimed that Morgan conspired with Friedman, in their
reinstated claim.
See Section 5 of the Factual and Procedural History in the attached Memorandum.

6. There were motions decided while the case was officially in abeyance.

See Section 6 of the Factual and Procedural History in the attached Memorandum.
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10.

11.

12.

13.

14.

15.

There was a motion decided while the case was officialy in stay.

See Section 7 of the Factual and Procedural History in the attached Memorandum.
The Superior Court’s Remand.

See Section 8 of the Factual and Procedural History in the attached Memorandum.
(This quotes from the Superior Court’s Remand - there is no question presented

and no argument for this section.)

The Nevyas plaintiffsfail to allege that defendant Morgan re-posted the same statements
that had been on his website as of July 30, 2003.

See Section 9 of the Factual and Procedural History in the attached Memorandum.
The Nevyas plaintiffs try to excuse and exclude their failure to allege that defendant
Morgan re-posted the same statements that had been on his website as of July 30, 2003.
See Section 10 of the Factual and Procedural History in the attached Memorandum.
The Nevyas plaintiffs failed to honor their contract with defendant Morgan.

See Section 11 of the Factual and Procedural History in the attached Memorandum.
The statements posted on Morgan’s website are not defamatory because they are true.
See Section 12 of the Factual and Procedural History in the attached Memorandum.
The statements on Morgan’ s website are either fact or opinion.

See Section 13 of the Factual and Procedural History in the attached Memorandum.
The Nevyas plaintiffs are at least limited purpose public figures.

See Section 14 of the Factual and Procedural History in the attached Memorandum.
If the Nevyas plaintiffs had not sworn falsely, and had produced the documents they
withheld, thisinstant case would not exist.

See Section 15 of the Factual and Procedural History in the attached Memorandum.
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16. Theabove are relevant to defendant Morgan’ s counter-suit.
See Section 16 of the Factual and Procedural History in the attached Memorandum.
WHEREFORE defendant Morgan moves this Honorable Court enter a suitable order

granting the Motion of defendant Friedman and the instant Cross Motions of defendant Morgan.

Respectfully submitted,

Dominic J. Morgan, pro se
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Dominic J. Morgan, pro se
1038 East 18" Street
Chester, PA 19013

(610) 364-3367

HERBERT J. NEVYAS, M.D., and : COURT OF COMMON PLEAS
ANITA NEVYAS-WALLACE,M.D.,and : TRIAL DIVISION
NEVYASEYE ASSOCIATES, P.C.,, : Philadel phia County
Plaintiffs NOVEMBER TERM, 2003
: NO. 946
VS. :
DOMINIC MORGAN, and : Control Number 01-09062101
STEVEN A FRIEDMAN : Jury Tria demanded on Counterclaim
Defendants :

PRO SE DEFENDANT M ORGAN’S M EMORANDUM OF L AW IN RESPONSE TO DEFENDANT
FRIEDMAN'SMOTION TO DETERMINE PLAINTIFFS' PUBLIC FIGURE STATUS, AND IN SUPPORT
OF HISCROSS M OTIONSFOR COMPULSORY NONSUIT OR JUDGMENT OF NON PROS, AND/OR
JUDGMENT ON THE PLEADINGS; AND/OR SUMMARY JUDGEMENT TO COUNTSI| AND || OF
PLAINTIFES AMENDED COMPLAINT.

L. INTRODUCTION.
Defendant Morgan is sued because plaintiffs are dissatisfied with the content of his

website. 1 Morgan created his website to describe his treatment by LASIK eye surgery and to
describe his complaintsin court and to the FDA (Food and Drug Administration) about his
treatment. The website’s purpose isto give information to the public, particularly those who
may consider having LASIK, from the special perspective of aLASIK casualty - an patient
whose life was devastated when surgery worsened his vision.

Law professor James O’ Reilly evaluated defendant Morgan’s website and wrote a

declaration, posted on Morgan’ s website at <http://www.lasikdecision.com/media2/ordecl .pdf>:

The original <Lasiksucks4u.com> was replaced by <Lasikdecision.com>. The word
“website’ used here refersto any website owned or operated by Morgan.
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2. My professiona addressis at the College of Law, University of Cincinnati,
P.0 210040, Cincinnati, Ohio 45221-0040. | am a member of the Bar of Ohio and
Virginia, the Sixth and Federal Circuits and the U.S. Supreme Court. | have
taught law students regarding the law of medical devices, products liability and
administrative law since 1980, and am the author of more than twenty textbooks
and one hundred articles, and have appeared as an FDA law expert in federal and
state courts, and have been quoted by the U.S. Supreme Court as an expert on
medical device regulation. | understand that the federal regulation of the risks and
benefits of medica devices such as LASIK equipment is a matter of substantial
public concern and controversy.

3. | published my law review essay, AN EYE FOR AN EYE: FORESIGHT ON
REMEDIESFOR LASK SURGERY'SPROBLEMS at 71 U. Cin. L. Rev. 541
(2002), as part of our Faculty Scholarship symposium issue.

3. | became aware of Mr. Morgan's website, L asiksucks4u.com, upon the
unsolicited recommendation of a person in Californiawho had read my law
review article and encouraged me to read Mr. Morgan's website comments. |
found the material posted on Lasiksucks4u.com to be educational and useful,
particularly for anyone considering having LASIK surgical procedures performed
on themselves. | did an internet search using the google.com search engine and
believe that the numerical majority of the dozens of siteslisted there are
commercial vendors of LASIK products or surgeons providing LASIK.

4. After reviewing hissite, | corresponded with Mr. Morgan and have
encouraged Mr. Morgan to include my essay on his website, in order that persons
considering Lasik may become aware of my perspective regarding various legal
and regulatory problemsinvolving LASIK surgery. | have provided Mr. Morgan
with the electronic version of my essay for posting at his discretion. | have no
financia interest in LASIK, have not been paid by Mr. Morgan or others related
to LASIK, and had no prior knowledge of Mr. Morgan or of those to whom he
makes reference in his website.

5. Although my law review articleislegal scholarship directed particularly
toward lawyers, | hope its opinions can a so be part of the wider education of the
public, since | consider public education to be a major responsibility of the legal
profession, particularly for legal academics. As a scholar recognized in the field
of medical device and products liability law, the general public's awareness of
product risksis an extremely important aspect of our protections as members of
American society.

6. | believethat Mr. Morgan has an ample First Amendment right to exercise his
freedom of speech on matters of public controversy, and to provide the public
with information about LASIK, from his personally unique perspective as a
victim.

Not only does Morgan’ s website have important information, but it links to important
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information on other websites, such as Professor O’ Reilly’s law review essay. 2

1

FACTUAL AND PROCEDURAL HISTORY, ACCORDING TO TOPIC.

The Nevyas plaintiffsignored Judge Sylvester’sinstructions.

When commencing their instant lawsuit, plaintiffs separately filed for an
emergency preliminary injunction demanding that defendant Morgan’ s website be shut
down. Judge Sylvester ordered a hearing for November 10, 2003 but instead saw the
attorneys in chambers and said she wanted to see if acompromise was possible. Judge
Sylvester instructed attorney Friedman (not then a defendant) to work with Mr. Morgan
on the website; and instructed plaintiffs (who agreed) to afterwards inspect the website

and say what, if anything, was still objectionable. Judge Sylvester instructed all parties

2 Morgan links to professor O’ Rellly at <professor-oreilly-speaks-out& catid=19:studies-a-

articles& ltemid=192>:

I wish to acknowledge with much appreciation for contributing with permission to post
on this site by Professor James O'Reilly the following study on Lasik liability exceptions:
E-Text Version of article published in 71 Univ. Cincinnati Law Review 541 (2003),
copyright Univ. Cincinnati 2003

AN EYE FOR AN EYE: FORESIGHT ON REMEDIES FOR LASIK SURGERY'S
PROBLEMS Prof. James O'Reilly

SUMMARY: ... Laser eye surgery isremarkable. ... " The FDA requires device sponsors
to report the number of patients who seek a second LASIK procedure to improve vision
after the first surgical results were inadequate, but "no laser company has presented
enough evidence for the FDA to make conclusions about the safety or effectiveness of
enhancement surgery. ... Night vision deficiencies are "one of the main challenges' to
improving laser eye surgery. ... The bold and attractive promises being madein LASIK
advertising by eye surgery marketing corporations, some of whom are publicly traded
entities, may give rise to express warranty claims as well as claims against the individual
surgeon or the surgeon's corporate entity as conventional malpractice claims. ... The FDA
has jurisdiction over the advertisements for a prescription medical device and, although
the FDA requires that warnings be stated for prescription drug ads made to consumers, it
does not require the same communication about risksin LASIK advertising. ... The
injured LASIK patient's compensation claim against a LASIK device maker islikely to
be barred by the Supreme Court's interpretation of the Food Drug & Cosmetic Act to
prevent state verdicts asserting design defect claims against FDA- approved medical
devices. ..
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and counsel come to Court November 17, 2003 for aformal hearing.

Attorney Friedman completed hiswork on November 12, and notified plaintiffs

I

that they should then inspect the website.

On November 17 Mr. Lapat came to court without his clients, said plaintiffs had
not inspected the website, and asked for an injunction against the entire website, claiming
there was a contract requiring removal of any mention of Nevyas' name fromthe
website. Judge Sylvester did not find any such contract, denied the preliminary
injunction, and denied reconsideration.

The Nevyas plaintiffsfiled an erroneous feder al lawsuit.

Although defendant Morgan is now pro se, he had been defended pro bono by
defendant Friedman.

Seeking to strip Morgan of Friedman’s pro bono representation *, the Nevyas
plaintiffs joined Friedman, citing correspondence between Friedman and the FDA which
Morgan, and only Morgan, decided to post on his website. Plaintiffs first discontinued
thisinstant lawsuit and then filed afederal lawsuit against both Morgan and Friedman,
purporting violation of the Lanham Act and defamation. The Lanham Act is afederal
statute barring deceptive use of copyrighted material, and the Nevyas plaintiffs purported
that defendant Friedman, an internist, was a competitor of the Nevyases, who are

ophthamologists. The assertions were erroneous and frivolous.

3 Not only did Morgan become legally blind after plaintiffs LASIK, and has

severely limited employment, making it impossible for him to pay for legal representation,
but plaintiffs opposed Morgan’ s past motions in forma pauperis (not needed at the moment).
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Judge Joyner dismissed the complaint 41 days after it wasfiled. Nevyasv.

Morgan, 309 F. Supp.2d 673 (E.D. Pa. 2004).

3,

|

The Nevyas plaintiffsfailed to properly transfer their federal action back to this
court.
Thirteen days after Judge Joyner dismissed the federal complaint, plaintiffs

moved to reinstate the instant lawsuit and amend their complaint. Reinstatement was
granted. Leave to amend was denied but leave to seek joinder under Rule 2232 was
granted.

Three months after dismissal of the federal action, plaintiffs applied under Rule
2232 to join Friedman as a defendant in this case. On July 7, 2004, that motion was
granted, and the Amended Complaint naming Friedman was filed on July 13, 2004.

However, plaintiffs did not serve Friedman or file areturn of service. On
November 19, 2004, plaintiffs did mail aten-day notice pursuant to Pa. R.C.P. 237.4,
notifying Friedman of their intention to take adefault. Friedman filed preliminary
objections endorsed with a notice to plead, asserting both a failure to effect proper service
and amotion to dismiss for failure to state a cause of action. Plaintiffs filed no response
to the factual allegations of the preliminary objections but reinstated their amended
complaint on January 10, 2005 and served it on Friedman by deputized service on

January 13, 2005 unaccompanied by a transfer of the federal action asisrequired by

section 5103 of the Judicial Code, 42 Pa. C.S. § 5103(b).

The Nevyas plaintiffs exceeded the one-year statute of limitations against defendant
M organ’s pro bono attor ney.
The date on which an item isfirst “published” on the Internet controls the one-

year statute of limitations, and al of Friedman’slettersto the FDA were “published” by

Morgan more than one year before plaintiffs served Friedman on January 13, 2005.
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Uniform Single Publication Act, 42 Pa. C.S.A. 88 8341 et seq.

o

The Nevyas plaintiffsimproperly claimed that M organ conspired with Friedman, in
their reinstated claim.
The Nevyas plaintiffs original complaint was against defendant Morgan only.

When the Nevyas plaintiffs received permission to amend their complaint, they were
permitted to add defendant Friedman only, and specifically denied permission to amend
their allegations concerning defendant Morgan.*
The Nevyas plaintiffs amended complaint has three (3) counts:
l. Count | isfor defamation against defendants Morgan and Friedman, with the
restriction that the allegations against Morgan are not amended, only that

Friedman is joined.

4 Relevant excerpts from the docket indicate those restrictions (highlighting added):

19-MAY-2004 ...

Docket Entry:  55-04032355 AND NOW, THIS 17TH DAY OF MAY, 2004, UPON
CONSIDERATION OF PLAINTIFFS DR. HERBERT NEVYASAND DR. ANITA
NEVYAS-WALLACE'SMOTION TO REINSTATE CLAIM AND AMEND COMPLAINT, AND
DEFENDANT'S RESPONSE THERETO, IT ISHEREBY ORDERED AND DECREED THAT SAID
MOTION ISGRANTED IN PART AND DENIED IN PART ASFOLLOWS: 1. THE REQUEST FOR
LEAVE TO REINSTATE ISGRANTED. PLAINTIFFS MUST FORMALLY REINSTATE THEIR
COMPLAINT. 2. THE REQUEST FOR LEAVE TO AMEND ISDENIED. PLAINTIFFSARE
GRANTED LEAVE TO REQUEST RELIEF UNDER PA.R.C.P. 2232. ...BY THE COURT:
CARRAFIELLO, J. 5-17-04

09-JUL-2004 ...

Docket Entry:  87-04060587 AND NOW, THIS 7TH DAY OF JULY, 2004, UPON CONSIDERATION
OF PLAINTIFFS MOTION FOR RELIEF UNDER RULE 2232(C) TO JOIN ADDITIONAL
DEFENDANT, STEVEN FRIEDMAN, AND DEFENDANT'S RESPONSE THERETO, IT IS
HEREBY ORDERED AND DECREED THAT SAID MOTION ISGRANTED. PLAINTIFFS MAY
FILE THEIR AMENDED COMPLAINT (ATTACHED TO THE MOTION AS EXHIBIT 3) WITHIN
TWENTY (20) DAYSOF THIS ORDER. BY THE COURT: CARRAFIELLO, J. 7/9/04.
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o

For their complaint against Friedman, the Nevyas plaintiffs invented two
entirely new theories. First, plaintiffs purport that since Friedman gave copies of
his attorney letters to the FDA to Morgan and Morgan posted them on his
website, Friedman was a publisher of the website. Amended Complaint 73, 83.

The Nevyas plaintiffs second invented new theory is that Morgan and
Friedman conspired to defame. Amended Complaint { 82.

This alegation improperly does more than merely join Friedman.
Count 11 isfor breach of contract against defendant Morgan only.

Count 111 isfor specific performance against defendant Morgan only.

There wer e motions decided while the case was officially in abeyance.

Inits March 9, 2007 decision, docketed by the trial court on May 11, 2007, the

Superior Court wrote, “On July 26, 2005, the case proceeded to anon-jury trial limited to

count |11 of the second amended complaint, the count for specific performance.”

Thetrial court docket has no mention of the July 26, 2005 trial. Two defense

motions submitted before trial were decided after trial. However, at trial on July 26,

Judge Maier orally ordered that all undecided matters were to be held in abeyance. Tria

transcript p. 95. Thus, two motions were decided while the case was officialy in

abeyance:

a

Motion for Summary Judgment by defendant Friedman, docket entry
68-05061868, filed June 24, 2005 and decided after trial and while the case was
in abeyance by Judge Carrafiello on July 29, 2005 and docketed August 2, 2005.
Motion for Severance and to Bifurcate by defendant Friedman, docket entry

78-05071578, filed July 21, 2005 and decided after trial and while the case wasin
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|

abeyance by Judge Glazer on July 29, 2005 and docketed August 15, 2005.

There was a motion decided while the case was officially in stay.

The situation with the two motions in the section above is analogous to the
Motion for Judgment on the Pleadings by defendant Morgan, docket entry 47-04073347,
filed July 9, 2004. That motion was denied during a sixty day stay of all proceedings, but
the order was rescinded and vacated September 28, 2004 with areason given that the
order was issued during a stay.

The Superior Court’s Remand specifies contr act ter ms.

Asthe Superior Court wrote, “On July 26, 2005, the case proceeded to a non-jury
trial limited to count 111 of the second amended complaint, the count for specific
performance.” Thetrial judge’swritten order was docketed October 19, 2005.

On appeal, the Superior Court both agreed and disagreed with the trial judge, then

vacated the trial judge’ s order and remanded, stating:

130 We agreewith thetria court that Morgan agreed to take down the
specific libelous wording from his website as posted on July 30, 2003,
and that, pursuant to the agreement, those specific libel ous statements
were to be prohibited thereafter..... Likewise, we find that Morgan did not
agree to waive hisright to make, if he so chooses and at his own risk,
libel ous statements in the future, unrel ated to the statements on his
website as of July 30, 2003.

131 The question remains, however, whether the statements that
appeared on the website that are the subject of this action are the same as
the prohibited postings of July 30, 2003, and, of course, if not, whether
they arein fact defamatory. Accordingly, because these issues were not
addressed by thetrid court, we vacate the order and remand for further
findings and proceedings consistent with this Opinion.

Thus, whereas plaintiffs purported there was a contract requiring defendant

Morgan’s website not mention the Nevyases name, the Superior Court held there was a
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contract requiring only that defendant Morgan’ s website not re-post the same statements

that had been on his website as of July 30, 2003 if such statements are in fact defamatory.

The Nevyas plaintiffsfail to allege that defendant M organ re-posted the same
statementsthat had been on his website as of July 30, 2003.

In Count 11, plaintiffs repeat their claim before Judge Sylvester, claiming there

was a contract requiring removal of any mention of Nevyas' name from the website:

95. Plaintiffsand Morgan entered a contract whereby Morgan agreed
to remove any and all references to Plaintiffs and their medical practice
from the website and Plaintiffs agreed not to file a defamation lawsuit
against Morgan.

Amended Complaint 1 95.

However, the Superior Court instead held there was a contract requiring Morgan
only to remove and not re-post statements from his website as posted on July 30, 2003 if
such statements are in fact defamatory. See the Superior Court’s holdings at {1 30 and 31

quoted in section 7 immediately above.

Examination of plaintiffs amended complaint reveals the indisputable fact that

plaintiffsdo NOT allege that any of “the statements that appear ed on the website

that ar e the subject of this action are the same as the prohibited postings of July 30,

2003.” Indeed, of twenty (20) website statements which plaintiffs' amended complaint
purports to be defamatory, plaintiffs specifically note that fourteen (14) are NOT the same
because they were either changed or removed. See Amended Complaint 27 (origina

emphasis removed and bol dface added):
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27.. Examples of the defamatory statements on the website include:

@ “1 went for my initial consultation at Nevyas Eye Associates in
Bala Cynwyd, Pennsylvania. | thought they were reputable. .“ This
statement has been changed and now reads: “I went for my initial
consultation at Nevyas Eye Associates in Bala Cynwyd, Pennsylvania.
They were advertising extensively (for Lasik . with alaser unapproved by
the FDA for commercial use).”

(b) “With al the patients who have been damaged by lasik surgery losing
their casesin court isit possible there is a cover-up?’ This statement has
since been removed.

(© “The performing surgeons overlooked standards of care, their own,
aswell asfedera guidelines, and have advertised extensively for anon-
approved device (not allowed).” This statement has since been removed.
(d) “Thelr history to include their investigational device shows at least
11 cases of medical malpractice. From first hand experience with these
people, they are not the people they represent themselvesto be. They are
ruthless, uncaring, and greedy.” T his statement has since been removed.
(e “They ruined my vision and they ruined my life. They did thisto
me! | was completely happy prior to and none of this was present prior to
the lasik surgery. | trusted these people. They made empty promises to
fulfill anow empty life, and | can never forgive nor forget, not that | ever
could.”

) “So again key questions are...Why are the mgjority of Lasik
lawsuits being lost? And, why is nothing done about it? Seems like a
cover-up...YES, it really does!” Emphasisin original. This statement has
since been removed.

(9) “If the procedure is going to be done “experimentally,” more than
likely the surgeon is using a device not yet approved by the Food and
Drug Administration (FDA). Since other devices are already approved,
thisisrarely to your advantage.”

(h) “1 was not told that a change in prescription gave me better than
the 20/50 Best Corrected Visua Acuity (BCVA) | ever had, and that
instead of Lasik, the new prescription would have worked just as well if
not better than what | was seeing (refracted to 20/40-2 according to my
records).”

() “ Although the marketing of LASIK focuses on quality of life,
informed, consent does not. Instead, the real risks are hidden in medical
jargon that never mentions their true effects.

) “Isthe use of FDA non-approved lasers such as this one an even
greater risk to Lasik patients?’

(k) “The following are reports submitted to the FDA by the Nevyas
regarding their “black box” (laser used for investigational surgery). Thisis
information they do not want the public to know...” This statement has
been changed and now reads:
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“Some of the following reports are submitted to the FDA in 1997
regarding their “black box... Federal law aso states: ‘A sponsor,
investigator or any other person. . . shall not promote or test market an
investigational device until FDA has approved the device for commercial
distribution.” 1 could not even begin to tell you how many times I’ ve heard
their advertisements on radio stations for Lasik surgery without mention of
their laser being part of an investigational study.”

Q) “Federal Law requires that every patient who is about to undergo a
refractive surgery be given a Patient Information Booklet, published by
the manufacturer of the laser used in their surgery. If your surgeon does
not give you the patient information booklet, thisis aviolation of federa
law, and your surgeon can be charged with not providing you with full
informed consent. Abuse of this FDA mandate is widespread. Most
patients have never seen a Patient Information Booklet, because it contains
warnings that your surgeon does not want you to see.”

(m)  “Again, the Nevyas and their lawyerswalk al over the legal
system, and seem to be able to do whatever they want, and get away with
it.” Thisstatement has since been removed.

(n) “1 do not understand any of this. I'm the one who has been hurt,
and thisisfor therest of my life. How isit they walk away only to hurt
somebody else?’ This statement has since been removed.

(0 “1 have since been told the end result of the arbitration agreement
will not be released (what gives them the right not to abide by arbitration
agreement) until | sign arelease stating the Nevyas were not at fault.
Thereisno way | will sign that. They took my sight. They will not take
the truth!” This statement has since been removed.

(p) “1 thought the legal system would see through the tactics these
people used, and | see now | was grossly mistaken. Thereis no justice for
the average person, so now | have to make do for myself what the legal
system could not do. People need to be informed about these doctors, and
| damn well will be telling them.” Emphasisin original. This statement
has since been removed.

(a) “It never really was about the money, it’s about how they ruined
our lives, and how they walk al over the system, just as they did you.”
This statement has since been removed.

) “So, my question is, who's covering up for whom, and why? Why
was my case ripped apart so badly in the Philadelphia Court System. . .
(Judge Papalini threw out everything that had to do with the device being
investigational, and anything to do with the FDA)), then | was told
arbitration was the more feasible route to go?’ This statement has since
been removed.

(9 “Thelr track record is scary in that | found all of this out after my
surgeries.” This statement has since been removed.
(® “Stupidity or greed on the doctor’ s part and ignorance on everyone

else’s, why should | have to suffer living like this?’” This statement has
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since been removed.
Amended Complaint 27 (origina emphasis removed and boldface
added).

Thisfailure by plaintiffs to allege in the Amended Complaint that
defendant Morgan re-posted the same statements that had been on his website as of
July 30, 2003, is repeated throughout the instant case, and plaintiffs document

production is devoid of evidence.
The Nevyas plaintiffstry to exclude their failureto allege that defendant

M or gan re-posted the same statements that had been on his website as of July
30, 2003.

Thefailure by plaintiffsto allege that defendant Morgan re-posted the same
statements that had been on his website as of July 30, 2003, is repeated throughout the
instant case.

Paintiffs have repeatedly tried to confuse the court with regard to thisfailure, an
example being “Plaintiffs Motion in Limine to Exclude Defendants from Offering Evidence
Concerning the Content of the Website at Issue due to Defendant Morgan’ s Destruction of
Evidence.” In that (not ruled upon) motion plaintiffs, who have the burden of proof, seek to
exclude the unpleasant (for plaintiffs) fact that they do not allege that any of “the statements
that appeared on the website that are the subject of this action are the same as the prohibited
postings of July 30, 2003.” Plaintiffs show fuzzy logic: they purport defendant Morgan
deliberately destroyed his hard-drive to hide the July 30, 2003 website from them; and they
purport that they made no copies. Y et plaintiffs obviously saw the website because they
quoted it to write their Complaint (see Section 9 above).

The Nevyas plaintiffsfailed to honor their contract with defendant M or gan.

In Count Il plaintiffs claim they have a contract with defendant Morgan, such that if
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Morgan keeps his part of the contract, then plaintiffs agree not to file a defamation lawsuit:

95. Plaintiffsand Morgan entered a contract whereby Morgan agreed
to remove any and all referencesto Plaintiffs and their medical practice
from the website and Plaintiffs agreed not to file a defamation lawsuit
against Morgan.

Amended Complaint 1 95.

The Superior Court held there was a contract, but narrowed Morgan’ s requirements
to only removing and not re-posting statements from his website as posted on July 30, 2003
if such statements are in fact defamatory. See the Superior Court’s holdings at 11 30 and 31
quoted in section 8 above.

The Superior Court considered the contract only from the standpoint of Count 111,
specific performance by Morgan. It did not consider the contract from the standpoint of
Count 11, breach of contract, and so was silent asto plaintiffs agreeing not to file a
defamation lawsuit. Because, as noted in Section 9 above, plaintiffs fail to allege or present
evidence in their Amended Complaint (or anywhere) that defendant Morgan re-posted the
same statements that had been on his website as of July 30, 2003, plaintiffs have not
honored the contract.

The statements posted on M organ’ swebsite ar e not defamatory because they

aretrue.

The Nevyas plaintiffs lied, cheated, concealed, and were dishonest during litigation
in at least three cases (Morgan v. Nevyas et al, Philadel phia County Court of Common
Pleas, April 2000 term, number 2621, Fiorelli v. Nevyas Eye Associates et al, Philadelphia
County Court of Common Pleas, April 1999 term, number 1174, and Wills et al v. Nevyas et

al, Philadelphia County Court of Common Pleas, July 2001 term, number 2866).
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In those three (3) cases the Nevyases did not produce critical documents by the
FDA (Food and Drug Administration) or the Nevyas IRB (Institutional Review Board). For

example, in Morgan v. Nevyas et al there were over adozen court orders  in 2001 and 2002

10.

11.

12.

13.

14.

> Below are excerpts from the docket re those orders:

28-JUN-2001 Docket Entry: ORDERED THAT THE PLAINTIFFSMOTION TO COMPEL
DISCOVERY ISGRANTED. SEE ORDER FOR ADDITIONAL DETAILS. MOSS, J6/28/01
23-AUG-2001 Docket Entry: ORDERED THAT PLAINTIFFSMOTION TO STRIKE
OBJECTIONS AND COMPEL DISCOVERY ISGRANTED. SEE ORDER FOR
ADDITIONAL DETAILS. MOSS J. 08 23 01

15-NOV-2001 Docket Entry: ORDERED THAT PLAINTIFFS MOTION TO COM PEL
DISCOVERY AND DEPOSITION IS GRANTED. SEE ORDER FOR ADDITIONAL
DETAILS MOSSJ. 111501

27-DEC-2001 Docket Entry: ORDERED THAT PLAINTIFFSMOTION TO COMPEL
DISCOVERY, DEPOSITION, STRIKE OBJECTIONS AND SANCTIONS IS GRANTED. SEE
ORDER FOR ADDITIONAL DETAILS. MOSSJ. 12 27 01

04-JAN-2002 Docket Entry: ORDERED THAT DEFENDANTS MOTION FOR A
PROTECTIVE ORDER ISDENIED. MOSS J. 12 27 01

14-JUN-2002 Docket Entry: ORDERED THAT THE PLAINTIFFSMOTION TO STRIKE
OBJECTIONS AND COMPEL DISCOVERY ISGRANTED. SEE ORDER FOR TERMS &
CONDITIONS. MOSS, J6/13/02

28-JUN-2001 Docket Entry: ORDERED THAT THE PLAINTIFFS MOTION TO COMPEL
DISCOVERY ISGRANTED. SEE ORDER FOR ADDITIONAL DETAILS. MOSS, J 6/28/01
23-AUG-2001 Docket Entry: ORDERED THAT PLAINTIFFS MOTION TO STRIKE
OBJECTIONS AND COMPEL DISCOVERY ISGRANTED. SEE ORDER FOR
ADDITIONAL DETAILS. MOSS J. 08 23 01

15-NOV-2001 Docket Entry: ORDERED THAT PLAINTIFFS MOTION TO COMPEL
DISCOVERY AND DEPOSITION IS GRANTED. SEE ORDER FOR ADDITIONAL
DETAILS. MOSSJ. 111501

27-DEC-2001 Docket Entry: ORDERED THAT PLAINTIFFS MOTION TO COMPEL
DISCOVERY, DEPOSITION, STRIKE OBJECTIONS AND SANCTIONS IS GRANTED. SEE
ORDER FOR ADDITIONAL DETAILS. MOSS J. 12 27 01

04-JAN-2002 Docket Entry: ORDERED THAT DEFENDANTS MOTION FOR A
PROTECTIVE ORDER ISDENIED. MOSS J. 12 27 01

14-JUN-2002 Docket Entry: ORDERED THAT THE PLAINTIFFS MOTION TO STRIKE
OBJECTIONS AND COMPEL DISCOVERY ISGRANTED. SEE ORDER FOR TERMS &
CONDITIONS. MOSS, J 6/13/02

03-JUL-2002 Docket Entry: ORDERED THAT THE PLAINTIFFS MOTION TO COMPEL
DISCOVERY ISGRANTED. SEE ORDER FOR ADDITIONAL DETAILS. BERNSTEIN, J
7/1/02

08-JUL-2002 Docket Entry: ORDERED THAT THE PLFSMOTION TO STRIKE
OBJECTIONS, COMPEL DISCOVERY AND AWARD SANCTIONSDIRECTED TO DFTS,
NEVYASEYE ASSOC., P.C., & NEVYASEYE ASSOC OF NEW JERSEY, P.C., IS
GRANTED. SEE ORDER FOR TERMS & CONDITIONS. BERNSTEIN, J 7/8/02
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that such documents be produced. In defiance of those orders, the Nevyases produced
sworn affidavits that the particular documents did not exist. Then, on April 29, 2005; May 5,
2005; and May 6, 2005, during discover in the instant case, the Nevyases allowed attorneys
Albert and Friedman to come to their medical offices to examine documents.

This document production was in contrast to Morgan v. Nevyas et al, where
documents could only be seen in the Nevyases' attorneys office, were Bates numbered in
advance (1 to 257; 558 to 583; and 613 to 1760), and the Nevyases attorney was present.
For document production in the instant case, the Nevyases' secretaries produced
unnumbered documents and the Nevyases' attorney was not present throughout.

As attorneys Albert and Friedman examined the documents, they realized the
unnumbered documents included documents that the Nevyases previously had sworn (in

Morgan v. Nevyas et al) did not exist. In all, some 3500 pages had not been produced in

Morgan v. Nevyas et al. Attorneys Albert and Friedman asked that all the documents be

numbered. Of the 3500 pages, the following were materially significant to the Morgan v.

Nevyas et al case - they would have made a difference in how that case was handled and its

outcome - and are attached as Exhibits A, B, and C (all handwriting on various pages was

made by the Nevyases):

A. April 29, 2005 - Bates numbered FDA-2 to FDA-10; FDA-13 to FDA-60; FDA-66
to FDA-78; FDA-83; and FDA-167 to FDA-170.

B. May 5, 2005 - Bates numbered 1 to 27; 34 to 91; 94 to 96; and 100 to 121.
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C. May 6, 2005 - Bates numbered NYA 4; NYA 49; NYA 74to NYA 75;
NYA 120 to NYA 148; NYA 223 to NYA 230; NYA 357 to NYA 371;
NYA 511; NYA 667 to NYA 680; NYA 690 to NYA 694; NYA 717,
NYA 733to NYA 736; NYA 758, NYA 785to NYA 787; NYA 807 to
NYA 808; NYA 872to NYA 877, NYA 922; NYA 939 to NYA 941,
NYA 1355to NYA 1356; NYA 1448 to NYA 1451; NYA 1036 to NYA

1938; NYA 2144 to NY A 2146; and NY A 2266 to NY A 2267.

The documentsin Exhibits A, B, and C show that the Nevyases were repeatedly
warned
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Civil Administration
about violation of federal law and/or regulation and/or protocol, and repeatedly avoided

compliance. Example are:

A) letter from FDA May 8, 1997

Because your excimer laser system, which you have told usis being used to treat
patients, has neither an approved application for premarket approval (PMA) under
section 515(a) of the Federal Food, Drug and Cosmetic Act (the Act), nor an IDE
under section 520(g), your deviceis adulterated under section 501 (f)(1)(B). Thisis
to advise you that consequently, any use of these devicesto treat patientsisa
violation of the law.”

Exhibit A at p. 4.

B) letter from FDA July 29, 1997
FDA is aware that a number of physicians are using lasers for refractive surgery to
treat patients even though there isno 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. Accordingly, on July 28, 1997, we called you to notify you that use of
your excimer laser to treat patients would violate the Act and requested that, if you
are presently using the laser to treat patients, you immediately cease doing so.
Exhibit A at p. 13-15.

C) letter from FDA January 7, 1999

During the period of October 6, 1998, Nevyas Eye Associates was visited by Mr.
Ronad Stokes, an investigator from the Food and Drug Administration’s (FDA)
Philadelphia District Office....Our review of the inspection report submitted by the
district revealed deviations from Title 21, Code of Federal Regulations, (21 CFR),
Part 812 - Investigational Device Exemptions and Part 50 - Protection of Human
Subjects and Section 520(g) of the Act.

Exhibit A at p. 49.

D) letter from FDA January 7, 1999

Use of the Summit laser at your Marlton, New Jersey site for off-label proceduresis
not included in your IDE protocol. Moreover, enhancements approved under your
IDE do not include hyperopic procedures. It is therefore considered a protocol
violation to retreat subjects of your IDE study using the Summit laser and
performing hyperopic LASIK.

Exhibit A at p. 50. *

! Thiswithheld letter and the below memo dated April 19, 2005 from Dr. Sterling, Nevyas
employee, to Mr. Silverman, Nevyas' atorney, provide information that would have been materially
significant in the Wills et al v. Nevyas et al case, and which the Nevyases denied:

Mr. Silverman: Last week Dr. Nevyas requested some information regarding the Summitt

Excimer laser that we used to in the Marlton, NJ office. That laser was used for

hyperopes (far sightedness) and for afew custom ablation procedures and enhancements.
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E) letter from FDA January 7, 1999

During the inspection, Mr. Stokes also discussed with you the need to have
advertisements related to your IDE study approved by the reviewing IRB. A
transcript of aradio advertisement that had aired for several weeks was included
with the inspection report (copy enclosed)....the enclosed advertisement would not
be appropriate for soliciting subjects for your IDE study.

Exhibit A at p. 51.

F) letter from FDA February 6, 2002

One case that was done on 8-19-98 was Keith Wills on hisright eye and then Mr. Wills
left eye on 2-24-99 and hisright eye again on 2-24-99. The last case done with the
Summitt laser was 2-10-00 and the 1% case was 3-25-91.

Richard Sterling

Exhibit A at p. 27.
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Please address the following questions and concerns with regard to this submission,
which also appliesto the previous, delinquent , annual report as outlined in FDA’s
letter of April 10, 2000, and for which we never received aresponse....If you do not
provide this information within 45 days from the date of this|etter, we may take
steps to propose withdrawal of approval of your IDE application.

Exhibit A at p. 167-170.

Certain of the documents in Exhibits A, B, and C, cited below, show that the
Nevyases lied, cheated, concealed, and were dishonest about ordered production insofar as.
1 their new centration technique. See exhibit A at pages FDA-59.

2. areport by Herbert Nevyas' brother-in-law, Dr. Barrett, admitting that permanent
vision loss from Lasik suction rings occurred in patients other than Morgan, when

the Nevyases testified that such was impossible to occur. See exhibit B at page 113.
3. alisting of 30 patients whose vision was damaged by Nevyases' Lasik. See Exhibit

C at pages NYA 138 through 147.

4. documents showing that Nevyases were telling their own Institutional Review Board

(IRB) that they had no serious adverse events or complaints from doing Lasik. See,

for example, exhibit C at page NYA 1937.

In addition to showing that that the Nevyases lied, cheated, concealed, and were
dishonest about ordered production, a partial listing of documents also showing that
according to the FDA:

5. the Nevyases violated federal law when they used their Lasik device before August

7, 1997, such as operating upon Cheryl Fiorelli March 20, 1997; May 15, 1997, and
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July 10, 1997. See exhibit A at pages FDA-4, 6, 13, and 14. 2
6. the Nevyases violated federal law when they promoted and commercialized their

Lasik device. Seeexhibit A at pages FDA-15 and 51.

7. the Nevyases violated federal law when they re-treated various patients, particularly
intheir New Jersey facility. See exhibit A at pages FDA- 40, 42, 50, and 52.

8. the Nevyases violated federal law when they did not protect human subjects. See
exhibit A at pages FDA-49.

0. the Nevyases violated FDA regulations, and were delinquent reporting to the FDA..
See exhibit A at pages FDA-167, 168, and 169.

10. the Nevyases were repeatedly warned of these violations. For example, see exhibit A

at pages 19, 20, and 21.

% Indeed, the Nevyases trumpet their violation of federal regulation on their own website.
Although the Nevyases did not seek permission from the FDA for doing experimental LASIK until March
18, 1997, they blatantly write, "The excimer laser was first approved [for other doctors] for use on the
corneain 1995; we began performing LASIK at that time....” See last paragraph of
<http://www.nevyas.com/lasik.html>.
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Those who violate federal law and FDA regulations, defy court orders, swear false
affidavits, fail to protect human subjects, and are delinquent in reporting to the FDA, are
criminals, even if not convicted. Their criminal activity leads them to lie, conced truth, and
not be reputable, honest, or caring. They make empty promises, and are deceitful, ruthless,
greedy, not trustworthy, and not the people they represent themselvesto be. They are
disgracesto their profession, manipulate or walk over the legal system, and sometimes seem
to be able to do whatever they want and get away with it. They try to cover up their illegal
activities, cause suffering, and ruin lives. Thisis stupid, because honesty is the best policy.

The statements on M organ’s website are either fact or opinion

Defendant Morgan’s opinion isthat all the statements posted on his website are either
factually true or things he believes to be factualy true, even if the Nevyases do not consider
them proven true.

The Nevyas plaintiffsare at least limited purpose public figur es

Defendant Morgan incorporates here the Motion of defendant Friedman, concerning the
limited public figure status of the Nevyas plaintiffs, and adds to it:

The Nevyas plaintiffs are at least limited purpose public figures as defined by the
Electronic Frontier Foundation: “A limited-purpose public figure is one who (a) voluntarily
participates in a discussion about a public controversy, and (b) has access to the mediato get

his or her own view across.” <http://www.eff.org/issues/bloggers/legal/liability/defamation>

Here the public controversy concerns medical care and doctors, and/or eye care and
eye doctors, both ongoing topics in American society, and includes:

(1) what isvision enhancement, who may be candidates?,
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(2) what isLASIK, and what are its indications, contraindications, risks, and alternatives
such as PRK ?;

(3) why are one-third of LASIK patients (more than two million) not satisfied with LASIK
results, according to a survey reported October 14, 2005 in Refractive Surgery News?

(4) what isa*“doctors’ doctor,” and how can the Nevyases claim they are?

(5) do doctors pay kickbacks to get patients referred for LASIK?

(6) how and why is the civil justice system inadequate to handle doctors who abuse the
system?,

(7) how and why do doctors avoid FDA regulation, and why does the FDA have to protect
the public, especially from doctors avoiding regulation?

(8) isthe general public's awareness of product risks is an extremely important aspect of our
protections as members of American society?

(9) does the public have aright to patient examples of FDA failure to protect citizens from
improper surgery, especially LASIK?

(20) what a doctor tells the public that his medical deviceis approved by the FDA and itis
approved by the FDA only for experimental testing, is that the same?

(11) if one wereto have LASIK, isaunit which was never approved for the FDA (except for
experimental use) better than devices which have full FDA approval ?

(12) when acitizen loses alawsuit, does he have the right to discuss hisl0ss?

(13) when the majority of websites discussing LASIK are commercia vendors of LASIK
products or surgeons providing LASIK, shouldn’t a patient’ s website be welcomed for its
different perspective?

(14) if one wereto have LASIK, how can one decide which doctor or which device?
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(15) why do entertainment and sports figures have LASIK when some of them are damaged,
such as Jermaine Dupri (* Grammy winning songwriter goes blind”) and Kenny Perry
(“golfer withdraws from PGA championship”)?

(16) when adoctor advertises for patients, doesn’t public interest entitle the public to hear

from former patients, particularly if they have cautionary roles?

The Nevyas plaintiffs use the mediato offer their opinions to the public on avariety
of issues, including the topics listed above, and have invited public opinion.®> Such use of

mediaincludes;

Q) advertising their practice and LASIK on KY W radio - those advertisements induced
Morgan to have LASIK by the Nevyases;

(2 advertising their practice and LASIK on cabletelevision, using a half-hour long
“informational” paid for by Nevyas and prepared by MD-TV;

(©)) advertising their practice and LASIK in assorted magazines, such as Philadel phia
Magazine' s annual doctor issue;

(4) advertising their practice and LASIK in the “Find a Qualified Eye Surgeon for

Corrective Eye Surgery” section of Staar Surgical: On the Forefront of Refractive

3 Examples of the Nevyases using mediafor opinions on non-medical topics over the years are:

war: July 22, 2003 at <http://www.daniel pi pes.org/1169/|ee-harris-on-why-the-us-is-discarding-
wars-rules>

academic protesting: Dec 1, 2004 at <http://www.daniel pi pes.org/2255/hamid-dabashi-
columbia-universitys-hysterical-professorDabashi doeth protest too much >

Irag: Dec 19, 2006 at http://www.dani €l pi pes.org/715/uprising-crips-and-bloods-tel | -the-story-
of-americas-youth>

gambling: September 20, 2008 at

<http://bits.blogs.nytimes.com/2008/04/01/congress-to-take-testi mony-on-internet-gambling>

Case ID: 031100946
Control No.: 09062101



Technology at <http://www.staar.com/html/find-eye-surgeon.php?state=nj>.

(5) photo and text feature about Nevyas eye surgery in The Pennsylvania Gazette, Jan-
Feb 2006, both in print and on the internet: Envisioning Sght: Anita Nevyas-Wallace
helps other see. Theinternet version is at
<http://www.upenn.edu/gazette/0306/pro03.html>.(6) front-page photo and text

feature about Nevyas eye surgery in The Philadel phia Inquirer, Sunday Neighbors Section,

October 30, 2005 (section L, page 1): Vision Accomplished - A new way to look at things.

Readers were invited to “ Share your thoughts at http://go.philly.com/mitalk,”
where their opinions were posted on the internet;

(7 contributing to various public interest websites such as Quackwatch, an internet
website that purports to expose doctor misconduct, examples being Your Guide to
Refractive Surgery at <http://www.quackwatch.org/03Heal thPromotion/rk.html> and
A Message to Glaucoma Patients: Don't Waste Money on Overpriced Eyedrops at
<http://www.quackwatch.org/04ConsumerEducati on/glaucomadrops.html>.
Quackwatch is managed by Herbert Nevyas' brother-in-law, Dr. Stephen Barrett, and
although Quackwatch may seem to get involved with amost every case of doctor
misconduct, it avoids discussing the Nevyases and hosts their communications to the
public;

(8) advertising their practice and LASIK on internet websites. Searching the internet for
“Nevyas eye care’ or “Nevyasin the news’ or similar topics by search engines such
as Google shows that most “hits” are for sites sponsored by Nevyas or his brother-in-
law Dr. Barrett.

(9 On one website owned and managed by the Nevyases,
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<http://www.nevyas.com/in_the news.html>, they provide a partial listing of being

in the news, citing various newspaper and magazi ne stories about Nevyas eye surgery

from The Philadelphia Inquirer; The Trend; The City Suburban News-Philadelphia &

Main Line; The Trevose PA Weekly; and news rel eases by Nevyas Eye Associates.

The articles are entitled:

a Cataract Surgery: A Crystal Clear Decision

b. Exciting New Advancements for Highly Nearsighted People

C. Area Doctor Saves Sight and Learns Unexpected Lessonsin Rural Mexico

d. A New Way to Look at Things

e. Northeast Philadelphia Woman’s Sight Restored with New Implantable Lens

f .Local Surgeon Travelsto Mexico

g. Local Army National Guard Staff Sgt. is granted his wish of LASIK surgery
(10)  Indeed, the Nevyas plaintiffs have announced that they have a new website “under

construction” about their practice and LASIK, and that it will feature video about

their practice and LASIK. See <http://www.nevyasvideo.com/>.

15. If the Nevyas plaintiffs had not sworn falsely, and had produced the documentsthey

withheld, thisinstant case would not exist.

If the Nevyas plaintiffs had not sworn falsely, and had produced the withheld
documents discussed in section 12 above, thisinstant case would not exist. The Wills et al v.
Newyas et al, Fiorelli v. Nevyas Eye Associates et al, and Morgan v. Nevyas et al cases would
have been handled differently with probably different results, and the FDA would probably
have done more than merely terminate the Nevyas' IDE (Investigational Device Exemption)

“for reasons of public safety.”
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The above areredevant to defendant M organ’s counter -suit

Defendant Morgan incorporates all of the above into his countersuit, which is rooted
in the Nevyas plaintiffs threatening and intimidating Morgan’s internet carriers, and
misrepresenting court orders to them, causing them to shut Mr. Morgan's website.

If the Nevyas plaintiffs had not sworn falsely, and had produced the withheld
documents discussed in sections 12 and 15 above, thisinstant case and the countersuit would

not exist.

QUESTIONS PRESENTED, LISTED ACCORDING TO TOPIC IN FACTUAL AND PROCEDURAL

HISTORY ABOVE:

1

Did the Nevyas plaintiffs ignore Judge Sylvester’s instructions?

Suggested answer: Yes.

Did the Nevyas plaintiffs file an erroneous federal lawsuit?

Suggested answer: Yes.

Did the Nevyas plaintiffs fail to properly transfer their federal action back to this court?
Suggested answer: Yes.

Did the Nevyas plaintiffs exceed the one-year statute of limitations against defendant
Morgan's pro bono attorney?

Suggested answer: Yes.

Did the Nevyas plaintiffs improperly claim that Morgan conspired with Friedman, in their
reinstated claim?

Suggested answer: Yes.

Were motions decided while the case was officialy in abeyance?

Suggested answer: Yes.
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10.

11.

12.

13.

14.

15.

16.

Was a motion decided while the case was officially in stay?

Suggested answer: Yes.

The Superior Court’s Remand - no question presented.

Did the Nevyas plaintiffs fail to allege that defendant Morgan re-posted the same statements
that had been on his website as of July 30, 2003?

Suggested answer: Yes.

Did the Nevyas plaintiffs try to excuse and exclude their failure to alege that defendant
Morgan re-posted the same statements that had been on his website as of July 30, 20037
Suggested answer: Yes.

Did the Nevyas plaintiffs fail to honor their contract with defendant Morgan?

Suggested answer: Yes.

Are the statements posted on Morgan’ s website are not defamatory because they are true?
Suggested answer: Yes.

Are the statements on Morgan’ s website either fact or opinion?

Suggested answer: Yes.

Arethe Nevyas plaintiffs at least limited purpose public figures?

Suggested answer: Yes.

If the Nevyas plaintiffs had not sworn falsely, and had produced the documents they
withheld, would this instant case exist?

Suggested answer: NO.

Are the above relevant to defendant Morgan’s counter-suit?

Suggested answer: Yes.
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IV.  ARGUMENT, LISTED ACCORDING TO TOPIC IN FACTUAL AND PROCEDURAL HISTORY,
AND QUESTIONS PRESENTED ABOVE:

1 The Nevyas plaintiffsignored Judge Sylvester’sinstructions.

Section 1 of the above Factual and Procedural History isincorporated here.
Plaintiffs failed to keep their word with Judge Sylvester.
WHEREFORE, in light the time this court and the Superior Court consequently wasted,

plaintiffs deserve censure.

2. The Nevyas plaintiffsfiled an erroneous federal lawsuit.
Section 2 of the above Factual and Procedural History isincorporated here.
WHEREFORE, in light the time this court and the Superior Court consequently wasted,
plaintiffs deserve censure.
3. The Nevyas plaintiffsfailed to properly transfer their federal action back to this court.

Section 3 of the above Factual and Procedural History isincorporated here.
The Nevyas plaintiffs were required to transfer their federal action back to this court.

42 Pa. C.S.A. 8§5103(a) & (b) (1 & (2), Transfer of Erroneously Filed Matters provides:

(@) Generd rule. — If an appeal or other matter is taken to or brought in a
court or magisterial district of this Commonwealth which does not have
jurisdiction of the appeal or other matter, the court or district justice shall
not quash such appeal or dismiss the matter, but shall transfer the record
thereof to the proper tribunal of this Commonwealth, where the appeal or
other matter shall be treated asiif originally filed in the transferee tribunal
on the date when the appeal or other matter was first filed in a court of
magisterial district of this Commonwealth. A matter which is within the
exclusive jurisdiction of a court or district justice of this Commonwealth
but which is commenced in any other tribunal of this Commonwealth shall
be transferred by the other tribunal to the proper court or magisterial

district of this Commonwealth whereis shall be treated asif originaly filed
in the transferee court or magisteria district of this Commonwealth on the
date when first filed in the other tribunal.

(b) Federal cases. —

(1) Subsection (a) shall also apply to any matter transferred or remanded by
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any United States court for adistrict embracing any part of this
Commonwedlth. In order to preserved a claim under Chapter 55 (relating
to limitation of time), alitigant who timely commences an action or
proceeding in any Untied States court for adistrict embracing any part of
this Commonwealth is not required to commence a protective actionin a
court or before adistrict justice of this Commonwealth. Where a matter is
filed in any United States court for a district embracing any part of this
Commonwealth and the matter is dismissed by the United States court for
lack of jurisdiction, any litigant in the matter filed may transfer the matter
to acourt or magisterial district of this Commonwealth by complying with
the transfer provisions set forth in paragraph (s).

(2) Except as otherwise prescribed by genera rules, or by order of the
United States court, such transfer may be effected by filing a certified
transcript of the final judgment of the Untied States court and the related
pleadingsin a court or magisteria district of this Commonwealth. The
pleadings shall have the same effect as under the practice in the United
States court, but the transferee court or district justice may require that they
be amended to conform to practice in this Commonwesalth. Section
5535(a)(2)(i) (relating to termination of prior matter) shall not be
applicable to a matter transferred under this subsection.

Plaintiffs have not effected atransfer. In order for an action erroneoudly filed in
federal court to be refiled in state court, it isrequired that the unsuccessful plaintiffs
promptly transfer the action to state court, strictly following the procedures specified by
Section 5103(b) of the Judicial Code, 42 Pa. C.S. § 5103(b).

There was no such action taken here, and the service upon defendant Friedman were
not preceded by any such transfer. Kurz v. Lockhart, 656 A.2d 160 (Pa. Cmwth. 1995) (delay
in transfer barred plaintiff’s action), appeal denied, 544 Pa. 649, 664 A.2d 977 (1995). Even
partial compliance with the requirements of section 5103(b) will not suffice to permit a
plaintiff whose federa court action was pursued without federa jurisdiction to filea
subsequent state court action. Collins v. Greene County Mem. Hosp., 419 Pa. Super. 519,
615 A.2d 760 (1992), aff’ d, 536 Pa. 475, 640 A.2d 379 (1994), cert. denied, 513 U.S. 943

(1994); Maxwell Downs, Inc. v. Philadelphia, 638 A.2d 473 (Pa. Cmwth. 1994).
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4.

Thus, in Kelly v. Hazleton Gen. Hosp., 837 A.2d 490 (Pa. Super. 2003) the Superior
Court held that, even thought the plaintiff there had filed a complaint in state court within
sixteen days of dismissal of the federal court action, the fact that praecipe to transmit federal
court order and opinion to the Common Pleas Court did not occur until eight months after
dismissal was fatal to further prosecution of plaintiff’s claim. Kelly, supra. Therefore, absent
effective timely service upon Friedman following transfer, plaintiffs Amended Complaint is
“dead” asto him. See Township of Lycoming v. Shannon, 780 A.2d 835 (Pa. Cmwilth.
2001). The required service of amended complaints upon new parties provides no exception
to this statutory requirement. See City of Philadelphiav. Berman, 863 A.2d 156, 160 n.9
(Pa. Cmwlth. 2004).

Asthe Superior Court held in Kelly, any assertion by plaintiffs of their good faith or
alleged lack of prejudice to defendant Friedman is also immaterial. See also Teamann v.
Zafris, 811 A.2d 52 (Pa. Cmwilth. 2002), appeals denied sub nom. Baker v. Zafris, 574 Pa.
755, 830 A.2d 976, and 574 Pa. 761, 831 A.2d 600 (Pa. 2003); Beglin v. Stratton, 816 A.2d
370 (Pa. Cmwlth. 2003).

WHEREFORE, the claims against defendant Friedman should be dismissed and, in
light the time this court and the Superior Court consequently wasted, plaintiffs deserve
censure.

The Nevyas plaintiffs exceeded the one-year statute of limitations against defendant

Morgan’s pro bono attor ney.

Section 3 and 4 of the above Factual and Procedural History are incorporated here, asis
Argument Section 3 immediately above.

WHEREFORE, the claims against defendant Friedman should be dismissed and, in
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light the time this court and the Superior Court consequently wasted, plaintiffs deserve
censure.

5. The Nevyas plaintiffsimproperly claimed that M organ conspired with Friedman

in their reinstated claim.

Section 5 of the above Factual and Procedural History isincorporated here.
WHEREFORE, the claim that Morgan conspired with Friedman should be stricken,
and plaintiffs deserve censure for subverting this court’s orders about adding a defendant

while restricted to not otherwise amending the complaint.

o

Therewer e motions decided while the case was officially in abeyance.

Section 6 of the above Factual and Procedural History isincorporated here.
WHEREFORE, the two orders concerning the two motions decided while the case was

officialy in abeyance should be rescinded and vacated.

[~

Ther e was a motion decided while the case was officially in stay.

Section 7 of the above Factual and Procedural History isincorporated here.
WHEREFORE, Judgment on the Pleadings should be granted and the case against

defendant Morgan dismissed.

|

The Superior Court’s Remand.

Section 8 of the above Factual and Procedural History isincorporated here.
This quotes from the Superior Court’s Remand - there is no question presented  and no
argument for this section.

9. The Nevyas plaintiffsfail to allege that defendant M organ re-posted the same

statements that had been on his website as of July 30, 2003.

Section 9 of the above Factual and Procedural History isincorporated here
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WHEREFORE, a Compulsory Nonsuit or Judgment of Non Pros, and/or Motion for
Judgment on the Pleadings; and/or Motion for Summary Judgement to Counts | and Il of
Plaintiffs Amended Complaint should be granted.

10. TheNevyasplaintiffstry to excuse and exclude their failureto allege that defendant

Morgan re-posted the same statements that had been on his website as of July 30, 2003.

Section 10 of the above Factual and Procedural History isincorporated here.

WHEREFORE, a Compulsory Nonsuit or Judgment of Non Pros, and/or Motion for Judgment
on the Pleadings; and/or Motion for Summary Judgement to Counts | and Il of Plaintiffs
Amended Complaint should be granted.

11. The Nevyas plaintiffsfailed to honor their contract with defendant M or gan.

Section 11 of the above Factual and Procedural History isincorporated here.
WHEREFORE, the contract should be enforced and the defamation suit against
Morgan dismissed.

12 The statements posted on M organ’s website are not defamatory because they are

Section 12 of the above Factual and Procedural History isincorporated here.
WHEREFORE, the contract should be enforced and the defamation suit against
Morgan dismissed.

13. The statements on M organ’s website are either fact or opinion.

Section 13 of above Factual and Procedural History isincorporated here.
Both facts and opinion are protected free speech under the US and Pennsylvania
constitutions.

WHEREFORE, the contract should be enforced and the defamation suit against
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Morgan dismissed.

14. TheNevyasplaintiffsareat least limited purpose public figures.
Section 14 of above Factual and Procedural History isincorporated here.
Defendant Morgan also incorporates here the Motion of defendant Friedman, concerning
the limited public figure status of the Nevyas plaintiffs.
WHEREFORE, acts of negligence aone should not make defendant Morgan liable for
defamation.

15.  If the Nevyas plaintiffs had not sworn falsely, and had produced the documentsthey

withheld, thisinstant case would not exist.

Section 15 of above Factual and Procedural History isincorporated here.
WHEREFORE, in light the time this court and the Superior Court consequently wasted,
plaintiffs deserve censure.

16. The above arereevant to defendant M or gan’s counter -suit.

Section 16 of above Factual and Procedural History isincorporated here.
WHEREFORE, in light the time this court and the Superior Court consequently wasted,

plaintiffs deserve censure.

Wher efor e, defendant M or gan asks this honorable Court to enter appropriate Orders,

per the suggested Order attached.

V. CONCLUSION:

Inasmuch as plaintiffs’ claims are totally without foundation, defendant Morgan asks that

this Court enter judgment in his favor per the suggested Order attached.
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VI.  VERIFICATION:

[, Dominic J. Morgan, defendant pro se verify these statementsto be true, and understand
that these statements are made subject to penalties of 18 Pa.C.S. Sec. 4904 relating to unsworn
falsification to authorities.

VIl. CERTIFICATE OF SERVICE:

| certify that atrue and correct copy of the attached document has been e-mailed or mailed
first class prepaid to the persons listed below on the date listed below:

Leon Silverman, Esquire

Stein & Silverman, P.C.

230 South Broad Street, 18™ Floor
Philadelphia, PA. 19102
215-985-0822

Maureen Fitzgerald, Esquire

Eckert Seamans Cherin & Médllott, LLC
2 Liberty Place

50 South 16" Street - 22" Floor
Philadelphia, PA 19102

mfitzgeral d@eckertseamans.com

215-851-8400
Respectfully submitted,
-
o
Dated July 8, 2009 . /

Dominic J. Morgan, pro se
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DERANTMENT OF HEALTH AND HUMAN SERVICES ‘Bublic Health Fervice

Food and Drug Admindstrabtion
Centar for pDavices and
Radiologiaal Haealbh

9200 Corxporabs Blwvd,
Rockville, Maryland 20850

APRIIL 09, 1997

HERBERT J. NEVYAS, M.D.

DELAWARE VALLEY LASER SURGERY INSTITUTE
TWO BALA PLAZA :

333 EAST CITY AVENUE

- BALA CYNWYD, PA 19004

ATTN: HERBERT J. NEVYAS, M.D.

Dear Sponsor:

The information you have submitted, as required by the Food and
Drug Administration (FDA) investigational device exemptions (IDE)
regulation, hag been assigned the following document control
numbex : '
IDE Number: G970088
Dated: 18-MAR-97 A ;
Received: 08-APR-97 :
Device: NEVYAS EXCIMER LASER SYSTEM

FDA will notify you when the review of this submission has heen
completed or if any additional information is required. In ac -
cordance with Section 812.30.of the IDE regulation, you may begin
your investigation 30 days after the date FDA received your
submission, unless FDA notifies you that your investigation may

not begin.

Any questionsg concerniﬁg this submission should be directed to the
undersigned at (301) 594-2205. Any future correspondence regarding
this submission should be identified with your IDE number and should

be submitted, in triplicate, to

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

Sincerely,

mM;@ @@@ﬁ

A) Ralph Rosenthal, M.D.

Director
Division of Ophthalmic Devices .
Office of Device Evaluation . Case |D: 031100
Center for Deviceg and
Control No.: 09062
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Division of Ophthalmic Devices
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FAX NO. 301 480-4201 .
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Divislon Diractor
Diagnostic and Surgical Devices Branch
Vigreoretlnal and Extraocular Devices Branch
[ntfacoular and Corneal Implants Branch
Mall Code: HFZ 460

IS DOCUMENT 1S INTENDED ONLY FOR THE USE OF THE PARTY TO WIHOM IT'15 ADDRESSED
AND MAY CONTAIN INFORMATION THAT IS FRIVILEGED, CONEIDENTIAL AND PROTECTED

FROM'D/S‘CLDSURE UNDER APPLICABLE LAW. If you are hat the addressee, or & person
autharized to dafivar the document ta the addressee, you are herehy notified that any review,

disclosure dissemination, copying, or other action based on the content of this communlcation [s
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not authadzed. If you have recelved this document In error, please Immaediately no
telephone and retumn it to us at the above addrass by mail, Thank you. FDA
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Herbert ). Nevyas, M.D,

Nevyas Eye Associates :
Delaware Valley Laser Surgery Institute
333 Ciry 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
Astigratisim) ' :
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

listad 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 the Fedéral Food, Drug and Cosmetic Act (the Act), nor an IDE under section
520(g), your device is adulrerated under section. 501(f)(1)(B). This is to advise you thar,
consequently, any use of these devices to trear parients is a violation of the law.

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

1. On page 22 you indicate that cadaver eyes were ablated with the laser and topagraphy
ubmission

measurements were taken to verify uniformity of ablation. Since yours

‘\/\f«( contains no actual ablation profiles (other than the theoretical ablation patterns in

Atrachment 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 corneal
topographies fram your previous clinical studies.

ed scientific and technical apalysis of the

2, You have not provided a sufficiently detail ; :
ease provide this information

following critical engineering aspects of your device. Pl

for each refractive indication being studied: y o
DA @ D0 1p: 031100
Control No.: 09062
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Page 2 - Herbere J. Nevyas, M.D.

Please provide a description of the pattern of ablation including detailed
diagrams and explanations of the hardware and software components involved
in generating the new surface (variable apertures, masks, annulae, crescents,
diaphragms, multizones, multipasses, and scanning patreras).

Please pravide cross-sectional views (profilametry) of the PMMA ablarion for
each indication (minimum and maximum), including astigmatism, and compare
the theoretical versus the actual (achieved) plot. This profilometry should be
for your particular device, rather than for a generic or similar laser. In

addirion, please provide the following information on your profilomerry
measurement: signal to noise ratio, accuracy of depth measurement, accuracy of
transverse movement, and number of measurement points per surface.

The pattern depicted below is from page 153 of your submission and shows
theoretically the cumulative effect of 2-3.0 dioprer ablation using your

multizone, multipass ablation algorithm,

Cumuintive Ahlnilon Pattarn with & Treatment

ARLan Depth {mizrsas]

cofniREREAR

As seen in the diagram, it appears that the central 2 mm. of the ablarion is flax
(uncarrected), with steep slope (approximately infinite) for abour 25% of che
ablation depth (8 microns out of 32 microns), then continuing with more
modest slope out to 6.6 mm. Pleasc explain:

During vision with narrowed pupils at 2 mm diamerer, is the refraction
of the cornea the same as prior to surgery (since that area did not receive
a modification of the curvarure)?

i

1 During vision with pupils greater than 2 mm diameter, will glare and
halo be significantly increased?

iii.  Please relate this theoretical pattern to your nrofilupetrypnges L§
JFDAjﬁ W& trol No.: 09062

and explain any differences.

( e 1) 031100
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Page 3 - Herbert J. Nevyas, M.D.

. iv.  Please provide scientific documentation that a final aperture opening of
' )gA 2 mm does not adversely affect the quality of the ablation profile and

whether or not it could induce complications.
{}\ d. Please provide the etch rate and cthe precision of the etch rate for your laser,

The Spiricon beam analysis provided in Attachment 2.1.B-1 does niot appear to be

//’/ H - .4 )

\// A from your lazer but, poss‘lbly, fr'om a laser similar t.o yours. Please provide one of

the following: (1) a detailed Spiricon beam analysis from your laser; ()

certification from Spiricon that the data presented are from your laser; (3) some
( other measurement of beam homogeneity performed on your laser; or, (4)
appropriate manufacturing information demonstrating that your device is the same
(in terms of all components comprising the laser and optics generating the beam,
method of manufacture, and MP compliance) as the device measured in the
Spiricon beam analysis. The beam homogeneity measurements should be Y
performed on the beam at the treatment plane at maximum disphragm opening. '

1
(//\)\f Please provide addirional details regarding methods for obtaining and
‘ maintaining both temporal and spatial beam homogeneity.

\? &\ g Please provide the nomogram you will be using to produce the patterns of
/ ablation,

3. Please explain the low effectiveness and safery outcomes achieved in your prior clinical

. studies and specify what steps you are taking to improve your results, Your refractive
and visual outdomes were reported at one month ass MSRE for low myopes, < 57 %
were wichin 11 and < 35% were within 0.5D; less than 60% achieved BUCVA

> 20/40; complication and adverse events occurred in 2% of the cases.

Y/\ 4 Please indicate what Operating System your computer 1s using.
' 5. Please provide a beam path and narrative description (with diagrams) of the subsystem
<//)\ and cornponents of the operating microscope subsystem, including geometry and eye
illurnination levels (provide microscope lamp specifications and whether or not

illumination is changed for different indications).

bearn divergence is 4°, This seems quite large, since

\ y ,]\ beam divergence for these types of refractive lasers is usually on the order of fractions of
v a degree, Please specify in milliradians what the beam divergence is following the last

focussing lens and explain any large divergence (> 50 milliradians).

: ID: 031100946
FDA Cﬁ?
0 0BIB, o 00052101

6. ' On page 62 you indicate that the




sl

05/08/8Y THU 15:47 FAX 301 480 4201 FDA CDRH ODE DOD %]

Page 4 - Herbert J. Nevyas, M.D.

7. Please provide your agreement (or justification for not agreeing) that recreatments done
i,\ »g - to Improve refractive outcome are NOT considered as treavment failures, whereas
" retreatments done to achieve resolurion of an adverse event ARE considered as

reacment faffures,

8. Please clarify why you have omitted or modified the following inclusion criteria
(Section 3.2.4.1): '

A, BSCVA. should be 20740 or betrer in both eyes.

(
b, Contact lens wearers should:
1. remove soft or gas permeable contact lenses two weeks prior to baseline
INEASUTEMIEHTS : ",

| remove hard contact lenses three weeks prior to baseline measurements,
and have two central keratometry readings and two manifest refractions
raken at least one week apart that do not differ by more than 0.50
diopter in either meridian; mires should be regular.

‘ o Si:herical or cylindrical portion of manifest refraction should progress 0.50
\/ diopter or less during the year prior to the baseline exam.
d. Subjects should be willing and capable of returning for follow-up examinations

for the duration of the study.

. Videokeratography should be normal.
9. Please clarify why you have omitted or modified the following exclusion criteria
(Section 3,2.4.2):
\/ A, Taking systemic medicarions likely to affect wound healing, such as
corticosteroids or antimetabolites .
b. Immunocompromise (e.g,, AIDS, auroimmune disease)
c. Unstable central keratometry readings wich irregular mires
d. History of glaucoma or an intraocular pressure > 21 mm of He. Case |D: 031100946
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Page 5 « Herbert J. Nevyas, M.D,

10.  Your description of study procedures, examinarion conditicns and techniques is not
X adsquate. Please provide a detailed description of each procedure, test and instrument
\ to be used in the study. Srandard references may be used for generally accepted vests
and instruments, but distances, luminances, and other sertings should be provided,

{1, On page 134 of your submission you have presented a sample of your Intraoperative

Report Form, Operative reports should be complered for all treated subjscts, and for
those subjects on whom a procedure was artempted but not completed. In addition, the

( / report should include the information on attempted spherieal correction, attempted

" . cylindrical correction, number of laser pulses, time for entire procedure, whether

U/ ‘ procedure was interrupted, drug treatment before, during and after the procedure, and

which eye was treated first (and second). Report forms should be in a forced-choice
formar. Please revise your intraoperative report form or present justification for not

conforming with the above recommendations.

f]

' \/ 12,  Please provide a copy of your patient questionnaire,

! .] You have indicared thar cylinder will be evaluated based on desired versus achieved
w correction. However, since your study design involves a high degree of astigmatism (up

to -7 D), please provide a plan to stratify your results also by astigmaric presencations,
Also, for the astigmatic corrections, please report the propartion of eyes that achieve

minimal residual astigmatism,
14.  In your Informed Consent Décument, page 197, please correct or justify the following:

please provide a statement in one of the initial paragraphs that the study

a.
, ivolves research; y
b. please provide a starement of the expected durarion of the subject’s .
participarion;
c please delete the last sentence in the second paragraph on page 198, which
begins, “However, this laser was developed by Dr. Nevyas....”; and, : |
i
d. please correct the typographical errors on page 199 which mention Drs. Wong

& Thorne.

15, All co-managing practitioners are considered investigators and must sign the
ehar all invebtgami): 031100p46

, : : Le icipation. Pl |
investigator agreement prior to their participation, Please certify DA e@@%@ﬁ% 09062101

(and co-managers) who will participate in the investigation have sigu=

ek A A e o e Ra
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For your follow-up visit schedule, the text on page 20 of the protocol appears to be

16.
_ W(\) inconsistent with the chart on page 43 of the protocol. In addition, please justify your

starement on page 20 that measurethent of corneal topography will be ar the discretion

of the investigator.

On page 93 of your submission you give the name and address of your Instirutional Review
Board (IRB), You are advised that your IRB should be composed and conducred in
accordance with 12 CFR Part 56 and that members of the IRB should conform to 21 CFR
56,107 (¢)r “No IRB may have 2 member participate in the IRB’s initial or continuing review
of any project in which the member has = conflicting interest, except to provide informarion

requested by the IRB,”

If you submir information correcting the deficiencies, we will reevaluate your application. - .
The information should be idemified as an IDE amendment referencing the IDE number g

above, and must be submitred in triplicare tos

IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health

Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850

Alternatively, you may request a regulatory hearing regarding the disapproval of your IDE
application. The enclosure "Procedures to Request a Regulatory Hearing" describes how to

submir such 2 request. The procedures governing a regulatory hearing are described in the
regularions at 21 CFR Part 16, -

If you prefer not 1o request a regulatory hearing, you may nevertheless request that this
decision be reviewed by the IDE Review Committee within the Office of Device Evaluation,
(ODE). The euclosure entitled, "IDE Review Commirtee and Procedures o Request Review'
discusses the purpose and operation of the Committee as well as how 1o submit such a request

to the Commitree.

oA O 1 :0311009?'6
Control No.: 090621P]
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If you havé any questions, please contact Fverette T, Beers, PA.D, at (301) 594-2018.

/ /%jjm’[ %L.ﬂi@

- A, Ralph Rosenthal, M.D.
Director
_ ~ Division of Ophthalmic Devices
( " Office of Device Evaluation
Center for Devices and Radiological Health

Enclosures ' ' f
, (1) Procedures to Request a Regulatory Fearing ’ L
{ (2) IDE Review Committee and Procedures to Request Review

DA f) 6ﬁm-031100946
&P veos2101
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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 apphcatlon We have determined, however, that
addmonal information is required in order to complete this review.

Excimer laser systems are Class IIT 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 usmg your laser to

treat patients,

P40 0013

Case ID: 031100946
Control No.: 09062101,
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Accordingly, on July 28, 1997, we called you to notify you that use of your excimer
laser to treat patients would violate the Act and requested that, if you are presently

using the laser to treat patients, you immediately cease doing so. T'o enable FDA to
complete its review of your IDE application, we also requested that you provide the
agency with the following additional information: a written statement that, as of the
close of business'on July 28, 1997, you are not using your excimer laser system to treat
patients. Please complete the enclosed statement and transmit it to:

Morris Waxler, Ph.D.

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Docuiment Mail Center (FFZ401)

9200 Corporate Blvd. :

Rockville, MD 20850

You may submit the statement by facsimile to (301) 480-4201, provided that you also
send the original statement to the address above. This statement must be submitted

within three (3) business days of the receipt of this letter,

You should be aware that FDA's regulations provide that an IDE application may be

* disapproved if "[t]here has been a failure to comply with any requirement of [21 CE.R.

Part 812] or the Act...," 21 C.E.R. § 812.30(b)(1); thus, any previous use of an
excimer laser system for which no PMA or IDE is in effect would be grounds for
disapproval of an applicant's IDE. However, the agency, in an exercise of its
enforcement discretion, does not intend to consider your previous use, if any, of such a
device to be grounds for disapproval of your IDE. Nevertheless, FDA does intend to
consider any use of your laser to treat patients after the close of business July 28, 1997
unless and until the agency approves an IDE for your device to be grounds for
disapproval of your IDE. In addition, please note that failure to "respond to a request
for additional information within the time prescribed by FDA" also would be grounds

for disapproval of your IDE., 21 CF.R. § 812.30(b)(3).

Furthermore, if you are, in fact, using an unapproved laser, failure to cease treating
patients with the laser immediately also may result in regulatory action against you or
the device by FDA without further notice, These actions include, but are not limited

to, seizure, injunction, and civil money penalties. :
™A ) 0014

Case ID: 031100946
Control No.: 09062101
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We also want you to kriow that if FDA approves your IDE application, you would be
able to use your laser to perform only specific procedures on a limited number of
subjects to demonstrate the safety and effectiveness of your laser for those procedures.
Studies conducted under such an IDE would be subject to all IDE regulations. See 21
C.F.R. Part 812. For example, you would be prohibited from promoting and
commercializing the laser, and from representing that the device is safe and effective.
The IDE process is designed to investigate the safety and effectiveness of devices either
for research or for market authorization, and is not itself a means of market
authorization for the commercial treatment of patients. Once:studies under your IDE
were complete, you would ot be able to use your laser unless you were to seek a PMA

and FDA were to approve it.
If you have any questions about this request, you may contact Everette T. Beers, Ph.D.
at (301) 594-2018.

Sincerely,

E 1 "
'7/'/&1/1« é’[z} C Wﬂ/@% %&/
A. Ralph Rosenthal, M.D.

Director

Division of Ophthalmic Devices

Office of Device Evaluation

Center of Devices and
Radiological Health

Enclosure

oA 0015
Case ID: 031100946
Control No.: 09062101
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(! J J{é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
' Food and Drug Adml istratic
‘ 9200 Corporate Boul( /ard
- Fockvlla MD 20060
Herbert J. Nevyas, M.D. _
Neyyas Eye Associates AG 7 lagr
" Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004
) Re:  (970088/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
Astigrnatism)
Dated: July 3, 21, and 29, 1997
Received: July 8 and 22, and August 1, 1997 v
v HCRA. Reimbursement Category: A2 (for procedures to request re-evaluation of 1 2
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 exemprions (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 investigarion, using a revised informed consent,
doctrnent which correcrs deficiency #1 (below), after you have obtained instivutional revie s
board (IRB) approval, and submitted certificarion of IRB approval to FDA. Also, we are in
receipt of your certification (Amendment 4 received August 1, 1997) that you have not usec
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 application for your device, You are reminded that wher
the agency has approved (conditionally or otherwise) an IDE for device, all treatments wi b
that device after the date of FDA approval of the IDE are treatments under the IDE;
consequently, the device may be used vo trear only the number of subjects approved in the
IDE and only for the indications approved in the IDE. Your investigarion is limited to ont
institution and 100 subjects for Low Myopia (-0.5 to -6.75 D) plus.Astigmatism(up‘,J:L).,,:?":.D:)wm.m

——

This appraval is being granted on the condition that, within 43 days from the date of this
letter. vou submit information correcting the following deficiencies: ~ FPA @ wevg 4
! y g g @ @‘{) .11‘:1:- l{g}r} "f

1. Since your ablations are clearly non-spherical, as well as multifocal, ypu . | p-

should provide a much stronger caution to your prospective subjects )
regarding the ability to see well in low light leve] situations, Plgm;@%@' No.: 09862101
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with low illumination and low contrast as you see during the day; these
" ' ' situations may include, but are not limited to, nighttinte; fopy-timly dit—rommmsmmnmmna
rooms. It is possible that you may not be able to drive at night, You
should take precautions in situations where you may be at risk, because of
your possible decreased visual acuity in the above situations, It is also
possible that your eyes will become more tired than usual toward the end of

the day.”

(' : Based on your patient questionnaires, you may be able to reassess this

cautior and provide to your patients some idea of the percentage of patients

experiencing moderate to significant difficulty in seeing well in low light

level situations. At PMA. time, patient questionnaires can be reviewed by i

you and the agency for appropriate PMA. labeling regarding the caution for '
{ low light level situations. In addition if you wish, you may conducta -

' substudy for contrast sensitivity and use this data as additional information
“Tor your PMA patient labeling or vo reassess your IDE caution.

. Because of concern abourt the non-spherical and multifocal properties of
your ablations, please add the following to your patient questionnaire:

a, aquestion regarding the patient’s pre- and post-op ability to see well in
low light level situations, such as in the dark, in dimly liv rooms or
audiroriums, while driving at night, etc,; and,

b. a question regarding how tired the patient’s eyes become in the evening.

. Tn addition to the times already specified in your protocol, your parient
questionnaire should be administered at the one weel, one month and six

month visits.

4. Addirional joformation is required regarding your PMMA. ablations:

s, Your PMMA ablations appear to be wider ar the bottom than the
algorithm predicts; for instance, most of the ablations are 2. FDA gide )
( at the bortom, rather than 2,0 mm. Please explain what cat - Qf}@g %
difference in width,

b. Your PMMA ablations also appear to have a “hump” in the bottonQsse |D: 031100946

each ablation of about 10% to 20% of the mwmumdepch.—pﬁh%wﬁmﬁgUBZFOl

pgrmlatm orhat ~a11ces these “humps”,
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profiles near the area where the dark blue and light blue areas meet.
Please explain what causes this “scalloped” appearance,

5. Since your ablation equations do not appear to follow Munnerlyn’s
equations for generating & spherical correction on the cornea, it is unclear
how you have verified that your ablation pattern and depth for any
particular correction will actually produce the desired effect, i.e., the
" tequired dioptric change: For instance, using your high myopia ablation
algorithm to produce a -12 D correction, please demonstrate how you have
verified that removing 98.75 microns of tissue in the manner specified
(sinigle zone, multipass) produces a -12 D correction, What difference
would it malke if one removes 90 microns or 110 microns? How have you
... yerified the other ablation parameters for ablations in both the low niyopia ;

and high rnyopia algorithms?

6. Regarding the total tissue removed, there appears 10 be a disconnect
berween your theoretical ablation algorithms (Amendment 1, page 40) and
the ablation parameters in Amendment 3, For instance, on page 40 of your
Amendment 1, a -6,0 D ablation should remove 61.8 microns of tissue,
while a -7.0 D ablation should remove 70,6 microns. Oxn the other hand,
on page 7 of Amendment 3 you show that 2-6.75 D ablation has a
maximurn ablation depth of 77 microns (greater even than the -7.0 predicted
in' Amendment 1). Please explain these differences. '

7. In response to Deficiency # 2.d. sbou erch rate, you indicated that the etch .
rate was 0,194 microns per pulse in PMMA and 0.25 microns per pulse in

tissue.

a, Our description of this deficiency probably was unclears—Please provides e
the etch rate curve, showing the laser energy per pulse versus the tissue
(or PMMA) removed. Relare PMMA removed to tissue removed (this
would be a ratio, for insrance), ‘

b. The etch rate of 0.194 microns per pulse in PMMA and 0.25 microns per
pulse in tissue produces a ratio of 1.29. However, when the tissue
ablation on page 7 of Amendment 3 is divided by the PMMA. ablation
raken from the PMMA ablation profiles, this ratio appears to vary with -
the number of pulses delivered, ranging from 1.25 at an ablation of -1 D

to 1.48 at an ablation of -6.75 D, Please explain this discre FDA d@c%@;ﬁ’:oglloogél_e
variation. WS B 1
Control No.: 0906 llpl
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8, You have not adequately addressed Deficiency #5 in our letter of May 8, 1997

reparding the beam path for the operating microscope and subsystems. Please
provide a ray trace which also shows how the microscope is positioned in referen e
to the subject’s eye, the aiming laser, the treatment laser, the fixation lights, ete.

9. Although you indicate that the COMPex 201 laser engine has a divergence of 3
milliradians/meter, please provide the divergence for your laser system after the

last focusing lens.

10. In your description of the operative procedure, please specify the thickness of the
corneal flap that is cut and reflected prior to ablation.

11, Please correct your protocol, page 19, to reflect that soft contact lenses will belef 3
out for at least 3 days prior to examination and surgery:” o :

12, Please provide additional technical information regarding the methods of obtainii g
2nd maintaining both temporal and spatial beam homogeneity. :

This information should be identified as an IDE supplement referencing the IDE number

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 this - formation within 45 days from the date of this lecter, we may
take steps to propose withdrawal of approval of your IDE application.

We acknowledge your request to conduct a study at one site with approximately 990 eyes f s
each of two investigators. We believe that adequate safety information has been provided t 1
allow the initiation of your study at one site with 100 subjects; however, issues remain whi h
must be resolved prior to the expansion of your study for-marketing-approvakeHor Ol
request for expansion beyond 100 subjects, you should submit the results of this initial pha e

ofter 50% of the subjects have achiéved at least 3 months of follow-up, FDA 00 019

We would like to point ot that FDA approval of your DE application does not imply tht
this investigation will develop sufficient safety and effectiveness dafa to assure RExberppro0®1100946

of 2 premarket approval (PMA) application for this device, You may obtainqé ; ﬁ ine QI
B . L e VA "D e raarkear Anproval (PMA) @ﬁé ,&llgb'l 65062101
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the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or (30 )
443-6597, '
We have enclosed the guidance document entitled "Sponsor's Respc;nsibﬂities for a Significt nt
Risk Device lnvestigation” to help you anderstand the functions and duties of a sponsor. & lso
enclosed is the guidance document “Tnvestipators' Responsibilities for a Significant Risk
Device Investigation" which you should provide to participating investigators.
( " Iyouhave any questioﬁé; please contact Everette T, Beers; PIBrrat (301)-594-2048:
Sincerely yours,
( _ éRalph Rosenthal, M.D.
Director
Division of Ophthalmic Devices
Office of Device Evaluation
Center for Devices and Radiological
Health '

Enclosures - ‘
(1) Procedures to Request Re-

Determination
(2) Sponsor's Responsibilities for 2 Significant Risk Device Investigation

- - (3) Trrvestigators' Responsibilities for a Significant Risk Device Investigation

Fvaluarion of HCFA Reimbursement Categorization

Ph 0 Dono
Case ID: 031100946
Control No.: 09062101
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Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute -
333 City Line Avenue

Bala Cynwyd, PA 19004

Re:  (3970088/52, 53, and 54 .
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK. to cortect myopia of 0.5 to -15 Diopters (D) with up to

7 D of astigmatism for protocol NEV-97-001 Myopia; and, LASIK. 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 Administrition (FD.A) has reviewed supplements 2,3 and 4 to ypur

investipational device exemptions (IDE) application. Supplement 2 requests 2 protocol .
deviation to treat two anisometropic patients (one eye at~10D 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
(supplernent 3). Supplement 4 responds to our conditional approval letter of August 7,1997
and requests: an increase [n treatment range from -6.75 D to -22 D; approval to study
simmultancous bilateral treatment; and, approval to retreat approximately 125 patients

previously treated with this laser prior to IDE approval. g .
FDA cannot approve your request to stucdy LASIK. 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 fime of LASTK in 25 subjects with myopia -7 D to 15D
with up to 7.00 D of astigmatismmy; please see the conditions of approval below, If you agree to

conduct your Lnvestigation within the modified limit, you may implement that change at the
d institutional review board

instivation enrolled in your investigation where you have obtaine
(IRB) approval. I you do not agree to this modified limit, you should consider this letter as 2

disapproval of your request for an expansion of the investigarion, and you have an

opportuiry to request 2 regulatory hearing as described in the enclosure "Procedures to

Request a Regulatory Hear ing." FDA @aﬁl@?ﬁ?@ﬂo&%
EDA canpot approve your request to mdy enhancen'l‘en'ts on up to 12? of p@iCIXle-\ ‘F 62101



.. We regret to inform you that your request to study simultaneous bilateral LASIK treatment is
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and the time point of stability of, the procedure. FDA will conditionally approve, however, a
study at this time of LASIK enhancement in 25 subjects previously treated with your laser;
please see the conditions of approval helow, Requests for additional subjects for
enhancements for prior clinical patients will be evaluated as additional data is submitted to
support stability of the procedure. 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 instirutional review board (IRB) 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."

£

disapproved and you may not implement the expansion of your investigation. Our
disapproval is based on the following deficiency:

If you wish to study simultaneous bilateral LASIK surgery, you should propose a substudy
comparing simultaneous with sequential treatment to establish the safery of the
simultaneous procedure. Your substudy should contain satisfactory preliminary data on
the safery, effectiveness and stability of the procedure on the primary eyes. In your A
substudy you should specify the time berween surgeries for each eye and any criteria used
to determine when to treat the fellow eye; time between surgeries and treatment criteria
should be specified for both simultaneous and sequential procedures.

If you submit information correcting the deficiency, FDA will reevaludte the proposed
expansion of the Investigation. Alternatively, you may request a regulatory hearing regarding
the disapproval of your IDE supplement. The enclosure "Pracedures to Request a Regulatory
Hearing" describes how to submit such a request. The procedures governing a regulatory

hearing are described in the regulations ac 21 CFR Parc 16. .

rs of the FDA.
iateral

Also, FDA acknowledges the telephone conversation between you and Dr. Bee
on August 25, 1997 in which you were granted permission to perform simultaneous b
surgery on two subjects because of pressing personal needs of the subjects. '

Your response to FDA. conditional approval leter of August 7, 1997, remains conditionally
approved because you adequately addressed only deficiencies 1, 2, 3, 4, 6,72, 8, 9, 10, and 11,
You may continue your investigation at the institution where you have obrained IRB

approval and submitted certification of IRB approval to FDA. Your investigation is limited
to 1 iostitution and 150 total subjects: 100 subjects for

subjects for high myopia (from -7.00 to -15 D)
P R s e Y Y N r )

low myopia (from -0.5 ta&62] D);0%31100946
, and 25 subjects for enhanceresgitAAYBT 09062101
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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. Your device does not have a fail-safe mechanism for automatically shutting down your
laser in the event of Inappropriate energy output from the laser, 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.

You agree to submit monthly reports of the subjects treated with your im}estigational
laser identifying them by a unique subject identifier, date treated, and indication for

treatment.

H

treated under this IDE. Retreatment (enhancement) for subjects initially treated under”.
this IDE is appropriate only after your preliminary data demonstrate safety and
indicate the time point of stability of the procedure. You may begin retreatment
procedures only after FDA. has approved your retreatment study plan and data to

support stability,

You agres that you will not perform retreatment procedures for subjetts initially \

This information should be idéntified as an IDE supplement referencing the IDE number
above, and must be submitted in triplicare to:

IDE Document Mail Center (HEFZ401)
Center for Devices and Radiological Health

Food and Drug Administration
. 9200 Corporate Boulevard
Rockville, MD 20850

If you do not provide this information within 45 days from the date of this letter, we'may
take steps to propose withdrawal of approval of your IDE applicatiox.

We acknowledge your request to conduct a study at one site with approximately 990 eyes for
each of two investigators. We believe that adequate safety information has been provided to
allow the initiation of your study at one site with 150 subjects; however, isses remain which
must be resolved prior to the expansion of your study for marketing approval. Prior to your
request for expansion beyond 150 subjects, you should submit the results of this initia] phase

after 50% of the subjects have achieved at least 3 months of follow-up.  ppp D 0022
. DHnY

Prior to your request for expansion beyond 150 subjects, you should submit adeq% ID: 031100946
following deficiencies. Incremental expansions beyond 150 Gbjettslnidp 209062101
o L

1 I T T U | ' Y

responses to the
I 1 . N r 14
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Calibration:
5. Your description of the beam calibration is inadequate. Specifically, you should
provide: : |

description of the method, technical specifications of any substrates used, validation
procedures for the tests, and passing criteria for energy (fluence), homogeneity,
beamn alignment, and any other calibration procedures;

it

b. information on how instrument measurement precision was determined, and 2
calibration schedule;

a diagram of the measurement set up (i.e., for opening the “beam shaping aperture”)
and test firing

d. ¢he technical specifications of the Chiron substrate used for measurements so that
the number of pulses and the irradiance level(s) that provide for breakthrough and

complete removal for the substrate marerial can be verified;
a statistical analysis used for the determination of energy stability;

f. 2 technical description of the transparent substrate used for beam homogeneity
determination and'a description of how the scientific accuracy and validity of the

test™as determined;

. descriptions of any differences between the output beam measurement and
homogeneity tests using 2 substrate of kaown thickness and ablation characteristics;

and,

h. a description of how the device software determines the energy output neaded
during the calibration process. ®

Laser Characteristics:

6. 'The energy output of your aiming lasers, each at 1 mW, is high relative to the other

aiming lasers that we have encountered. Please determine the exposure hazard per

CFR 1040.10 and specify the maximum exposure time.

Does your laser system have the capabilities to treat other refractive conditions that are

not described in this application and which are not disabled for this clinical trial? If
the answer is “yes”, then please indicate the steps taken to ensure that the@ewst milb31100946

not be used ourside tAhe approved protocol(s). DA C@nt@M 09062101,
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Kl

Ablation Alyorithms and Profilometry:

laser, not the complete device as required by FDA, Also, the standards cited are

in tab 3.4.1.3.B-2 (original IDE) does not show how the optics along the delivery path

10. Please provide the following information about your laser s‘ystem:

The electrical safety information provided applies only to the Lambda Physik excimer

German standards which to date have not been accepted by FDA. You are reminded
that you should provide electrical certification for the entire systen, including the laser,
motors, other electrical devices which connect to the laser, electrically operated chairs,
ete. Please provide certification that the device conforms to a recognized national or
international electrical safety standard for medical devices (e.g., Underwriters
Laboratories, UL544 76, UL-2601 for Medical Equipment Systems; Canadian Standards
Association, C22.2 No.125-M1984; British Standards Institute, BS 5724; Triternational
Electrotechnical Commission, IEC 601-1; Japanese Industrial Standard, JIS T1003; or,

equivalent).
Although you provided the ray trace for the microscope section, the ray trace diagram

condition the beamn, and the beam imaging module is not adequately depicted or
described in the submission. Please provide more detailed information on both of

these iterns and address the comments below:

2. The optic diagram (3.4.2.2.A.4 on page 78) needs a ray trace to show how all the
components function to condition the bearn from the raw beam output to .

projection onto the corneal surface.

b. Thebeam imaging module has not been adequately deseribed. Please describe the
compouents of the beam imaging module, their specifications, a diagram with ray
. trace diagras to illustrate the optical design, and the manner in which the intended

functions are attained.

by e

a. please specify the cavity type for your laser: stable or non-stable; and,

b. please specif.y the stability of the pulse through the gas lifetime and indicace how

this 'was determined.

) - FDA b @@?%

11. You stated in supplement 4 tha the etch rate curve is being generated;

therefore, this remains a deficiency. Please provide the etch rate curve, f’lj%iﬂﬁ- 031100946

the laser energy per pulse versus the PMMA removed, for energy levels above
and below vour treatment energy level. Provide the expected etch ra%tlﬁgalsmo': 09062101




Page 6 - Hlerbert J. Nevyas, M.D.

Relate the amount of PMMA removed per pulse to the amount of tissue
- removed per pulse (this would be 4 ratio, for instance).

12. The formulation of the equation for the device ablation algorithm in Section 34.1.3.A
« A blation Patterns” is inadequate. Your description of the theoretical ablation
algorithm appears to be internally inconsistent and lacks mathematical clarity. Please

address the following:

2. Why were 2 definitions provided for the same mathematical quantity ¢10), and c2()

as “curvatures” of the uncorrected and corrected cornea respectively, and
simultaneously as “distances from an arc to a chord™? This information appears

incorrect for the following reasons:

Curvature is 2 mathematically defined quantity. It is defined as the angular
velocity of the tangent to the curve as the tangent traverses and therefore descr
the given curve. In the rectangular coordinate (as provided in your submission) an
angle phi is defined as the angle berween the tangent and the curve, and this angle
phi is the arc-tangent of the first derivative of the spatial coordinates of the curve
with “x” as the independent variable. In fact, the diagram you submitted illustrates
“9 intersecting curves, labeled by the spomsor as c1(), and c2(), which represent a 2
dimensional cross section of the uncorrected and corrected cornea.” It is illogical
for them to be described as anything else. There cannot be 2 intersecting curves
anddistances to an arc to a chord” at the same time as’you described.

ibes

(4)] does not appear to be one which can be
contains only
he index of

. The final equation [now labeled as
related to ablation of the cornea because it is an equation which

spatial coordinates and no dependence on D (the dioptric power), or n (t
refraction. of the corned). The staternent that d(y) represents the depth at any
spherical coordinate Y appears logically inconsistent because the equationis
formulated in rectangular coordinates, and the equation has no Y dependedce. In
order to derive the ablation equation, one has to use the geometry of the 2
intersecting curves to set up an equation for the depth berween the 2 curves as a
function of Y where Y is defined as the lateral distance from optical axds of the
cornea. At this point one has to get the dependence of D, and n into the
geometrical equation by making appropriate substitutions from the equation for
the power of 2 lens which is an independent equation, The result of these -
operations is a very complicared expression which is simplified by applying the
binomial expansion to it. At this point a further stmplification is made by finding
the depth. of cut on the corneal optical axis. This means Jet Y=0. The resulting

simple equation s for t(on axis depth) = optical zone diarneter squared 54890 031100946
dioptric change divided by eighe rimes the difference berween the J'edices fN
ontrol'No.: 09062101

e e Thie e the socalled Munnerlvin eqtmeian. e e g g
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b. You should supply scientific references applicable to the derived equation, and
include all mathematical steps leading to the equation. You have not furnished the
requested scientific references, nor the intermediate mathermatical steps. Please

provide this information.

You should provide an explanation of the reasons that D (power in diopters), and n
(index of refraction of the cornea) do not appear in the ablation equation, and why
the coordinate Y is undefined; no information has been provided explaining why
the ablation equation has no D, or n dependence.  As discussed previously, the
explanation that Y is any spherical coordinate on the y axis is logically inconsistent.

d. You should idenrify the ablation axes for c1() and c2().
Please indicate how the derived equation is integrated into the device softwareto
provide calcularions thar are required for the targeted corrections. '

13. The theoretical fits to the profilometric data are based on §* order polynomials. It is
not clear what theory this procedure is based on and is apparently in qualitative
disagreement with the dara in the cantral 2 mm and ourside the ablation zoze. The
appropriate theoretical fits should be to circular contours, since the ablations are
supposed to approximate Munnerlyn’s equations. Typically, one determines the
theoretical' mathemarical ablation curve (i.e., the theoretical curve), employs hardware
and software to approximate the mathemarical curve (e, the programmed ablation

.curve), then measures the resultant ablation curve (i.e, the actual ablation curve in
PNIMA, for instance). It is not clear what is the theoretical curve to which you are

trying to match your ablation curves (programmed and actual).

a, Please provide additional explanation regarding the theoretical ablation curves
(mathemarical equarions) which you are trying to approximate with your hardware

and software.

h. Please discuss how the programmed partern described on pages 57-61 (Original
'IDE) and summarized in attachment 2.A-3 (Amendment 1, dated July 3, 1997)
approximates the theoretical partern described on pages 56-37 (Original IDE); plots
of the programmed patrerns versus the theoretical patterns would be helpful in this

discussion.
Multifocalicy; ; A ) o
LA LILOCAlILY, EDA @ {}@ 7
- g(%z;%se ID: 031100946

14. Your ablation patterns for correcting myopia and astigmarism do not appeal tq be .
crmliant ol amd ~limdrical rE‘jD&CtiVE].V. and. therefore, cannot provide gﬁjﬁg@fﬁgtnggo62101
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correction of refractive-error. The intended (theoretical) myopic ablation is flat (L.e,,
constant depth) over the central 2 mum, and decreases in depth in five linear segments of .
decreasing slope, with the five annular segments extending from diameters of 2103
mm, 3 to 3.9 mu, 3.9 to 4.8 mm, 4.8 to 5.7 mm and 5.7 to 6.6 mum. The actual
shlation is not flat in the central 2 mm, bu shows a pronounced “central island” so

that the ablation depth is up to 20% less at the center than at 2 mm diameter. The
central 2 mm thus receives a hyperopic instead of a myopic correction. Outside the
central 2 mm, the ablation produces a cornea with constantly changing curvature, ie.,
constantly changing dioptric power. The amout of correction varies from
overcorrection near 2 mm to undercorrection near 6.6 mm. Although the smoothing
effect of the overlying corneal flap may modify this shape to some extent, it seems '
likely that the smoothing effects will be limited to distances no more than 2 few tenths
of 2 mm from discontinuities in the ablation pawtern. The predicted result of this type
of ablation is a multifocal cornea, in which different portions of the cornea
simultaneously focus portions of the “rerinal” image at different positions in front of,
on, or behind the retina. This multifocal property raises a number of safety and
effactiveness issues that you will ne=d to address: ‘

]

a. An eye with a multifocal cornea generally will not have 2 well-defined best distance
refraction. Uncorrected visual acuiry as 2 function of distance may be nearly
constant over an extended range, or it may be complex, with multiple peaks and
troughs. Characterizing the refractive state may be difficult, requiring visual acuity
asseSsrments over a range of refractive corrections. Please provide a detailed
description of the procedures you will use for measuring manifest refractions for

" postoperative subjects to take Info account these concerns.
mA () 0028

b. To document the clinical effects of this multifocal ablation, please propose
substudies for mesopic conrrast sensitivity (or low coptrast acuity) with and
without glare, The background luminance of the comtrast sensitivicy test should be
reduced o less than 3 cd/m? (about 0.2 cd/m? preferred) and the ambient
Jlumination should be even lower. The test targets may be either grating contrast

arts or low contrast letter acuity charts, In order to limit pupil

constriction and maintain uniform glare conditions acrass the test chart, the glare
cally positioned

source should be an array of two or more small spots symmetri

around the chart. The glare source should be bright enough to significantly reduce

the contrast sensitivity of young adult subjects with normal corneas and normal

vision. If the above conditions cannot be implemented, the Brightness Acuity Test

(BAT) may be used as 2n ‘alvernative glare source if the subject’s pupil is dilated and

the above brightness criterion is met. Control data may be obtained qithes f.@moglloog A6
e

the preop LASIK subjects or (preferably) from a sample of normal &mects with t
ontral NQ 29062101
subjects:

o oender and refractive error distributions as the postoperative test

sensitivity ch
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differences with 80% power (e.g., if the standard deviation is 0.3 log unit, about 80
subjects would be needed to meet this target). Postoperative testing should be

conducted after visual funcrion has stabilized,

If comtrast sensitivity testing shows decreased sensitivity under mesopic conditions,
it may be possible that berter results could be obrained using 2 different spectacle
correction. Knowing the dioptric powers of your ablation could help in choosing
appropriate spectacle correction, or provide a basis for adjusting your algorithm.
As an aid to documenting the degree of multifocal performance predicted for
corneas treated with your ablation algorithms, please provide graphs of either
dioptric power or radius of curvature as a function of distance from the center of
the ablation for representative myopic, elliptical and astigmatic ablatiod profiles.

d. Please obtain preoperative and postoperative (after achieving refractive stability)
corneal topographic measurements, and provide difference maps and difference
profiles showing the change in the contour of the corneal surface resulting from.
your LASIK procedure for a subset of your subjects treated under this IDE,

Please provide data to support your statement (page 8 of supplement 4) that
lensometer measurement of the PMMA ablation profile verified the desired
dioptric correction. Please provide data to show whether or not lensometer
measurement shows more than one possible dioptric reading for the same ablation.

-,

Homogeneicy:

15. Your beam appears to be inhomogeneous with varying hot spots and cool spots

* across the treavment area of the beam. Although you stated in supplement 4
that you are exploring options for adding a beam homogenizer onto your laser,
the question regarding homogeneiry remains a deficiency’ In addition, since _
calibration is a part of maintaining beam homogeneity, you should address the"
questions above regarding beam calibrarion. Please provide additional technical
details regarding your methods of obtaining (i.c., conditioning optics) and
maintaining (e.g., calibration and maintenance) temporal and spatial beam
homogeneity, including the range (tolerances) of acceprable values for
homogeneity and data to support your findings.

You should also give serious consideration to the following items which are considered
essential for the analysis of your data for the purposes of determining safety and effectiveness

for a furure PMA application:

Case |D: 031100946

DA 0 D& Yo 09062101
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Software:

16, Your description of your software is inadequate, Please address the following:

a. Hazards Analysis: Please submit a more detailed Hazard Analysis which provides a
description of the hazards presented by this device to the subject, the causes of
¢hese hazards, and the methods tised to eliminate or mitigate them. This analysis
should specifically identify the system hazards, and the components whase failure
could cause those liazards and which are controlled by or interact with software.
The analysis should identify this controlling or interacting software, and describe
in greater detail how errars in this software are controlled or mitigated throughout

the software development process.

b. Functional Requirements and System Specifications: Please provide a much more
detailed description of the system and sofrware requirements and specifications, .,
including safety critical functions implemented because of the ongoing hazards

analysis, and any applicable algorithms.

Software Design and Development: Please submit your written procedures, or at a
rainimum a very detailed description of your procedures, for designing and
developing the software to be used in the device, from concept to delivery to the

CUSLOINEr.

d. Verification, Validation, and Testing: Please submit a more detailed description of
the sofcware verification, validation, and testing process, including but not Jimited
to the techniques and methods used at the module, integration and system level, the
testing strategies and methodologies, and the test acceptance and completion
criteria, Include examples and documentation of tésting results.

' ™
Revision, Control: Please submit the written procedures, or at 4 minimumi, a very
detailed description of the procedures, for your revision contral process.

Advisory:

Although we requested the patient questionnaire be administered at times in
addition to the ones you had originally proposed, we now believe that the subjects
may become acclimated to the questionnaire, if it is presented too frequently.
Therefore, you may revert to the times originally proposed in your IDE.

ID: 031100946
FDA
0 ngétrol No.: 09062101
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Ph.D. at (301) 594-2018.

If you have auty questions, please contact Everette T, Becrs,

Sincerely yours,

e

A Ralph Roseuthal M.D.

Director

Division of Ophthalmic Devices '

Office of Device Evaluation
Ceanter for Devices and Radiological Healch

*WMMWBW i

34

TDA B @q}jfg‘t@se ID: 031100946
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§ ' “ﬁ.ﬁﬁi DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

O‘fli!.', 'ty r::?&? '
[Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC | 6 1997

Herbert']. Nevyas, M.D,

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute
1333 City Line Avenue

Bala Cynwyd, PA 19004

Re:  (G970088/S5 | |

Sullivan Bxcimer Laser System (Nevyas Model) .

Indications for Use: LASIK to correct myopia of -0.5 to -15 Diopters (D) with up to -7
D of astigmatism for protocol NEV-97-001 Myopia; and, T.ASIK enhancement to
cotrect myopia of eyes previously treated with this laser

Dated; November 12, 1997

Received: November 17, 1997

Annual Report Duer August 7, 1998 L

Dear Dr, Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions (IDE) 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 (IRB) 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. A ) ) 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 O%%S%Q‘-' 031100946

FDA has reviewed that data and approved your retreatment study plan.Control No.: 09062101

o]
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Tlis inforraation should be identified as an IDE supplement referencing the IDE number
above, and must be submitted in triplicate to: .

DE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health

Food and Drug Administration
9200 Corporate Boulevard
Rockyille, MD 20850

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

re reminded that prior to a request for expansion beyond 150 subjects, you should

Youa
ses to deficiencies 5 - 16 in our letter of October 3, 1997.

provide adequate respon

If you have any questions, please conract Everette T. Beers, Ph.D. at (301) 594-2018.

Sincerely yours,

Yy

A, Ralph Rosenthal, M.D.

Director ‘

Division of Ophthalmic Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure:
Tables for Stability of Manifest Refraction

A § 0033

Case ID: 031100946
Control No.: 09062101
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DEPARTMENT OF HEALTH & HUMAN SERVICES , Public Health Service

f's]

KH

Food and Drug Administration
9200 Corporats Boulevard
Rockville MD 20860

w4 1988

Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute
333 City Line Avenue

Bala Cynwyd, PA 19004

Re:

Dear Dr., Nevyas:

(G970038/56
Sullivan Excimer Laser System (Nevyas Model) '
Indications for Use: LASIK to correct myopia of -0.5 to -15 Diopters (D) with up to -7
D of astigmatism for protocol NEV-97-001 Myopia; and, LASIE. enliancement to
correct myopia of eyes previously treated with this laser ‘
Dated: December 11,1997 ,
Received: December 15, 1997 ' -
Annual Report Due; August 7, 1998

-

The Food and Drug Administration (FDA) has reviewed the supplement to your

investigational device exemptions (IDE

) application proposing a plan for simultaneous

bilateral LASIK. Your supplement is conditionally appraved, and you may implement that
change at the institution enrolled in your investigation, Your application remains

conditionally approved because you

16,
obtained institutional review board (IRB) approval. Your investigation s limited to 1

liave not addressed the deficiencies cited in our Decesmber
1997 letter. You may continue your investigation at the institution where you have

institution and 150 subjects: 100 subjects for low myopia (0.5 to -6,75 D myopia plus up to -7

D astigmatismy); 25 subjects for high myop1
subjects for enhancements of previously treated subjects (-

ia (-7t0-15D withup to -7 D astigmatiemn); and, 25
0.5 10 -15 D myopia with up to -7 D

astigmatism).

This approval is being granted on the condition that,
Jetter, you submit inform

within 45 days from the date of this
ation correcting the following deficiencies:

In your “Substudy for Sarne-Day Versus Different Day LASIK Treatment for Fellow

Eyes™ DA 0 @‘U@‘ﬁ

2. Please revise your informed consent document rider for same day surgery to state

that the second eye will be rescheduled if there is a complication or an aayerse
event with the first eye. aéaseﬁ D: 031100946
: Control No.: 09062101
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b

e

This information should be identified as an IDE supp
above, and must be submitted in eriplicate to:

* or altered. It may unduly influence potential same day fellow eye surgery

Those eyes rescheduled from same day to different day surgery should be

accounted for,

[f the exclusion criteria of the original protocol do not specifically mention the
exclusion of patients with anterior segment lid diseases (e.5., blepharitis, etc.), then

the substudy protocol should specifically exclude patients with these conditions for
same day fellow eye surgery.

FDA believes that a one day interval is not sufficient to qualify as a “different day”
ccommended that the protocol for the substudy be altered to have

procedure. Tt isr
It waiting period prior to fellow eye treatment.

4 minimum 2-wee

Your statement in the rider to the informed consent document that “...There have
been no failures or malfunctions of the Willis Excimer Laser”, should be removed

9

candidates into believing that the Nevyas Fxcimer Laser cannot fail, FDA
recommends that you remove this statement o alter it to read: “Thete have been
no failures or-malfunctions of the Nevyas Excimer Laser to date.”

Please specify the minimum time berween treatment of same day fellov@é, in
order to evaluate for complications. W, br ptet7

These same day fellow eye subjects are considered part of your overall total,
currently 100 eyes low myopia and 25 eyes high myopia.

lement referencing the IDE mumber

IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health

Food and Drug Administration
9200 Corporate Boulevaid
Roclsville, MD 20850

DA 9 5@“@33%
as2 1D: 031100946

Control No.: 09062101,
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ovide this information within 45 days from the date of this letter, we may

If you do not pr
pose withdrawal of approval of your IDE application.

take steps to pro

If you have any questions, please contact Fverette T. Beers, Ph.D. at (301) 5942018,

Sincerely yours,

/v

A. Ralph Rosenthal, MiD,

Director '

Division of Ophthalmic Devices

Office of Device Evaluation .
Center for Devices and Radiological Health

FDA ) H36
Case ID: 031100946
Control No.: 09062101
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" DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delware Valley Laser Surgery Institute .
.333 City Line Avenue

Bala Cynwyd, PA 19004

Re: (970088 APR = | 098

Dear Dr, Nevyas:

[

You currently have an investigational device exemption G970088 for your laser. If you
should ultimately wish to submit a premarket approval application (PMA) for this laser, please
use the following guidance as to the type of information you need to submit to FDA

regarding manufacture of your device,

If you do not intend to manufacture additional units of the excimer laser system that is the
subject of your PMA, FDA will forego a Good Manufacturing Practices (GMP) inspection,

. but ‘we will require you to submit manufacturing information in the Manufacturing Section of
your PMA. In the past communications with your consultant, Barbara Fant, Pharm.D., we

have stated that this information should include:

complete specifications for the laser unit, including operating

parameters;

acceptance specifications for raw material and components;

a description of the.complaint file procedures; and .
fihe
Ph 0 0037

itical to the submission of your PMA Manufacturing
Section, but cannot legally constitute a complete list of the information you will need to
submit for this section. Section 515 of the Federal Food, Drug, and Cosmetic Act (the FD&C
Act) requires that an application for premarket approval for a Class III device, such as yours,

shall contain "a full description of the methods used in, and the facilities and confadsuiserd £921100946
the manufacture, processing, and , when relevant, packing and installation of, vice," 2
g et ip. dbos2101

S N et o4 ma e 214 205 A ) reanires that wnless an applican

procedures for change controls for any changes in the design o

one laser unit.

The above-listed requirements are cr
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justifies an omission in accordance with

description of "[t}he methods used in, an
and, where appropriate,
y familiar with current good manufacturing practice can malke a

he quality control used in the manufacture of the device."

processing, packing, storage,
detail so that a person generall
knowledgeable judgment about t

You are responsible for providing all

Act and under FDA''s regulations. In order to do so,

section of FDA's Quality System Regulation, found at 2

Appendix to the Medical Devices Quality Systems Manual

www.fda.gov/cdrh/dsma/ cgmphome.html). I you deci

“units of your device and believe that specific types of
applicable for your device as a result of this decision,

omitted information and
justify the omission, in accordance wit

If you have any questions about this le

21 C.ER. 814.20(d), a PMA shall include a complete
d the facilities and controls used for, the manufacture,
installation of the device, in sufficient

manufacturing information required under the FD&G

you should consider in detail each

{ C.F.R. Part 820 (reprinted in the
located at FDA’s website,

de not to manufacture additional
manufacturing information are not
you will be required to identify the

h 21 C.FR. 814.20(d).

tter please call Mary Lou Davis at (301) 594-4613.

Sipcerely yours;

A. Ralph Rosenthal, M.D.

Director
Division of Ophthalmic Devices

Office of Device Evaluation
Center for Devices and Radiological Health

DA P08E

Case |D: 031100946
Control No.: 09062101
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. : Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

public Health Servica

May |4 1998

Herbert J. Nevyas, M.D.

Nevyas Bye Associates

Delaware Valley Laser Surgery Institute
333 City Line Avenue

Bala Cynwyd, PA 19004

Re:  (3970088/58 & 52

( Sullivan Bxcimer 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
Myopiz; and, LASIK enhancement to correct myopia of eyes treated with this laser

prior to IDE approval.
A . Dated: April 12 and 14, 1998
3 Received: April 14 and May 8, 1998
Annual Report Due: August 7, 1998

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplements to your
investigational device exemptions (IDE) application. Supplement 8 proposed a plan for a

contrast sensitivity substudy and provided a design for a fail-safe mechanism, and Supplement

9 requested additional high myopia subjects. Your plan for a contrast sensitivity substudy is
conditionally approved, and you may implement that change at the institution egrolled in

your investigatior., Your design and time-table for a fail-safe mechanism is approved. Your

request for additional high myopia subjects (- 710 -15 D withup to -7 D astigmatism) 18
approved for an additional 25 subjects (50 eyes). In addition, your application is approved for
an additional 50 subjects (100 eyes) for low myopia (0.5 to -6.75 D myopia plus up to-7 D

astigmatism).

Your application is approved because you Lave addressed the deficiencies cited in our
December 16, 1997 letter, You may continue your investigation at the institution where you
have obtained institutional review board (IRB) approval. Your investigation is limited to 1
institution and 225 subjects: 150 subjects (300 eyes) for low myopia (0.5 £0 -6,75 D myoplia
plusup to -7 D astigmatism); 50 subjects (100 eyes) for high myopia (- 7 10 -15 D with up to -7
D astigmatism); and, 25 subjects (50 eyes) for enhancernents of subjects treated prioro TR o ¥
approval (0.5 to -15 D myopia with up to -7 D astigmatism). FDA y L@% 39
Case ID: 031100946

Since FDA bdi@"@ ‘chig chapge 1g.ffec:ts the rights, safety or welfare of the subje SRS - 09062101

N o] s o ;mn.IPmF.ntinE this clhLange
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This approval is being granted on the condition that, within 45 days from the date of this
letter, you submit information correcting the following deficiency:

Please submit your agreement that you will validate the proposed glare source prior to
initiating this substudy. An appropriate validation would be a small control study with 5-
10 normal emmetropic subjects. The plare source should just significantly raise contrast
/3 thresholds for these subjects. If it does not, the glare is too dim and will not be a sensitive
) measure of glare effects in LASIK subjects. In that case, the glare sousce will need to be
brightened until it raises normal contrast thresholds.

This information should be identified as an IDE supplement referencing the IDE number
above, and must be submitted in triplicate to:

IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

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

We would like to point out that FDA approval of your IDE supplement does not imply that
this investigation will develop sufficient safety and effectiveness data to assure FDA approval

of a premarket approval (PMA) application for this device. You may obtain the guideline for

the preparation of a PMA application, entitled vpremarket Approval (PMA) Manual," from

the Division of Small Manufacturers Assistance at its roll-free pumber (800) 638-2041 or (301)
443-6597 . '

You are reminded (see our letter of December 16, 1997) that you may not begin retreatment
procedures on subjects treated under this IDE until FDA has reviewed your stability data and

approved your retreatment study plan.. _ FDAI‘X 0 W0 040

We acknowledge your request in your original IDE (dated March 18, 1997) to conduct a study
2t one site with 400 eyes low myopia and 590 eyes high myopia for each of two jvestigators

(single site total of 1980 eyes or 990 subjects), We believe that adequate safety information has
been provided to allow the initiation of your study with a small expansion of an additional 75

subjects (150 eyes). We will allow you to expand to the full number of subjects fog:%l’éié ﬁS(::b(r)SllOO9 16

(990) after you have received approval of supplements addressing the following deficieticy

L 4 1997 (enclosed). No additional expansions of yo

GaRok N Be 09062101,
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Your contrast sensitivity substudy submitted in supplement 8 adequately addresses
only deficiency 14.b., in our letter of October 3, 1997, Please submit adequate
responses to deficiency 14, page 7, regarding probable multifocal properties of your
ablation profiles and the need for procedures for post operative manifest refraction,
graphs of dioptric power or rading of curvature as a function of distance from the
center of the ablation, preoperative and post operative topographic difference maps,
.nd lensometer measurements of the PMMA profile.

You also may want to consider incorporating into your laser system az additional algorithm

to perform spherical ablations, so that you can compare in a clinical substudy your current
ablation profile with a spherical ablation profile. We are available to meet with you to discuss
our requirements for full approval, if you have any questions or wish further guidance.

You should also give serious consideration to the following items which are considered
essential for the analysis of your data for the purposes of determining safety and

effectiveness for a future PMA application;

Deficiencies 5 through 16, excluding deficiency 14, in our letter of October 3, 1997,

Ifyou have any questions, please contact Tverette T, Beers, Ph.D. at (301) 594-2018.

Sincerely yours,

A. Ralph Rosentha
~ Director
Division of Ophthalmic Devices

Office of Device Evaluation
Center for Devices and Radiological Henlth

Fnclosure: Letter of October 3, 1997

oA O Q041

Case ID: 031100946
Control No.: 09062101
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LT 1688
Herbert J. Nevyas, M.D. -
Nevyas Eye Assoclates
Delaware Valley Laser Surgery Ipstitute
333 City Line Avenue

Rala Cynwyd, PA 19004

Re: (G970088/510
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK. (Lasér-Assisted In Situ Keratomileusis) to correct myopia

of 0.5 to -15 Diopters (D) with up to-7 D of astigmatism for protocol NEV-37-001
Myopia; and, LASTEK. retreatment 1o correct myopia and myopic astigmarisim.

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

Dear Dr, Nevyas

The Food and Drug Administration (FDA) has Leviewed the supplement to your
investigational device exemprions ((DE) application addressing glare testing validation and
propasing an expansion of your investigation to includa both myopic and hyperopic

rerreatirents (enh'mcements). FDA. cannot approve your request 23 pmposcd because you

have not: shown stability of manifest refraction, and you have not presented sufficient detail

for your hyperopic retreatmment. FOA will W

include myopia W& you agree 1o conduct

your (Vestigation WiGhin the mo fmit (myopia and myopic astigrmatism retreatments
anee at the [nstirution where you have obrained

only), you may implement that ch

nstiutional review board soproval, Your investigation % limired to 1 institution and
725 subjects: 150 subjects (300 eyes) for low myopia (0.5 10 675D myopia plus up t0 -/ D

50 subjects (100 eyes) for high myopia (-7 t6 -15 D with up to 7 D astigrmatismmy);
phancements of subjects treated prior to IDE approval (0.5 10 -

and, 25 subjects (50 eyes) for e
15 D myopia with up to 7 D astigmatism).

ree to this modified limir, you chould consider this letter as 2 disappraval of {

If you do not ag

your request for an expansion of the {nvestigation, and you have an opportunicy to requesi 4
regularory hearing a3 described in the enclasure "Procedures to Request 2 Regulatory . . 4 ¢
Hearing." Al U 04z

¢ e DA believes this change JFects the rights, safety or welfare of the subjects,cyao%;e 1!11[1)1&()31100946
ikt~ S S ol hefore implementting thig:gﬂtﬁgé No.: 09062101




——

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

This approval is being pranted on the condirion that, within 45 days from the date of this

letcer, you submit your agreement £O:
1. conduct the investigation wrichin che modified limir; Le., retrearment for myopia

or myopic astigmatism only;

). exzend the minjmum time berween the iniial operation and the retreatment.io.}
et

months; and,.

. “white and quiet” and in which refractive stability has

t . [ /""“““""M n N
been documented with T#O mmaifest refracrions taken a ~

less than 1 dioprer of change, “oafirmed by topography.

This information should be identified as an IDE supplernent referencing the [DE number
above, and must be submmitted in triplicate =o: .

IDE Document Mail Ceater (HFZ-01) '
Center for Devices and Radiological Health '
Food and Drug Admipistration

9200 Corporate Boulevard

Rockville, MD 20850

If you do not provide this information within 43 days from the date of this lewer, we may
rake steps to propose withdrawral of approval of your IDE application.

We would like to point out that FDA aporoval of your IDE supplement does not bmply that
this investigation will develop suffictent safery and effectiveness dara to assure FDA. approval
of a premarket approval (PMA) application for this device, You may obtain the guideline for
the preparation of 2 PMA. application, entitled "Premarket Approval (PMA) Manual," from

the Division of Small Manufacmurers Assistance at tvs toll-free number (800) 63 8.2041 or (301)

443-6597.

o serious consideration to the fact that your procedure does not appear

fined by stabilicy of anifest refracrions taken 3 months apart:

95% within 1 diopter, meall difference of < 0.1, .nd a lower confidence limit of 90%.

The appearance of : nstabilivy of ranifest ebraction may be the result of unreliable or
variable refractions having been raken by different persons using different instruments. .
In addition, you should comntinue to pursue follow-up on all subjects; it appears Bar 00 § 3
you had 81 subjects eligible for the 3 monch visit, yet only 67 were reparte FDA S

Prior to your request ta modify your protocol to provide hyperopic retreatments 68 {E»ubB1100946
R S Control No.: 09062101

You should giv
to reach stability, as de




Page 3 - Herbert [ Nevyas, M.D.

You indicated that you have performed hyper

Please provide any iformation you have on these p

visual acuity, amount of retreatment required,
of manifest refraction, an

demonstrating that this procedure proﬁdes a stable r

corned.

We scknowledge your request in your original IDE (

.t one site with 400 eyes low myopta and 590 eyes
(single site total of 1980 eyes or 990 subjects). We

umber of subjects for this study (990) after you have received a
— emer of October 3, 1997. Mo additional

addressing the following deficiency fro
expansions of your DE
tnformation are approved:

Ym'.tr contrast sensitivicy substudy submi
only deficiency 14 b, in our lecter of Oct

ablarion profiles and the nee

Swer or radius of curvarure as 3 function of distance from the

graphis of didptrc p

center of the ablarion, preoperative and postoperative topograp
lemsometer measurements of the PMMA profile. '

You also may want to consider incorporating inta

to perform spherical ablarions, so that you can compare in 2
lation profile. We are vailable to mneer with you to discuss

if you have any questions of wish furcher guidance.

ablarion profile with a spherical ab
our requirements for full approval,

.
e

If you have any questions, please contact Evere

/
L

Enclosure:

"Procedures 1o Request & Regulatory Hearing,"

opic retreatments on your pre-IDE patients.

d any other {1 formation which would be appropriate in

¢ granced until supplements conraining the fallowing

tred in supplement 8 adequately addresses '
ober 3, 1997. Please submit adequate

responses 10 deficiency 14, page 7, regarding robable multifocal properties of your
or procedures for postoperitive manifest refraction,

atients regarding pre-retreatmert
post-rerreatment visual acuity and stability

erreatmment of ar overcorrected

dared March 18, 1997) to conduct a study
high myopia for each of two investigators
will apprave a request to expand to the full
roval of supplements

hic difference maps, and

your laser system arl additianal algorithm
clinjcal substudy your current

T, Beers, Ph.DD. at (301) 594-2018.

Sincerely y'ours,

/) /
)\4/65 7-%1 /”Jé/zc 7

A, Relph Rosenthal, M.D.

Director

Division of Ophrhalmic Devices

Office of Device Evaluation

Center for Devicas and Radjological Health

FD A. B @Q,g@,@ Case ID: 031100946
Control No.: 09062101
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Food and Drug Adminlstration
9200 Corporate Boulevard
Rockvilla MD 20850

SEP 2 4 1998

Herbert ], Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute
333 City Line Avenue:

Bala Cynwyd, PA 19004

Re:  (G970088/512 :
cullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK (Laser-Assisted In Situ K eratomileusis) 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 astigmatisim.

Dated: August 24, 1998
Received: August 27, 1998 :
Next Anmual Report Due: August 7, 1998 (Extension granted to September 21, 1998)

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions (IDE) application addressing deficiencies in our July 7, 1998
letter regarding myopia and myopia plus astigmatism retreatments and addressing the
deficiency in our letter of May 14, 1998 regarding validation of your glare source for contrast
sensitivity testing. Your supplement proposing an expansion of your study formyopia and
myopia phus astigmatism retreatments isapproved. Your supplement regarding contrast
sensitivity testing is conditionally approved, You may continue your investigation at the
institution enrolled in your investigation, Your investigation is limited to 1 institution and
225 subjects: 150 subjects (300 eyes) for low myopia (0.5 10 -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 -

15D myopia with up to -7 D astigmatismy).

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

investigation (21 CFR 812.35(a)).

o the condition that, within 45 days from the date of this
cting the following deficiency: ma B PO45

In the validation of your glare source for the contrast sensitivity study, you restease 1D: 031100946
subjects at 2.5 od without glare and at 2.5 cd with glare of 2 luz. The light l@ehefol No.: 09062101

U N VRS R I of Py

This approval is being granted o
letter, you submit information. corre




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

cycles per degree (CPD). However, the glare source of 2 lux appears to betoo
bright, since even the emmetropic subjects have significant reductions (50% to 80%)
ot all CPD. With this severe degree of impairment in normal subjects, there is very
livtle additional decline, if any, that can bé attributed to the study subjects. A small
decrease of 10% to 30% with the glare source would show that the glare source was
bright enough to affect normals, yet still be able to observe a decrease, if any, in the
study subjects, Please re-validate this study using a less intense glare source;

perhaps 1.5 lux would be appropriate.

This information should be identified as an IDE supplement referencing the IDE number
above, and must be submitted in triplicate to o

IDE Document Mail Center (FIFZ-401) ' “
Center for Devices and Radiological Health g
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 2085Q

rovide this information within 45 days from the date of this letter, we may

If you do not p
hdrawal of approval of your IDE application.

take steps to propose Wit

FDA approval of your IDE supplement does not imply that
ficient safety and effectiveness data to assure FDA approval
lication for this device. You may obtain the guideline for

entitled "Premarket Approval (PMA) Manual,” from
I-free number (800) 638-2041 or (301)

We would like to point out that
this inrvestigation will develop su
of a premarket approval (PMA) app
the preparation of a PMA application,
the Division of Small Manufacturers Assistance at jts tol

443-6597.

If you have any questions, please contact Everette T. Beers, PhuD. at (301) 594-2018,

Sincerely yours,

Al i

A. Ralph Rosénthal, M.D.
Director

Division of Ophthalmic Devices
Office of Device Evaluation Case |D: 031100946

Center for Devices and RadGlgicsl Nealtlno062101
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DEC 3 - 1993

Herbert J, Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute
333 City Line Avenue

Bala Cynwyd, PA 19004

Re:  (G970088/513
Sullivan Excimer Laser System (Nevyas Model) , _
Indications for Use: LASIIC (Laser-Assisted In Situ Keratomileusis) to correct myopia of

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

Dated; October 30, 1998

Received: November 2, 1998

HCFA Category: A-2 .
Next Annual Report Due: August 7, 1999

Dear.Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your investigational
device exemptions (IDE) application proposing an accommodation substudy to address
multifocality of the LASIK ablation. Your supplement is approved, and you may implement that
change at the institution enrolled in your investigation. Your investigation is limited to one |
institution and 225 subjects (450 eyes): 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).

We would like to point out that FDA. approval of your IDE supplement does not imply that this
investigation will develop sufficient safety and effectiveness data to assure FDA approval of a
premarket approval (PMA) application for this device. You may obtain the guideline for the
preparation of a PMA application, entitled "Premarket Approval (PMA) Manual," from the
Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-

6597,

Please be aware that we now believe your proposed mesopic contrast sensitivity study

will adequately address deficiency 14 of our letter of October 7, 1997, without the n&ed _
for a test of the multifocal properties of your ablation, such as your proposed test for ase |D: 031100946

chanee in accormmodation. The reason for this is fhat the contrast sensitivity test@@gtrol No.: 09062101
Y Vay £ M 0 Mo




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

Although it is notrequired, you may decide to study the change in accommodation

anyway; if you do this study, you should use the same subjects as thoge enrolled in the

sontrast sensitivity study. You should also keep in mind that in your proposed test, a
date, for several reasons: perhaps the

subject with a multifocal cornea may accommo
infinity point provides more power than the near point, o pethaps the subject is sitply
accustomed fo accommodating under near viewing conditions, Also, you are only

proposing to measure two points (infinity and near). A more informative test would be a
depth of focus test under eycloplegic conditions, which would measure acuity at many
potential planes of focus. This test would have to be performed with an artificial pupil
held olose to the eye, because the cycloplegic pupil usually would be larger than the

diameter ablated.

We continue to be concerned that your ablation is likely to have multifocal properties,
which means that some light will be out of focus even at the best focal plane, It is
possible that your proposed mesopic contrast sensitivity study will help resolve some of
these concerns. Also, any claims you may wish to assert regarding advantages of .
multifocality may not be supported by your change in accommodation study.

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

Sincerely yours,

Mg fort

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

Case ID: 031100946
FDA Y NDAR
@ @Dgﬁltrol No.: 09062101
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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) Philadeiphia District Office.” The purposs 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
camplied 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 abjective 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, (21CFR), Part 812 - Investigational Device
Exemptions and Part 5O - Pratection 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 hilateral 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 & 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 @sseed 031100946

Dr. Nevyas and other excimer investigators that IDE approval included blatefd) . 09062101
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Use of the Summit laser at your Marlton,

Page 2 — Herbert J. Nevyas, M.D.

pracedures. This had not been irtended by ODE and therefore specific requests Tor
this indication were solicited from those who possessed approved [DEs and wished
to continue performing hilateral procedures. The letter from Dr. Sterling reflects Dr,
Nevyas' adhersnce 1o this request. However, according to Mr, Stokes, he was not
shown a copy of this letter during his inspection of your Institute.

Another deviation noted was snhancement of a subject prior to appraval of the

retreatment supplement to the IDE. Dr. Morris Waxler confirmed that the policy of
his division was to allow, upon request, enhancement of small numbers of subjects
originally treated with an excimer laser prior to IDE approval. This was with the
understanding that an official request for an IDE supplement for this indication would
follow shortly. The inspection report notes that you stated that you thought the
procedure was approved. It-does not include mention of verbal permission from Dr.

Waxler, as noted in the response.

With regard to issues related to inforred consents, the response states that the
subject who had not received a copy of the revision of the informed consent as
approved by the Institutional Review Board (IRB) for simultaneous bllateral surgery
has since been sent the addendum in question. Morsover, your staff has been
instructed to assure that the proper informed consent is used and that each consent
form cortains a praperly executed signature and date in both the subject and witness .
signature areas. These actions should prevent future problems in this area. '

New Jersey site for off-labsl procedures is
not included in your IDE protocol. Moreover, enhancements approved under your IDE
do not include hyperopic procedures. It is therefore considered & protocol violation
to retreat subjects of your IDE study using the Summit laser and performing
hyperopic LASIK. There 's a difference between subjects treated as part of an IDE
study and patients treated in the normal course of your practice, It is the
responsibility of the clinical investigator to make every effort to assure that the
subjects enrolled in a study are aware of the investigational nature of the procedure
from the start and the need for specific control of their treatment while they are
participants in the study. Treatment of subjects with devices and/or procedures that
are not included in the approved IDE are considered protocol violations. The
hyperopic enhancement terminates the inclusion of the retreated subjects in the

study,
150(a)(4), an investigator must notify the

reviewing IRB of any deviation from the investigational plan in an emergency Nno later
than 5 working days after the emergency occurred., Except in such an emergency,
prior approval by the IRB is needed for changes to the protocol.

Moreover, according to 21 CFR 812.

Case |D: 031100946
#pA o} §Bi0.: 09062101




"No further respo
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During the inspection, Mr. Stokes also discussed with you the need to have
advertisements related to your IDE study approved by the reviewing IRB. A
transoript of a radlo advertisement that had aired for several weeks was included
with the Inspection report (copy enclosed). This advertisement refers to laser vision
correction at the Delaware Valley Laser Surgery Institute. According to Mr. Stokes,
the only laser at your Bala Cynwyd office used for refractive surgery is your IDE
laser. While your Marlton, New Jersey alte has a Summit laser, the advertisement
does not specify a location. Future advertisements should specify the location(s) of
approved lasers, as the enclosed advertisement would not be appropriate for
soliciting subjects for your IDE study. All promotlonal materials designed to solicit
participants or to Inform subjects shout the IDE study need to be approved by the

reviewing IRB. :

nse is necessary. For further information concerning the Biorssearch

Monitoring program, please visit our internet homepage at
http:/lwww.fda.gov/cdrh/comp/bimo.html. Valuahle links to related information are
included at this site. If you have any: questions, feel free to contact Jean Toth-Allen;.

Ph.D. at (301) 594-4723, ext. 141,

Sincerely yours,

Y

D
~y

= o

}/,u"/{"(, Lol PUELAA
Viola Sellman
Chief
Program Enforcement Branch Il
Division of Bioresearch Monitoring -
Office of Compliance
Center for Devices and

Radiological Health

Enclosure

FD A CWRY il
A D B5H 031100046
Control No.: 09062101
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Herbert 1. Nevyas, M.D. JAN 20 1859
Wevyas Bye Associsted '

Dslawwere Valley Laser Surgery Tnstine

333 City Line Avenie :

Bala Cynwyd, DA 19004

Re:  (970088/315

Qullivan Excimer Laser System (Nevyns ModeD 4

Indications for Uss: LASIK (Laser-Asaisted In B Feratomileusis) 10 correct myopia of
0.5 to ~15 Diopters (D) with vp 1o «7 D of astigmatizm for protocal NEV-87-001
Myopla; and, LASIE. rereeatmert 10 comreet nyopia and myopic astigmatismn of eyes
weated with this lasar prioc to IDE approval

Dated: Jammary 3, 1973

Received: January 6, 1995 :

HCFA Category: B2 o W

Wesct Annual Report Due: Angust 7, 1999 )

Dear Dr, Nevyas:

The Tood and Drug Administration (FDA) has reviewed the Fupplement to your investigational
devies ezemnptions (IDE) application providing velidation data for the contruat sensitivity study.
You. have corrected the deficiency cited in o Septemnber 24, 1998 cenditional spprovel letter.
"Your applicarion is approved, and. you may contings youe investigation ar the instibrtion enolled
in your investigation where you hoyve obimined institnHonal review borrd (IRB) approval. Your
imvestipation is Mimived to one institution and 1015 subjects (2030 eyrs); 990 subjests (1980 eyes)
for myopia (- 0.5 to =15 1) with up to -7 D astipmatisa); end, 25 subjects (50 cyox) for
enhancernents of subjects treated poor 1 IDE approvel (0.5t ~15 D myopia with wp ta ~7 D

agtigrnatinm).

Please be awars of the following: '
Tn Tble 1-1, the dara appesat t ba quils scattered, with porme subjeots potuslly

increasing in sensitivity dudng glare (c8, ses BC & CH at 3 cycles per degres
(CPD)), while others 1o severely compromised (see ZM). In grder © reduce
werlability in the data in the contrast sensitivity study, the person administering the
tout ghonld have experionce fu this test and the anibjects should be well tained prior to

testing.

ma b 0052
Case ID: 031100946
Control No.: 09062101
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We continne to ke cancerned, that your abltfon s ikely to have multifocsl propertdes,
ol means that some Heht will be out of focus even at the bt foonl plane. Itis
poseible that your proposed mesopio contrst sensitivity swody will help resolve same of
theas cémeemns. -Also, any claims you. may wigh to asgert regardng advertaged of
multifocality may not be suppetted by your chango in accommodationt study.

Tf you have any goestions, please contact Bveretts T. Bears, phD. at (301) 59»4~sz. i

Sincarely yours,

bt
A. Relph Rosenthal, bLD.

( : Direstor :
Diirsinn of Ophihalmic Devices
Officz of Device Eenluation
Certer for Devicss snd Radiologicsl Health

L
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9200 Corporate Boulevard
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Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Instifute
* 333 City Line Avenue

Bala Cynwyd, PA. 19004 -

K Re:  G970088/517 - S '

- Qullivar Excimer Laser System (Nevyas Model) ( ,

- Indications for Use: LASIK, (Laser-Assisted In Situ Keratomileusis) to cortect 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 dnd myopic astigmatism of eyes
treated with this laser prior to IDE approval '

v Dated: October 8, 1999

A Received: Qctober 12, 1999

‘ HICFA Category: - A-2
Next Annual Report Due: August 7, 2000

Dear Dr. Nevyas:

The Food aid Drug Administrati()‘n (FDA) has reviewed the annual progress report to your
investigational device exemptions (IDE) application and has determined that additional
( ~ information is required, Please address the following questions and concerns:

1. Please separate ]‘ﬁDE subjects frem pre-IDE subjects in all of your tables, or report
only on IDE subjects. :

9. Please include an accountability table, similar to the one presented by you In last
year’s annual report, showing cqmpleted visits, missed visits, etc. for each visit time
for all eyes. You should account for all eyes treated in the IDE.

This information must be submitted to FDA. within 45 days from the date of this letter. It should
be identified as an IDE supplement referencing the IDE number above, and must be submitted in

. triplicate to:
( IDE Document Mail Center (HFZ-401)
\ Center for Devices and Radiological Health ,
Food and Drug Administration FDA B 1A
9200 Corporate Boulevard . 0 C%‘}B} 031100946

| ) Rockville, MD 20850 Control No.: 09062101
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If you do not provide this snformation within 45 days from the date of this letter, we may take
steps to propose withdrawal of approval of your IDE application.

If you have any questions, please contact Bverette T. Beers, Ph.D. at (301) 594-2018,
Smcercly yours,
A. Rﬂlph Rosenthal M.D.

Director

" Division of Ophthalmic Devices
Office of Device Evaluation
Center for Devices and Radiological Health

3
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Case ID: 031100946
Control No.: 09062101




i .

#
AL

FEB 09 200
Public Health Service

DEPARTMENT OF HEALTIL & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JaN 30 2001

Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Institute
333 City Line Avenue .
Bala Cynwyd, PA 19004

Re; (970088
Qullivan Bxcimer Laser System (Nevyas Model) :
Tndications 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, TASIK 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 (TOE) application on August 7,1997. As part of your responsibilities as sponsor of a
significant risk device investigation, you are required to submiit a progress report to FDA and to
all reviewing institutional review boards (IRBs) 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 — Angust 2000.

Please stlxbmi’c your response to PDA’s November 10, 1999 letter and your year 2000 annual
progress report to FDA. within 45 days from the date of this letter. The information should be
identified ag an IDE supplement referencing the IDE number above, and must be submitted in

triplicate to:

IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

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

FDA # A-Alke
0 cidBh 031100046
Control No.: 09062101
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If you have any questions, please contact M, Deborah Falls at (301) 594-2205.

Sincm ely yours,
d;b J— /Z dljzk,/,/(

A. Ralph Rosemhal, M.D.
Director
Division of Ophthalmic and Ear, Nose
and Throat Devices
Office of Device Bvaluation
Ceenter for Devices and Radiological Health

Enclosute
FDA’s November 10, 1999 request for additional information regarding annual progress report

Case ID: 031100946
Control No.: 09062101




—_—

SLRVICLy, *
! “,
b PR
Aﬁf DEPARTMENT OF HEALTH & HUMAN SERVICES AR Lo ,,UU? Public Health Service

o
ot
i,
Yavaya

e

Food and Drug Administration
9200 Corporate Boulevard
Rockvllle MD 20850

APR 1O 2001
Hetbert J. Nevyas, M.D.
Nevyas Eye Assaciates
Delasware Valley Laset Surgesy Institute
333 City Line Avenue
Bala Cyrwyd, PA 19004

Re:  (G970088/518 :
Sullivan Bxcimer Laser System MNevyas Model) :
Indications for Use: LASIK (Laser-Assisted I Situ Neraromileusis) to correct myopia of 0.5
to -15 Diopters (D) with up to 27D of astigmatism for protocol NEV-97-001 Myopia;
and, LASIK retreatment to correct myopia and myopic astigmatism of eyes treated with
this Jaser priot to IDE apptoval
Dated: Mazch 14, 2001
Received: Match 16, 2001 Y
Next Anaual Report Due: August 7, 2001 ‘ ' '

Dear Dt, Nevyas:

The Food and Drug Administration (FD.A) has reviewed the annual progress tepart to your

investigational device exemptions (IDE) applicatiop and bas determined that additional infortmation

is 'requixed.

Please address the following questions/ concerns, 48 well as provide the information requested in the
tables enclosed with this letter.

1. You have stated that, for the safetry and efficacy analyses, the «N” used as the denominator
when calculating percentages Was the actual number of patients completing each visit. ‘" The
«p? should be the number of eyes that completed the pazticulat evaluation being analyzed at
that visit. For example, if a subject, who had bilateral tieatment, was availuble for analysis at
the 1-month follow-up visit, but did not undergo manifest pefraction, this subject’s 2 eyes
would not be included in the “IN” (ot the “n”, numerator of the percetitage calculation) for
the BSCVA analysis, Please adjust the rables accordingly, if necessary. .

The only protocol deviations reported were that “some” visits were completed outside the
visit windows, Visits falling outside the visit window should not be included in the analyses
at that particular visit, but should be analyzed separately, Flease revise vout tables
accordingly including the accountability tables. DA ) 0 05 ﬁ

S

3. Please provide stability analyses and indicate the point of stability for each indication (see

enclosed tables), Case ID: 031100946
S o of eves losing more than 2 lipgs of BsCVAortioihbldd 09062101
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5. Please provide nattatives for the reported adverse events/complications to further elaborate

these events and their outcotmes.

6, Please provide a summary of contrast sensitivity results.

imilat to those requested fot initial treatments) and natrative
bstudy of enhancements for 25 subjects/50 eyes that
n of the IDE, and of the data from
ase provide separate analyses

7. Please provide tables (s
summatizing the results of the IDE su

had undetgone treatment priot to implementatio
enhancements performed for eyes enrolled under the IDE. Ple

for the first enhancement, second enhancement, etc,

8, ‘With regard to yout future PMA subtmission, you have indicated that only subjects treated
with the “new centration technique” will be included in the PMA, and that you have selected
the eyes treated between 2/19/98 and 11/22/99 as the cohott to support the safety and
effectiveness of the device. We would like to clasify that data from all subjects treated under
the IDE should be included in the PMA, The main PMA cohott on which the decision of '
the safety and effectiveness of the device will mainly rest may be lirnited to all eyes treated
with the new centration technique, but not to only those enrolled during a given period of
time, a5 you appeat to have suggested. Data from all eyes treated priot to the adaptation of
the new centration technique may be analyzed sepatately from the main PMA cohort, but

must be submitted as supportive evidence.

45 days frotn the date of this letter, It should

This information must be subinitted to FDA within
DE number above, and must be submitred in

be identified as an IDE supplement referencing the 1
tiplicate to:

IDE Document Mail Center (HFZ-401)
Centet for Devices and Radiological H ealth
Food and Drug Administration

9200 Cotpotate Boulevard

Rockville, MD 20850

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

WA D 458
Case ID: 031100946
Control No.: 09062101
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If you have any questions, please contact Everette T, Beers, Ph.D. at (301) 594-2018.

Sincetely yours,

77&{/%0/ ;szm Z/M

A. Ralph Rosenthal

Ditectou
Division of Ophthalmic and Ear, Nose and
Throat Devices
' : Office of Device Evaluation
Centet for Devices and Radiological Health

Enclosure .y
Data Tables — Octobet 26, 1998 Version : .

FDA  n. sy
Oc4d\B{D31100946
Control No.: 09062101
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Herbert J. Nevyas, M.D.
Nevyas Eye Assoctates
Delaware Valley Laser Surgery Instiue
333 Ciry Line Avenue '

Bala Cynwyd, PA. 19004

Rer  (970088/520
Gullivan Fxcimer Laser System (Nevyas Model)
Dated: June 21, 2001
Recetved: June 25, 2001 .
Nest Annuzl Report Duer August 7, 2001

Dear Dr. Nevyas:

The Food and Dritg Administration (FD.A) has reviewed the supplement to your ";.
investigational device exemptions (IDE) application proposing two O&w dlinical protocolsto
evaluate the spherical ablation 2lgorithm, We regret to inform. you char your supplement is
disapproved and you may not implement the change in your investigation. Our disapproval is
Lased on the following deficiencies which, unless otherwise specified, relate to both protocols:

1 You have stated that subjects will be evaluared preoperatively and 1 day, 1 weels, and 1, 3,
and 6 months post-LASIK, and thar a final exarm will be conducted at least 3 months after
the time when refractive stabiliry is achieved. For new indicarions, where the time point
of stability is not established, we recommend 24 months of follow-up. We consider all
- dicarions nsing the new, spherical ablazion algorithm to be “new” indicacions. Please
revise your protocol, case report forms, and consent form wccordingly, or justify not doing
co. Please add evaluations for each study eye ar 9, 18, and 24 mooths poscopc:mtively
regardless of the o dividual snbjects’ postoperative refractive stability. You may request 10
modify your protocol if the preliminary data indicate earlier stability of the cohart, Please
note that the point of stabilicy may differ for different refractive indications, €& low
spherical myopia anly, high spherical myopia only, low myopia with astigmaerism, high
myopia with astigmariim, spherical hyperopia, and hyperopia with astiprmatism.

9. ‘You have identified target yahues o the “mean time of stability” and you have defined
stabilicy as “Two manifest refraction spherical equivalent (MRSE) measuremerts valken at
w0 comsecutive visits that are at least 210 5 months apart that are within 1.0 D of each

" other”. The FDA. normally evaluates targer values at the point of stability defined asthe
rime paint when 95% of the eyes have a change of < 1D of MRSE berween 2 refractions
performed at least 3 months apart, Flease revise your protocol in order to be consistent

with the FDA’s definitions. '
roa O 0088:10: 031100046
Control No.: 09062101




[T

P L

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

You have ot provided it your protocol the methodolagy for performing ay of the
dimical evaluarions, For wnch dinical evaluation, please specify che testing procedies
d instroments that will be used, including the lighting condirions and chart you will
56 to measure distance vision and near vision, etc. ' Co

Y ou have indicaved that pupil size measurements orill be performed in dim Jihting
condivions, “2 hwz. Fowever, this is closer to photopic than mesopic condivions

(*0.1 bx) thar are required for appropriate inclusion of subjects in the study- Please

. specify in your protocol how the pupil size measurernent will he obrained, astequested

shove, and revise the lighring conditions under which this measurerment ~willbe
obtained to assure thar the measurement will be performed nnder mesopic condirions.
We recommend dark adaptation for 10 minures prior to the meastrement and the use

of . jrfrared pupillometer for consistency of the measurement.

Section 8.7 of each protocol states that the manufacturer’s recommended setings are
p:ovided in Arcachment D, and that the opnical zone size (transition zone = 7,5 mm or
9.0 mum) will be selecred by che investigator in +coordance with the manfacurer’s
recomurendarions. Artachment D was not pravided, however, and. the previous

sanerment implies thar the optical zone size may be waried within each protocol, Please V.
provide the optical zome and corresponding transition Zone sizes for each of the '
‘ndicarions - spherical myopis, myopic asLigmmAtisim, spherical hyperopia, and
hyperopic astigmiarism. Please note thar we do not recommend varying the optical

zone and Transition Zone according to an algorithm, However, if you choose to urilize
yarying optical zones, please provide adequate justificarion and the algorithm for

detarmining zone size. I this case, you are reminded thar ourcomes must be stratified
by optical zone and, possiblytransition zone:

The refractive inclusion criteria for Protocol NEV-01-002 (Myopia/Myopic

5 '

Astigmarism) indicace +hat the uncorrecred refractive ertol rusE consist of spherical

| ‘myopia (0.5 D 10 ~16.0 D) or myopic astigmarism (0.50 D to -16.0 D MRSE; cylinder

05D to ~6.0 D) for indlusion i1 the study. You also nored that the minimum :
olowable cylinder trearment is 0.5 and that eyes with cylinder berween 0.0D and
< 0.5 D may be snrolled in the study, bur the cylinder cannot be treated, The
refractive inclusion criteria for Protocol NEV-97-003 (Hyperopia/ Hyperopic
Astigmarism) indicate chat the nocorrected refractive error consists of spheri
hyperopia (+0.50 70 -+ 6.00D) or hyperopic astigmatism (+0.50 to +6,00 D MRSE;
cylinder +0.50 to +4.00 D) for inchision int the study, You also noted that the

rminimum allowable cylinder crearment is 0.5 D and that eyes wirh cylinder berween

" 0.0Dand < 0.5 D may be enrolled in the study, bur the cylinder cannot be vreated, It

has been FDA’s experience ehwt there s more variabiliy in refractive ourcomes With
lower corrections. Therefare, please justify the lower limirs of your refractive

inclusion criteria by providing a sclenific argument for why you chink you will be

able to accurately treat and measure the outcomes at the lower limits of the reftactive
ranges you have chosen. Otherwise, please use 0.75 D as your lower unit for sphere

and cylinder. - rpa (1 (10§41D: 031100946
. Control No.: 09062101
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10.

11,

12.

13,

14,

15.

Your protocol states rhat subjects must have a best spectacle corrected visual acaity
(BSCVA) of at |east 20/40 in each eye in order to be enrolled in che study. Pleast be
~dvised thag while we find this ceiaria acceptable for subjects with high myopid
(>7D MRSE), in oxder for subjects with low myopia (< 7D MRSE) to be eprolled,
wa recommend a BSCVA of a Jeast 20/25 in each eye. Please revise your protool

accordingly, or justify not doing so.

Please add, an inclusion criterion for nncorrectod vinal acity (UCVA), e UICVA. of
worse than 20/40, '

Protocol NEV-01-002 (Myopia/ Myopic Astigrnarism) staLes that subjects must have a
seabla manifest refracrion defined as < 0.5D change in sphere or cylinder during the
year prior to the scruening examination for inclnsion in the study. Please reyist your

protocol to indicae chat this inclusion crirerion applies to subjects wich high myopia,

(> 7 D MRSE). Please add that subjects with low nayopia (MRSE <7 D) must havea

stable correction (4 0.5 D); as determined by MRSE, for a miniomm of 12 monchs
prior 1O SUrgery- .

Similarly, Protocol NEV-97-003 (Hyperopia/ Hyperopic Astigrmatism) staes that
subjects mmust have a ciable mantfest refraction defined as < 0.5 change in splere or
cylinder during the year prior to the screentn; examination for inclusion in the study.
Please revise your protocol £0 i ndicate thas sabjects must have 2 stable correction

(+ 0.5.1D), as deverrnined by MRSE, fora miniroum of 12 months prior to SWEELY

Section, 7.2 of your protacol staves that subjects wearing hard contact lenses st have
7 refractions and central K readings talcen ar least 1 week apart that Qe within 0.5 D
for both sphere and cylinder before undergoing LASIK. Please revise this inclsion
criterion so that it applies not just to hard contact lens wearers, but all contact lens

wearers, and so that it s consiscent with the revised inclusion criterion reparding

stability referred 1o above.

Your protocol states that subjects who have pupils (measured in dirm iThumination) thax
are £oo large compared 10 the intended optic zone should be excluded from the study.
Please revise your protocol to indicate that subjects with mesopic pupil meaguremants
> the planned opric zone should ba excluded from the study. ‘

Please add. axial length measurement to the baseline eye eFATLIATLON,

The pénscop Day 1 (1 to 3 days pastop) and Week 1 (5 to 12 days postop) isit windows
you have proposed. are 100 long. We recommend the following visit windows - Day 1

(24-36 hours) nd Week 1 (59 days), Please revise Appendiz B accordingly, or justify

pot dolog so.

Section 8.4,' “Féllow-Up Visits”, is inconsistent wich Appendix A Srudy Flow Chart
arid the Notes for the Framination Schedule. For example, Secrion 8.4 of Provocol
- DA n 0 m@ ID: 031100946

Control No.: 09062101
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16.

17.

18.

19,

20,

21.

NEV-01-002 (Myopia/Myopic Astigmatism) states that UCV.A, av near will be
performed at Mauth 3 - the Final Fxam, However, the Study Flow Chare In
Appendix A indicares that UCVA at near should only be performed at the screentog
“isit. As another example, Section 8.4 of Protocol NEV-97-0Q3 (Hyperopia/Hyperopic
Astigmatism) stares that UCVA. at neat will be performed at Month 3 and the Final
frare, However, the Study Flow Chart i Appendix A, indicares thar UCVA af mear

. should be performed ax the screening visit and at Month 3. Please resolve all
. discrepancies betrween che pext in Section 8.4, the Study Flow Chart, and the footnotes

" under Notes for the Examination Schedule.

Vou have listed lare amset of baze heyond 6 moschs with loss of 2 lines (10 letvers) or
more BSCVA as one adverse event, 2nd haze beyond 6 months with loss of > 2 lines
of BSCVA as another adverse event. Please delate the first version of tls haze adverse

event from, your protocol.

Vou have listed 2 decrease it BSGVA, of more then 10 lemers not duato irregular
astigmatism as shown by hard contact lens refraction at 6 months or Jater as a possible
adverse evept. You have also listed @ decrease in BSCVA. of > 2 limesat 3 months or

{ater as another possible adverse event. Please delete the first version of this decreased v

BSCVA adverse event from your protacal!

Please add a statement to your consent form indicating that there are lasers approved

for LASIK for the trearment of myopta with and without astigmatism and hyperopia
with and without astigmatisol.

As part of the diseussion of alternatives in your consent form, please discuss intra-
corneal rings for the treatment of myopia and thermeal keratoplasty for the treatment

of hyperopia.

The Voluotary Participarion section of the consent form states that the study doctor
can stop the subject’s participation 4t amy time if the subject fails o follow directions
for participaring in the study, or if it is discovered that the subject does not mees the
study requiremnents. Since this is @ device investigation, non-compliance with the study

procadures is not a0 acceptable reason for the subject’s iscontimation. [n addition, if

it 1s discovered after surgery that a subject did not meet the study requirernents, a

rotoco] violation should be noted, bur the subject <hould not be disconrinuad from
the study. Please revise the consent form to clarify these points. S

The Conclusion. section of the consent form stares, “Thers is always possibility of
one or more lie complicarions thar were not lenown or anticipared ak the time of thi
writing (1997)." It also stares, «T ASIE. is investigational surgery and as such, it has not
yer been completely and exhaustively studied by the FDA and medical researchers in
this country.” Please update the consent form as necessary in keeping with current

_knowledge including che additions previously mentjoned. Please revise the second

STaTemEnt To LmProve s acCuracy: TASIE is no longer investigational, it has never

Case ID; 031100946
roa 0 G888 No.: 09062101
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been studied by the FDA, and the FDA does nat regulate LASIK, only the devices
used for the procedure, '

22, Question 8 of the Informed Consent Quiz stares, «TRUE OR FALSE: There is 4 good
chanca that my eyes will regress to the refractive ervor as before the surgery,” and the
Carrect Answers and Explanation states, “BATSE There is practically no changs thar
your vision will regress compleraly.” Since this is the subject of your IDE siudy, plese

remove this question from your consent form. :

93, Please submit the intra-operative/day of surgery case report form for review.

24, Please be advised that uncil preliminary safery, efficacy, and stahility are demanstrated
i1 2 sufficient number of eyes, we cannot adlow fellow eye treatment or re-treatment.
Tn addivion, subject enrollment should oceur in stages in an IDE study for 2 new
technology, new refractive laser device, or a new indication. FDA, will evaluate the
subject data from each stage prior to expansion of the study, Yott may request 2
protacal modification to include fellow eye treatment, re-Lreatment, and an jncrease {0
the mumber of subjects by submitting dara demonstrating satisfactory stabilivy, safery
and efficacy. Please revise your protocol and informed consent document accordingly.
. Ve recommend for the early subjects 1o be contact-lens tolerin in the fellow eye. -
These subjeccs should be advised that six or more months may elapse before fellow-eye

treatment is allowed.

95, Please condirm thar subjects with mixed astigmarism will not be enrolled into either
protacol. '

26, TPleasaverify that there will only be 2 investipators involved in this scudy.

97, Please provide your agreement that oIl co-managing doctors that collect dara on the
sty subjects will be considered sub-investigators, and, therefore, they will need to
follow the same SOP’s under the pratocol and sign the S VeSTigAtor’s agreament prior

to their participation. in the scudy:

78, There are discrepancies in the way you refer to the protocols throughout the
submission. For exarnple, in the Introduction you refer to the new protacols as NEV-
97.002 (Myopia/Myopic Astigmatismn) and NEV-97-003 (Hiyperopia/Tiyp eropic
Astigmarism). Flowever, the myopia protocol itself has been labeled with the protocol
number NEV-01-002. To avoid confusion, please male all necessary revisions in any
fture submission, to correct such discrepancies, o

Please respond to the following engineering concerns:

29.  Tn Section 2.2 (Page 8-9); the toral cumularive mumber of pulses (shown in Figure 2.2-1)
for each area in a selected 1.33 mm zonz does not match your narrative. Based on your
description, the pulses are delivered to 2 diamond shaped area (not a slot area), It
: ' ' ' : Case | D: 031100946

ppa 0 (@Gl No.: 09062101
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appears that area of square § recetves the total 4 pulses at each, axs; avea 7 receives 3 4-
1) pulses; area 6 receives 2 (4-2) pulses; and area 5 receives | (4 - 3) pulse. However, in
Figure 2.2-1, you marked that areas (8 « 5) along the axis 0¢ raceive all of 4 pulses av axis
of 09 and areas (8 - 5) along the axis 90 veceive all of 4 pulses at axis of 90%, Please
explain this discrepaucy. :

31, With respeatto the profiles of your ablared PMMA. samples:

2. The PMMA, ablations for the spherical myopia (Fig 1-3), appear to have 4 “hupnp”
+ the bowom. Please explain the causes and discuss the potential impact of this
“lmmp” on safery and effectiveness. In addition, your PMMA. ablarion curves did
not include thearerical curves, Flease provide plots of FMIMA. ablacions versus the

theoretical curves.

L. The PMMA ablations for the astigmatism (Fig 7-15) appear to be notably
mmetric. In particular, the hsymmaury seems to be abour 25% of the ablation

depth in the maxinel astigmeatism as shown in Fig 9, Also, since you stated that (in
Table 3-2) the signal to noise ratio was £oo low to obtain meaningful dara 2z 0.5 D
cylinder, you should improve the quality of the laser bearn to enhance the signalto 3
noise ratio. This might improve the quality of your astigrmatic ablations, Adfter '
improving the quality of your laser beam, please provide PMMA ablations for the
astigmarism profiles to inchide sections thromgh both axes, and plot these ablations
versus the theoretical curves. :

32, With respect to the sofeware, please provida the following information:

o Sofrware Description: description and fowchart of the software lifecycle of the
. device, a flow diagram and narrative about the function of the software and about

how the software interacts with the hardware.

b. Sofrware Requirements Specifications (SRS): the Sofrware Requirements
Specification document, which clearly documented their functional, performance,
interface, design and development requirements.

e.” Validation (nclucling verification and testing): an acceprable descriprion of the
sysemaic process of life cycle activities, including analysis,.evaluation, assurance
and testing of the software, and supporting documenvation. This included a

. description of the activides and prococols at the unir, integration and system level,

including pass/fail criteriz, test reports, summaries and Test resnlts.

d. Certification: if the software design, development and maintenance system have
been certified to an international or national standard, specify to which standard |
and provide the name of the organization that performed the certification:

, s 00T %) 031100946
antrol No.: 09062101
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e. Revision Level History: the revision histoxy Jop, doctmenting all majot changes to
the sofewars during its development cycle nd a description of the version numbers
and dares.

The deficiencies idenrified above represent the issmes thas we believe neéd w he resolved
before your [DE application can be approved. In developing the deficiencies, we carefully

¢

considered the relevant statutoty criteria for Agency decision-maldng as well as the burden

that may be incurred in your arempt T respond to the

deficiencies, We believe that we have

considared the least biirdensome app roach to resolving these issues. If, however, you believe
char information. is being requested “hiar is not relevant to the regularory decision or that there

is = less burdensome way to resolv

o the issues, you should follow the procedures ourlined i

the “A Suggested Approach to Resolving Least Burdensome Lssties” document, It is available
on our Center webpage at: http://wrww.dda, rov/cdrh/modact/ lleastburdcnsome.htg;l

If you subrmi information correcting the deficiencies, FDA will reavaluae the proposed
change in the investigarional plar, Please submit revised versions of the protocols, consent

form, and any revise

d case report forms indjcaring deletions vith strikerhroughs and additions

with underlines. . :
. I3

_ This information should be ‘dentified as an IDE supplemen referencing the TDE number,

bove, and must be submitred in uipliate to:

IDE Document Mail Center (FIFZ-401)
Center for. Devizes and Rediological Health
Food and Drug Administration
9200 Corporate Boulevard

" Roclyille, MD 20850

“Alternatively, you may réquest a regulitory hearing regarding the disapproval of your IDE

supplement. The enclosurs "Procedures to Request 2 Regulatory Hearing" describes how o
submic such a request. The procedures governing a regulatory hearing are described inthe
regulations at 21 CFR Part 16. ) "

Please take into consideration the following issues relared to any future PMA submissions

when revising your protocal:

33,

The protocol indicates that the subject questionnaire will be administerad 3 and 6
months postoperatively anc at che finzl éxam wirh optional administration at the other
isics. Please be advised that subject questionnaire data are excpected ax the poinr of

~ stahilivy. We recammend you remove the option for administraton of the

questionnairs “at other visits” and consider adding chis as a roandatory evalvationto
other follow-up visits, if there is the possibilicy that the cohort (or a subgrotp) may
reach stabiliry after 6 months, : SR
oA () Q0CER1D: 031100946
Control No.: 09062101
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34, Dlease be advised that for possible future pre-market approval, although 300 eyes total
1o needed o support overall safery, data from approximately 123 eyes are peeded to
support each indicationt for which approval is being sought. T berefore, if you intend

to seek approval for each indication you have proposed in the submission, you wi
need data from 125 eyes in each of the following groups - ¢he low spherical nryopia
only group, the high spherical myopia only group, the low miyopia with astigroatism
group, the high myopia with astigrnatism group, the spherical hyperopia only group,
and the hyperopia with abrigmarism group.

35 Dlease be zware that if @ subject moves and is, therefore, no longer followred in the

study, the subject is considered loseto-follow-up for purposes of reporming

accountability.

ease contact Alfred Montgomery DVM at (301) 594-2080.

. Shcarely yours /

- A. Ralph Roserthal, M.D--
Director
Division of Ophthalmic and Bar,
Nose and Throat Devices
Office of Device Fvaluation
. Center for Devices and

Radiological Health

If you have anry questions, P

. Enclosuye

(1) Procedures to Request a Regularory Flearing

ma 0 0073
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Fond and Drug Admintstratlo
9200 Carporate Boulevard
Hao_kvllle MD 20850

Herbert ], Nevyas, M.D.

Delaware Valley Laser Surgery Institute

333 Ciry Line Avenue Us [ 6 200
. Bala Cynwyd, PA 19004 ' o AUG [ 6 200

Re: (G970088/522 ' o
Nevyas Excimer Laser . o
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

deficlencies:

1. Animportant function of the softvvare in the device is to control the beam delivery
hardware (iris size, slot movement, synchronizing iris/slot with laser pulses, ete.) in
the creation of an ablation pattern.  This area, however, is not discussed at all in the
Software Requirement Specificati ons document. FPlease provide a step-by-step
description, from the very first pulse to the last pulse, of how the ablation pattern(s) 19
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 irs, starting position for slot, the
amount to incremental change for iris or slot, ete.

2, The provided Hazard Analysis and Test Data appear to be limited to the nser-interface
function of the software. Given alLl the fanctions 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 Qurgery Lasers, section 3.4.13 D, |

available at http://www.fda.gov/cdrh/o de/2093 hitml), 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.

-

S oa ) oD 081100945
-, DA B84 No.: 00062101
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4. The software allows the user to set 10 preferences such a5 fluence count & size;
nitrggen on/off delay(s); laser frequencys wipe alert options, et and for manu;l
?‘j-\m‘mm‘mg ¢t sperture doors and angle, and sélection of iriy size. Please specify

which, among the seleciable options in SoFTWware, are selected for the study.

5. The naming convention for the software 18 confusing and inconsistent with the typical
software practice. Typically, the higher software version would include everything in |
the lower version, 23 well ag some odditional features. Therefore, if Apollo yersion

3,66 were installed in the machine, there ghould be no peed to instell Apollo version
3,5. 1£3.5 and 3.66 contain twWo distinet and separate routines, then different names
should be given to ther and their versions should each be 1.0.

The deficiencies identified above represent che issues that we believe need tO be resolved
before your IDE application can be approvad. In developing the deficiencies, We carefully
jceria for Agency decision-making a3 well as the burden

considered the relevant stamitory cF
that may be incurred in yout atternpt to respo od to the deficiencies: We believe that we have
ses. 1, however, you believe i

considered the least burdensome approach 10 resolyving these isg
¢ that there

chat mformation is being requested that {s not relevant ¢b the regulatory decision ©

s 2 less burdensome pay to resolve the issues, you should follow the procedures outlined it
the “A Supgested Approach ¢ Resalving 1east Burdensome Tssues” document. Tt is available
on our Center wrebpage at: feps/ [T .fda.govhdrh/ madact/ leutburdensome.html

nformatiorn correcting the deficiencies, FDA wrill reevaluate the propased

If you submit 1 ,
change in the invejstigational plan. This information should be (dentified as an TDE

supplement referencing the IDE nu be submiwed iR rriplicate to

TDE Document Mail Center (HFZ~4~01)

Center for Devices and Radiological THealth

Tood and DIug Admipistration

9200 Corporaté Boulevar

Rockville, MD 20850

caring regarding the disapp roval of your DE

Alcerpatively; YU may request 2 regulatory it .
latory Hearing describes how ©

supplement. The enclosure wp rocedures 1O Request 2 Reg0 )
] Jescribed in the

sibmit such a request- The procedures governing regulatory hearing are

regulations at 71 CER Part 16..

-I_‘\DA A \ W |54
f 00 chse 1D 031100946
Control No.: 09062101
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If you have any questions, please contact Alfred Montgomery, DVM ap (301) 594-2080.

Sincerely yours, -

@f%%ae

Enclosure:
Procedures to Request o Regulatory Hearing

77 A Ralph h Rosenthal, M.D.
Director
Division of Ophthalmic and Ear,
Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

) A 0 0rv7s
‘ - Case ID: 031100946
Control No.: 09062101
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AR 26 2000

Herbert J. Nevyas, MD. - ,
Nevyas Eye Associates - : L B
Delaware Valley Laser Surgery Institute ' ' : '
333 City Line Avenue. :

Bala Cynwyd, PA 19004

Re;  (3970088/525

Sullivan Excimer Laser System (Nevyas Model) '

Indications for Use: LASIK. (Laser-Assisted In Sty Keratomileusis) to correct myopid of
0.5 to -15 Diopters (D) with up to -7 D of astigmatism for protocol NEV-97-001
Myopia; and, LASIK, refreatmert to cotrect myopia and myopic astigmatism of eyes
treated with this laser prior to IDEapproval .

Dated: March 26, 2002 '

Received: March 27, 2002

Next Annual Report Duet ‘August 7, 2002

Dear Dr. Nevyas:

reviewed the additional information for yout:

The Food and Dl‘l.'lg Administration'(FDA)_has,
evice exemptions (IDE) application and has

annual progress report to your investigational d

determined that additional information. is required.

Please address the following questions and concerns with regard to this submission:

1. You must still provide responses to deficiencies 1, 2, 3, and 5 froni our letter of February 6,
2002. B ' ' :

2. You did not provide the requested information in your response to deficiency 4.

by

a. For the eye with the central, corneal infiltrate noted at the 1-month visit, please report the

eye's pll'eoperative BSCVA, how the infiltrate was managed (i.e., cultures, antibiotics
administered, etc,), when the i nfiltrate resolved, and the final BSCVA.

b. In addition, you stated, “The observation was omitted from the 2001 Annual Report
because the adverse event listing is ‘corneal infiltrate or ulcer at; 1 month or later’ and the
observation actually occuired earlier than 1 month postoperatively (although the infiltrate
was noted at the 1-month visit, 25 days postoperatively).” We would like to point out

that the FDA interprets “1 month or later” to mean within the, 1 -month visit window oX

later, This is true as well for all other time point references made in the protocol. Please

keep this in mind when preparing all other future submissions to the FDA.

Food.and Drug Adminlstration
9200 Corporate Boulevard

- Case ID: 031100946
D n (tefzrﬁ& No.: 09062101
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3, Although you have reported the number of eyes with unintended over-cotrections > 2D at
each time point starting at 3 months in response to deficiency 6, it is not clear whether these
reports represent different eyes at each visit or whether some of the reports are for the same

eye. Please clarify.

have indicated how you will verify your current

Iready past. After your internal audit is complete and you
have more insight as to the reasons for any problems with accountability, please directly
address the original issue outlined in previous deficiency 8: please describe how you intend to
improve subject follow-up and data reporting during the rest of the course of your IDE study.

.4, Inresponse to deficiency 8, you
accountability for visits that have a

Please note: In response to a question you asked previously by telephone, eyes that have been
enhanced are considered discontinued at the point of enhancement (retreatment). These are then
treated the same as the monovision subjects; that is, they are accountted for and analyzed
separately, You should not enter subjects info the study that you know you are going to

undercorrect or enhance.

This information must be submitted to FDA within 45 days from the date of this letter. It should
be identified as an IDE supplement referencing the IDE number above, and must be submitted in
triplicate to; '

IDE Document Mail Center (HFZ-401)

Center for Devices and Radiological Health

Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

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

If 'you have aiy questions, please contact Bverette T. Beers, Ph.D. at (301) 594-2018.

Sincerely yours,

4 o

" A Ralph Rosenthal, M.D,
Director '
Division of Ophthalmic and Ear, Nose and
Throat Devices
' . Office of Device Evaluation
Center for Devices and Radiological Health

DA Case ID: 031100946
D2 n podhgol No.: 09062101
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Motris Waxler, Ph.D.

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Document Mail Center (HFZ401)

9200 Corporate Blvd.

Rockville, MD 20850

IDE: 970088

To Dr. Waxler:

On July 28, 1997, FDA requested 2dditional information regarding my investigational
device exemption (IDE) application for a Sullivan excimer laser system (which I refer
to in my IDE application as Nevyas Excimer Laser and hereafter refer to as “the laser”)
for use in refractive eye surgery. This letter responds to FDA's request for additional

information.

Since the close of business on July 28, 1997, neither I nor anyone else has used the

laser. I certify that, unless and until FDA approves the IDE application for that device,
neither T nor anyone else will use the laser to treat patients. 1 have notified all of my
employees, as well as anyone with access to the laser, that the laser may not and will
not be used until there is an approved IDE in effect for that laser.

I declare that to the best of my knowledge the foregoing is true and correct,

Executed on ? b , 1997,
y

ma  CO83

Case ID: 031100946
Control No.: 09062101
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Food and Drub Adrnlrestration

(
' 9200 Corporate Bouleveard
- . Ro.qullle MD 20850 o
B 6 2002 o
Herbert J. Nevyas, M.D.
Nevyas Eye Associates .
Delaware Valley Laser Surgery Institute v
333 City Line Avenue - : o . "
Bala Cynwyd, PA 19004 - - " %9(
R GOTOOSE/S24 . e ‘
Sullivan Excimer Laser System (Nevyas Model) - g
_ Indications for Use: LASIK (Laser-Assisted In Situ Keratomi Usis) to correct myopia of
( -0.5 t0 -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 of eyes
‘treated with this laser prior to IDE approval ' ' '
Dated: January 5, 2002 ' :
Received: Jahuary 8,2002 - . .
) Next Anmual Report Due: August 7, 2002; .
& ) Dear Dr. Nevyas:
. The Food and Dfug.Adminisiratiéh (FDA) has reviewed the annual progress report to your
investigational device exemptions (IDE) application and has determined that additional .
* information is required. P . : ' e
B Please address the foliowing .qpe.s.tio'ns and concerns with regard to this submission, which also /@}@A M
( applied to the previous, delinquent, annual report as outlined in FDA’s letter of April 10, 2001, '

and for which we never recéived a response: -/ . : .

1. * When reporting protocol deviations, you indicated that some subjects had study visits that
were late. For.each time point, please clatify how many eyes had visits that fell outside of the
visit window. Please clatify how far outside of the visit window each of these visits fell. -
Visits falling outside the visit window should not be included in the analyses at that particidar

 visit, but should be analyzed separately. Please revise your tables accordingly including the
accountability tables. . ' ' '
For each eye that experienced a loss of 2 or more lines of BSCVA at 6 montlis or later
postoperatively and for each eye that had BSCVA worse than 20/40 at 6 months or later.
please provide a dataline listing and an explanation for the vision loss or vision. Please
include a narrative, for each case discussing any other visual or non-visual symptoms. the

~ managernent, and the outcome. Please group this information according to the 4 indications:

+. for treatment in this protocol. I '

¢

!\)

. - FDA se |D: 031100946
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1951

Please address the f_’ollowiﬁg additional deﬁcie’néies irelated to the annual report: _'

6.

1

Please provide narratives to further elaborate’on each case reported as a complication,

including the management and outcome, for eyes not included.in. the narratives above. Please
group this information according to the 4 indications for treatment. S

The adverse event previously reported in the last annual report; 1 case of a corneal infiltrate
or uleer at 1 month postoperatively, wasnot included in the tabulation of adverse events in - -
this report. - Please elaborate on this adverse event including the subject’s preoperative visyal
status, management, and outcome. L o R '

Please provide tables (similar to those requested for initial treatments) and .nairaltive' :
summarizing the results of the IDE substudy of enhancements for 25 subjects/50 eyes that
had undergone treatment prior to implementation of the IDE, and of the data from

enhancements performed for eyes enrolled under the IDE. Please provide separate an'a'lyses_
for the first enhancement, second enhancement, etc.” . o

Please report the rate of unintended overcorrections™ 2 I at 3 months or later, a key safety
variable. : Lo ‘ : - g

 Although page 38 of this annual report indicates that 188 eyes we‘ré I‘exfirolled in the contrast
. “sensitivity substudy, Substudy NEV-98-002, page 4 states that a total of 184 eyes of 113 -

subjects have been enrolled in this substudy = 92 low myopia subjects and 21 high myopia_
subjects. Please resolve this apparent discrepancy. -~ o

Accountability is extremély poor. Please describe how you intend to improve accountability B

. by assuring proper follow-up of subjects according to your protocol during your ongoing IDE
- study. Please be advised that aside from being a serious PMA doncern, continued, improper :
: follow-up of suhjects may be reason for withdrawal of approval of an IDE study by-the FDA.

" You inéiicate.d to FDA, through your donsultant Dr, Fant, that yoﬁ are no longer enrolling
- subjects, However, itappears that you enrolled subjects up to at least December 19, 2001. -

As you have been-advised previously, you are required to submit monthly-accountability

* reports for each subject treated; these reports should include the investigator, the patient

identifier, the eye treated, the date treated and the treatment performed. . :

-a.  Please provide these monthlyreports beginning with patients treated in January, 2002, /

" b, The last monthly report we have on file is for January 1998, Pleaig‘ provide dn / W ]
AGCountability 1abIE for all cyes freated since January 20, 1998, in the format W (Y
described in a., above, S S

c. If youhave ceased enrollment, please submit a request to FDA to cease enrollment. If
this is the case, you still need to provide the information requested in b.’above up to )
the date of cessation of enrollment, ' ' : " Case ID: 031100946

FDA ol No.: 09062101
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You should also give serious oonmderaﬂon to 1he followmg items wh1ch are consmleled

important for the analysis of your data for the purposes of detexmmmg safety and effectlveness .
for a future PMA apphcahon '

1. Please note that, based on the stability analyses you have provided in this submlssmn, we do
not agree that the time point of stability is at 12 months postoperatively as you.have _
. indicated, and, in fact, may be earlier for some of the indications. However, the eyes treated : )
. for hlgh myopic astigmatism (high astigmatic group) appear to remain unstable throughout —
the follow-up period. If PMA approval were requested for all of these indications in one - ‘
submission, a decision regarding approval would be significantly affected by the mablhty to -
confirm stability at the same time point for each of the indications under donsideration.” '

As prevmusly stated in FDA’ letter of April 10 2001 you have mdlcated that only subjects
.treated with the “new centration technique” will be 1ncluded in the PMA, and that you-have
.selected the eyes treated between 2/19/98 and 1 1/22/99 as the cohort to support the safety and
" effectiveness of the device, We would like to clazify that data from all subjects treated under

the IDE should be included in the PMA; The fnain PMA cohort on'which the decision of the . ™ . >

SWWWWH mainly rest may be limited to all eyes treated with '

the new centration technique, but not to only those enrolled during a given period of time, as

‘you.appear to have suggested: Data from all eyes treated prior to the adaptation of the new -

cent@g@dnnq may be analyzed separately from themain PMA cohort, but must be

submlﬁed‘as ive evidence.

'3, As indicated above, your follow-up accountablhw is very low, Saventy-f ve to 80% of total - 7f
=g

eyes treatéd should have reached the point of stability and, of those, about 80% should have
been seen and accounted for at the Stablllt}’ time point. '

This information must be submitted to FDA within 45 days from the date of this letter. It should -

' be identified as an IDE supplement teferencing the IDE numbm above, and must be submitted in' -
- friplicate to:

IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Boulevard

- Rockville, MD 20850

Case |D: 031100946

- FDA £ @
S g 88htrol No.: 09062101
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If you do not provide this mfmmatmn within 45 days ﬁom the date of ‘th1s Iette; we may take

‘ steps to propose w1thdrawal of apploval of your IDT apphcaﬂon

If you ‘have any questions, please contact Evereite T. Beexs Ph.D. at (301) 594 2018

,Smccrely yours,

£ .
‘A, Ralph Rosenthal, M D
Director
..~ ‘Division of Ophthalmlc and Far, Nose and
. Throat Devices :

Officé of Device Evaluation :
Centér for Devices and Radiological Health

n f\? ‘»?0 Caselp: 031100946
‘Control No.: -0906/21 1
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stbert J. Nevyas, M.D.
dtavact, Refractive, and
‘rneal Surpery
;

oann Y, Nevyas, M.D,
‘utaract & Glancoma Surgery
id Therapy

nita Nevyns-Wallace, M.D.
ataract, Refractive, and
amenl Surgery

8 B, Wallace, M.D.
shihalmie Plastic &
construetive Surgery

tward A, Deglin, M.D.
ol Disease & Surgery
,’ 3 '
k ausii, Slein, MUD,
weoma, Retinal Disease,

dical & Surgleal Ophihalmology

m M, DeVaro, M.D,
liatric Ophthalmology
dar Motility &
ra-Ovhithalmology

{

X

O Two Bala Plaza

333 Enst City Avenue
Bala Cvnywvd. PA (9004

i gf““%m"\ Nevyas Eye Associates / Delaw are Valley Laser Surgery Institute

Ambulatory Surgery Center

Delaware Valley Laser Surgery Institute
Institutional Review Board

2 Bala Plaza

Bala-Cynwyd, Pa. 19004

Dr. Herbert Nevyag
2 Bala Plaza
Bala-Cynwyd, Pa. 19004

Dear Dr, Nevyas,

On June 17, 1996 the Institutional Review Board of the Delaware
Valley Laser Surgery Institute met and reviewed the following protocols
submitted for Laser Assisted Intrastromal Keratomileusis:

myopia -1.00 to <2400 wwithout astigmatism and no previous eye
surgery

The protocol was approved and is to be implemented as stated in the
protocol itself. The protocol will expire on June 17, 1997 at which
time it can be submitted for re-approval, '

Sincerely, 7
P O T O gy
Chairman,

Delaware Valley Laser Surgery Institute
Institutional Review Board

mr
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Herbert J, Nevyas, M.D.
Cataract, Refractive, and
Corneal Swrgery

Jonnn Y, Nevyas, M.D.
Cataract & Glaucoma Surgery
and Therapy

Anita Nevyas-Wallace, M.D,
Cataracl, Refractive, and
Comeal Surgery

Ira B, Wallace, M.D.
Ophihalmic Plastic &
Reconstructive Swrgery

Edward A, Deglin, M.D,

Mivao-retinal Disease & Surgery

. -E}ell E. Stein, M.D,
Glaucoma, Retinal Disease,
Medical & Surgical Ophthalmaelogy

John M. DeVaro, M.D.
Pediatric Ophihalmology
Ocular Moiility &

Nenro-Ophthalmolugy

{

Nevyas Eye Associates / Delaware Valley Laser Surgery Institute

0 Two Bala Plaza

Ambulatory Surgery Center

Delaware Valley Laser Surgery Institute
Institutional Review Board

2 Bala Plaza

Bala-Cynwyd, Pa, 19004

Dr, Herbert Nevyas
2 Bala Plaza
Bala-Cynwyd, Pa, 19004

Dear Dy, Nevyas,

On July 12, 1996 the Institutional Review Board of the Delaware
Valley Laser Surgery Institute met and reviewed the following protocols
submitted for Laser Assisted Intrastromal Keratomileusis;

1. Hyperopia +0.75 diopter to +10.00diopters with less than -1.00
diopters of astigmatism

2. Astigmatism -1.00 diopters to ~12.00 diopters

3. Astigmatism -1,00 diopters to -12.00 diopters, history of previous
¢ye surgery

4. myopia -1.00 diopters to -24.00 diopters with less than -1,00 diopter
astigmatism , history of previous eye surgery

The protocol was approved and is to be implementéd ag stated in the
protocol itself. The protocol will expire on July 12, 1997 at which
time it can be submiited for re-approval.

Sincerely,

| A
WAL G lolping.,
Chairman,

Delaware Valley Laser Surgery Institute
Institutional Review Board

COBODR

Case |D: 031100946
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O 20th Floor
1930 Chestnut Street
Philadelnhiaz PA 10107

333 Enst City Avenue
Bala Cynwyd, PA 19004
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INTERACTIVE

May 5, 1999

<\.,- 4 Nevyas Eye Associates
' Bala Cynwyd, Pa. 19004

Dear Dr, Sterling:
Thank you for allowing us at Mojo Interactive the opportunity to present to you the following

proposal, to work with you in the redesign of your website, www.nevyas.com. | will lay out to you the all-
: inclusive package as you requested and notate any changes or amendments. Your site will include:
( *Graphical design & navigational layout  *Project profiler & site checklist
*Secure preview/project site to monitor *Domain name registration
*Server set-up *Three months hosting
*Unlimited e-mail forwarding *Link to existing e-mail address
This proposal will include up to 15 pages of content with 15 scanned images, which we call our “Advanced
Cyber Package”, With this package, any additional pages we would need to design would be at $60.00 per
page. We will submit your site to the top 400 quarterly search engines and fumish you with 3 months of
Log Reports. [ will extend the hosting for an additional 12 months for $360.00 and the Jog report for $10.00
per month, $120.00 per year, Normal host rates run from $45-60.00 per month.
I will refer to the paperwork that you faxed to me at this paint to complete this proposal for you.
3 Bullet point 1, included, Point 2 included, Poinf 3: on-line video will be $100.00 per actual live minutes
one time charge and $100.00 per minute for point 8, It will also add an additional hosting fee of $25.00 per
month, Point 4, e-mail, included, (PBinl'?, banners we can create for $200.00 per tile, Points 5 & 6: As |

mentioned, the zip code search wotr]d’ﬁork similar to the search we have on Locate ADoc.com, These costs

will include $350.00 to program the search, $1,000.00 for the database creation and $250.00 programming
if you supply us with the database. If we have to input the information it would be billed at an hourly rate.
The cost to complete this project for you as detailed above, excluding Bullet points 3,5,6,7 and 8
will be $2,515.00. With the additional hosting and log reports, the total cost would be($2,995.00,)with an
estimated completion time of four 10 six weeks, MOJO INTERACTIVE requires a 50% deposit ($1,497.50)
to begin your redesign, An additional 25% is due at the time you have agreed to all modifications, with the

remaining 25% due at the time that your web site goes live.
I thank you again for allowing us at MOJO INTERACTIVE, to make this proposal to you. | look

forward to working with you to redesign the Nevyas Eye web site. Please call toll free if you have any
guestions 1o 1-877-665-6798 x-102.

Sincerely.
' Blaine A. Rdseberry
Director, Sales & Marketing
Case ID: 031100946
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Corporation (“Mojo"), having ils prineip
321
and

Whereas, Majo provides
listing of doctors on & state-by-state basis
portion of the www.locateadoc.com site which provides med

Whereay, Mojo agrees 10 Jease space on ifs

M0OJO INTERACTIVE

[NTERNET BANNER ADVERTISING AGREEMENT(_I
. SV£ Q,(L\L \c‘{“l ’.l i )
This Agreement is made and entered into this L day of p } petween Mojo Interactive
al place of business al 7255 Estapona Circle, Fern park, Florida

30.
suips  EdE Les0c IATeS w Advertiser’), whose address is
2 RALA PLAZA FAL Cunw Y L EA 2ot

on its Internet Web site, bﬂp://www.locateadoc.com g section which provides a
(“Locate A Doctor™). Mojo also maintains and operates 8
ical related information for patients.

Locate A Doctor section of its Internet Web site 1o Advertiser

.

for it to advertise its practices services or expertise.

Whereas, Advertser desires to lease space
and Mojo is willing to publish and display this advertisement upon the terms and condit

on Mojo's Internet Web site during the term of this Agreement
ions provided in

this Agreement.

Now, therefore, the parties mutually agree a8 follows:

1.

(#5)

This Agreem;nt shall commence on (he date of execution and shall continue for a period of
UZAR.  (the “Initial Term™). The Advertiser shall have the option 10 TeDEW this
{h-to-month basis or on such other terms as agreed (0 by the Advertiser and Mojo

Agreement on a mon
after the expiration of the [nitial term of the Agreement provided that the Advertiser is not and has not

been in default. The Advertiser shall be deemed to bave automatically elected to renew this

Agreement on & month-to-month basis aftet the [nitial Term unless the Advertiser provides written
notice to Mojo not less than fiftecn (15) days prior to the expiration of the Injtial Term of this
Agreement of its intention not to exercise the renewal option. The Advertisers may cancel this

ior writlen notice 10

Agreement al a0y time during the renewal option period upon fifteen (15) days pr
Mojo.

Advertiser aggees to lease §
at a price of i 2 oo &
Advertiser is entitled to publish and display 80 advertisement regarding its services or expertise on the

Locate A Doctor section of Mojo's Internet Web site. The advertisement will be approximately 1 12"
BY 1 1/4" (120w X 90h pixels, less than 12 Kbytes). Position of the advertisement is solely within the

discretion of Mojo.

pace on Mojo’s Web site page for \ 2. aumber of advertisements

Advertiser is also entitled to display & hyper-link 1o its Web site or an e-mail address in its
advertisement (please specify WeR S\TE ).

Advertiser may not resell, assign or transfer any of its rights hereunder, and any atternpt 10 resell,
assign or trar.fer such rights shall result in immediate termination of this Agreement, witboul l’&bilig ID: 031
: 100946

to Mojo. ﬁ;ﬂrﬁrﬂ ’if\l'? 09062101
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6. Inthe event that Mojo fails to pub\isb or display an advertisement in

(or in the evenl ofa
pe limited to either a refund of the advertising fee or placement ofth

comparable position. [n no event shall Mojo be responsible
or other damages atising from the failure to time
Agreement.

7. Advertiser warrant(s {hat it has the right to pu
advertisement does

consideration of such publication, Advertiser agrees t0 indemnify an

and all expenses and losses of any kind (including reasonable sttorney
advertisement (including without

libel, defamation, breach of

connection with any claim arising out of the publication of the
limitation, any claim of trademark or copynight infringement

confidentiality, false or deceptive advertising or sales practices) and/o

which users can link through the adverlisements.

ny failure, technical or otherwise), the sole liability o

accordance with this Agreement
f Mojo to the Advertiser shall
e advertisement at later time in 2

for any consequential, special, lost profits,
ly publish any advertisement in accordance with this

blish the coplents of the advertisement, and that the
not violate any parties intellectual property rights or proprietary rights. 1n

d hold Mojo harmless against any
g fees) incurred to Mojo in

r any material of Advertiser 10

g8, Mojo reserves the rdght to reject oF cancel any advertisement at any time.

9. This Agreement shall be governed by and con
Florida, may only be amended by written agreement, and constitutes

between the parties

10. During the Initial Term, the Advertiser may cancel this A

responsible for the full payment of the fee set forth in paragraph 2. A

Term, and during the exercise of any renewal option, the Advertiser
time upon fifteen (15) days prior written notice to Moj
payment of Mojo's fees through the date of termination.

Advertiser

strued in accordance with the laws of the State of

the complete understanding

greement, but the Advertiser shall be

fier the expiration of the Initial
may cancel this Agreement at any

o, and the Advertiser shall be responsible for the

Moajo Interactive

X _

Title: Title:

Ad Copy
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7255 ESTAPONA CIRCLE SUITE 202 FERM RARK. FLORIDA 127180 PH 107.830,9857 FAX:407.430.8817

Tile/ Banner Payment Information

MNEVYAS EYE ASSCCIATES

Doctor:
% Form of Payment (circle one): CHECK VISA MC pisc
B-( Card Mamber:

}'Z,, Soo 28

y Expiration Date: Amount:

>Z Signature: Date:
¢ Advertisement: .1. ,’76.&5 Eapnif M pﬁ‘lﬁt‘ﬂ-&%’/ﬂ)f'ﬂ, Joi § 2 Tol & LAan'sid

Banne
. R ' o /'::/f o

Enhanced Listing: 20t9 LisTIVNG, Wid] LNl el e/dE ///0’1‘40 75 wnp AD W 5c i]‘l"

{{; - ke ' / 7“6'17"/[‘7/:")&/ Yeicée/ donic.
Total Cost: __ Z) gCDU :
Address: P \ ) ALA P[- A _Zﬁ

o I
City,State, Zip: 5/{“ 54 C t///‘b) W (’/4 /) \ é/:\’. { '7004_‘
. y

Phone: A/O-f [’/’5 - 273‘5{

Fax:

Lro 669 ~ 1509

Case ID: 031100946
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INTERACTIVE

To: DR. RICHARD STERLING Fax: 610-668-1509
From! BLAINE A, ROSEBERRY Date: 4.23-99
g A Re: LOCATEADOC.COM - Pages: 04
cG:
[Q{rgent [2rFor Review 1 Please Comment B Flease Reply O Please Recyc!
{
Comments!

Dear Dr. Sterling: Please find faxed to you the Banner Ad Agreement and Payment Information Page.
Please review, complete, sign and fax back to me as soon as possible so that I may lock in these zones for
you, As we discussed, if you would like to go to the Allentown zone and or Delaware zone, | will also
honor the price of $1150.00 per tile per zone. We are also a leader in the industry in web site
design/redesign and recently completed the 200+ page web site for The Lasik Institute. | would be more
than happy to work with you on any redesign or hosting options that you might consider down the road for
your practice. Please call if you have any questions, 1ol free 1-877-665-6798 x-102, I look forward to your

fax so that we get your banners up and flying.

Sincerely,

Blaine A, Roseberry
Director, Sales & Marketing

e (@88 031100946
MOIO: Control No.: 09062101
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4-23-99
Dear HIN:

[ wanted to fill you in regarding the web site and working with
Locate-A-Doc. I’ve enclosed the information that we need to secure a site
and T told Mr. Roseberry to hold Phila. and S. Jersey for banner ads
committing NEA to $2500/yr. He told me to fill out the enclosed forms and
give him a credit card number to hold this package. [ haven’t filled in the
credit card number until I received your OK, if you agree it is a good idea
please give him your credit card number and fax it to him.

He states that they started in Dec. 1998 and they have 8600 users in
12 different specialties and last month they received 165,000 “hits”. In each
of their markets they have available 8 banner (also called tiles) ads. In PA
they have 6 different regions, I felt that you would definitely want their
Phila. region and in NJ their S Jersey region. The other regions you might
be interested in would be central PA and Allentown (Reading, Quakertown
etc.) as well as Delaware. To give you an example Barry Concool, MD has
contracted with Mojo for Phila., South and North Jersey, Delaware, New
York and Fla,?? Mr. Roseberry said that he would like us to comumitt
today because he’s got Schie Fye Institute and Irv Raybar on the edge
of signing and taking the rest of the banner ad possiblities. He’s got 3
tilo ads in Phila. left and openings in NJ and DE. His fees for these ads per
region are $1250/yr/region plus a $100/yr design fee. e will give us the
two regions for $2500. I got the feeling if you wanted more regions he

would sweeten the deal.

In addition to the above I contacted US Bye Care Providers, LLC
group to inquire about their meeting and “concept” (I’ve enclosed in this fax
the invitation letter). I think I told you I spoke with Dr. Sikorski when we
were in Puerto Rico. Because of their marketing and claims and
infrastructure dev’t I think it might be worth the trip to Chicago for the 24
hours, As we progress and get some contracts and the claims come in we
might find ourselves in need of such a computer systemn, as well as their
MSO services, that they have committed 6 million dollars to. I called Atlas
travel and I could make the trip ( didn’t know if you were interested in
going) for about $400 ($293 for airfare and $69 for the room).

Case |D: 031100946

E0E dd.: 09062101
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INTERACTIVE

Yo MS. NEVYAS Fax: 610-668-1509
From: " BLAINE A. ROSEBERRY Date;  3-19-99

Re: LOCATEADOQC.COM Pages: 05

oo}

For Review [ Pleage Comment [1 Please Reply [ Pleasa Recyc!

s

Commers:

4

Dear Dr. Nevyas: Please find faxed to you a summation and proposal based on our conversation this

morning. | have als
site packages.
were awarded

o faxed 1o you the Banner Ad enhancement options for your review as well as our web

As | mentioned, we are also 2 leader in the industry in web site design/redesign and recently
the 200+ page web site for The Lasik Institute. Please call if you have any questions, toll free

at 1-877-665-6798 x-102. [ look forward to speaking again soon.

Sincerely,

Blaine A, Roseberry
Director, Sales & Marketing

4 A 0198 LT (o
e oo 277 665 ~chee 10l o1 io0sas

MOIO:  con@84dbos2101
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Have @ banne year and HAK to Arnerica’s largest online poalient referral service. Be on fop of

T B

EROM: Blaine Rosebery, Ditsctor of Sales.and Marketing

AN MOoJO INTERAGCTIVE 1-4D7-E:%CJ~9C3 17

each page in your specialty, in every city in your state 1o raach the fostest growing patient bose. -

ganner ad specials
as low as $85 per month

Animation and specialty designs availablel

Ask obout our cost- effective options below to highlight your FREE lisfing:

] Add color/boldness lo your listing: $10/month
[J 25 word practice description: $30/month

[} Add your practice's logo: S3d/monih

(J Add your photograph: $30/month

. - e - s ; - -
,!nfo @map ';f,gé’mf contact gwggm*
$25/mo §35/ma sso/mo  510/me FREE

Can we create or redesign your exdsting web site?
Call Toll Free: 1—,377-MOJ05YT (1-877-665-6798) EXT 102 OR 103, EMAIL: sales@locateadoc.com
to build your special ad package, to ensure your stay ot the top. Q:QO 0 Z} 3

ase |D: 03110
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INTERACTIVE

March 19, 1999

Nevyas Eye Associates
Attn: Dr. Nevyas

2 Bala Plaza

Bala Cynwyd, Pa. 19004

Dear Dr. Nevyas:

Thank you for speaking with me today regarding how we at MOJO INTERACTIVE will be able
to help you promote your practice on the World Wide Web,

At the present time, we have over 113,000 physicians in eleven different specialties on our web
site, LocateADoc.com, The doctors may be located by patients through state and city searches. We are
currently averaging over 4200 prospective patients a day, projecting to some 130,000 potential patients this
month. We are excited with this growth and would appreciate the opportunity to have you as the leader in
our market in the state of Pennsylvania.

As an incentive for being one of our initial physicians, I would like to make you the following
offer, 1 will upgrrde each of your basic listings with your photo, practice description, web site link, map
link and highlight your name. This is 2 value of $155.00 per month per listing that T am offering to you
speclal, for a one payment, one-year agreement of $500.00 per listing. As [ mentioned, | do have at this
time, 2 tile ads available for the states of NJ, Del., MD. and NY. [ can place tile/banner ads, state wide in
those states for & one year agreement, one time payment of $1120.00 per tile, This ad will have a direct link
to your web site, As we discussed, we are a leader in the industry of web site design/redesign for laser
vision surgeons. We can update your web-site as you see fit and have hosting contracts available at
discounted rates. If you interested in seeing some of the work we have done on sites, please visit our parent
company site, www.mojointeractive.com and you will see under “cljents” some of the samples of sites we
have done. Let me know about this and | will arrange a conference call to discuss your thoughts.

As | mentioned, if you have the opportunity, please go to our site, LocateADoc.com and see for
yourself how easy and user friendly that the site is. Also take a look at the video that was produced
regarding laser vision surgery. This feature has drawn additional traffio for the Laser Vision Specialists.

Again, | thank you for your time and hope that you will find that we will be a valuable asset to you
and your practice. 1f you have any questions, please feel free to contact me toll free at 1-877-665-6798
%102, 1 will follow up with you the middle of next week iF 1 don"t hear from you before,

Sinc?\{1 7 ; v

Blaine A. Roséberry
Director, Sales & Marketing

MO} | ' (gageq B:%%1100946
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TNTERACTIVE conmmmes

Fax: 61D.608.1309

mreeran

Date: 01.20.00

{1 Please Comment

Pages: 2

(] Please Reply 1 Please Recycle

Hi Dr. Sterling. Attached is Exhibit C. 1 you could just make a not ta change the color

Ier me know if there wre uny questions.

To: Dr. Swrling
From: Lee Turner
() Re Lixhibit ¢
Voo
ce:
3 Urgent {0 For Review
{
Commernts;
on the headers. sipn It, and then fax it back, we can yet rolling.
‘Thanks and have a great afternoon! 1.ee
)
{

MOIO:

: . " i =
3, 0 Q284 031100946
Control No.: 09062101
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Meeting with Richard Sterling - Notes about the Web Site

General

The navigation bar needs to be much bigger. It ig not even apparent that
they are navigation items.

The telephone number on there needs to be 1-800-9-LASERG.

vou need to look at Dr. Siepser's web site which is www.Siepservision, especially
around the way that photographs and graphics are used to highlight and
breakup the text, Ww

hich is much nicer than the straight text that we have.

Oon every page except the Home Page, the link to the Home Page which is the
Nevyas Eye Asgociates logo needs tO have a little word under it that says

return to Home or Home OU gomething.

5 On every page except the Home Page, we need subtitles on the information
and we need the List of Links to open up at that subjects link. In other
words, you will have the list and the place where you are will have the
subticieg of that 1ink also listed as links so that you can go to different

places on the page to get the gub-information you need.

Thers needs to be entire sections added that are going to include Intacs, a

section on RC, a ‘section on Refractive Lensectomy, & section on presbyopia

treatment.
General Note - All the pages need more photos and graphics. There could be
patients. ANy good photos could be links. You could put a

photcs of happy _
phots of our surgery center and there could be a link to some surgery

centexr information, and things like that.

Your First Step: A Through Evaluation
your First

There needs to be & main item on the navigation bar that says
Step or gchedule for Free Evaluation, and it has to be separate from being

under from what is now called Procedures and Services.

At the bottom of ~TYour rFirst Step: A Thorough mvaluation'' there has to be
another link to the Contact Us page and also the telephone number needs O
be changed. Perhaps & 1ink to the web site that explains neargightedness,
farsightedness and astigmatism. I don't think we need to write that again,
but we should be able to 1ink to one of them gsomewhere

When we talk about the first step, we need to tell them all the tests we
are going to do, how complete the evaluation is, (? and that they will be

dilaced and that they need to leave a certain amount of time for this
complete evaluation and that they will need to be out of contact lenses for
72 hours for soft contact lenses and three weeks for rigid contact lenses

before proper evaluation can be done?) Case |D: 031100946
Control No.: 09062101
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The photos which are of good quality need to be more inviting. They need
to invite a person to call, so we need things that look like real people
doing things rather than a bunch of professionals. Underneath it should
say: Refractive surgery frees you to pursue your lifestyle without glasses

or contact lenses.
to the initial navigation bar, there should be perhaps two

that says Laser Vision Correction and one that says Other
That should be on the main listing of Links.

Going back
links. One
Procedures.

Patient Contact Page
Tnstead of it saying Patient Contac
Tnstead of Procedures and Servicesd,

surgery.

t Page, it needs to say Contact Us.
it needs to say more about refractive

rename that page Contact Us and tunen instead of Information

First of all,
have it say Tell Us About Yourself.

"Request Form,

Again, on that pPatient Contact Page; we need to change the telephone

number . There should be a thing above the Request Form that says To Help

Us Best Answer Your Question, Please T=ll Us A Little About Yourself.

On the Information Form, not does the patient wear glasses, contact lenses,
it should just say, Do You Wear. It shouldn't say is the patient. It
should say Are You.

Again at the bottom of that page, the banner needs a correct phone number.

The Delaware Valley Laser Surgery Institute s
The Delaware vValley Laser Surgery Institute page which now says the Lasexr
.“Surgery ILnstitute, needs to have a plcture of the surgery center when you
go to it. Also, another photo of patients and nurses inside our lovely

surgery center

Physician Bio’s
The order up top about doctor biographies needs to be changed. It shoul@
be Dr. Anita Nevyas-Wallace then Dr. Herbert Nevyas, then Dr. Joanu Yaskin
Nevyas, then Dr. Ira B. Wallace, then Dr. Edward Deglin, then Dr. Mitchell

Stein, then Dr. Joseph Ortiz, then Dr. Richard Sterling. It needs Lo be in
that particular order. :

Case ID: 031100946
GFomolAdp.: 09062101
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About Qur Practice

About Our Practice page nee

ds to be expanded. We need information on the
surgical center. We need information en the other things we do. We need
cataract surgery, cosmetic surgery, oculoplastic surgery, glaucoma
treatment, retinal surgery, motility and pediatric. A1l of those things
need a paragraph and all of those things should be subtitles that come up
on the navigation bar that is on the left side of the page. So lmmediately
when you go to the About Our Practice page the navigation bar should be
expanded on the About Our Practice gubject heading and it should say
Experience You Can Trust, other Services, Delaware Valley Laser Surgery
Institute, Oour Surgical Center. All of that needs to be added.

Patient Testimonials
We should immediately transcribe the video tape testimonials that are

currently on our video tape and place them on the Web site. The video tape
T beliave is in Kristin's office or else call ANW with the meeting and she
will tell how to get a copy of it and I need you to that this week.

Links

We need a subject heading on the navigation page that simply sa
give us all the linksg as a list.

ys Linksg, to

A nota to MOJO, they should contact Intacs to get information that can be
placed on the Web gite as well as setting up a link to the Intacs Web site.
We should have a list of links and it should have a link to the Intacs Web
site, a list to the ISRS Web site, the LASIK Institute Web gite, and we

will grow this list

Procedures and Services .
Under procedures and Services we missed the Laser Eye Surgery Ingtitute.

That should actually be in About Our Practice section and it needs to say
Dalaware Valley Laser Surgery Institute.

laser Refractive Surgery that talks about
with that should be a short paragraph and a

There should be a gection under
surgery for farsightedness and
1ink to the Sunrise gite.

The page undef Lager Vision Correction that has the Frequently Asked
Questions. We need a page that has Questions You should Ask Any Doctor

when Having Laser Vvigion Correction.

Map and Directions : . |
Tt is not acceptable to have a map that we go to just the Map Quest gite.

We @ither need to enter & map quest query S0 that they get directly to our
site or else we need to CoOpy a map of the area and show ourselves o0 the
map and then after the map give a 1ink to Map Quest fox more informatiqn.
Possibly pictures of each office next to the office address, but certainly

a small graphic of the map or we could use the office pilcture @g9@|éi@§}i80946

hat shows the map and more and grabs U

the map. We need a graphic t
- We neeq @ S-mET T T and vou are going to miss it. ontrol No.: 09062101




on the Map and Directilons padge, there should be a small graphic

representing the map along with the link to the map because 1t is not easy

to find the link to the map quickly when you look at that page.

o A .
Notes for IBW and RHS

All of the doctor biographies need to be =dited to be cleaner and up-to-
date. The picture of Dr. Ira Wallace on tha Web site needs to be changed.
on Dr. Orziz's page it says to go on EO procedures and services. It should

say Laser vigion Correction.

Contact Candace and ask her to get some people for restimonials, possibly
one of the Parkers W i

ho had surgery. possibly any of the ODs who have had
surgexy, pogsibly Tammy, Dr. Pasad. Definitely transcribe Glen Macnow from
the videoc. We want to see if we can put a vi

deo clip from our MDTV show
onto the web site and also we need to have people be able to request a
video on the Patient Request Form.

ep sites to try are Woodums, Mann-Berkley or naybe

Note to I3W - other w '
Dick Lindstrom's gite.

Berkely-Mann, WwendellWong, Ralph Barnett Delaney,

Case |D: 031100946
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Exhibit C
Approval of Design Direction / Slte Design

Projact Site Address: N ey \/ a. S

ca/Okay to procaaed as Is./ﬁré’. per omr 64 LS eaSSier) '{*a%( 'MZ
a  Procsed with changes at nofed (no new proof necessary)
O Make changes as notad (shaw new proof)
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'IN WITNESS WHEREQF,
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ACCOUNT INFO

INTERACTIVE DATE: ,7_‘ 27”416}
g-10-99

Client Contract: Ne\/yag PI”(E)J\G(;vL S ( +6
Fax Number: (@/0)&7(08-*/509
Reglstered Domain Name: WNW. HGVYQS Cbm

W, MejDINEmCve com/hevyas - (om /
= projects ite/

Project Site Address:

Username: Y\ € \/}/&( S

Password! ‘S LLY—E? € r/V

HoTES: /O/ eawe Cerdacr e i gm{f haire. aﬂ% WMM.

We Aok Lequn ZLor6s).

Doankar— Chustna

i you have guaslions or problems with your account or the projact sile plenso contact Christina Brooks at
1.877.665.8708 x107 or christiha@mojolnteractive.com '
Case ID: 031100946
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Nevyas.com

Registered Domaln Namo:
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Project Slte Address:
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' ase |D: 031100946
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Doctor W& %\éé\é}/?@s Practice _ ...,

aterials Choelklist

This checklist is dasignod ta holp you put togather all of the: matsrial we will need to
desigh and create your web site, Tha following is a st of items that should be
included in the materlals you arg senditig.us:

1 Cameara ready copy of your Iogn
O Pholographs of doctors, offica, slaff, teatimonlal cllents, etc. (Originals will be

returned to you. Please write the doctor's name on the back of each pictura.)
O General information and history abauj your practice.
Doctor Biographies and/or Currioulum Vitae,
information about the procedures an& garvices your practice performs (video of
procedures can ba added for an additional fea).
Camera ready map to your offics(d]. f
Written directions an how to find your offics from popular locatlons.
All existing marketing malerlale expregsing your practice's look and feel,

o a

Patient testimonials.

Outcomeas statistics and graphs. .

Questions and answers to cammonly agked questions by patients.

Patlent eduoation materiale and graphios. Plooso do not send any copyrighted

aocrCc g3Dp B3

rmaterial.

Completed coniracts and paparwork. .
Emall address for web site IInks and aflline contact form.

o rC

(NOTE: Please wand us all of the above Infarmation vie mall. Text matarials can ba senf In
disk format or by electronic mail) '

s
MOJC

7159 ESTAPOHA CIRQLE, SVITE 202 | PERN PALL ROKIDA 33730 | PHIA07200.9937 | FAX) 407,83Q.9917
TR R
wemejelntarativedem | werelotoieadonion

Case ID: 031100946
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Doctor: DR NE‘V\]H}T‘% Practice:

@E@j&@;% Profiler

o Interaclive a general idea of the look, fael, and layonut you

The Project Profller will give Moj
This will ald us In the design of the site, Please check all the

would like to have on your web sile,
boxes that apply,

Site Feel
1 | would like a mainly informatlve site.
0 | would like a slto that reinforees my practics's marketing/branding image.

O | would like u sile thal is 1 balance of tha abave two options,

Site Look
0 | have a spocific or gonoral idoa of how 1'd like the site ta look. Meass sea

my description below:

0 | would like the site to look slmilar to my company's marketing materials (I have sent of
will send you a copy of my company's marketing materials as a guide).

1 | am leaving It up to Mojo Interactive to develop tha lnok of the sile

O | would like my company colors to be the main colors on the site. These color(s) ara,

o

Bite Sections
Choose the 4 1o B sections you would prefer be used to organize your web slte:
0 Weloome
) Abuul Our Praclice
0O Doctor Biographies
00 Procedures/Services
0O General Infformation
0 Testimanials
3 Map/Directions
O Patient Contact Page
L Quicomes
0 Other Section(s)

!
, MO} f
/ ot
. 7255 ESTAPONA CIhCLE, SUIYE 202 | FERN PORK, FLORIRA 12730 [ pH: 407.890D.Y957 ] PAX: 407.830.991'5
,_ €2 |D: 031100946

wwAv,mejointeractive.com | www.locatzadoc.cam
Control No.:
Nk H ?I :?\IBE 09062101 !




Thia checklist is designad to holp you put togother all of the material we will need to
design and create your web site. The following is a list of llems that should be
Included In the materlals you are sending Us:

I
W

oo

O 0OC oo Jad

0o o=

Dootor D@* N‘g\!yﬁﬁ Practice: ...

aterials Checldist

Cameara raady copy of your logo
Photographs of doctors, office, staff, teatimonlal clients, etc. (Orlerinals will be

returned to you. Please write the doctor's name on the back of gach picture.)
General Information and history about your practice.

Doctor Biographies and/or Curriculum Vitae,

Information zhout the procedures and services your practice performs (video of
procedures can be added for an addiional fea),

Camera ready map to your office(s).

Writter directions an how to find your office from popular locations.

All exdsting marketing materials expressing your practice’s lock and feel.

Patient testimonials,

Dutcomes statlstics and graphs,

Questions and answars to commaonly asked guestions by palients,

Patient eduoation materials and graphics, Plense do not send any capyrighted

material.
Completed confracts and paperwork,
Emall address for web site links and online contact form,

{(NOTE: Please zend us all of the above Information via mall. Toxt materialz can ba sent in

Jigk format or by electronle malil.)

MO]Q,:@

YEHD BATAPCINA SIRCLE, SMITE 202 | PHRN W(»}RK, FLORIDA 32730 | PHAU7.830.59737 | PAX! 407.830.9917
www.moleintermotiveqom | wwwaloeoteadescom

&"-}- '
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6/6/00

BW:
I spoke with Lee Turner from Mojo today and he said that the only
expense we’ll run into is color or design change not necessarily the
following changes we determined in the meeting we had a few weeks ago. I
thought I’d list for you the changes I've marked down and I’ll fax those to
Turner so he might value the charges. Please edit and give me your additons

so that I might get them working on this ASAP,

o Change pictures on home page

e Change phone number to 1-800-9LASER-6

o One of the tag lines should read “Refractive Surgery liberates you from
you CL’s and or glasses

e Links should be bigger

e Must have a direct e~mail link back to NEA on every page “Contact us”

instead of Contact ‘

Put Home link label on each page

More about refractive surgery under procedures and services

More graphics

More pictures

Add videos of surgery??

Links to testimonials (while we’re at it we need to transcribe testimonials

from MDTYV video

» Include a call for video tape

® e & o % ¢

I'm sure there’s more but this is what I had written down. I’ll start this

process whenever I get your feedback,
Rich

Case | D: 031100946
ContrQI N9 09062101
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MOJO INTERACTIVE

HOST SERVICE AGREEMENT

Nevvas Eve Associates (“Client™,

7 Bala Plaza , Bala Cynwyd, Pa.

This Agreement {s made berween
having its principal place of business at
19004
Mojo Interactive Corporation (“MOJO™,
32730

, and
202, Fern Park, Florida

having its principal place of business at 7255 Estapona Clrcle, Suite

WHEREAS Client desires MOJO to serve as the Host Facility for Client's WebSite for public access to the WebSite and to
provide support for client’s WebSite on an as needed basis,

NOW, THEREFORE, in consideration of the mumal covenants and promises set forth herein, the parties agree as follows:

Al PREAMBLE

o,

(‘ } The primary purpose of MOJO is to provide Facilities and support for the maintenance of WebSites which can be accessed

¢ through the numerous computer netwarks commonly referred to collectively ag “The Internet.” It is Client’s intention to allow MOIO
users to maintain control over the contenss of their WebSites with minimal or no interference from MOJO,

Policies (AUP) contained herein, The AUP s intended to inform MOJQ's cllents of

relation to use of MOJO's server facilities and to inform clienis what actions MOJO

may take, with or without notice, in the event that MOJO becomes aware of inappropriate use of MOJO's service, This AUP will be
used to help MOJO system administrasors deal with complaints, and to determine when action should be taken. It is expeoted that all

, MOJO Clients will follow the policies ser forth hersin. These policies are drawn ffom applicable law and generally accepted
ﬁ standards of Interet conduct, and are intended ta ensure protection of MOJO's technical resources, obility to continue to provide high

quality serviee to its clients, and the protection of MOJO's reputation as a Host Facility,

MOJO’S BOST SERVICE, INCLUDING E-MAILL ACCESS IS PROVIDED

MOJO has developed Acceprable Use
what MOJO considers to be acceptabls conduct in

. SUBJECT TO THE FOLLOWING TERMS AND CONDITIONS
1. Definitions
As used in this Agreement, the following terms shall apply:
(a) “Domain Name” shall mean the address of a WebSite,
(b “E.Mail” shall mean the transmission of memos and messages

L
Lt

over a nerwork, including but not limited to the [nternet,

() “Host Facility" shall mean MOJO's own computer server ar any
computer server on which MOJO bhas the right to store information which can be
accessed through the Intemet,

{d) ~HyperTaxt Markup Language” (HTML) shall mean the standard
for encoding docurments for use and display on networks and the [nternet.

(&) *Hypertext or Hyperlink” shall meun a predefined linkage between
one file and another file, sither within n WebSite or berween WebSites.

) “[nternet” shail mean the large world-wide network made up ofa
aumber o smaller interconnected networks.

(2 IRC bot" is a program which rung and is connected to an IRC
server 24 hours a day, automatically performing certain actions,

" shall mean only minor changes in the text of the
elimination or particular pages or

Case ID: 031100946
Control No.: 09062101
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{h) “Maintenance Support
Client's WebSite. modification of E-mail forwarding services,



———

passages, and necessary repairs should the Web§ite malfunction. Support does not include the
creation of addidonal pages or other complex changes,

. (i) “Page” shall mean one 81/2 x 11 piece of paper or the amount of
( information contained therein using a font size of 12 point or larger.
)] “WebSite" shall mean a series of files, sharing a common subject

matter that cumulatively comprises HTML {mages, text, and other forms of information
suitable for viewing with one of the standard web browsers,

(k) “World Wide Web" shall mean the entire collection of WehSites
available for public access on the Intemnet,

% Compensation
MOJO will serve as the Host Facility for Client’s WebSite to Client for a period of __15 () mouths, for a fee of
5 0.00 . Payment for hosting required before any services will be started, Should Client intend to renew the

monthly

charge will b ___$45.00

3. Duties

MOJO agrees to provide maintenance support for Client's WebSite for the term of this agreement.

q4, Wiarranties/Disclaimers

Sevices provided by Mojo on an “as is” basis, No warranties, express or implied, are made with respect to MOJO Host
Service. You release MOJO from and MOJO shall have no lsbility or responsibility for any direct, indirect, incidental or
consequential damages suffered by you in connection with your vse of or inability to use or access the MOJO services including, but
not limited to, damages from loss of data resulting from delays. non-deliveries, mis-deliveries, or service interruptions, or dus to
inadvertent relense or disclosure of informarfon sven if the same is caused by MOJO's own negligence. Without limiting the
g, MOJO disclaims to the full extent permitied by applicable law any responsibility for (and under no

generality of the foregoing
circumstances shall be liable for) any conduct, content, goads and services available on or through the Intermet or MQJO.

4.1 UNDER NO CIRCUMSTANCES SHALL MOJO BE LIABLE FOR ANY
INCIDENTAL. INCONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES
ARISING QUT OF OR RELATED TO THIS AGREEMENT, EVEN [F MOJO WAS
INFORMED OF OR OTHERWISE AWARE OF THE POSSIBILITY THEREOF.

o,

4.2 MOJO warrants that the services it performs in maintaining its Host Facility
and Client's WebSite will be rendered in a competent, professional manner, MOJO does
not warrant and specifically disclaims any representarions that its Host Facility will meet
Cllent's requirements or that its maintenance of client’s WebSites will be ertor-free. )
EXCEPT AS EXPRESSLY SET FORTH [N THIS PARAGRAPH, MOJO DISCLAIMS -
ALL OTHER EXPRESSED WARRANTIES AND ALL WARRANTIES, DUTIES
AND OBLIGATIONS IMPLIED [N LAW. MOJO's limited warranty set forth herein is

3 in lieu of all liabilides or obligations of MQJO for damages arising out of or in

L conngction with its Host Facility.

4,3 MOJO is not obligated to verify the accuracy of any information contained on
a Client’s WebSite or verify that the informarion is any other way proper and acceptable,

provided however, that VIOJO reserves the right to!

(a) Modify or delete any information or graphics supplied by Client in order to
comply with current and furure technical limitations and business requirements of MOJO.

(b) Modify, delete or suspend dissemination or display of any information or
graphics supplied by Client if MOJO recsives any complaints about Client’s information
or advertising:

(n being false, deceptive, unfair or inaccurate;

() violating another's intellectual property right; or
3 containing  language  which

defames or libels another or another's

works,

Case |D: 03110094
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(c) Modify, delete or suspend dissemination or display of any information or
graphiica supplied by Client if MOJO has reason (o beliave such information violates any

local, state or federal laws.

(&) ‘SuSPcnd dissernination and display of the Client's Internet WebSite, if Client
has not made a payment as required by this Agreement, or if MOIO determines that the
information on the Clieny’s Intemnet page will damage the reputation of MOJO.

3. Security

ail account(s) and confidentiality of password(s), inciuding choosing

safe passwords and ensuring file protections are set correctly. MOQIO will suspend access or change access {0 Client's e-mail
account(s) immediately upon notification by Client that Client’s password has been lost, stolen ot otherwise compromised. MOIO is

not liable for any usage and/or charges prior to MOJO making the necessaty account alteratlon,

The Client is responsible for all use of the Client's &-m

6. Personal Files

MOJO is not responsible for any Cliem’s personal files residing on MOJO's Host Facility. The Client is responsible for
independent backup of the Client’s data that is stored on MOJO's Host Facility, MOJO reserves the right to delete any Client’s
personal files after one or both parties (erminate the service agresment between MOJO and the Client.

7. Noa-Transferability of Account

The dght to services provided by Mojo hereundo is not wransferable. Use of MOJO E-Mail accounts is expressly limited to
the individual or business whose name appenrs on the account.
8. Network Address Owuership
issued by MOJO are the property of MOJO and are considered to be on loan (o its

n, such addresses will revert to MOJO, IF n Client of MOJO
@ Client will retain ownership of

Any nerwork address assignments
clients. [n the event service with MOJO is discontinued or any reaso
participates in a servics of MOJO which provides for a unique Domain Name System (DNS) entry, th
the assigned Domain Name, but not the 1P address to which it was assigned by MOJQ,

9. Acceptable Use Policies

9.1 Compliance with all Laws

Client agrees to use the service in a manner consistent with any and all applicable laws and regulations of the United States

of America, the State of Florida, and the Client's Jocatity. Reproduction or transmission of any material in violation of any local,
state, U.S., or imemational law or regulation is prohibited. The Client agrees that any material to be reproduced or transmitted on
MOJO's Host Facility through Clignt's e-mail account(s) or WebSite does not violate or infringe any copyright, traclemnark, patent,
starutory common law or proprietary rights of others, or conin obscene, libelous or threatening materinl, The Client shall defend,
indemnify and hold harmless MOJO from and against any claims, liabilides and expenses, including attorney fees, resulting from any
Client's use of the MOJO service or a Client’s account int an unlawful manner or otherwise in violation of or contrary to'the Cllent’s
Agreement with MOJO or MOQJQ's Accepuble Use Policies, At MOJO's discrerion, MOJO may revoke a Client's access to MOJO

services or c-mail nocounts for inappropriate usage.

(a) Client represents and warans © MOJO that client owns or
otherwise has the right to display and disseminate the information and content provided
on the Client's Internet page, and that such information and content does not Infringe on
the intellectual property rights of any third pany. Client represents and warrants that it
has obined, and currently has, any end alf grans of rights from third parties which may
be required ta display text, graphics or other materials in the Information contained on

Client’s Intemet page.

9.2 Unacceptable Conduct

v

The following types of conduct are grounds for immediate suspension of service pending investigation by MOJO and may

result in termination of this agreement by Mojo.
(a) Sending unsolicited mass Electronic Mailings from the

MOIO Host Facility (i.e,, to more than 25 users) which provoke
complaints from the recipients,

(b) Engaging in unsoli'citgd mass Elecironic Mailings from
a provider other than MOJO and using an account on MOJO as a
mail drop for responses, or to draw atention to a Web Site housed

within MOQJO's facility.
i et Case ID: 031100946
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(c) Continued harassment of other individuals on the
Intemet after being asked to stop by those individuals and/or by

MOJO.

(d) Sending large volumes of unsolicited E-Mail to
individuals or to individual business accounts,

(e) Impersonating another user or otherwise falsifying
onw's user mame in E-Mail, (This does not preclude the use of
nicknames in [RC or the use of anonymous remailer services.)

€3] Atternpts, whether successful or not, to gain access to
any other system or users’ private data without express consent of
the user.

(@ . Use of IRC bots or clonebots on MOJO, whether on

IRC servers controlled by MOJOQ or by other parties.

) Atempts to interfere with the regular workings of
MOJO's systems or network connections or which adversely affect
the ability of other people or systems to use MOJO services or the
Internet, including, but not limited to:

0 any unawthorized attempts by &
user to gain root access or access to amy account not
belonging to that user on this or any other MOIJO

system,
(2) any use of this or any other
MOJO system as a staging ground to disable other
Systems,
M Any actvity which violaes any local, stre or federal laws or
STAIITES,
9.3 Excess Utillzation of System or Network Resources

¢ify limits on bandwidth. CPU and disk utilization for certain types of
Clients, and use up to these limits is included in the price for that type of Client, In the event MOJO determines that a Client is
exceeding the bandwidth, CPU and/or disk utilization limits, the Client will be notified by E-Mail, [f excessive bandwidth, CPU or
disk space utilization is determined by MOQJO 10 adversely affect MOJOQ's ability to provide service for all clients, immediate action
may be taken to sileviate the problem, In such event, the Client will be notified by E-Mail as soon as practicable.

MOJO account descriptions in some cases may spe

9.4 Compliance with Rules of Other Networks

Any access to other networks connected (0 MOJO's Host Facility must somply with the rules for that pther network as well

as with MOJO's rules,

9.5 Yonitoring/Privacy

MOJO reserves the right to monitor any and all communications through or with MQJO facilities, Client agress that
MOJO is not considered a sectire communicarions medium for the purposes of the Elecuonic Communications Privacy Act, and that
no expectation of privacy is afforded, It may become necessary for MOJO employees to examine system sccounting logs and other
recards to determine if privacy violations or other network unfriendly etivities have oceurred, MOJO also reserves the right to access
a Client's mailbox or other files stored on MOJO systems o resolve system problems or mail system errors.

9.6 Cooperation with Authorites

d other authorities in investigating claims of illegal

MOJO reserves the right to cooperae fully with law enforcement an
d marerial, postings or e-mail containing threats of

activity including, but not limited to, illegal mansfer or availability of copyrighte
violence or other illegal activity.

9.7 Confid entiality of Personal Subscriber Information

MOJO will not release a client's subscriber infarmation, nor a Client's biiling information, to any third party except upon
presentation of a valid court order of a government or entity within our jurisdiction. Client agrees thar MOJO's judgment as 10 the

validity of any court order of subpoena shall be considered proper and final.

9.8 MOJO's Right to Suspend or Cancel Account Case |D: 031100946
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o 1 Client at any time and without notice, for any reason, including,
d by sole judgment of MOJO that the Client may be performing
r users of the Internet.

MOJO reserves the right to suspend or cancel service ¢
but not limited to, refusal or failure to pay for services provide
activities harmful to MOJO or its Cllents, employees, vendars, business relationships or any othe

9.9 Right to Damages

MOJO reserves the right to collect damages (software, hardware and man nours) if ony harm is done to MOJO by Client

which requires repair or reconfiguration of any kind.
9.10 Other Remedies/Non-Walver

Nothing contained in these policies shall be construed to limit astion MOJO may take or remedies available to MOJO in
any way with respect to any of tlie described conduct, MOJO reserves the right to take any additional actions MOJO may consider
appropriate with respect to such conduct, including without limitation taking action to recover the costs and expenses of identifying
offenders and removing them from the MOJO Host Faeility. In addition, MOJO reserves at all times all rights and remedies available
to MOJO with respect to snch conduct at law or in equity, Non-enforcement of any policy or rule herein does not constitute consent

or waiver, and MOJO reserves the right to enforce such policy or rule at its sole discretion,
9.11 MOJO's Right to Change Service

MOJO reserves the right to change without notice the MOIO service, including, but not limited to, access procedures,
hours of operation, menu structures, sommands, documentation, vendors and services offered,

9.12 ¥10JO!s Right fo Modlfy lts Acceptable Use Policies

MOJO may modify its Acceptable Use Policies upon notice via E-mail to Client, Client's use of MOJO services after such

notice shall constituta Client's acceptance of the modifications to these policies.
92.13 Indemnifications

Client agrees to defend, indemnify and hold hanmless MOJO and its owners, officers, shareholders, directors, employees,
affiliates and subsidiaries from and against any and all claims, demands, liabilities, proceedings, damages, injuries, losses, costs and
expenses (including, without limitation, reasonable arrorneys’ fees) arising out of or refated to:

(a) Any acts or omissions by Client undertaken in connection with the
Client's Web Site page. including, without limitation, those arising out of or related to

any branch of:

(H any Client warranties, representations, or covenants
hereunder;

(2) inaccuracy of any information, including false
advertising claims and unfair competition claims;

3 Claims and investigations made by any local, state or
federal agency arising out of information contained on the Client's Internet

page.
(L)) Violations of any third-party intellectual property rights, or any

claim of infringement, misappropriation or violation of a right of third party (including,
without limitation, a trade secret claim, defamation or fibel claim, or an obscenity claim).

10. Miscellaneous Provisions
10.1 Prevention of Performance,

The parties shall nor be lisble for any delay or failure of performance of this
Agreement it such failure is caused by acts of Cod, war, Governmental decres, power
failure, judgment or order, strike, communications (ailure, equipment or sofiware
malfunction, or other circums tances, whether o not similar to the foregoing, which are
beyond the reasonable contral of such party,

10.2 Entire Agreement.
This instrument embodies the whole agreement between the contracting parties. The

agreement supersedes and nullifies all prior understandings, promises, and undertakings,
if any, made orally or in writing by oron behalf of the parties with respeot to the subjeoct

matter hereaf, and may not be modified, altered or terminated except in a writing signed )
Case ID: 031100946
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103 Severability.

The pravisions of this Agreement are severable. [£any provision is determined by a court
of competent jurisdiction or a governmental ‘regulatory entity to be invalid or
unenforceable, in whols or in part, thar provision shall be construed or Jimited in such a
way as lo make it enforceable, consistent with the manifest intentions of the parties. If
such 2 construction or limitarion is not possible, the unenforceable provision will be
stricken, and the remaining provisions of this Agreement will remain valid and

enforceabls,
10.4 Joint Venture.

Nothing contained herein shall be construed to place the parities in the relationship of
partniers or joint venturers nor constitute any party the agent of any other party, and
neither party shall have the power w obligate or bind the other party in any manner

whatsoever.

10.5 Waiver.

Failure by either party to insist upon the strictest performance or observance of any
provision of this Agreement or to exercise any right or remedy arising out of this
Agreement shall not be construed as a waiver of any right or remedy with respect to any
existing or subsequent breach or default

10.6 Notices,

Any and all written notices, communications, or payments shall be made to the respective
parties at their addresses indicazed in the frst paragraph of this Agreement or at such
other address as a party may indicate in a written notice to the other party to this

Agreement,

10.7 Governing Law,

This Agreement shall be governed by the intemal laws of the State of Florida and the
parties hereto agree that the courts in the State of Florida shall have exclusive jurisdiction
for any claims or disputes which may arise hereunder.

11, Litigation

whether suit be brought or not), the prevailing party
an amount equal to all costs and expenses
' fees at the trial level and in connection with

In thie event that enforcement of this Agre2ment becomes necessary(
shall be entitied to recover, in addition to all other remedies available at law,
incurred i connection with such enforcement, including reasonable attomey

all appellate proceedings.

In the evenc of any legal or equitable action erising under this Agreement, the parties agree that jurisdiction and venue of
such action shall ife exclusively within the stare courts of Florida located in Orange County, Florida, or the United States
District Court for the Middle Dismict of Florida, Orlando Division, and the parties specifically waive any other jurisdiction

and venue,

12. Assignment

Client may not assign this Agreement without the consent of Mojo.

13. Government Requircments

Each party hereto shall comply with all staruces, ordinances and government regulations in the conduct of its business.

IN WITNESS WHEREOF, Client and MOJO have duly executed this Contract as of the day and year executed below,

MOIO Interactive Nevvas v Acfociate
By: Bv: / y
Name: Name:// ( //% 5/7/ M i\//z_ 1/}’@5
Title: Tide; AT 2w
Date: Date:___ " f ffef 1r ¢
Gl Case ID: 031100946
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g5, or payments shiall be mede to the respective pacies at their addresses

Any and all wiitten. natices, commupicatio
t such other address o8 & party oy indicate in a writlen notice to the other party

indicated in Ihe first pacagraph of this Ageement of 8
to this Agreement. .
20,  Goveruing Law.

be govermed by the internat laws of tue Staie of Florida and he parties herelo 4gres Hiat the courts in.

This & greement shall
s or disputes which may arise hereunder.

the State of Florda shall have exclusive jursdiction. far any claim
2L Litigation.

1 the event that enforeement of this Agreement becomes pecessary (whether svit be braught of not), the prevailing party
giall be entitled o recaver, in addifon fo all other remedies available at law, an,amount equal all costs and expenses incurred'in
cunnection with such enforoement, including ressonable attarney's fees at (e wal leved and in connection etk oll appellate

proceedings.

{n e event of any legal or equiluble action ariging under this Agreement, the partes agree that jurisdiction and.venus of

such action shall lie exclusively-within, the state courts of FloAda located in Orange County, Florida, or the Uniled Slales District

Court for the Middle Distriet of Flarida, Orlandb Division, and e parties specifically wnive any other jutisdictios. and venua.
22, Assignmenr .
Client muy not assig this Agreement witioul ths consent of Majo.

23, Government Requirements

Each party hereto shall comply with all stacues, ordinnances wod governmenl, regufations in the conduct of its businsss.

¥ WITRESS WHEREQF, Client snd Majo hinve duly executed this Contract as of the day and'year executed below.

cioms WEVHAS T ASCo A Ts s

By: By:

JUNPRR——

Majo Interactive

Name: Name:

Tide:

Date: .

Case ID; 031100946
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INTERACTIVE

May 6, 1999

Nevyas Eye Associates
Attn: Dr Richard Sterling
2 Bala Cynwyd Plaza
Bala Cynwyd, Pa. 19004

Dear Dr, Sterling:

Thank you for allowing us at Mojo Interactive the privilege to work with you in the redesign of
your website. I know that it will be a positive experience for both as we reintroduce Nevyas Eye Associates
to the World Wide Web.

You will find the Web Creation Agreement, Host Service Agreement, Website Payment page,
materials checklist and project profiler. Please review, complete, sign and return the signed agreements
along with the deposit ag soon as possible so that we can guarantee these prices for you, We anticipate price
increases toward the end of the month and I shall honor this quote to you. As we discussed, we can add
additional content above the allocated package pages at $60.00 per page. We will also be able to add videos
and listing of providers as we go. Please refer to my letter dated May 5, 1999 reflecting those prices. I do
not anticipate increases in these prices through the end of this year.

Again, thanks for choosing Mojo Interactive to work with you on this special project. Please call if

you have any questions, toll free at 1-87 7-665-6798 x-102.

Sincerely,

,,/

e

Blaine A. Roseberry
Director, Sales & Marketing
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INTERACTIVE

To: DR, RICHARD STERLING: Fax: 610-668-1509
From: BLAINE A, ROSEBERRY Date: 5-5-99

Re; WEB SITE REDESIGN Pages: (2

CC:

[0 Pleass Comment

[J Urgent Ué%aview

K]fﬁ'ease Reply [7 Please Recycle

Comments:

Dear Dr. Sterling: Please find faxed to you the proposal that we discussed yesterday regarding the redesign
of the www.nevyas.com web site. I covered all of the points you outlined and broke out the prices
according o options included with the “Advanced Cyber Package". Please call with any questions. I look
lorward to starting this important project for vou, My toll free number is [-877-665-6798 x-102.  will

await your call,

Sincerely,

~7

Blaine A. Roséberry
Director, Sales & Marketing

/s
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TERW PARK, FLORIDA 32730 PH: 407.030,0967 FAX: 407.830.9017 |

7255 ESTAPONA CIRGLE, SUITE 202

Web Site Design Payment Tnformation

)
&/‘?’.V"}'ﬁj SUE ASS 0 1 ATES

Doctor:

y Form of Payment (circle one): CHECK  VISA MC DISC

>< Card Number:

Expiration Date: { 0
2995 22 pEFos T2 $1,497 =
, .

‘/]/U"r {\ L Amount.-"ﬁs -

Signature;

Date:

2 RBaLA CYNwWY)

City, State, Zip: BALA dcfﬂjwc/ 4. JTo0y
Li0- 6672777 |

Lto — GbE- /505

Address:

Phone:

Fax:

Case ID: 031100946
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Materials Checklist

This checklist is designed to help you put together all of the material we will need to
design and create your web site. The following is a list of items that should be
included in the materials you are sending us:

Doctor: MEV F4 S Practice: A/‘Z VirRS SV E /4555’5 JATES

Camera ready copy of your logo.
Photographs of doctors, office, staff, testimonial clients, etc. (Originals will be

returned to you. Please write the doctor's name on the baclk of each picture.)
General information and history about your practice.

Doctor Biographies and/or Curriculum Vitae.
Information about the procedures and services your practice performs (video of

procedures can be added for an additional fee).

Camera ready map to your office(s).

Written directions on how to find your office from popular locations.

All existing marketing materials expressing your practice’s look and feel.

Patient testimonials.

Outcomes statistics and graphs.
Questions and answers to commonly asked questions by patients.
Patient education materials and graphics. Please do not send any copyrighted -

material.
Completed contracts and paperwork.
Email address for web site links and online contact form.

(NOTE: Please send us all of the above information via mail. Text materials can be sent in

disk format or by electronic mail.)

+
et
+_’+ +
MOJC)
’u,ur(‘

7255 ESTAPONA CIRCLE, SUITE 202 | FERN PARK, FLORIDA 32730 | PH:407.830.9957 | FAX: 407.830.9917

www.molointeracive.com | www.locoteadoc.com

Case ID: 031100946
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Project Profiler

o Interactive a general idea of the look, feel, and layout you

The Project Profiler will give Moj
would like to have on your web site. This will aid us in the design of the site. Please check all the

boxes that apply.

Site Feel
0 | would like a mainly informative site.
1 1 would like a site that reinforces my practice's marketing/branding image.

7 | would like a site that is a balance of the above two options.

Site Look
O3 | have a specific or general idea of how I'd like the site to look. Please see

my description below:

1 | would like the site to look similar to my company's marketing materials (I have sent or
will send you a copy of my company's marketing materials as a guide).

1 | am leaving it up to Mojo Interactive to develop the look of the site. ,

3 | would like my company colors to be the main colors on the site. These color(s) are:

Site Sections
Choose the 4 to 6 sections you would prefer be used to organize your web'site.

0 Welcome

e 0 About Our Practice

[ Doctor Biographies
(1 Procedures/Services
O General Information
O Testimonials

O Map/Directions

[0 Patient Contact Page
O Qutcomes

0 Other Section(s)

i

.
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MOJO INTERACTIVE
WEBSITE CREATION AGREEMENT

’ This Agreement is made berween ___Nevvas Eve Associates _(“Client™), having its principal place of business
o 2 Bala Cynwyd Plaza Bala Cynwvd, Pa. 19004, and Mojo Interactive Corporation (“Mojo”), having its
principal plnce of business at 7235 Estapona Cirlee, Suite 202, Fern Park, Florida 32730.

WHEREAS Client desires Mojo to create and develop a WebSite sujtable for access on the Internet.

NOW, THEREFORE, in consideration of the murnal covenants and promiges set forth herein, the parties agree os follows;

1. ~ Definitions
- As used in this Agreement, the following terms shall apply:

(A 4 (a) “Confidential [nformation” shall mean any information relating to

) or disclosed int the course of the Agreement, which is marked 23 “confidential” or
“proprietary” by the disclosing party, Confidental information shail not inelude any
information which is or becomes generaily available to the public without breach of this
Agyeement; is in the possession of 4 party prior (0 its disclosure by the other party; o
wecomes available from a third party not in breach of any obligations of confidentiality to
the disclosing party.

(' (b) “Domain Name" shall mean the address of 2 WebSite.
. . {c) “E.Mail" shall mean the ransmission of memos and messages
over a network. including but not limited to the Internet.

(d) “Host Facility” shall mean Mojo's own computer server or any
computer server on which Mojo has the right to store information which can be accessed
through the [nternet.

(e) “HyperText Markup Language” (HTML) shall mean the standard ’
for encoding documents for use and display on nerworks and the [nternet,

(ﬁ 0 “Hypertext or Hyperlink” shall mean a predetined linkage between
Yoo one file and another file, cither within 2 WebSite or between WebSites,
) “Interner” shall mean the large world-wide network made up of a

number of smaller interconnected networks,

(h “Page” shall mean one §1/2 X 11 piece of paper or the
amount of information contained therein using a font size of 12 point or larger

(i “WebSite” shall mean a serjes of files,
sharing a common subject marter that cumulatively comprises
HTML images. text, and other forms of information suitable for
viewing with one of the standard web browsers,

@y “World Wide Web" shall mean the entire collection of WebSites
available for public access on the Internet,

2 Compensation and Terms

jan

{ ' Mojo shall perform the work shawn in Exhibit A, according to the timetable shown in Exhibit B,

Case ID: 031100946
Control No.: 09062101
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The fee for the work shown in Exhibit A is$2,995.00. Fifty percent (50%) of the fee ($1,497.30) is due upon signing
the contract. Tweaty-five percent (25%) of the fee (5748.75) is due upon signing Exhibit C. The remainder ($748.75) is due
within 30 days of completion of the work shown in Exhibit A.

In the event that travel to Cllent’s place of busimess is necessary, Client shall reimburse Mojo for rezsonable business and
travel expenses upon submission of expense reports with back-up documentation,
If Moajo brings a legal action to collect any sums due under thls Contract, it shall be entitled to collect, in addition to all

dumages, its costs of collection, including reasonable amomeys’ fees.

This Contract shall remain in effect until all abligations under this Contract have been completed, and the Final Acceptance
Certificate (Exhibit D) has been signed by Client.

3. Warranties
Each party represents and warrants to the other that it has the power and authority to enter into and perform this ContractT,

4. Independent Contractor

Maojo acknowledges that the services rendered under this Contract shall be solely as an independent contractor, Mojo shall
not enter into any contract or commitment on behaif of Client without Client's written cansent, Mojo further acknowledges that it is
not considered an affiliate or subsidiary of Client, and is not entitled to any Client employment rights or benefits. It is expressly

understood that this undertaking is not a joint venture,

5. Grant

opyright of the WebSite. Mojo grants the Client license to vse the WebSite, to reproduce it for
derivagve works for its own use, regardiess of wherher the WebSite is maintained by vojo or by
ng graphics, prospectuses and advertising copy, that it provides to

Mojo shail own the ¢

Client’s own use, and to prepare
another party, Client shall own the copyright of all marerials, inetudi

Mojo for inclusion in the WebSite.

6. Oviginal ¥aterial

Client shall supply to Mojo material for inclusion in its WebSite, including prospectuses, graphics and advertising copy.
d or controlled by Client and which ara specified by Client for inclusion in

All photographs, trademarks, images or other works owne
the WebSite shell be provided by Client in clear and camera-ready form necessary for digital translatfon or in other format agreed

upon by the parties.

7. Compliance

Client assumes all responsibility for complying with local, state and federal securities regulations and laws. Mojo shall not
make public any portion of the WebSite without first obraining Client's express written approval. Client shall convey its written
approval with the form in Exhibit C.

8. Aclnowledgment

Mojo may include at the bortom of Client’s 'WebSite a notice that it is the creator and maintainer of the WebSite. a
copyright notice, and a hypertext link to the WebSite of Mojo.

9 Termination aod Cancellation

(a) This Agresment may be terminated upon the occurrence of one or
more of the following events, and the terminating party shall not be liable to the other
party solely for the rightful exersise of such right:

M By cither party if the other party seeks
protection under the bankruptey laws (other than as a creditor) or any
assignment is made for the benefit of creditors or if a trustee is appointed for
all or any portion of such party's assets; or

(2 By either party if the other party is in default
of any material provision of this Agreement and such default is not cured
within 15 days after receipt of written notice (as provided in Paragraph (9)
thereof by such other party.

(b) This Agreement may be terminared by Client for Client's

convenience upon 13 days’ prior writlen notice to Mojo (as provided in Paragraph 19); )
provided, however, that Client pay to Mojo, pro rata, for work completed. Thereaier, Case |D: 031100946
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Client shail obrain all rights tw the partially completed WebSite as provided in Paragraph

/ 5.
1\

10, Indemnity

Client shall indemnify Mojo against and hold Mojo harmless from any and all claims, actions, suits, proceedings, costs,
expenses, damages and liabilities, including attorneys’ fees, claimed by any person, organjzation, association, or otherwise arising out.
of, or relating to, the WebSite or its creation, use, possession, operation and/or condition.

11, Taxes

Client shall be responsible for the psyment of all local, excise, sales, use, property and other taxes or charges levied with
respect to this contract, :

12, Enhancements

Client may exercise the option, at any time, to add to this Contract any of the other services offered by Mojo at the then
market price for those services.

13. Confidential Information

Each party acknowledges that ic may receive Confidential Information of the other party relating to its technical,
marketing, product and/or business affairs. All confidendal information of the other party shall be held in strict confidence and shalt

1ot be disclosed or used without the express written consent of the other party, except 4s may be required by law. Bach party shall use
< y reasonable measures and ressanable efforts to provide protection for Confidential Information.

Each party hereby acknowledges that unanthorized disclosure of confidentiat information could cause irreparablo harm and
significant injury to the disclosing party that make be difficult o ascerain, Accordingly, each party agrees that the disclosing party
will have the right 1o seek and obtain immediate injunctive retief 1o enforce obligations under this Agreement, in addition to any other
rights and remedies each party may have,

14, Assignment

'(\ The services to be rendered hersunder shall be performed by Mojo, but such services may be subcontracted or otherwise

performed by third parties on behalf of Majo without prior written permission of Client.

L

15. Prevention of Performance.

The parties shall not be liable for any delay or fajlure of performance of this Agrecment if such failure is caused by acts of
God, war, Governmental decree, power failure, judgment or order, strike, communications failure, equipment or software malfunction,
or other circumstarices, whether or not similar to the foregoing, which are beyond the reasonable contral of such party.

16. Entire Agreement,

This instrument embodies the whole agreement between the contracting parties, The agreement supersedes.and nullifies all
prior understandings, promises, and undertakings. i any, made orally or in writing by or on behalf of the parties with respect to the
subject matter hereof, and may not be madified. altered or terminazed axcept in a writing signed and dated by the parties.

m—

17. Severability,

The provisions of this Agreement are severable. If any provision is determined by a court of competent jurisdiction or &
govemnmental regulatory entity to be invalid or unenforczable, in whole or in part, that provision shall be construed or limited in such a
way as to make it enforceable, consistent with the manifest intentions of the pearties. If such a construction or limitation is not
possible, the unenforceable provision will be stricken. and the remaining provisions of this Agreement will remain valid and

enforceable, -

18, Whaiver

(o insist upon the swictest performance or observance of any provision of this Agreement or to

Failure by either party
ng out of this Agreament shall not be construed as o waiver of any right or remedy with respect 1

exercise aty right or remedy arisi
any existing or subsequent breach or default.

{
\ o, Notiees Case ID: 031100946
Control No.: 09062101



communications, or payments shall be mada to the respeative parties at their addresses

Any and all written notices,
h other address as a party may indicate in « written notice to the other party

indicated in the first paragraph of this Agreement or at suc
to this Agreement,

20. Governing ‘L',aw.

This Agreement shall be governed by the internal laws of the State of Florida and the purties hereto agree that the courts in
the State of Florida shail lave exclusive jurisdiction for any claims or disputes which may arise hereunder,

21 Litigation

I the event that cnforcement of this Agreement becomies necessary (whether suit be brought or not), the provailing party
shall be entitled to recover, i addition to all other remedies available at law, an amount equal to all costs and expenges incurred in
connection with such enforcement, including reasonable attorney’s fees at the trial level and in connection with all appeliate

proceedings,

In the event of any legal or equitablo action arising under this Agreement, the parties agree that jurisdiction and venue of
such action shall lie exclusively within the state courts of Florida located in Orange County, Florida, or the United States District
Court for the Middle District of Florida, Orlando Division, and the parties specifically waive any other jurisdiction and venue.

22, Assignment
Client may not assign this Agreement without the consent of Mojo.

23, Govemment Requirements

Each party hereto shall comply with all statues, ordinances and government regulations in the.conduct of its business.
IN WITNESS WHEREOF, Client and Mojo have duly executed this Conract as of the day and year executed belaw,

Client: _ Nemvas Eve Associates

Mojo Interactive

By: By

Name: Name:

Title: Tite:

Date: Date: é(//@c//: 7 bl

Case ID: 031100946
Control No.: 09062101




FILED
09 JUL 2009 10:11 am

Civil Administration
Whois query

http ./fwww.quackwatch.org/00AboutQuackwatch/chd.html
Donations of $1 to $50 to help support Quackwatch can be made through
http://s1.amazon.com/exec/varzea/pay/T1 X6GUTTCLU3T4
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§56.102

of which are intended to be [ater submitted to, or held for
inspection by, the Food and Drug Administration as part
of an application for a research or marketing permit. The
term does not include experiments that must meet the pro-
visions of Part 58, regarding nonclinical laboratory stud-
ies, The terms “tesearch,” “clinical research,” “clinical study,”
“study,” and “clinical investigation™ are deemed to be
synanymous for purposes of this part.

(d) "Emergency use’ means the use of a test article ona
human subject in a life-threatening situation in which no
standard acceptable treatment is available, and in which
there is not sufficient time to obtain IRB approval.

(e) "Human subject’” means an individual who is or be-
cones a participant in research, either as a recipient of the
test article oras a control. A subject may be either a healthy

individual or a patient. A
(£) "Institution’ means any public or private entity or agency

* (including Federal, State, and other agencies), The term

“facility’” as used in section 520(g) of the act is deemed to
be synonymous with the term “institution” for purposes
of this part, )

(2) "Institutional Review Board (IRB)” means any board,
committee, or other group formally designated by an in-
stitution to review, to approve the initiation of, and to conduct
periodic review of, biomedical research involving human
subjects. The primary purpose of such review is to assure
the protection of the rights and welfare of the human sub-
Jjects. The term has the same meaning as the phrase “in-
stitutional review committee” as used in section 520(g) of
the act. -

(h) “Investigator’” means an individual who acmaally conducts
a clinical investigation (i.e., under whose immediate di-
rection the test article is administered or dispensed to, or
used involving, a subject) or, in the event of an investiga-
tion conducted by a team of individuals, is the responsible
Ieader of that team.,

(i) “Minimal risk” means that the risks of harm antici-
pated in the proposed research are not greater, consider-

ing probability and magnitnde, than those ordinarly en-

countered in daily life or during the performance of routine
physical or psychological examinations or tests,

(j) "Sponsor” means a person or other entity that initiates
a clinival investigation, but that does not actually conduct
the investigation, i.e,, the test article is administered or
dispensed to, or used involving, a subject under the im-

than an individual (e.g., a corporation or agency) thal uses
one or more of its own employees to conduct an investi-
gation that it has initiated is considered to be a sponsor (not
a sponsor-investigator), and the employees are considered
to be investigators. :

(k) "Sponsor-investigator” means an individual who both
initiates and actually conducts, alone or with others, a clinical
investigation, i.e., under whose immediate direction the tast
article is administered or dispensed to, or used involving,
a subject. The term does not include any person other than
anindividual e o.. it does not include 8 carnomtion araeeney

Appendix It

The obligations of a spansor-investigator under thixy part
include both those of a sponsor and those of an investiga-
tor.

(1) "Test article™ means any drug for human use, biological
product for human use, medical device for human use, human
food additive, color additive, electronic product, or any other
article subject to regulation under the act or under sactions
351 or 354-360F of the Public Health Service Act.

§56.103 Circumstances in which IRB review is
required,

(a) Exceptas provided in §§ 56,104 and 56,105, any clinical
investigation which must meet the requirements for prior
submission (as required in Parts 312, §12, and 813) to the
Food and Drug Administration shail not be initiated un-
less that investigation has been reviewed and approved by,
and remains subject to continuing review by, an IRB meeting
the requirements of this part.

{b) Except as provided in § §56,104 and 56.105, the Food
and Drug Administration may decide not to consider in

“support of an application for a research or marketing per-

mit any datn or information that has been derived from a
clinical investigation that has not been approved by, and
that was not subject to initial and continuing review by,
an IRB meeting the requirements of this part. The deter-
mination that a clinical investigation may not be comsid-
ered in support of an application for a research or market-
ing permit does not, however, relieve the applicant for such
a permit of any obligation under any other applicable regu-
lations to submit the results of the investigation to the Food
and Drug Administration, "

(¢} Compliance with these regulations will in no way render
inapplicable pertinent Federal, State, or local laws or regu-

lations,

§56.104 Exemptions from IRB requirement,

The following categories of clinical investigations are
exempt from the requirements of this part for IRB review:

(a) Any investigation which commenced before July 27,
1981 and was subject to requirements for IRB review un-
der FDA regulations before that date, provided that the
investigation remains subject to review of an IRB which
meets the FDA requirements in effect before July 27, 1981,

(b) Any investigation commenced before July 27, 1981
and'was not otherwise subject to requirements for IRB review
under Food and Drug Administration regulations before
that date.

{c} Emergency use of a test article, provided that such
emergency use is reported to the IRB within 5 working days.
Any subsequent use of the test article at the institution is
subject to IRB review.

§56.105 Waiver of IRB requirement.

On the application of a sponsor or sponsor{@geseiddrr,031.100946€

the Food and Drug Administration may waive any of the

requirements contained in these regulatioGQﬁHI[ﬁdnE\lﬁb: 09062101
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" Appendix I

or for classes of research activities, otherwise covered by
these regulations.

Subpart B — Organization and Personne}

§56.107 "IRB membership.
(a) Bach IRB shall have at Jeast five members, with varying

backgrounds to promote complete and adequate review of
resenrch activities commonly conducted by the institution,
The IRB shall be sufficiently.qualified through the expe-
rience and expertise of its members, and the diversity of
the members' backgrounds including consideration of the
racial and cultural backgrounds of members and sensitiv-
ity to such issues as community attitudes, to promote re-
spect for its advice and counsel in safeguarding the rights
and welfare of human subjects. In addition to possessing
the professional competence necessary to review specific
research activities, the IRB shall be able to ascertain the
acceptability of proposed research in terms of institutional
commitments and regulations, applicable law, and standasds
of professional conduct and practice, The IRB shall therefore
include persons knowledgeable in these areas, If an IRB
regularly reviews research that involves a vulnerable cat-
egory of subjects, including but not limited to subjects covered
by other parts of this chapter, the IRB should include one
oc more individuals who are primarily concerned with the
welfare of these subjects.

(b) No IRB may consist entirely of men, or entirely of
women, or entirely of members of ane profession,

(c) Each IRB shall include at least one member whose
primary concerns are ia nonscientific areas; for example:
lawyers, ethicists, members of the clergy. )

(d) Each IRB shall jnclude at {east one member who is
not otherwise affiliated with the institution and who'is not
part of the immediate family of a person who is affiliated
with the institution. '

(e) No IRB may have a member participate in the IRB's
initial or continuing review of any projectin which the member
has a conflicting interest, except to provide information
requested by the IRB.

() An IRB may, in its discretion, invite individuals with
competence in special areas o assist in the review of com-
plex issues which require expertise beyond or in addition
to that available on the IRB. These individuals may not vote

with the IRB.

§56.108 IRB functions and operations.

[n order to fulfill the requirements of these regulations,
each IRB shall:

(a) Follow written procedures (1) for conducting its ini-
tial and continuing review of research and for reporting
its findings and actions to the investigator and the institu~
tion, (2) for determining which projects requirereview more
often than annually and which projects need verification

§56.109

fromt sources other than the investigators that no material
changes have occurred since previous IRB review, (3) for
insuring prompt reporting to the IRB of changes in a re-
search activity, (4) for insuring that changes in approved
research, during the period for which IRB approval has already
been given, may not be initiated without IRB review and
approval except where necessary to eliminate apparent im-
mediate hazards to the human subjects; and (5) for insur-
ing prompt reporting to the IRB of unanticipated problems
involving risks to subjects or others, _

(b) Except when an expedited review procedure is used
(see §56.110), review proposed research at convened meetings
at which a majority of the members of the IRB are present,
including at least one member whose primary concemns are
in nonscientific areas, In order for the research to be ap-
proved, it shall receive the approval of a majority of those
members present at the meeting.

(c) Be responsible for reporting to the appropriate insti-
tutional officials and the Food and Drug Administration
any serious or continuing noncompliance by investigators
with the requirements and determinations of the IRB.

§56.109 IRB review of research.

{(n) An IRB shall review and have authority to approve,
require modifications in (to secure approval), or disapprove
all research activities covered by these regulations.

(b) An IRB shall require that information given to subjects
as part of informed consent is in accordance with §50.25.
The IRB may require that information, in addition to that
specifically mentioned in §50.25, be given to the subjects
when in the IRB's judgment the information would meaning-
fully add to the protection of the rights and welfare of subjects,

(c) An IRB shall require docu mentation of informed consent
in accordance with §50.27, except that the IRB may, for
some or all subjects, waive the requirement that the sub-
ject or the subject’s legally authorized representative sign
2 written consent form ifit finds that the research presents
to more than minimal risk of hanm to subjects and involyes
no procedures for which written consent is normally re-
quired outside the research context. In cases where the
documentation requirement is waived, the IRB may require
the investigator to provide subjects with a written state-

ment regarding the research.

. (d) An IRB shall notify investigators and the institution

in writing of its decision toapprove or disapprove the proposed
research activity, or of modifications required to secure IRB
approval of the research activity, If the IRB decides to
disapprove a research activity, it shall include in its writ-
ten notification a statement of the reasons for its decision
and give the investigator an opportunity to respond in person
or in writing.

() An IRB shall conduct continuing review of research
covered by these regulations at intervals appropriate to the
degree of risk, but not less than once per year, and shall

have authority to observe or have a third pdopedskle 881100946
consent process and the research. .
Control No.: 09062101
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§56.110

§56,110 Expedited review pracedures for certain
linds of research involving no more than
minimal risk, and for minor changes in

. approved researcl.

(2) The Food and Drug Administration has established,
and published in the FEDERAL REGISTER, 4 list of cat-
egories of research that may be reviewed by the IRB through
an ex pedited review procedure. The list will be amended,
as appropriate, through perodic republication in the FED-
FRAL REGISTER.

(b) An IRB may review some or all of the research ap-
pearing on the list through an expedited review procedure,
if the research involves no more than minimal risk. The
TRB rmay also use the expedited review procedure to re-
view minor changes in previously approved research dur-
ing the period for which approval is authorized. Under an
expedited review procedure, the review may be carried out
by the IRB chairperson or by one or more experienced
reviewers designated by the chairperson from among members
of the IRB. In reviewing the research, the reviewers may
exercise all of the authoritles of the IRB except that the
reviewers may not disapprove the research. A research activity
may be disapproved only after review in accordance with
the non-expedited procedure set forth in §56.108(b).

(c) Each IRB which uses an expedited review procedure
shall adopt a methad for keeping all members advised of
research proposals which have been approved under the

procedure,
(d) The Food and Drug Administration may restrict, suspend,

or terminate an institution's or IRB's use of the ex adited
P .

review procedure when necessary to protect the rights or
welfare of subjects.

§56,111 Criteria for IRB approval of research.

(a) In order to approve research covered by these regu-
lations the IRB shall determine that all of the following
requirements are satisfied: 7

(1) Risks to subjects are minimized: (i) by using proce-
dures which are consistent with sound research design and
which do not unnecessarily expose subjects to risk, and (ii)
whenever appropriate, by using procedures already being
performed on the subjects for diagnostic or treatment purposes.

(2) Risks to subjects are reasonable in relation to antici-
pated benefits, if any, to subjects, and the importance of
the knowledge that may be expected to result. In evaluat-
ing risks and benefits, the IRB should consider only those
risks and benefits that may result from the research (as
distinguished from risks and benefits of therapies that subjects
would receive even if not participating in the research).
The IRB should not consider possible long-range effects
of applying knowledge gained in the research (for example,
the possible effects of the research on public policy) as among
those research rsks that fall within the purview of its re-
sponsibility,

(3) Selection of subjects is equitable. In making this as-
sessment, the IRB should take into account the purposes

Appendix I

of the research and the setting in which the research will
be conducted.

(4) Informed consent will be sought from each prospec-
tive subject ot the subject’s legally authorized represen-
tative, in accordance with and to the extent required by Part
50. '

(5) Informed consent will be appropriately documented,
in accordance with and to the extent required by §50.27.

(6) Where appropriate, the research plan makes adequate
provision for monitoring the data collected to ensure the
safety of subjects,

(7) Where appropriate, there are adequate provisions to
protect the privacy of subjects and to maintain the confi-
dentiality of data,

(b) Where some or all of the subjects are likely to be
yulnerable to coercion or undue influence, such as persons
with acute or severe physical or mental illness, or persons
who are economically or educationally disadvantaged,
appropriate additional safeguards have been included in
the study to protect the rights and welfare of these sub-

jects.

§56.112 Review by institution,

Research covered by these regulations that has been ap-
proved by an IRB may be subject to further appropriate
review and approval or disapproval by officials of the in-
stitution. However, those officials may not approve the
research if it has not been approved by an IRB. -

§ 56,113 Suspension ar termination of IRB approval
of research.

An IRB shall have authority to suspend or terminate approval
of research that is not being conducted in accordance with
the IRB’s requirements or that has been associated with
unexpected serious harm to subjects, Any suspension or
termination of approval shall include a statement of the reasons
for the IRB's action and shall be reported promptly to the
investigator, appropriate institutional officials, and the Food

and Drug Administration.

§56.114 Cooperative research. ,

In complying with these regulations, institutions involved
in multi-institutional studies may use joint review, reliance
upon the review of another qualified IRB, or similar ar-
rangements aimed at avoidance of duplication of effort.

Subpart D — Records and Reports

§56,115 IRB records, )
(a) An institution, or where appropriate an IRB, shall prepare
and maintain adequate documentation of JRB activities,
including the following:
(1) Copies of all research proposals reviewed, scientific
evaluations, if any, that accompany the proposals, approved

sample consent documents, progress reportse?gé\ltlef)byoglloogélﬁ
2 X

investigators, and reports of injuries to subjec
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(2) Minutes of IRB meetings which shall be in sufficient
detail to show attendance at the meetings; actions taken

by the IRB; the vote on these actions including the num.-

bar of members voting for, against, and abstaining; the basi s

for requiring changes in or disapproving research; and a
written summary of the discussion of contraoverted igsue s
and their resolution.

(3) Records of continuing review activities.

(4) Copies of all correspondence between the IRB and
the investigators.

(5) A list of IRB members identified by name; earned

presentative capacity; indications of experience

degrees; 1e
describe

such as board certifications, licenses, etc., sufficient to
each member's chief anticipated contributions to IRB de-
liberations; and any employment ot other relationship between
each member and the institution; for example; full-time
employee, part-time employee, a member of govemning panel
or board, stockholder, paid or unpaid consultant,

(6) Written procedures for the IRB as required by §56,108(2).

(7) Statements of significant new findings provided to
subjects, as required by §50.25.

(b) The records required by this regulation shall be retained
for at least 3 years after completion of the research, and the
records shall be nccessible for inspection and copying by
authorized representatives of the Food and Drug Adminis-
tration at reasonable times and in a reasonable manner.

(c) The Food and Drug Administration may refuse to
consider a ¢linical investigation in support of an applica-
rion for a research or marketing permit if the institution
or the IRB that reviewed the investigation refuses 10 al-
low an inspection under this section.

Subpart E — Administrative Actions for
Noncompliance

§56.120 Lesser administrative actions.

(a) If apparent noncompliance with these regulations in
the operation of an IRB is observed by an FDA Investiga-
tor during an inspection, the inspector will present an oral
or written summary of observations to an appropriate rep-
resentative of the IRB, The Food and Drug Administra-
tion may subsequently send a letter describing the noncomi-
plinnce to the IRB and to the parent institution. The agency
will require that the IRB or the parent institution respond
to this letter within a time pedod specified by FDA and
describe the corrective actions that will be taken by the IRB,
the institution, or both to achieve compliance with these
regulations.

-(b) On the basis of the IRB's or the institution’s response,
FDA may schedule a reinspection to confirm the adequacy
of corrective actions. In addition, until the IRB or the parent
institution takes appropriate corrective action, the agency may:

(1) Withhold approval of new studies subject to the re-
quirements of this part that are conducted at the institu-
tion or reviewed by the IRB;

(2) Direct that no new subjects be added 1o ongoing studies

wisbliamt bm e AAFE”

§56.122

(3) Terminate ongoing studies subject to this part when
doing so would not endanger the subjects; or

(4) When the apparent noncompliance creates a signifi-
cant threat to the rights and we Ifare of human subjects, notify
relevant State and Federal regulatory agencies and other
parties with a direct interest in the agency’s action of the
deficiencies in the operation of the IRB.

(¢) The parent institution is presumed to be responsible
for the operation of an IRB, and the Food and Drug Ad-
ministration will ordinarily direct any administrative ac-
tion under this subpart against the institution, However,
depending on the evidence of responsibility for deficien-
cies, determined during the investigation, the Food and Drug
Administration may restrict its administrative actions to
the IRB or to a component of the parent institution deter-
mined to be responsible for formal designation of the IRB.

§56.121 Disqualification of an IRB or an institution.

(a) Whenever the IRB or the institution has failed to take
adequate steps to correct the noncompliance stated in the
letter sent by the agency under §56.120(a), and the Com-
missioner of Food and Drugs determines that this noncom-
pliance may justify the disqualification of the IRB or of
the parent institution, the Commissioner will institute pro-
ceedings in accordance with the requirements for a regu-
latory hearing set forth in Part 16.

(b) The Commissioner may disqualify an IRB or the parent
institution if the Commissioner determines that:

1) The IRB has refused or repeatedly failed to comply
with any of the regulations set forth in this part, and

(2) The noncompliance adversely affects the rights ot welfare
of the human subjects in a clinical investigation.

(¢) If the Commissioner determines that disqualification
is appropriate, the Commissioner will issue an order that
explains the basis for the determination and that prescribes
any actioris to be taken with regard to ongoing clinical research
conducted onder the review of the IRB. The Food and Drug
Administration will send notice of the disqualification to
the IRB and the parent institution. Other parties with a direct
interest, such as sponsors and clinical investigators, may
also be sent 2 notice of the disqualification. In addition,
the agency may elect to publish a notice of its action in
the FEDERAL REGISTER.

(d) The Food and Drug Administration will not approve
an application for a research permit for a clinical investi-
gation that is to be under the review of a disqualified IRB
or that is to be conducted at a disqualified institution, and
it may refuse to consider in support of a marketing permit
the data from a clinical investigation that was reviewed by
a disqualified IRB as conducted at a disqualified institu-
tion, unless the IRB or the parent institution is reinstated
as provided in §56.123.. :

§56.122 Public disclosure of information regarding

revocation.
ration

A determination that the Food and Drgﬁﬁﬁzbﬁ\f *09062101
e'reeord

has disquatified an institution and the ad
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regarding that determination are disclosable io the public
under Part 20.

§56.123 Reinstatement of an IRB or an institation.

An IRB or an institution may be reinstated if the Com-
missioner determines, upon an evaluation of a written
submission from the IRB or institution that explains the
corrective action that the institution or IRB plansto
take, that the IRB or institution has provided adequate
assurance that it will operate in compliance with the stan-
dards set forth in this part. Notification of reinstate-
ment shall be provided to all persons notified under

§56.121(c).

Apjpendix I

§56.124 Actions alternative or additional to diisquali-
fication.

Disqualification of an IRB or of an institution is findepen-
dent of, and neither in lieu of nor a precondition to, other
proceedings or actions authorized by the act. The Food and
Drug Administration may, at any time, through the: Depart-
ment of Justice institute any appropriate judicial proceed-
ings (civil or criminal) and any other appropriate re gulatory
action, in addition to or in lieu of, and before, at the time
of, or after, disqualification. The agency may also refer
pertinentmatters to another Federal, State, or local govern-
ment agency for any action that that agency determnines to

be appropriate,

Case |D: 031100946
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John M. Isidor, ].D., Chairman
Alan A. Schulman, ].D,, Vice-Chairman
Jonathan Singer, M.D.. Vice-Chairman

Schulman Associates

Institutional Review Board, Inc

IR B

APPROVED: 08-20-97
EXPIRATION DATE: 08-19-98

Augusl 27, 1997

FROM: Schulman Assoclates Institutional Review Board, Inc. (SAIRB)

TO: Herbert J. Nevvas, M.D./Anita Nevyas-Wallace, M.D. ~ Bala Cynwyd, PA
SUBJECT: Protocol and Informed Consent

SPONSOR: Nevyas Eye Assoclales

FROTOCOL NO: NEV-97-001

At a meeting of the Institutional Review Board of August 20, 1997, the Board reviewed the informed consant
and prolocol entitfed:

LASIK with an Exclmner Lasar In the Surglcal Treatment of Refractlve Errors:
Myopla with or without Astigmatlsm:

d the revised protocol dated July 19, 1897, and the
sa only the enclosed "SAIRB Approved" Informed
t Board membership tist lo maintaln with your study

This letter is to Inform you that the Board has approve
enclosed IRB stamped Informed consent, You mustu
consent. We have included a copy of iie most curren
binder.

Under FDA regulations, this approval will last only one year. If tha study s expected to last beyond a year, you
must request re-approval for the next year at least 4 weeks prior to the expiration date noted above. Pleass
use the enclosed Report Form and Indicate If six month, annual, o final report. Your first report to the Board
on the status of this study Is due six months from the approval date or at the ime the study closes, whichever

is earfler,
erlsements or recrulting material, serfous adverse

The FDA requires you to notify the IRB of any new adv
events, amendments or changes In the protocol, significant protocol deviations, patient death or termination of

the study. Please note that you must submit all protocol amendments and/or advertisements to the Board for
review, and await a response from the Board, prior to implementing the amendments and/or advertisements.

Schulman Assoclates Institutional Review Board, Inc. is In comp'iance with the regulations of the Food and
Drug Administration as described in 21 CFR parts 50 and 58.

Sincerely,

W

John M.\sldar, J.D., Irman
Schul Assoclates institutional Review Board, Inc.

JMIfjabl
Enclosures

{_#€: Dr. Barbara Fant

PLEASE USE OUR IRB #97-1942-0 ON ALL CORRESPONDENCE FOR THIS STUDY.

10 Krallerest Deive. Suite 10 Cincinnat, Ohin 45227 Phone: (517 741100 Fax (817 TAT.AS

(PO 3 11008
control No.: 090621
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John M, Isidor, J.D., Chairman
Alan A, Schulman, J.D., Vice-Chairman
Tulie Walwz Gertach, B.S.N.. M.P.H.. Vice-Chairman

Schulman Associates

Institutional Review Board Inc

IR B

July 17, 1998

FROM: Schulman Associates Institutional Review Board, Inc.

TO: Herbert J. Nevyas, M.D.
SUBJECT: Amendment 1 dated 12-4-97, Protocal Version 1.2 dated July 8, 1998

Consent forms for LASIK retreatment surgery, LASIK fellow eye surgery
on different days, LASIK fellow eye surgery on the same day
SPONSOR: Herbert J. Nevyas, M.D.
PROTOCOL NO.: NEV-97-001

The Board has received Barbara Fant's letter dated July 8, 1998, regarding the above-referenced
protocol.

This letter is to inform you that the Board, at its meeting of July 15, 1998, reviewed and approved
Amendment 1 dated 12-4-97 and Protocol Version 1.2 dated July 8, 1998. The Board has also
approved the consents for the LASIK retreatment surgery and the LASIK fellow eye surgery on
different days. The consent form for the LASIK fellow eye surgery on the same day is approved,
as revised: the Board felt a more complete consent form was necessary. Enclosed are "SAIRB
Approved” coples of the abave listed consent forms dated July 17, 1988.

Sincerely,

M. Isidor, J.D., Chaimman
Iman Associates Institutional Review Board, In¢.

JMIZh
Enclosure

cc:  Barbara Fant, Pharm.D.

PLEASE REFERENCE OUR IRB #97-1942-0 ON ALL CORRESPONDENCE FOR THIS S§TUDY

NYRA @0049

Case ID: 0311004
Control No.: 09062]

Fax (513) 761-5546
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Ambulatory Surgery Center

Nevyas Eye Associates / Delaware Valley Laser Surgery Institute

Herbert J, T~avsas, M.D.
Retractive, ¢ tbaravt, amd
Corneal Suryr #6)

Jounn Y. Mevyas, M.D
Cutaract and  Glawoma Surgery

FAX COVER SHEET

Anita Nevyas-Walluce, M.D,
Retracine, Cotlaract, and

Corneal Surg &t} O
Iru B, Wallasce, M.D. DATE: 10-9-94
Ophthalmic FPlastiv, aad

phthalmic i, am 10 (-%h /\‘)y‘a F‘A ,_'\) L O

Revonstruutiv & Surgery.

Cusmete Surgrers
pAX: 5 (37T (3973

Edwurd A, Deglin, M.D.
Vitrev-retinal  Disuse and Surgery

PHONE:
Mitchell E. Stein, M.D.

Retinal Drsest e, Glaveomd ) .
elnd INNELS JU oML RE' Co A"—"\ (l‘)(_ ‘5

Medicol und S urgnil Ophilialmolagy :

( )
Rick S. Choe, M.D. FROM: , l/l\ u(« SJ"L/\\-«) o/)

Glaucoma Surgecy and Therapy, Ciarnt

Medieal and Surgival Ophikalmology
FAX: [610] 668-1509 BALA CYNWYD OFFICE

B‘i.lri AL Brandt, M.D.
Vireowretmal. Drsesee PAGES [including cover sheet]: Q
Richard H. Sterling, 0.D. \
faierprfssiortal Relations COMMENTS:
Refractive Surgess Conrdimater

/

_ Z
O URGENT (7’ REVIEW ] REPLY

Information contained in this transmisslon is
The Information Is to be used for Its Intended
the stated need has been fulfilled.

Please .note that the

) confidential In nature.
purpose only and is to be destroyed after
This information is not for disclosure. Please dellver immed|ately to the

individual Indicated above. If you have received this transmission In error,
please notify us Immediately by phone and destroy the transmitted

documents,
NYAR Buu74
2 Two Bala Plaza 2 20th Floor 3 Central Square 2 1001-E Lincoln Drive West
333 Bast City Avenue 1930 Chestnut Street 2465 Grant Avenue Greentres Expeutive Campus
e-muatl uddress: Bala Cynw?yd. PA 19004 Philadelphia. PA 19103 Phitadelphia, PA 19114 Mariton, NJ 08053
nesvusZ uolen 610-668.2777 2185611401 215-673-2020 609-985757 .
pnEadlam Fax 610-668+1509 Fax 215-561-0052 Fox 215-969-6375 o asiem | D: 031100946
Control No.: 09062{01
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Mg,

Dear Barbara:

I simply listed the OD’s that have comanaged cases from the list of
Post-op visits doctors in the McDonald software:

Frank Angelini, OD  Victor Barouh, OD  Steven Berger, OD

Bruce Block, OD John Boscia, OD  Jeffrey Brooks, oD

Jeffrey Brosof, OD  Peter Campanella, OD Leon Candeub, OD

Joan Cirbus, OD Alan Citrenbaum, OD  Alan Cohen, OD

Paul Cohen, OD Kevin Corcoran, OD  William Dent, oD

Paul Difiore, OD William DiMino, OD  Valerie DiPietro-Longo, oD
Peggy Dixon, OD Peter Dodge, OD Jeffrey Eidman, OD
Gary Finnegan, OD  Richard Floyd, OD Stephen Galanter, OD
Joseph Gallagher, OD Philip Gerson, oD Robert Ginsburg, OD
Jeffrey Gold, OD Leroy Goldfarb, OD  Randolph Greber, OD
Donald Hartranft, OD Jack Hauler, OD Stephen Hersh, OD
William Jacobson, OD Martin Kalish, OD Michelle Kaller, OD
Barry Kanofsky, OD  Michael Karliner, OD Jerry Kasrel, OD

Martin Kitagawa, OD  Glenn Knezich, OD Daniel Kramer, oD
Janice Kulba, OD Roslyn, Kushner, OD Richard Lawver, OD
Robert Levy, OD Michael Maizel, OD Raymond Mancuso, OD

Kimberly McClure, OD Jonia Mekel, oD
Morse Michels, OD  Robert Mintz, OD

Carl Pecorara, OD Gary Poole, OD
Barry Preiss, OD Harry Prihar, OD
ILouis Reardon, OD John Renyo, OD
Jerry Rosenfeld, OD

Robin Sapossnek, OD* Renny Sardella, OD
Ronald Shane, OD

Stephen Sinoway, OD Harry Snyder, OD
Mervin Stoltzfus, OD  Joan Storer, MD
Sam Tilonsky, OD Richard Weiner, OD
Robert Wortman, OD . Samuel Young, OD

In addition to the above names we have a group of OD’s, Delaware Valley
Refractive Surgery Partnership that was formed specifically to comanage
refractive pts.. In other words they are also “potential” comanaging doctors.
As you see I've enclosed names, 1o addresses, if you need that let me know.

Rich

Harvery Rosenwasser, OD Alan Roth, OD

Deborah Signorino, OD  Steven Simmerman, OD

Edward Melman, OD
Benson Olenick, OD
James Prate, OD

Raymond Puzio, OD
Alan Rosenberg, OD

Mark Schnitzel, OD
Robert Spivack, OD

Paul Suscavage, OD
Arnold Witkin, OD

NYA Gog75

Case ID: 031100946
Control No.: 09062101
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Drs.:

The enclosed represents all the patients who
have had LASIK since the IDE submission. The total
is 25 high myopes (as defined by FDA >-6.75D) and

53 low myopes.

As mentioned before as of 5-6-98 Barbara Fant,

2 PhD had not submitted our enhancements to the

FDA, she has though put us first on her to do list.

Rich

e
L
e

NYA vaize
Case ID: 031100f
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Dr. Nevyas:

This is what | submitted to Barbara Fant, PhD as she requested.
The columns marked Primary and Fellow carrespond to the pumber of
patients that have had monovision (fellow) or those that had distance
eye done since conditional approval (there are a 2 pis. that are
distance eyes that had only one eye done). | found that so far we
have done 17 eyes over -6.75 sphere with seven patients being
consldered primary eyes over .6.75. Those pafients that had
surgery on "the other eye" prior to 8-28-97 conditional approval are

considered fellow eyes for these purposes.

| spoke with Dr. Ronald Shane (OD in Sunbury who sent Nevin
Garrett for LASIK) about the possibllity of marketing” his area for
refractive surgery. Sunbury is 52 miles outside of Harrisburg. The
doctors In his area send thair work to Harrisburg where there are two'
groups dolng LASIK (Chottiner and another). In addition Lancaster
ophthalmologists have been marketing the Harrisburg and
surrounding area. Dr. Shane to'd me he just got the letter from
Kremer 50 he is awaré of his efforts. He said he will send to you when
he can, and he talks up your practice all the time, because of his
relationship with your Dad and his impresslon of you and your

philosophy.

Rich
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Subj: BSCVA Loss Case Summaries

Date:  8/5/02 1:25:15 PM Eastem Daylight Time
From: BSFant

To: Newyas

Flle: Case Summaries 2 or More Lines of BCVA.doc (120832 bytes)
DL Time (TCP/IP): < 1 minute

Rich,
Attached is a Word document that contains the draft case summaries for eyes treated with the Nevyas laser that had a 2 line

or more loss in BSCVA at 6 months or greater postop. At the beginning of the document are 2 tables -- the first is an
ajphabetical listing of the patients and the second is a listing by surgery ID nutmber of the cases included in the summaries.
The summaries contain all the pertinent information that is in the database. Please review the charts for each and add (or
have Herb/Anita add) any other explanatory information, We should have a conchision for each regarding the BSCVA
loss. I've written some -~ please make sure my comments are reflective of your opinion(s). I've also highlighted in yellow
some things that nced to be checked. I would like to have these back by the end of this week if possible to forward to

FDA.
Thanks,

Barbara S. Fant, Pharm.D.,
Clinical Research Consultants, Inc.

3307 Cliffon Avenue
Cincinnati, Ohio 45220

PH: (513)-961-8200 FAX: (513)-961-2858

NYA g@13e
Case ID: 031100

Control_No.. 09062

DAG

101



Dear Barb:
Tn this e-mail T'll respond to your 8/5/02 e-mail regarding 2 line or more |

and Keith Wills) and I'll summarize for you those that need editing, Firste
.7 75x-1.50x7 should be -7.75-1.50x7, no X after sphere),

oss in BSCVA, I'vereviewed all the charts (except Dominic Morgan
7 all most of the MR or manifest refractions are written Incorrectly

(e.g.
1, (J-T)261- He was 53 years of age at surgery, His preop UCYA wag 2071000 and his MR was
7.25-1.00x4. Atthe 1/27/01 vigit(~4 years) his BSCVA was 20/30 43,
00x45 which was BSCVA of 20/25+2 and UCVA 20/40+3.

2, (J-W)325- The last senfence should read -150-1.25x90 but it was actually -1.25-1
3, (5-E)347- OD preop was actually -12.00-3.50x14, About the 6th line down should
1.25x45

4, (L.-w)825/826- The sentence that begins with At 6 months.,. should be +1,75--1,25x135.

5, (M-N) 928-Preap BSCVA was 20/20-, On the last line It should be -1,00-0.50x110 with UCVA of 20/30+3 and B5CVA of 20/20-.
6. (T-R) 1037- About the Bth line down should be MR of -6.50-0.50x103

7. (R-5)1235-BSCVA at 24 months and the MR was .0.50-1,25x133 which ylelded 20/25+ BSCVA

8. (L-A)1236- 6 month visit MR was PL-1.75x170 and at 9 months MR was +0.50-2.50x175

9. (Y-V) 1288 Patient moved to Minnesota lost 1o followup

10. (A-B) 1529 Last sentence should be «0.75-0,25x110

11, (H-0) 1544 On the next fo the last sentence drop the ..."to reverse the monovision®. .

12, (E-F) 1599-1600 oD is corrected o 20/25 and OS5 is now -0,75-1,00x165 which gave him 20/20-BSCVA

13, (P-A) 1714- 3rd line should read .7.75-2.00x180

14, (J-K) 1760/1761- At the 3 month postap visit OU had U
.0.50-0.75x45 and 08 pL with BCVA of 20/20

15, (J-H) 1949 Pt has not refurned for followup,

be +1.25-1,00x10 and the next 1o the last fine should be +2.25-

CVA of 20/20 with the OD MR being

To answer your message that 1 recelved foday regarding the notmogram itis the sphere that determines 17R or 17H not the spherical equivalen’r..

Rich

NYR @0133
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Alphabetical Patlent List

/ Last’ Gl
\_,A_aron H.inda :
AAJbert [Regina -
ngstadt _|[Patricia
agnoll Al
\-/#gogdan Raymond
'{Chung uk Lin | }/L{ /()g
[DeMauriac|Plarre
E 1Soo
Aﬁﬁfﬁger Jean 9{ Z«‘/AI
U;«fgstaler ’Eleanor
‘Marlan Eolette
anshomgﬂoanne
%oemer Meghan
nson ory
oenig Lloerg

tb N rgan ominie
\/f/:star IMlchaeI

/iOnafrio_Helen

229f60 =PVt s -

,/5 ige. Danlel
vévlln . |[Teresa

"Ring__ pJonathan
l/ Ryan nthia
rSawn_ alter
\/ Soper __ ||Robert
:Tumolo  jHohn
Wang Yer
|Waddell olg
Vﬂﬁelty LJohn

7 7/6/5/ :

3yl 00

v/ Wheeler _liChris

/“/” ZeANE 0T ARV

Yeifor

@ Hoemer _|Meghan 238os || 117771969 3/4/1999) 29F

"~ T123Tumeloldohn 261foD [ 2/12/1944]  0/11/1997) 54}5:‘1

130)Bogdan__||Raymond 275108 || 1/24/1950]  10/8/1997 48]

“i31wills_ |Keith 277J0S || 1/26/1958]  10/7/1997 40M

“{31Wils___JiKeltn 278/0D || 1/26/1958]  10/9/1907 400M
NYR 88135

Case ID: 031100946
Control No.: 09062101




_—

Alphabetical Patient List

Last 7 i First .
Aaron Linda
‘Albert I_F\jggina
Angstadt [Patricla |
Bagnoli Al

Bogdan IRaymond

,Chung Suk Ling

DeMaurlac |Plerre ‘
Eng So00

Etlinger _ |lJean

‘Forstater |IEleanor

*Harlan __|{Colette
Harishornelloanne

,Hoerner Meghan

'Jenson Tory

Koenlg

Joerg
Morgan Dominic | ‘
“Nester ] Michael |
I Onofrlo lHelen ‘

Paige Danlel
‘Pavlln oresa
“Ring LJonathan

.Ryan nthia
~Sawn |Waiter |

iSoper __|[Robert

Tumolo __|John

‘Vang ___|[Yer

Waddell_JlLols

“Welty John

Wheeler jiChris ‘
\’I“S IKG“h

Yeo __ |Wacqueling)

ID (order of case summanes)

Patient Lxst Sorted by Surgery

2k ; ',“"t';.;;,;; Sg,rggw[ﬁlﬁg_ ateofBlrt urgeryDateJ‘ S’Auge:t. ende

57808 | 10/ilisea] . a/1o/1008] 44

__113jHoemer _|Meghan 238)05 | 117711968 __3/4/1990 29F

~ T123Tumolo__Jlohn 261D || 211211944 __9/11/1997 B4IM

~ "130JBogdan__|[Raymond 275/08 |[_1/24/1950] _ 10/8/1997 48M
" iatjils___ Kelth 277j0S || 1/26/1958] _10/7/1967 40M__|

“1atjwiis ___JlKeith 278joD || 1/26/1958] __10/9/1697 4004
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';tlentlbu- Last - First Surgerle‘EyelDateofBl SurgeryDate Agoat Haqnder
| ® L - . Surgery
— 1agWely _ ohn 325(00|_11/5/1948] _1/12/19981 _ 4G[M
— T180jEng iS00 7 a47jopy| 8/30/1861 12/411997 E
=" fggfSawn ___|Walter [ . ~407)0S |_8/9/1968 Aj0/1008] __ 32M
=" Zgo[Haran__|Colette 812005 |_2/22/1957] __0/10/1998 41
=7 351[Waddell_|[Lols [ 8eglos [ 8/4/195 921999 40fF
=" 351|Waddell _|Lols 826l0D | 3/4/1950 _ 9/2/1999; 40F
"~ 40g|Nester __|Michael goslos | /221049 67119991 ~ 50M
" '450{DeMauriac|Plerre ~ | 1019]os || 10/30/1844 8/12/1999) seM |
=" 451jAlbert___|Regina T027j0S | 6/4/1952] _8/12/1999, 47F
" "s51Abert___|Regina I 1fo22oD) 6/4/1952 8/12/1999) 47F
~458RIn |Wonathan 1037]l0D || 2/27/1977) 12/20/1999 23|M
~" 496[Paige __|Daniel __ T107]08 | 12/17/1948)] _9/17/1999. 54M |
~ " jog|paige___|Daniel T108]0D | 12/17/1945 _9/17/1999) 54M
~ g45jWheeler JiChris 1191[0S | 8/9/1945] 12/16/1999) 54[M
. SioMWhesler Johris || 1192/00]|  8/0/194 12/16/1999. 54[M
~ "s52lenson oy . 1204]0D || _6/29/1961_ 1/13/2000) 39[F
~ " 579|Soper __|[Robert | 1235105 | ar20/1a78|__2/17/2000] 22
~ J57lAaron__|Linda 1236105 | 5/2/1949) _8/26/1999] 50/F
" 479\Vang Yer T=—"1284/0D | 6[12/1963]__3/16/2000[ 37M
~ '578{Eftinger _|Jean [ 128808 1/113/1945] _3/16/2000} BEF
™ 341{Chung uk Ling 1467j0D || 0/0/1958) _ 7/7/2000! AF
— " e50}Yeo Jacqueline 1408j0D || 4/7/1962] _7/13/2000)) 3gJF
~ 650jYeo Jacqueline: 1500j08 || af711962] _7/13/2000; 3gfF
— 648|Bagnoll ] i 152908 || _1/20/1953 8/11/2000 48M
= '§51'Onofrio _[Helen _; 1544]oD | 11/12/1956]__8/26/2000 45[F
o :@’Forstater [Eleanor | 1699/0D || 12/27/1668 10/27/2000] 32F |
~ ‘607iForstater _|Eleanor : 1600408 || 12/27/1968 10/27/2000] a2F
" 744Angstadt_|Patricla 1714[0D || _4/24/1947| _ 1/26/2001 54[F
— 761 Koenlg__lHoerg 1760j0D || _6/10/1968] _2/16/2001 33M |
761 [Koenlg __Jtoerg 1764]08 || 6/10/1968] _ 2/16/2001) 33M
‘826 |Hartshorn Doanne | _ 1949/0S 11/a[1948] _5/18/2001) 63F
:“ qgéﬁ,R§an [Cynthia 2007]0D [ 7/12/1948]  6/31/2001) 53|F
~ §80 Morgan _|[Dominic_ ~3182]0D || 6/8/1960] _4/30/1998; 36]M
880 Morgan [Dominic 218305 | 6/8/1960]  4/23/1998 38[M
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Case Summaries for Eyes that Lost 2 or More Lines of BCVA

who underwent uneventful unilateral LASIK
Excimer Laser on 3/19/1998. Preoperatively, the
100; UCVA was 20/1000; and, BSCVA was
performed in this eye with a

(T-P) 218: T-P is a 44 year old female
surgery on the left eye with the Nevyas
manifest refraction was —9.75 x-0.75 x
20/20. An intentional undercorrection for monovision was
target residual of -1,75 D MRSE. The patient’s postoperative course was unremarkable

except for the removal of a chalazion at 3 months postoperatively, BSCVA was reported
t0 be 20/40 at this visit and improved to 20/25 at the 6-month visit, fluctuated to 20/30 (a
2 line loss in BSCVA) at 9 months post-LASIK, and remained at 20/25 for all subsequent
visits. At the 24-month end of study visit, BSCVA was 20/25 and the patient offered no

complaints.

(M-H) 238: M-H is a 29 year old femnale who underwent uneventful unilateral LASIK
surgery on the left eye with the Nevyas Excimer Lager on 3/4/1999. Preoperatively, the
manifest refiaction was —9.00 x ~1.25 X 15; UCVA was 20/1000; and, BSCVA was
20/20. An intentional undexcorrection was performed in this highly myopic eye with a
target residual of -0.50 D MRSE. At 6 months postoperatively, the eye had a manifest
refraction of -2.00 x ~0.25 x 45; UCVA 20/60; and, a BSCVA of 20/30, which was a 2
line decrease from the preoperative BSCVA of 20/20, The eye was retreated 1 week later
with the Nevyas Excimer Laser to improve the refractive outcome. At the last reported
visit, 12 months post-retreatment, the eye had a manifest refraction of 0,25 x 0.00 x 0;

UCVA of 20/25; BSCVA of 20/20, and the patient offered no complaints..

(J-T) 261: J-Tis a4 year old male who underwent unilateral LASIK surgery on the right
. eye with the Nevyas Excimer Laser on 9/11/1997. The LASIK surgery was
unrematkable; surgery was performed using the “old” centration technique.
Preoperatively, the eye had a manifest refraction of <7.75 x ~1.50 X 7; UCVA was
20/100, and BSCVA was 20/20. Target postoperative réfraction was plano. The eye’s
BSCVA has fluctuated between 20/25 and 20/30 since the 6 month postoperative visit,
At the 24-month end of study visit, the eye had a manifest refraction of —0.50 x-0.75 x 75
with a UCVA of 20/70 and BSCVA of 20/30. The patient was seen again at ~4 years
post-LASIK and the treated eye showed good refractive stability with a manifest
refraction of =0.75 x ~0.75 x 77, UCVA of 20/50, and BSCVA of 20/30. The patient is

pleased with the result and offers no complaints.

B is a 48 year old male who underwent LASIK surgery on the left eye on
10/9/1997 with the Nevyas Excimer Laser. The eye.was intentionally undercorrected
with a target of ~1.25 D MRSE. Surgery was performed using the “old” centration
technique. Preoperatively, the eye had a manifest refraction of -7.75 x~2,75 x170,
UCVA of 20/1000 and BSCVA of 20/20. Postoperatively, the eye was noted to
overcorrected. At 6 months postoperatively, the eye had a reported manifest refraction of
6.00 x ~1.25 x 120, UCVA of 20/200, and BSCVA of 20/30. At 10 months
postoperatively, the eye was retreated using a commercially available laser, At 6 months

(R-B) 275: R-

NYA 00138
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post-retreatment, the eye had a manifest refraction of 0,00 x-0.75 x 60 with a UCVA of
20/25 and BSCVA of 20/20.

(K-W) 277/278: K-W is a 40 year old male who underwent LASIK surgery on the left
eye onl0/7/97 and on the right eye on 10/9/97 with the Nevyas Excimer Laser.
Preoperatively, the manifest refraction in the left eye was ~13.00 x ~0.50 x 135 and
11.25 x-1.00x 10 in the right eye. Both eyes had a preoperative UCVA. of 20/2000 and
BSCVA of 20/20. The target postoperative refraction was 1,50 MRSE in the left cye
and plano in the right eye. At 6 months postoperatively, the left eye was undercorrected
with a manifest refraction of -1.50 x —1.50 x140 with an UCVA of 20/100 and a BSCVA
of 20/30 and the right eye was overcorrectedwith a manifest refraction of 1.25 x —2.00 x
110 with UCVA BSCVA both reported to be 20/40. An astigmatic keratotomy procedure
was planned to treat the residual astigmatism in these eyes.

\RESULTS of AK?

(J-W) 325: J-W is a 49 year old male who underwent unilateral LASIK surgery on the
right eye with the Nevyas Excimer Laser on 1/12/1998. The eye had a preoperative
manifest refraction of ~10.25 x-1.25 x 180, UCVA of 20/1000 and BSCVA of 20/20.

The right eye was intentionally undercorrected with a target postoperative refraction of —
1.00 MRSE, and was treated using the “old” centration technique. At lmonth
postoperatively, the patient complained of ghost images and a decentration was observed.
The decentration was still noted to be present at 3 months post-LASIK, At 6 months
postoperatively, patient was unhappy with his distance vision and glasses were
prescribed. The manifest refraction was 0.25 x ~0.75 x 95 with UCVA and BSCVA both
measured to be 20/30. An AK procedure was performed at approximately 8 months post-
LASIK to reduce the residual cylinder. At the last reported visit, 6 months after the AK
procedure, the eye had a manifest refraction of ~1.50 x ~1.24 x 90 with a UCVA of 20/40

and BSCVA of 20/20 and the patient had no complaints.

(S-E) 347: S-Eis a 36 year old female who underwent unilateral LASIK surgery on the
right eye with the Nevyas Excimer Laser on 12/4/1997. Preoperative manifest refraction
was-11.25 x-3.00 x 9 with a UCVAof 20/1000 and BSCVA of 20/30. The eye was
intentionally undercorrected with a postoperative target refraction of —1.50 D MRSE;
and, surgery was performed using the “old” centration technique. At 6 months
postoperatively, the eye was slightly overcorrected with a manifest refraction of 1,25 x —
1.00 x 10, UCVA of 20/40 and BSCVA of 20/30. The patient complained of decreased
near and distance vision in dim light. At 18 months postoperatively, glasses were
prescribed for night time driving. At approximately 36 months post-LASIK, a
retreatment procedure was performed to improve the refractive outcome, Preoperative
refraction at the time of retreatment was ~2,50 x-3.50 x 135. At the last reported visit, 6
months after the retreatment, the eye had a manifest refraction of 2.25 x ~1,25x 45 with

an UCVA of 20/30 and a BSCVA of 20/25,

Check the +/- signs on these refractions.
NYR 00139
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Herb Nevyas

Stephen Barrett, M.D, [shinfo@quackwatch.org]

From:

Sent: Wednesday, July 30, 2003 8:07 AM
To: Herb Nevyas:

Subject: - Links to lasiksucks4u site

You can find the links to lasiksucks4u.com by using this URL http: //www.google.com/search?
as_lq=www.lasiksucks4u,com&btnG=Search

Stephen Barrett, M.D.
Board Chairman, Quackwatch, Inc.
NCAHF Vice President and Director of Internet Operations P.O. Box 1747, Allentown, PA

18105
Telephone: (610) 437-1795

http://www.quackwatch.org (health fraud and quackery) http://www.chircbase.org (guide to
chiropractic) http://www.dentalwatch.org (guide to dental care) http://www.homeowatch.org

(gquide to homeopathy) http://www.ihealthpilot.org (under construction)
http://www.mlmwatch.org (multi-level marketing) http://www,naturowatch.oxrg (naturopathy)
¥ under construction http://www.nutriwatch.org (nutrition facts and fallacies)
http://www.ncahf.org (National Council Against Health Fraud) http://www.chsourcebook.com

(consumer health sourcebook)

Editor, Consumer Health Digest http://www.ncahf .org/digest/chd.html

publisher, Chiropractic News Digest
http://www.quackwatch.org/OOAbothuackwatch/chd.html
Donations of $1 to 550 to help support Quackwatch can be made through

http://sl.amazon.com/exec/varzea/pay/T1X6GUT TCLU3T4
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Herb Nevyas

Stephen Barrett, M.D., [sbinfo@quackwatch.org]

From:
Sent: Wednesday, July 30, 2003 6:52 AM
To: Herb Nevyas:

Subject: Fwd: Re: lasik surgery

At 9:57 PM -0400 7/29/03, Stephen Barrett, M.D. wrote:
>I just looked at your site again and am curious about

>
>1. When did you put the information on the site?

>2, I would be interested in receiving copies of additicnal information

>that people send you,

>
>Thanks for calling this to my attention.

two things:

Mr. Morgan replied:
,§>X-Original~To: sbinfo@enter,.net

>Date: Tue, 29 Jul 2003 19:55:45 ~0700 (PDT)
>From: DOM MORGAN <djm0860@yahoo,com>

>Subject: Re: lasik surgery :
>To: "Stephen Barrett, M.D." <sbinfolquackwatch.org>
>

>dr barrett,

>
>after litilgation i started updating my site with names, etc..

>everything has been there, just not posted, due to confidentialy during
>litdgation. i did not intentionally want to post this information yet,
>i was waiting until i had 'everything' i wanted to post.

> 1 am far from done. there is quite a bit more to do.

>
>1 beg to differ as far as their practices in that they should have

>never considered me in the first place,
>also their tactics they used, what they told me,

>the other persons that were damaged.
>1'm not a vindictive person, but they ruined my life...

and more importantly

>what information are you requesting from me pertaining to others? i
>have been in contact with several of nevyas' other patients who were
>damaged, but they are in litigation now.

>
>a question for you...do you know these
>over 2 years dealing with these people.

>
>dom

people personally? 1've had

Stephen Barrett, M.D,

Board Chairman, Quackwatch, Inc.
NCANF Vice President and Director of Internet Operations P.O. Box 1747, Allentown, PA
8105

velephone: (610) 437-1795

http://www.quackwatch.org (health fraud and quackery)
chiropractic) http://www.dentalwatch.org (gquide to dental care) http://www.homeowatch.or
(guide to homeopathy) http://www.ihealthpilot.org (under construction) Control No.:
http://www.mlmwatch,org (multi-level marketing) http://www.naturowatch.orgd (naruarensi i)

http://www.chirobase.orgCasa 4B +t031100946
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Givil Administration

~— under construction http://www.nutriwatch.org {(nutrition facts and fallacies)
alth Fraud) http://www.chsourcehook. com

http://www.ncahf.org (National Council Against He
(consumer health sourcebook)

Bditor, Consumer Health Digest http://www,ncahf‘org/digest/chd.html

Publisher, Chiropractic News Digest
http://www.quackwatch.org/OOAbothuackwatch/chd.html
Donations of $1 to %50 to help support Quackwatch can be made through

http://sl.amazon.com/exec/varzea/pay/TlX6GUTTCLU3T4
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Herb Nevyas

Stephen Barrett, M.D, [sbinfo@quackwatch.org]

From:
Sent: Tuesday, July 29, 2003 9:54 PM
To: Herb Nevyas:

Subject: Yahoo Involvement

It looks like Yahoo is in the Web hosting business:
http://webhosting.yahoo.com/ps/wh/prod/

Here are Yahoo's "Terms of Service
http://docs.yahoo.com/info/terms/

Included is this paragraph:

You agree to not use the Service to:
a. upload, post, email, transmit or otherwise make available any Content that is unlawful,

harmful, threatening, abusive, harassing, tortious, defamatory, vulgar, obscene, libelous,
invasive of another's privacy, hateful, or racially, ethnically or otherwise

objectionable;
You should send a complaint by email to abuse@yahoo. com

Also send one to one of their top lawyers jsobel@yahoo-inc.com

terms of service.

The letters should state that the site is violating their
not threaten,.

The first round should simply provide the facts and should

T e VU

Stephen Barrett, M.D.
Board Chairman, Quackwatch, Inc.
NCAHF Vice President and Director of
18105

Telephone: (610) 437-1795

Internet Operations P.0. Box 1747, Allentown, PA

http://www.quackwatch.org (health fraud and quackery) http://www.chirobase.org (guide to
chiropractic) http://www.dentalwatch, org (guide to dental care) http://www.homeowatch.org
{guide to homeopathy) http://www.ihealthpilot.org (under construction)
http://www.mlmwatch.org (multi-level marketing) http://www.naturowatch.org {naturopathy)
-- under construction http://www.nutriwatch.,org (nutrition facts and fallacies)
http://www.ncahf.org (National Council Against Health Fraud) http://www.chsourcebook.com

{consumer health sourcebook)

Editor, Consumer Health Digest http://www.ncahf.org/digest/chd.html

Publisher; Chiropractic News Digest

http://www.quackwatch.org/OOAbothuackwatch/chd.html

Donations of %1 to $50 to help support Quackwatch can be made through
http://sl.amazon.com/exec/varzea/pay/TlX6GUTTCLU3T4
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Control No.: 09062101




l .

w3,
et

‘ >is not all it's hyped up to be for patients who are not candidates.

Herb Nevyas

Stephen Barrett, M.D. [sbinfo@quackwatch,org]

From:
Sent: Tuesday, July 29, 2003 9:52 PM
To: Herb Nevyas: :

Subject: Fwd: lasik surgery

>Return-Path: <sbhinfo@ComCAT,COM>
>X-0riginal-To: sbinfo@enter.net

>Delivered-To: shinfolenter.net

>Recelved: from localhost (localhost [127.0.0.1])
> by mmail.enter.net (Postfix) with ESMTP id 28A63D5613

> for <sbinfolenter.net>; Mon, 28 Jul 2003 22:36:51 ~0400 (EDT)
»Received: from mmail.enter.net ([127.0.0.1)]) '
> by localhost (rmail2.enter.net [127.0.0.1:100247])

>ESMT P
> id 61383-238 for <sbinfofenter.net>; Mon, 28 Jul 2003 22:36:51 ~0400

>(EDT)

>Received: from smu0l6l,ComCAT.COM (smu0l16l.Comcation.Net [216.3.71.2127)
> by mmail.enter.net (Postfix) with ESMTP id A87BBD560B

> for <sbinfolenter.net>; Mon, 28 Jul 2003 22:36:50 -0400 (EDT)
>Received: from smu0l6l.ComCAT.COM (localhost [127.0.,0.11)

> by smu0l61l.ComCAT.COM {8.12.9/mh-5/20030519) with ESMTP id

>h6T2a2t0020154
> for <sbinfolenter.net>; Mon, 28 Jul 2003 22:36:02 -0400 (EDT)

>Received: (from sbinfollocalhost)

> by smu0161.ComCAT.COM (8.12.9/Submit) id h6T2alF9020116

> for sbinfolenter.net; Mon, 28 Jul 2003 22:36:01 -0400 (EDT)
>Received: from webl0502.mail.yahoo.com (web10502.mail,yahoo.com

>[216.136.130,152])
> by smu0161.ComCAT.COM (8,12.9/mh-5/20030519) with SMTP id

>h6T272mt0015998
> for <victims@quackwatch.com>; Mon, 28 Jul 2003 22:35:48 —-0400 (EDT)

>Message-ID: <20030729023547.90133.qmail@webl0502.mail.yahoo.com>
>Received: from [68.60.254.120] by webl0502.mail.yahoo.com via HTTP;
>Mon, 28 Jul 2003 19:35:47 PDT

>Date: Mon, 28 Jul 2003 19:35:47 ~0700 (PDT)

>From: DOM MORGAN <djm0860@yahoo.,com>

>Subject: lasik surgery

>To: victims@quackwatch.com

>

{(amavisd-new) with

i
>was told numerous times before having had lasik that i was a good
>candidate from a supposedly reputable laser center (nevyas eye
>associates - bala cynwyd, pa...whom you have articles
>written by). my complete story is at:
> www.lasiksucksdu, com
>these people ruined my eyes, my vision, and my life!!
>there are a growing number of people damaged by this procedure, who
>were told they were good candidates.
>when does it stop?
>
>dom

Case ID: 031100946
Control No.: 09062101




Herb Nevyas

Stephen Barrett, M.D. [sbinfo@quackwatch.org]

From:
Sent: ‘ Tuesday, July 29, 2003 9:11 PM
To: Herb Navyas:

Subject: Whois Information

"lasiksucks4u.com" is registered with whois.melbournelt.com:

Domain Name.......... lasiksucksdu.con

Creation Date...,.... 2002-02-08
Registration Date.... 2002-02-08
Expiry Date.......... 2004-02-08
Organisation Name.,.. Dominic J Morgan

Organisation Address. PO BOX 168
Organisation Address.

Organisation Address. Marlton
Organisation Address. 08053
Organisation Address. NJ :
Organisation Address. UNITED STATES

Admin Name........... Dominic J Morgan
Admin Address........ PO BOX 168

Admin Address.,.......

Admin Address........ Marlton

Admin Address........ 08053

Admin Address........ NJ

Admin Address........ UNITED STATES

Admin Email.......... lasiksucksdu@lasiksucks4u.com Admin Phone......,.... B56~979-5123
Admin Fax..... e

Tech Name..,......... YahooDomains Techcontact Tech Address......... 701 First Ave.
Tech Address.,.......

Tech Address......... Sunnyvale

Tech Address......... 94089

Tech Address.,........ ca

Tech Address,........ UNITED STATES

Tech Email...,........ domain.tech@YAHOO~INC.COM Tech Phone........... +1.6198813096 Tech
Fax......... s

ns8, san.yahoo. con
Name Server........,. . ns2.san.yahoo.com

Whois Server Version 1.3

+com and .net domains can now be registered with many different

Domain names in the
+ Go to http://www,internic.net for detailed information,

competing reglstrars

Domain Name: LASIKSUCKSAU.COM
Registrar: MELBOURNE IT, LTD. D/B/A INTERNET NAMES WORLDWIDE Whois Server:

whois.melbourneit.com Referral URL: http://www.melbourneit.com Name Server:
N38.5AN. YAHOO,COM Name Server: NS9.SAN.YAHOO,COM

Status: ACTIVE ‘

Updated Date: 27-jan-2003

Creation Date: 08-feb-2002

Expiration Date: 08~feb-2004

»>> Last update of whois database: Tue, 29 Jul 2003 18:02:09 EDT
Case |D: 031100946
Control No.: 09062101




Quackwatch Home Page

Pneumatic Trabeculoplasty (PNT) for Glaucoma

Stephen Barrett, M.D.

Glaucoma is a group of disorders in which increased pressure within the eyeball (intraocular
pressure) can damage the eye and cause impaired vision, ranging from slight impairment to
complete blindness. The pressure is caused by an imbalance between production and drainage of
the intraocular fluid (aqueous humor). Most cases of glaucoma can be controlled with éyedrops
[1]. Oral medication and/or surgery may be used when control cannot be achieved with the
drops.

In 1997, the Arizona Glaucoma Institute (AGI), of Scottsdale, Arizona, began offering a "new
treatment” for open-angle and pigmentary glaucoma using a patented vacuum-ring device.
Deyvices of this type are FDA-approved for stabilizing the eye during refractive (lens) surgery,
but they are not approved for use in treating glaucoma. The institute's parent company, Coronado
Industries , marketed the device through another subsidiary called Ophthalmic International.
Patent information for the device states:

The open angle glaucoma treatment apparatus is a vacuum source and a vacuum  applicator
coupled by a hose. The vacuum applicator is an eye ring or an eye cup that is placed on the
frontal surface of an eye. Suction (negative pressure) in the range of 10 to 30 mm. Hg, is
applied by the vacuum source, which will fixure the ring or cup to the eye, or alternatively
pressure is applied for 15 to 120 seconds. A second treatment is recommended later. It could
be within twelve hours, on the following day, or within the next couple of days [2].

An AGI brochure stated that a 2-minute treatment with the device "lowers intra-ocular pressure
in most cases."” [3] Another institute document states that during the previous four years, "a good
number” of patients have been taken off of their medication completely and that "a number of
patients" have remained on medication but required reduced dosage [4]. PNT costs about $200
per treatment. In September 1997, the institute offered free glaucoma screenings in connection
with its"grand opening." [5]

In early 1998, an Arizona investment firm seeking investors for Coronado Industries issued a
private offering summary which noted that the AGI's medical director, ophthalmologist Leo D,
Bores, M.D., had originated the radial keratotomy procedure [6]. The solicitation, intended "for
broker-dealer internal use only," projects after-tax earnings of $12 million in 1998, $46 million
in 1999, and $99 million in the year 2000. The solicitation also states that the proceeds will be
used to open additional Glaucoma Treatment Centers and that Coronado Industries believes that
"insurance companies will . . . quickly approve payment for the new device and procedure since
it is projected to reduce the cost of long-term care costs associated with alternative treatments."
[6] However, the company's Form SB-2 Registration Statement filed with the Securities and
Exchange Commission on 8/24/98, noted receipts of $179,767 and an overall loss of $648,702
for the first half of 1998 [7]. The report also stated:

In March 1998, the company's Scottsdale treatment center began receiving Medicare payments
for . .. the PNT procedure. There is no assurance that these payments will continue . . . and as

to when, if ever, the Company will receive payments at . . . additional centers from third‘pa8¢ | D: 031100946
payors [7]. Control No.: 09062101
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The fluid within the eyeball normally drains through the trabecular meshwork, a thin net-like
band that lies between between the cornea (the clear window of the eye) and the sclera (the
white portion of the eye). Glaucoma usually occurs because the mesh becomes clogged or is
unable to allow sufficent drainage. When this happens, since fluid production continues,
intraocular pressure builds up.

Normal eye pressures range from 8 to 20 millimeters of mercury (mm Hg). In high-pressure
glaucoma, the levels range from 21 to 40. I rare cases, new patients present with higher levels,
The higher the pressure, the more likely that optic nerve damage will occur, PNT is postulated to
reduce pressure within the eye by squeezing fluid out through the trabecular meshwork.
However, fluid production continues, so unless the procedure can improve the drainage system
itself, any pressure reduction would be short-lived.

PN temporarily squeezes the front of the eyeball and raises the intraocular pressure to 65 and
perhaps even higher. In someone with an already damaged optic nerve, this could be serious,
The accepted treatment for glancoma is to lower the pressure with medication or surgery.
Experiments in monkeys have demonstrated that sudden pressure elevations can compromise the
blood supply to the optic nerve and accelerate nerve cell death in already weakened cells [8,9],
and human experiments have found that acute pressure increases can increase cupping of the
optic nerve [10,11]. Two cases have been reported of patients who lost part of their vision
following LASIK operations during which their infraocular pressure was temporarily raised
when a suction ring was applied to their eyeball [12,13]. For these reasons, until proven safe,
PNT should be viewed with caution. Damage from high intraocular pressure may not be
immediately apparent, As a result, patients having PNT may not be able to tell whether they are
being harmed until it is too late to reverse the damage. Proof of safety and effectiveness would
require long-term studies showing not only that intraocular pressure is lowered, but also that the
patients' visual fields have not been adversely affected.

To date, no peer-reviewed journal has published a study demonstrating that PNT actually works
or is safe. Preliminary reports by Dr. Bores, a Mexican ophthalmologist (Guillermo Avalos,
M.D.), and ophthalmologist John LiVecchi, M.D. (described in the brochure as a director and
major shareholder of Coronado Industries) have claimed positive results. A report on Coronado
Industries’ Web site in November 1998 stated that at least 250 patients had been treated for up to
3.5 years, with "maintenance therapy as frequently as every 2-3 months to yearly." These reports
claimed various levels of effectiveness, with the drop in pressure being greatest in people whose
problem was least severe when they sought treatment. However, a study conducted at the Duke
University School of Medicine found that PNT did not lower intraocular pressure among 20
patients with uncontrolled glaucoma. Each patient had one eye treated while the other served as
a control. Measurements at one hour, two hours, one day, one week, one month, and three
months later found no reduction of intraocular pressure or improvement in the drainage of fluid
from within the eye [14]. The reports from Drs. Bores, Avelos, and LaVecchi did not contain
such comparative data or compare their patients to a control group of similar patients who did

not undergo PNT.

FBDA Objections
Documents obtained with a Freedom of Information Act request indicate that in February 1998,

the FDA issued a warning letter to Ophthalmic International president G. Richard Smith. @gse ID: 031100946

letter stated:
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our investigators determined that your firm distributed two vacuum fixation devices with
suction rings to the Arizona Glaucoma Institute. .. for use in treating patients with glaucoma
using a pneumatic trabeculoplasty (PNT) procedure, These products are devices as defined by .
_the Federal Food, Driig, and Cosmetic Act,
Vour vacuum fixation devices are adulterated . . . in that they are Class III devices. . . and do
not have approved applications for investigational device exemption (IDE). . . . Your. ..
devices are also misbranded . . . in that a notice or other information respecting the devices was
not provided to the FDA as required [15].
The letter indicated that because the device is not approved for the treatment of glaucoma,
FDA regards it as a new device for which FDA approval is required and that:
The sponsors of investigations, investigators, or any persons acting for or on behalf of a sponsor
or an investigator may not promote or test market an investigational device or represent that it
' safe or effective for the purpose for which it is being investigated.
Smith replied that the vacuum fixation device does have an IDE and should not be considered a
Class IIL device, that an Institutional Review Board (IRB) had determined that the device did not
pose an unreasonable risk to patients, and that his company plans to submit an application to
broaden the way the device is used [16]. However, an FDA official responded that the device
had not been formally classified, that new devices are automatically placed in Class III, and that
the agency disagreed with the IRB's conclusion [17]. In August 1998, the company submitted an
IDE application [7], which the FDA rejected.
Disciplinary Action
Tn March 1999, Dr. Bores announced that he had retired from clinical practice but would
continue to direct research at the American Eye Institute , with which AGIT had merged [138]. In
December 1999, after additional communication with the FDA, Ophthalmic International was
given permission to conduct a small "feasibility study.” [19] Federal regulations state that during
clinical studies, no investigator or sponsor can commercially distribute an unapproved device,
charge subjects more than the amount needed to cover costs, or represent that the device is safe
or effective for its intended purpose. According to information from the Arizona Medical Board,
Bores did all of these things, lacked FDA approval to conduct any PNT studies, and improperly
collected Medicare payments for patients treated between December 1997 and February 1999. In
April 2003, the board reprimanded Bores and placed him on two years' probation under which he
is barred from conducting studies that do not meet FDA criteria and must reimburse Medicare
for $15,539.81 that he had been paid for the 1997-1999 treatments [19].
The Bottom Line
Pneumatic trabeculoplasty has not been proven safe or effective for treating glaucoma; and
Coronado Industries' vacuum fixation device lacks FDA approval for such use. It remains to be
seen whether additional research will demonstrate benefit.

For Additional Information
Additional information about glaucoma can be obtained from:

the

& American Academy of Ophthalmology
Glaucoma Foundation : (800) 452-8266. Has a 20-page brochure online,

)

@ Claucoma Research Foundation : (800) 826-6693, _

@ National Eve Institute Case |D: 031100946
® State ophthalmic or optometric boards Control No.: 09062101
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‘ Appendix I

Title 21 —Food and Drugs
Chapter 1
FOOD AND DRUG ADMINISTRATION

DEPARTMENT OF HEALTH AND HUMAN
SERVICES®

PART 56 — Institntional Review Boards

Subpart A — General Provisions

§56.101 Scope. .
(a) This part contains the general standards for the com-

position, operation, and responsibility of an Institutional
Review Board (IRB) that reviews clinical investigations
regulated by the Food and Drug Administration under sections
505(i), 507(d), and 520(g) of the act, os well as clinical
investigations that support applications for research or
marketing permits for products regulated by the Food and
Drug Administration, including food and color additives,
drugs for human.use, medical devices for human use, bio-
" Jogical products for human use, and electronic products.
Compliance with this part {5 intended to protect the rights
and welfare of human subjects involved in such investi-

gations.

(b) References in this part to reg'ulatory sections of the

Code of Federal Regulations are to Chapter [ of Title 21,
unless otherwise noted. ’

§56.102 Definitions.

As used in this part:

(a) “Act’’ means the Federal Food, Drug, and Cosmetic
Act, as amended (secs. 201-902, 52 Stat. 1040 et seq., as
amended (21 U.S.C. 321-392)).

(b) “Application for research or marketing permit” in-
cludes:

(1) A color additive petition, described in Part 71.

(2) Data and information regarding a substance submit-
ted as part of the procedures for establishing that a sub-
stance is generally recognized as safe for a use which re-
sults or may reasonably be expected to result, directly or
indirectly, in its becoming 2 component or otherwise af-
fecting the characteistics of any food, described in §170.35.

(3) A food additive petition, described in Part.171,

(4) Datn and information regarding a food additive sub-

. mitted as part of the procedures regarding food additives
permitted to be used on an interim basis pending ddditional
study, deseribed in §180.1.

(5) Data and information regarding a substance submit-
ted as part of the procedures for establishing a tolerance
for unavoidable contaminants in food and food-packaging
materials, described in section 406 of the act,

-(6) An investigational new drug application, described
e e A1y ~F thie ~hantar.

§56.102

(7) A new drug application, described in Part 314,

(8) Data and information regarding the bioavailability or
bioequivalence of drugs for human use submitted as part
of the procedures for issuing, amending, ot repealing a
bicequivalence requirement, described in Part 320.

(9) Data and information regarding an over-the-counter
drug for human use submitted as part of the procedures for
classifying such drugs as generally recognized as safe and
effective and not misbranded, described in Part 330.

(10) Data and information regarding an antibiotic drug
submitted as part of the procedures for issung, amending,
or repealing regulations for such drugs, described in §314.300

“of this chapter.

(11) An application for a biological product license, de-
gseribed in Part 601.

(12) Data and information regarding a biological prod-
uct submitted as part of the procedures for determining that
licensed biological products are safe and effective and not
misbranded, as described in Part 601.

(13) An “Application for an Investigational Device Ex-
emption,” described in Parts 812 and 813,

(14)Data and information regarding a medical devics for
human use submitted as part of the procedures for classi-
fying such devices, described in Part 860.

(15) Data and information regarding a medical device for
human use submitted as part of the procedures for estab-
lishing, amending, or repealing a standard for such device,
described in Part 861.

(16) An application for premarket approval of a medical
device for human use, described in section 515 of the act,

(17) A product development protocol for a medical de-
vice for human use, described in section 515 of the act,

(18) Data and information regarding an electronic prod-
uct submitted as part of the procedures for establishing,
amending, or repealing a standard for such products, de-
scribed in section 358 of the Public Health Service Act.

(19) Data and information regarding an electronic prod:
uct submitted as part of the procedures for obtaining a variance
from any electronic product performance standard, as de-
scribed in §1010.4.

(20) Datn and information regarding an electronic prod-
wict submitted as part of the procedures for granting, amending,
orextending an exemption from a radiation safety perfor-
mance standard, as described in §1010.3.

(21) Data and information regarding an electronic prod-
uct submitted as part of the procedures for obtaining an .
exemption from notification of a radiation safety defect or
failure of compliance with a radiation safety performance
standard, described in Subpart D of Part 1003,

(c) “Clinical investigation” means any experiment that
involves a test article and one or more human subjects, and
that either must meet the requirements for prior submis-
sion to the Food and Drug Administration under section

505(1), 507(d), or 520(g) of the act, or needJREMEEDhO31100946

requirements for prior submission to thg Food and Dru
Administration under these sections of Lheéé@
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(W-S) 407: W-Sis a 32 year old male who underwent unilateral LASIK surgery on the
left eye with the Nevyas Excimer Laser on 4/9/1998. The surgery was unremarkable
except that pannus wasnoted as an ablation complication, Target postoperative manifest
_fefraction was ~1.50 MRSE. At6 months postoperatively, the eye had a manifest
refraction of 0,50 x ~0.25 x 90, with an UCVA of 20/40 and BSCVA of 20/30. At 12
months postoperatively, the refraction improved to 0.00 x -0.75 x 165 with the UCVA

and BSCVA both reported as 20/30.

(C-H) 612: C-Hisa4] year old female who underwent LASIK. surgery on the left eye
with the Nevyas Excimer Laser on 9/10/1998, Preoperatively, the eye had a manifest
refiaction of ~8.00 x-1,50 x164 with an UCVA of 20/1000 and BSCVA of 20/20. The
/X was intentionally undercorrected with a target postoperative refraction of -1.25D
MRSE. At 6 months postoperatively, the manifest refraction was —1,00 x-0.50 x 90 with
an UCVA of 20/70 and BSCVA of 20/40. BSCVA measured at an unscheduled visit
performed one month later, and at all subsequent scheduled visits, was 20/20. The
transient decrease in BSCVA observed at 6 months was most likely due to technician

CITOr.

(L-W) 825/826: L-W is a 40 year old female who underwent bilateral same-day LASIK

, surgery on the right and left eyes with the Nevyas Excimer Laser on 9/2/1999.

' Preoperatively, the manifest refraction was —8.75 x~0.50 x 100 in the right eye and —
8.75 x-0.75 x 38 in the left eye, with both eyes having an UCVA of 20/1000 and BSCVA
of 20/20. A monovision treatment was performed with the left eye intentionally
undercorrected to a target postoperative refraction of ~1.25 D MRSE and the right eye
targeted to plano. At 6 months postoperatively, the right eye was overcorrected with a
manifest refraction of 1.75 x —1.25 x 135, with an UCVA of 20/50 and a BSCVA of
20/30. The left eye had attained its targeted undercorrection with a manifest refraction of
~1.00 x —0.50 % 15, with a distance UCV A of 20/70 and BSCVA of 20/40. No additional
visit information is available for either of these eyes.

(M-N) 928: M-N is a 50 year old male who underwent bilateral same-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 5/7/ 1999, The
intraoperative and postoperative course of the right eye was unremarkable with no change
in BSCVA. A superotemporal. tear on the corneal flap edge was noted as a keratectomy
complication during the surgery on the left eye. Preoperatively, the eye had a manifest
refraction of —4.00 x ~1.00 x 175, with a UCVA of 20/200, and a BSCVA of 20/20. The
eye was intentionally undercorrected for monovision with a target refraction of ~1.50D
MRSE. At 12 months postoperatively, the left eye had a 2-line loss in BSCVA (BSCVA
=20/30). At the 24 month end of study visit, the left eye had a manifest refraction of -
1.00 x-0.50 x 110 with an UCVA of 20/30 and BSCVA of 20/20.

J(P»D) 1019: P-D is a 55 year old male who underwent bilateral 'samc-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 8/12/1999. The
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intraoperative and postoperative course of the right eye was unremarkable, with no
change in BSCVA (BSCVA = 20/20) at all visits. The left eye reported a single 2-line
logs in BSCVA at the 12-month visit. Manifest refraction was +0.50x ~1.50 x 107 with
an UCVA of 20/30. BSCVA was reported as 20/20 at all other visits, The isolated report
of BSCVA loss is belicved due to technician error or variability in obtaining the BSCVA

measurement,

(R-A) 1021/1022: R-A is a 47 year old female who underwent bilateral same-day
LASIK surgery on the right and left eyes with the Nevyas Excimer Laser on 8/12/1999.
Preoperatively, the manifest refraction was —6.00 x-2.00 x 165 in the right eye and —5.25
x —2.50 x 168 in the left eye. Both eyes had a preoperative UCVA of 20/1000 and
BSCVA of 20/15. A monovision treatment was performed with a targeted postoperative
refraction of +0.25 D MRSE in the right eye and ~1.25 D MRSE in the left eye. Both
eyes reported a BSCVA 0f 20/25 (2 line loss) at 18 months postoperatively, Manifest
refraction at this visit was +1.25 x —0.75 x 158 with a UCVA of 20/25 in the right eye
and —0.50 x ~0.50 x 65 with a UCVA of 20/25 in the left eye. At the 24-month end of
study visit, the left eye had a manifest refraction of ~0.75 x -0.25 x 150, UCV A of 20/30,
and BSCVA of 20/20. The right eye had a LTK procedure performed at ~18 months
postoperatively, and at 12 months post-LTK the manifest refraction is 0.00 x-0.75 x 20
with an UCVA of 20/25 and a BSCVA of 20/20. :

(J-R) 1037: J-R is a 23 year old male who underwent bilateral same-day LASIK surgery
on the right and left eyes with the Nevyas Excimer Laser on 12/20/1999. The
intraoperative and postoperative course of the left eye was unremarkable, except for the
complaint of redness and dryness and 6 months postoperatively. Preoperatively, the right
eye had a manifest refraction of 06.50 x —0.50 x 103, with a UCVA 0f 20/1000 , and a
BSCVA of 20/20 . The eye was intentionally overcorrected with a target refraction of
+0.25D MRSE. The right eye had a single report of BSCVA loss at the 24-month end of
study visit. The manifest refraction in the right eye of —0.50 x -0.75 x 90 was
unchanged from the 12-month visit. UCVA at 24 months was 20/30, compared to 20/25
at 12-months, and BSCVA was 20/30, BSCVA was reported to be 20/20 at all other
postoperative visits, including the 12-month visit. The change in BSCVA is believed to
be due to technician variability rather than any true change in vision, especially since the
manifest refraction has remained stable throughout the postoperative course.

(D-P) 1107/1108: D-P is a 54 year old male who underwent bilateral same-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 9/17/1999.
Preoperatively, the manifest refraction was —6.50 x-0.00 x 0 in the right eye and —6.50 x —~
0.00 x 0 in the left eye. Both eyes had a preoperative UCVA of 20/1000 and BSCVA of
20/20. A monovision treatment was performed with a targeted postoperative refraction
of =2.00 D MRSE in the right eye and plano in the left eye. The postoperative course of
each eye was unremarkable, except for the notation of two inferior spots of stain on slit
lamp examination of the right eye at 1 month postoperatively. Both eyes reported a
BSCVA of 20/30 (2 line loss) at 6 and 12 months postoperatively. At 12 months
postoperatively, the manifest refraction is —0.75 x 0x 0 for the intentionally
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undercorrected right eye (distance UCVA = 20/40) and +0.75 x 0 x 0 (distance UCVA =
20/25). The patient is happy with the current vision and offers no complaints.

(C-W) 1191/1192: C-W is a 54 year old male who underwent bilateral same-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 12/16/1999.
Preoperatively, the manifest refraction was —6.75 x-2.50 x 25 in the right eye and —~3.50 X
2,25 x 163 in the left eye. Both eyes had a preoperative UCVA of 20/1000 and BSCVA
0f 20/20. The targeted postoperative refraction was plano for both eyes. The
postoperative course was unremarkable except for the complaint of halos and glare in
both eyes at 1 to 3 months post-LASIK. BSCVA in the left eye ranged between 20/100
at 6months and 20/40 at 12 months postoperatively, primarily due to a high degree of
residual cylinder (range —2.25 to -3.75 D). The right eye had a single report of a 2-line
loss in BSCVA at 9 months postoperatively (BSCVA=20/30) with a moderate amount of
residual cylinder (range = -1.75 to ~2.75 D) reported postoperatively. At 12 months post-
LASIK, the manifest refraction was +1.75 x -2.25 x 45 in the right eye (UCVA = 20/30;
BSCVA =20/40) and +0.75 x ~1.75 x 135 (UCVA = 20/30; BSCVA =20/20), An AK
procedure was performed on each eye to reduce the amount of residual cylinder, followed
by a LASIK retreatment procedure in the left eye to improve the refractive error. At 1
month after the AK procedure, the right eye has a manifest refraction of —1.00x -0.75 X
22 (UCVA = 20/70; BSCVA = 20/40). Further improvement in vision is expected as the
eye continues to heal from the procedure. The left eye, at 3 months after the last
refractive procedure, has a manifest refraction of +0.50 x 0 x 0 (UCVA = 20/25; BSCVA

=20/25.).

(T-J) 1204: T-Jis a 39 year old female who underwent bilateral same-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 1/13/2000. The
surgical procedure was unremarkable except for the occurrence of a tear superiorly on
corneal flap of the right eye, which was noted as a keratectomy complication,
Preoperatively, the manifest refraction was —7.50 x —2.25 x 164 in the left eye and -8.25
x —2.00 x 13 in the right eye. Both eyes had a preoperative UCVA of 20/1000 and
BSCVA of 20/20. At 3 months postoperatively, the subject complained of starbursts
around headlights, ghost images, and problems with distance vision in both eyes, At6
months postoperatively, interface haze was observed in both eyes and epithelial haze was
noted in the left eye only, with each eye reporting a 1-line loss in BSCVA (BSCVA =
20/25), At 18 months postoperatively, a mild superior decentration was observed in the
right eye and the patient complained of double vision in this eye. Manifest refraction in
the right eye was ~0.75 x ~1.25 x 49, with an UCVA of 20/50 and BSCVA of 20/30 (2-
line loss in BSCVA). At the 24 month end of study visit, the BSCVA returned to 20/25

in the right eye and BSCVA was reported as 20/20 in the left eye.

d male who underwent bilateral same-day LASIK surgery
¢ Nevyas Excimer Laser on 2/17/2000. Preoperatively,
the manifest refraction was —3.75 x =2.00 x 25 in the right eye and —4.00 x —2.25 x 160 in

the left eye. Target postoperative refraction for both eyes was +0.25 D MRSE. The
intraoperative and postoperative course was unremarkable for both eyes. Both eyes were

(R-S) 1235: R-S is a 22 year ol
on the right and left eyes with th

NYR Q2442 D: 031100946
Control No.: 09062101




o,

" The postopetative course of the right eye was unremarkable, wi
; Preoperatively, the right eye had a manifest refraction of
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evaluated at 3 months (BSCVA = 20/20 in both eyes) and then lost to follow-up until the
24 month end of study \isit. At 24 months postop, the right eye had a manifest refraction
of —1.00 x 0.00 x 0, UCVA of 20/25, and BSCVA of 20/15. The left eye reported a
manifest refraction of —0.75 x —1.50 x 120, UCVA of 20/40, and BSCVA of 20/30 (2-line
loss of BSCVA). Since this patient missed all visits between the 3 and 24months
postoperatively, it is unknown if the loss in BSCVA was progressive or an isolated

occurrence,

(L~A) 1236: L-A is a 50 year old female who underwent unilateral LASIK surgery on
the left eye with the Nevyas Excimer Laser on 8/26/1999. Preoperatively, the eye had a
manifest refraction of —1.25 x =2.50 x 178, with a UCVA of 20/200 and BSCVA of
20/15. Target postoperative refraction was +0.25D MRSE. The intraoperative and
Dstoperative course was unremarkable for this eye, except for the complaint of
fluctuating vision at the 6 and 9 month visits. At 6 months postoperatively, the eye had a
manifest refraction of 0.00 x 1.75 x 170, UCVA of 20/100, and BSCVA of 20/60 (5-line
loss in BSCVA). At 9 months postoperatively, the manifest refraction was 0.50 x -2.50 x
175, UCVA of 20/40, and BSCVA of 20/20. The BSCVA was recorded as 20/20 at the 1
and 3 month visits and for all visits after 9 months. The transient loss in BSCVA at 6
months is related to the fluctuating vision experienced by the patient at the 6 and 9 month
visits. The cause for the fluctuating vision is unknown. ‘

(Y-V) 1284: Y-V isa 37 year old male who underwent LASIK surgery on the right with
_the Nevyas Excimer Laser on 3/16/2000. Preoperatively, the right eye had a manifest

+ refraction of =3.25 x —0.75 x 20, UCVA of 20/400 and BSCVA of 20/15. The target

o

postoperative refraction was plano. The patient was noncompliant with the postoperative
visit schedule, missing all visits between 1 week and 12 months post-LASIK and the 18

and 24 month visits. At 12 months postoperatively, the right eye had a manifest
refraction of =1.50 x —0.75 x 15, UCVA of 20/80, and a BSCVA of 20/25 (2-line loss in

BSCVA).

(J-E) 1288: J-E is a 55 year old female who underwent unremarkable bilateral same-day

LASIK surgery on the right and left eyes with the Nevyas Excimer Laser on 3/16/2000.
th no change in BSCVA.

-6.00 % 0.00 0 and the left eye
had a manifest refraction of ~8.75 x -0.00 x 0. Both eyes had a preoperative UCVA of
20/1000 and a BSCVA of 20/20 . The left eye was intentionally undercorrected with a
{arget refraction of —1.75D MRSE. At 6 months postoperatively, the manifest refraction
in the left eye was —3.50 x 0 x 0. The UCVA was reported to be 20/25 and the BSCVA
{0 be 20/400. Since the UCY A was ranged between 20/50 and 20/400 and the BSCVA
ranged between 20/20 and 20/25 at all prior and all subsequent visits, this isolated loss in
BSCVA appears to be a data cntry error on the source documents and that the UCVA and
BSCVA readings were reversed when the measurements were recorded.
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(S-C) 1457: S-C s a 42 year old female who underwent unremarkable bilateral same-day
1.ASIK surgery on the right and left eyes with the Nevyas Excimer Laser on 7/7/2000.
Postoperative course of the left eye was unremarkable, with no loss in BSCVA at the last
recorded visit, Preoperatively, the right eye had a manifest refraction of -8.50 x 1.25x 8
and the left eye had a manifest refraction of -8.25 x ~1 .00 x 165, Both eyes had a
preoperative UCVA of 20/1000 and a BSCVA of 20/20. The left eye was intentionally
undercorrected with a target refraction of —1.75D MRSE and target refraction in the right
cye was +0.25D MRSE, At 6 months postoperatively, the right eye had a manifest
refraction of —2.25 x ~0.25 x 157, UCVA 0f 20/200, and a BSCVA of 20/40 (3-line loss
in BSCVA). No other information is available on the outcome of this eye.

(J-Y) 1499/1500: J-Y is a 38 year old female who underwent bilateral same-day LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 7/13/2000.
Preoperatively, the manifest refraction was ~10.00 x-0.75 x 105 in the right eye and ~7.25
x —0.50 x 60 in the left eye. Both eyes had a preoperative UCVA of 20/1000 and
BSCVA of 20/20. A monovision treatment was performed with a targeted postoperative
refraction of 1,25 D MRSE in the right eye and +0.25 D MRSE in the left eye. At 12
months postoperatively, the right eye had a manifest refraction of 4,00 x —0.50 x 145,
UCVA of 20/60, and BSCVA of 20/30 (2-line loss in BSCVA). A LASIK retreatment
procedure was performed apeat 6 months post-retreatment, the right eye had a manifest
refraction of —1.00 x —0.25 x 80, UCVA of 20/50 and BSCVA of 20/25. The left eye had
a single report of a 2-line loss in BSCVA (BSCVA —20/30) at 12 month postoperatively;
RSCVA was 20/20 at the 1 and 3-month visits and the patient missed the 6-month visit.
At the 18-month postoperative visit, the manifest refraction in the left eye was =1.50 x —
0,25 x 105, UCVA of 20/30, and BSCVA 0f 20/20. No further treatment is planned for
cither eye at this time and the patient continues to be followed actively in the study.

(A-B) 1529: A-B is a 48 year old male who underwent unremarkable bilateral same-day
LASIK surgery on the right and left eye with the Nevyas Excimer Laser on 8/11/2000.
Preoperatively, the right eye had a manifest refraction of —7.25 x -1.00 x 110 and the
right eye had a manifest refraction of —8.25 x ~1.00 x 90, Preoperative UCVA was
20/1000 in both eyes and the BSCVA was 20/25 in the right eye and 20/20 in the left eye.
A monovision treatment was performed with the left eye being intentionally
undercorrected to a target of ~1.25 D MRSE. The postoperative course was
unremarkable in both eyes, except for the complaint at 3 months of the distance vision
being blurry in both eyes. At 6 months postoperatively, the left eye reported a 2-line loss
i1 BSCVA with a manifest refraction of ~2.25 x ~0.50 x 90, UCVA of 20/70, and
3SCVA of 20/30. A LASIK retreatment procedure was performed on the left eye to
raverse the monovision treatment; target post-retreatment refraction was +0.25D. At 12
months post-retreatment, the left eye has a manifest refraction of 0.75 x ~0.25 x 110,

UCVA of 20/25, and BSCVA of 20/20.

(11-0) 1544: H-O is a 45 year old female who underwent unremarkable bilateral same-

(ay LASIK surgery on the right eye with the Nevyas Excimer Laser on 8/25/2000.
Preoperatively, the right eye had a manifest refraction of —6.50 x —0.50 x 45 and the left
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cye had & manifest refraction of ~7.25 x ~0.50 x 75. Preoperative UCVA was 20/1000
and BSCVA was 20725 in both eyes. A monovision treatment was performed and the
right eye was intentionally undercorrected with a target refraction of —~1.50D MRSE.
I'ostoperative coursc was unremarkable for both eyes, except the patient complained of

. Troblems with distance vision in both eyes at 6 months postoperatively. At this visit, the
right eye had a manifcst refraction of ~1.00 x ~0.25 x 45, UCVA of 20/50, and BSCVA
of 20/40 (2-line loss in BSCVA); the left eye had a manifest refraction of -0.25x-0.50 x
10, with a UCVA of 20/40 and BSCVA of 20/30 (1-line loss in BSCVA), Both eyes
underwent LASIK retreatments to reverse the monovision, At 12 month postoperatively,
Loth eyes have regained their preoperative BSCVA of 20/25.

(E-F) 1599/1600: E-F is a 32 year old female who underwent bilateral same-day LASIK
curgery on the right and left eyes with the Nevyas Excimer Laser on 10/27/2000.
Preoperatively, the manifest refraction was —12.00 x-0.00 x 0 in the right eye and ~10.75

t/,\' ~0.75 x 45 in the lcft eye. Both eyes had a preoperative UCV A of 20/1000 and

e

BSCVA. of 20/20. The targeted postoperative refraction was +0.25 D MRSE for both
cyes. The intraoperative and postoperative courses were unremarkable for both eyes.
The right eye reported a BSCVA of 20/30 (2 line loss) at 6 months postoperatively,
which improved to 20/25 at 18 months post-LASIK. The lefl eye reported a single
occurrence of a 2-line loss in BSCVA at the 18 month visit (BSCVA = 20/30). Manifest
refraction at 18 months post-LASIK is —1.50 x 0.00 x 0 in the right eye and -0.50 x -0.75
x 165 in the left eyc. Both eyes remain in follow-up and no treatment is planned at this

time.

(P-A) 1714: P-A is a 54 year old female who underwent bilateral LASIK surgery on the

" yight and left eyes wilh the Nevyas Excimer Laser on 1/26/2001, Preoperatively, the

y

manifest refraction was 7.75 x-2.00 x 180 in the right eye and —800 x —1.25 x 2 in the left
cye. Both eyes had a preoperative UCVA of 20/1000 and BSCVA 0f 20/20. A
ronovision treatment was performed with a targeted postoperative refraction of +0.25 D
1IRSE in the right cyc and —2.00 D MRSE in the left eye. The postoperative course for
the left eye was unrcmarkable, At 6 months postoperatively, the right eye had a manifest
refiaction or +0.50 x ~0.75 x 150, with an UCVA and BSCVA both reported to be 20/30
(2 line loss in BSCVA). At the last scheduled visit (12 months postop), the manifest
refraction was +0.50 x ~0.75 x150 in the right eye and —1,75 x-0.75 x 10 in the
intentionally undercorrected left eye. Both eyes had a distance UCVA of 20/70 and
distance BSCVA of 20/30 (2 line loss in BSCVA) in the right eye and 20/20 in the left

cye.

(J-K) 1760/1761: J-K is a 33 year old male who underwent bilateral same-day LASIK
surgery on the right and left cyes with the Nevyas Excimer Laser on 2/16/2001. Fine
vertical movements during fixation were noted intraoperatively with the right eye.
Preoperatively, the manifest refraction was ~8.50 x-2.75 x 3 in the right eye and -9.00 x -
2,00 x 165 in the left eye. Both eyes had a preoperative UCV A of 20/1000 and BSCVA
 £20/20. A monovision treatment was performed with a targeted postoperative
rafraction of —0.75 D MRSE in the right eye and +0.25 D MRSE in the left eye.
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Postoperatively, corneal wrinkles were noted in the flap of both the right and left eyes at
I month and 3 months postoperatively. At 6 months postoperatively, an epithelial defect
was noted in the left eye. The manifest refraction was —1.25 x-1,50 x 70 in the left eye
with an UCVA of 20/100 and BSCVA of 20/50 (4 line loss in BSCVA). The patient was
seen approximately every 6 weeks for the next 6 months, and BSCVA subsequently
improved in the left eye to 20/30 at the next (7 month) visit and then fluctuated between

“~0/25 and 20/20 at each of the subsequent visits. The right eye had a measured BSCVA

of 20/30 (2 line loss) at the 6 month visit with a BSCVA of 20/25 or 20/20 reported at
cach visit thereafter. At 12 months postoperatively, the right eye had a manifest
refraction of =0.75 x ~2.00 x 160, UCVA of 20/50, and BSCVA of 20/25. The left eye
lad a manifest refraction of —=1.50 x =2.50 x 125, UCVA of 20/70 and BSCVA of 20/25.
A retreatment was performed in each eye with a commercially available laser to improve
vision. At 1 month postoperatively, the right eye has a manifest refraction of 0.00 x
0,25 x 28, UCVA and BSCVA of 20/25; the left eye has a manifest refraction of ~0.50 x
-0.75 x 60, UCVA of 20/40 and BSCVA of 20/25.

(J-H) 1949: J-H is a 53 year old female who underwent bilateral same-day LASIK
curgery on the right and left eyes with the Nevyas Excimer Laser on 5/18/2001. The

right eye was retreated at 3 months postoperatively to improve the refractive outcome and
had a 1 line gain in BSCVA at 1 month post-retreatment. Preoperatively, the left eye had
2 manifest refraction of —5.00 x ~1.75 x 180, with a UCVA of 20/1000 , and a BSCVA of
10/20 . The left eye was intentionally undercorrected for monovision with a target
refraction of =1.75D MRSE. The postoperative course of the left eye was unremarkable
cxcept for the notation of a 2-line loss in distance BSCVA reported at the 6-month visit,
At 6 months postoperatively, the manifest refraction was ~2.50 x 0,00 x 0, with distance
UCVA of 20/400 and distance BSCVA of 20/30, which is consistent with the monovision

{reatment performed in this eye.

(C-R) 2007: C-Risa 53 yearold female who underwent unremarkable bilateral LASIK
surgery on the right and left eyes with the Nevyas Excimer Laser on 5/3 1/2001.
J'reoperatively, the right eye had a manifest refraction of ~7.00 x —0.75 x 29 and the left
e had a manifest refraction of —8.75 x —1.00 x153. Preoperative UCVA was 20/1000

. nd BSCVA was 20/20 in both eyes. A monovision treatment was performed with the
right eye targeted for plano and the left eye intentionally undercorrected to a target of -
2,00 D. Postoperative course in the left eye was unremarkable except for the notation of
punctate staining at 1 month post-LASIK. The right eye was noted to have punctate

- staining at 1 month and SPK at 6 months post-LASIK. The right eye also had a 2-line

Joss in BSCVA at 6 months postoperatively, with a manifest refraction of ~1.50 x -0.75 X
8, UCVA of 20/70, and BSCVA of 20/30. BSCVA was unchanged in the left eye, and
the eye had a manifest refraction of —3.25 x -0.25 x 165, UCVA of 20/ 100, and BSCVA.
of 20/20. Both eyes were retreated at 6 months post-LASIK using a commercially
.vailable laser to reverse the monovision treatment. At 3 months post-retreatment, the
manifest refraction is +0.50 x =0.50 x 115 in the right eye and +1.00 x -0.75 x 90 in the
Jeft eye. Both eyes have an UCVA of 20/20 and BSCVA 0f20/20.
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(D-M) 2182/2183: D-M is a 38 year old male who underwent unremarkable bilateral
LASIK surgery on the right and left eyes with the Nevyas Excimer Laser on 4/30/1998.
Preoperatively, the right eye had a manifest refraction of —4.25 x ~2,00 x 170 and the left
eye had a manifest refraction of 4.25 x -2.00 x 11, Preoperative UCVA was 20/400 and
BSCVA was 20/40 in both eyes. A monovision treatment was performed with the right

- eye targeted for '—Q.625 D and the left eye intentionally undercorrected to a target of -
295 D. 1t should be noted that this patient is a difficult patient to refract. The patient is

uncooperative in performing the refractive procedures and refuses to try 10 read smaller
lines on the distance visual acuity chart. Lossés in BSCVA ranged between 2 and 6 lines
in the right eye and between 1 and 6 lines that are inconsistent with the small residual
refractive errors measured at each visit. A hard contact lens was tried in the right eye at 1
month postoperatively in an attempt to improve the BSCVA. BSCVA was 20/60 at this
1-month visit and remained unchanged at 20/60 with the hard contact lens at 2 months
postoperatively. At the 24-month end of study visit, the patient has a manifest refraction
of —0.50 x —0.50 x 60 in the right eye and —1.00 x ~0.25 x 45 in the left eye, with an
UCVA of 20/100 and BSCVA of 20/80 (4-line loss in BSCVA) in each eye. We believe
the loss in BSCVA. experienced by this patient is directly linked to his unwillingness to
perform the visual acuity testing as instructed and is not a true reflection of his visual

outcome.
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Faine

Subj:  Confirm this please

Date: 8/7/02 3:08:20 PM Eastern Daylight Time
From: BSFant

To: Newas

Rich,

Can you confirm the UCVA/BSCVA preop values for the following patients. Current values in the database are listed.

. o =7 oA w2

Joseph Mack right eye. . UCVA =20/20 BSCYA=20/400 - 77> * (A s '

Germaine Diehlright eye — UCVA=20/20  BSCVA = 20/200 ~EG TS gerem s WCUA ( ;, ;
af o

W illiam Smith ket eye UCVA=20/100 BSCVA =20/100 ==l e
SooFng  right eye UCVA=20/40 BS =20/50_"5=2.¢ S fotey
Soo Eng  lefieye UCVA=20/200 BSCVA =20/50 e, ~0e, e

t3 20/ 2 —

Thanks! <Gl N

Barbara S. Fant, Pharm.D.
Clinical Research Consultants, Inc.
3307 Clifton Avenue

Cincinnati, Qhio 45220

PH: (513)-961-8200 FAX: (513)-961-2838

Founding Partoer, Integrated Cenfur P evice Desclopment hitpz £ wwavintugratedeenter.com

atain information from the consulting firm of Clinical Research Consultants, Inc. which is
rected and may contain information that is confidential or privileged and protected from -
disclosure to unauthorized entities. It is not intended for transmission to, or recelpt by, enyone other than the named addressec (or a person authorized to
deliver it to the named addressee). If you ure not the intended recipient, you are hereby notified that eny disclosure, copying, distribution to unauthorized
entities or use of the contents of this information is prohibited. If you have received this electronic mail transmission in error, please delete it from your system
without copying or forwarding it, and notify the sender of the ervor by reply email, mail, fax, or by calling Clinical Research Consultants, Inc. at (513)-961-

8200 (collect), so that ow address record can be corrected.

NOTICE: This electronic email transmissiun and any attachments co
intended for the use of the named individial or entity ta which it is di

NYA @u148
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IDE Patients having documented reduction in BCVA- Narrative explanation

s OU LASIKprocedure patient had BCVA of 20/20 —
OD, 08, OU, Two weeks after surgery she was best corrected to 20/25- OD, 0S8, OU. At
the last visit on 1/21/02 after enhancement on both eyes she had BCVA of OD 20/25 + and
08 20/20-, We believe the reduction of BCVA was subjective error in patient responses.

Jacqueline Yeo- Previous to patient’

Chris Wheeler- On 11/3/00 Mr. Wheeler had OD BCVA of 20/40 but on his latest visit
12/7/00 he had BCVA. of 20/20. On 8/7/00 he had OS BCVA. of 20/30 but on 12/4/00 he had
BCVA. of 20/25/+3. Mr. Wheeler had OD BCVA of 20/60 on 8/7/00 but as noted above his

12/7/00 BCVA was 20/20.

ad a reduction of OS BCVA to 20/30 but on

On 10/30/98 it was reported that Teresa Pavlin h
his reduction was subjective error in

5/26/00 she had BCVA of 20,25, we vclieve that t
patient reponses.

On 1/25/01 it was reported that Helen Onofrio had a reduction of her OD BCVA to 20/40.
On 1/25/01 she had a refraction by ar ther doctor in the practice who found BCVA of
20/25+ in her OD. We feel this 1aiglt simply be doctor error in notation. _

On 5/1/00 it was reported that Michael Nester had a reduction in his OS BCVA to 20/30 but
yet on 3/26/01 his BCVA fn itis €S+ .5 ZUi20-. We feel this might have been subjective

error in patient responses.

On June 18, 1999 it was reported that Meghan Hoerner had a reduction in her OS BCVA to
20/30 but on 6/26/99 her BCVA in tl.- OS was 20/25+1 and was 20/20 on 7/14/00. We

believe this must be subjective e-or it nativnt responses.

On 3/4/99 it was reported by a comanaging doctor that had a reduction in her
ffice and had OS BCVA of 20/20

BCVA OS to 20/40. On 5/6/99 Ms, !"-tlan was in our o
therefore this reduction must sxve ¢i ¢ deen doctor transcription error or a subjective error

in patient responses.

On 4/21/01 Eleanor Forstater had a reduction in her OD BCVA to 20/30 -2 but on 3/9/02
her OD BCVA was 20/25 +3. W fo  :l:iv must have been subjective error in patient

responses.

On 9/30/99 it was reported that Sog Eng had a reduction of BCVA in her OD to 20/60. Her
preoperative BCVA was 2073 and or 31701 her OD BCVA was 20/25. This must have
been subjective ciror in pulici rwspor ¥

On 1/19/00 it was reported by a comanaging doctor that Bruce Dizengoff had a reduction in

his OS BCVA to 20/30. Inourcric- @ 2101 Mr. Dizengoff’s OS BCVA was reported as

20/20-, this could have been do-or L
ICSPOILSLS.

-vlion crror or subjective error in patient

NYA oozz3
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Control No.: 09062101
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O 9/11/00 Picrre DeMaurinc had a reported reduction in his OS BCVA to 20/30. On
1/22/01 Mr., DeMauriac’s OS 1'7A 2020+, therefore we believe this reduction in BCVA

could have been technician erre (le” -+ +ian did the refraction) or subjective error in patient
responses since there was not a decreuse in BCVA before or after the 9/1 100 visit.

On June 29, 1998 there was a reported reduction in Rayniond Bogdan’s OS BCVA to 20/30
but on 10/5/00 his BCVA was 27/20. '« feel there was possibly subjective error in patient

responses on June 29,1998,

On Junc 29, 1008 and August 2. 107 i was reported that John Welty had a reduction of
his OD BCVA 10 20/30. OnA -~ " . . Mr Welty was examined and his BCVA was
found 1o be 2025 +2 in his OL .wi. - we feel this must have been subjective error in

paticnt responses that led to the report vt reduced OD BCVA.

On 12/21/00 it was reported thot ALP»uneli had a reduction in his OS BCVA to 20/30 but at
his Just visit with us his OS BC "\ wi:. 2 )20 so we feel that this reduction must have been
subjcetive crror in patienl respunses.

On 2/21/01 it was reported that Peatna Athert had a reduction in her OS BCVA to 20/25
andon 1,8/01 ! xr OD to 22/25. + a ' visit to our officc her BCVA in her OD was
20/20 and her CS was 20,20, ™" .o.© o we fee! this must have been subjective error in

palicnt responsces,
On 2/15/00 it was reported that Lind» Aaprey had a reduction in her OS BCVA to 20/60 at a
comanazing doctor” office. ¢ 221 ). visited our office and we found her OS BCVA

to be 20,20 so we fecl this mig..t have been doctor transcription error or subjective error in
patient responses since before or after 2/15/00 there was no dramatic reduction in BCVA.

On 4/4/98, 77878 and 8/5/98 i « - awlthat Keith Wills had a reduction in his OD
BCVA to 20/40. On 6/12.99 v ¢ C 12 BCVA of 20/25 4 so feel this might have been

subjective crror in patient resposisus d.iring the previous visits.

On January 4. 2001 it wus reprrted 1 Ner Mang had a reduction of his OD BCVA to 20/25
- ww it oculoof a small centrui island OD

e

from 20153, This may have b
On 11/19/98, 3/13/99 and 7/22 07 it »s reported that John Tumele had a reduction in his
OD BCVA (o 2030, Wefec! ™ +v : onsaresult of an approximately 1mm inferior
temporal decentration in ablatr .

On 3/16/00 and 10/25/00 it was reporied that Daniel Palge had a reduction in his OD BCVA
to 20/30. We feel this might have heen as a result of a small central island.

On 7/19/91 it was renorted the. . 1 Angstadt had a reduction in her OD BCVA to
20/30, We feel this might have .-eon e a result of a small central island.

NYA adazee |D: 0311009
Control No.: 090621
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2/26/00
HIN:

On top of the your refrigerator are the charts that have been pulled for
reduction in BCVA, per Fant, I've attached to each chart the
«rationalization” of decreased BCVA for each patient that improved after the
date chosen by Fant. I couldn’t «rationalize” for Angstadt, Chung, Paige,
Sawn, Tumolo, Vang, Waddell and Wills. In addition I didn't develop a
reason for BCVA decrease on any patients because of technical error
(decentration, SPK, etc.). Please review my work and edit and return to my
desk so that I might finalize this part of the chart review, I've forwarded the
reasons for decrease to Fant to see if this is what she would need in an FDA

audit,
Rich

NYA gez2e
Case ID: 031100946

Control No.: 0906210?1
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IDE Patients having documented reduction in B CVA- Narrative explanation

s OU LASIKprocedure patient had BCVA 0f 20/20 -

0D, 08, OU. Two weeks after surgery she was best corrected to 20/25- oD, 08, OU. At
the last visit ont 1/21/02 after enhancement on both eyes she had BCVA of OD 20/25 + and

0S 20/20-. We believe the reduction of BCVA was subjective error in patient responses.

Jacqueline Yeo- Previous to patien

On 11/3/00 Mr. Wheeler had OD BCVA of 20/40 but on his latest visit
0 he had OS BCVA of 20/30 but on 12/4/00 he had

BCVA of 20/60 on 8/7/00 but as noted above his

Chris Wheeler-
12/7/00 he had BCVA of 20/20. On 8/7/0

BCVA of 20/25/+3. Mr. Wheeler had OD
12/7/00 BCV A was 20/20.

On 10/30/98 it was reported that Teresa Pavlin had a reduction of OS BCVA to 20/30 but on

5/26/00 she had BCVA of 20/25, we belicve that this reduction was subjective error in
patient reponses.

On 1/25/01 it was reported that Helen Onofrio had a reduction of her OD BCVA to 20/40.
On 1/25/01 she had a refraction by another doctor in the practice who found BCVA of

20/25+ in her OD. We feel this might simply be doctor error in notation.

On 5/1/00 it was reported that Michael Nester had a reduction in his OS BCVA to 20/30 but
yet on 3/26/01 his BCVA in his OS was 20/20-, We feel this might have been subjective

error in patient responses.

had a reduction in her OS BCVA to

On June 18, 1999 it was reported that Megh
5+1. We believe this miust be subjective

20/30 but on 6/26/99 her BCVA in the OS was 20/2
error in patient responses.
arlan had a reduction in her

ffice and had OS BCVA of 20/20
ription error or a subjective error

On 3/4/99 it was reported by a comanaging doctor that
BCVA OS to 20/40. On 5/6/99 Ms. Harlan was in our o
therefore this reduction must have either been doctor transc

in patient responses.

On 4/21/01 Eleanor Forstater had a reduction in her OD BCVA to 20/30 -2 but on 3/9/02
her OD BCVA was 20/25 +3. We feel this must have been subjective error in patient

responses.

a reduction of BCVA in her OD to 20/60, Her

On 9/30/99 it was reported that Soo Eng had
1 her OD BCVA was 20/25. This must have

preoperative BCVA was 20/30 and on 8/31/0
been subjective error in patient responses.

On 1/19/00 it was reported by a comanaging doctor that had a reduction in
his OS BCVA to 20/30. In our office on 2/1/01 Mr. Dizengoff’'s OS BCVA was reported as

20/20-, this could have been doctor transcription error or subjective error in patient
responses.
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On 9/11/00 Plerre DeMauriac had a reported reduction in his OS BCVA to 20/30. On
1/22/01 Mr. DeMauriac’s OS BCVA of 20/20+, therefore we believe this reduction in BCVA
could have been technician error (technician did the refraction) or subjective error in patient
responses since there was not a decrease in BCVA before or after the 9/1100 visit.

On June 29, 1998 there was a reported reduction in Raymond Bogdan’s OS BCVA to 20/30
but on 10/5/00 his BCVA was 20/20. We feel there was possibly subjective error in patient

responses on June 29,1998.

On June 29, 1998 and August 31, 1998 it was reported that John Welty had a reduction of

his OD BCVA to 20/30. On April 19,1999 Mr. Welty was examined and his BCVA was
found to be 20/25 +2 in his OD therefore we feel this must have been subjective error in

patient responses that led to the report of reduced OD BCVA. .

On 12/21/00 it was reported that Al Bagnoli had a reduction in his OS BCVA to 20/30 but at
his last visit with us his OS BCVA was 20/20- so we feel that this reduction must have been

subjective error in patient responses.

On 2/21/01 it was reported that Regina Albert had a reduction in her OS BCVA to 20/25
and on 1/8/01 her OD to 20/25. On the last visit to our office her BCVA in her OD was  »

20/20 and her OS was 20/20. Therefore we feel this must have been subjective error in
patient responses.

) On 2/15/00 it was reported that Linda Aaron had a reduction in her OS BCVA to 20/60 at a
comanaging doctor” office. On 2/21/00 she visited our office and we found her OS BCVA .

to be 20/20 so we feel this might have been doctor transcription error or subjective error in
patient responses since before or after 2/15/00 there was no dramatic reduction in BCVA.

(‘ '
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Nevvas Eve Associates Quality Manual

MANAGEMENT RESPONSIBILITY

Policy

The executive management at Nevyas Eye Associates, Inc. is ultimately responsible
for Implementing and maintalning the quality system. Executlve management
defines the quality policy and objectives, determines the organizational structure and
responsibilities for quality related activities, and provides the necessary resources
required to maintain the quality system. Management reviews the suitabiiity and
effactiveness of the quality system and objectives on a periodic basis.

Quality Policy

Executlve management documents the quality policy and quality objectives. Nevyas
Eye Associates, Inc. Is committed to continuous measured quality improvement. All
employees recelva training on the quality policy and objectives when they are hired

and at tralning sesslons held on a periodic basls,

Organization, Rgsponsibility and Authority

The interrelationship of personnel who manage, perform, and verify work affecting
quality Is outlined in the organizational chart In this section. All personnel at Nevyas
Eye Assoclates are responsible for maintaining and supporting the quality system.
Specific responsibilities are explained in functional job descriptions.

Resources

Executive management Is responsible for providing the necessary resources to
implement and malintain the quality system. This Includes assigning tralned
personnel to actlvities affecting product quality and verification activities, Including

contracted internal quality audits.

Management Representative

Navyas Eye Assoclates has appointed the Director of Inter-professlonal Relations (IR)
as the management representative, The management representative has the
authority and responsibility to ensure that the quality system is established,
implemented, malntained; and complies with 21 CFR Part 820, as applicable and
appropriate. The management representative Is respansible for reporting on the
performance of the quality system to Dr. Herbert Nevyas.

Management Review

» Executive management meets annually to review the quality system.
Management reviews may be held more frequently when necessary. The review

is coordinated by the Director of IR.

NYA 00357
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Minutes of the review, including the date and individuals present are kept on file.

Reviews are attended by at least Dr, Nevyas and the Director of IR,

The agenda is prepared by the Management Representative. The suitability and
effectiveness of the quality system is assessed by reviewing the following:
quality performance data, internal quality audit program, customer response,
regulatory issues, corrective and preventive actions, the quality policy, and the

effactiveness of the quality system.

Other information may be presented at the discretion of the Director of IR.

QUALITY SYSTEM

Policy

Nevyas Eye Assoclates maintains a documented quality' system desligned to fulfill the
requirements of the Quality System Regulation. The quality system Is documented
in this quality manual, standard operating procedures, master device records, device
history records, parts lists, and equipment operating procedures. The quallty system
defines the control of design information, Incoming materials, production processes,

in process testing, and testing / inspections,

Quality System Documentation

The quality system is defined in the quality manual, standard operating
procedures, device master record, design history file, parts lists, and equipment

operating procedures.

These documents define a quality system that complies with the Quality System
Regulation as applicable to Nevyas Eye Associates, Document Control explalns
the purpose of these documents and the methods for controlling thelr distribution

and use,
Quality System Implementation

» Al personnel who manag'e, perform, and verify work affecting quality are
responsible for implementing the quality system. The Director of IR is responsible

for coordinating, monltoring, and auditing the system.

INTERNAL QUALITY AUDITS

Policy

Internal audits are conducted. All areas of the Quality System areé audited at least
once per year. Internal audits are used to measure compliance to and the
effectiveness of the Quality System. Audits are scheduled on the basis of status and

NYR o035
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importance of the individual areas. Audits are conducted by personnel independent
of the activity being audited, i.e. contracted to a third party.

Planning and Scheduling

e The Internal audit plan and schedule is established by the Director of IR, All
areas of the Quality System are audited at least once per year. These audits are
divided up by functional areas. The audit schedule can be revised and updated at
any time In order to focus on important or deficient areas, as applicable,

Auditors
All audits are conducted by an outside consultant to Nevyas Eye Assoclates.

L 3

Conducting the Audit

to show the level of compllance to the

s Objective evidence is compiled
d to determine the effectiveness of the quality

documented quality system an
system.

+ The audit report contains the dates of the audit, the personnel and areas
Involved, and documentation of the non-conformances and observations found.
Corrective actlon and preventive action requests are issued for all non-
conformances and presented to the director and supervisor of the area In which
they occurred. Auditors try to minimize disruptions to the audited actlvities.

Corrective Action and Follow Up Activities

The Director of IR responds to the corrective action and preventlve action
requests and signs the audit report, The auditor and auditee determine

acceptable due dates for gach corrective action.

Corrective action Is completed in a timely manner. Implementation and
effectiveness of the corrective action Is verified by a follow up audit, where

necessary.

All audit reports are presented for management review. Audlt reports are flled in
a safe and secure manner,

TRAINING

Policy

Human resource, quality system and safety tralning is given to all employees.
Individual Managers and Supervisors are responsible for training each employee in
their job functlons. Personnel are qualified based on education, training, and
experience. Tralning flles are malntained for all personnel as a quality system

record.
NYR 00359

Case ID: 031100946
Control No.: 090621gll



i

page 4 of 15

£205-1, Ravision A
11/C02/01

Identification of Training Needs

ining needs of all employees.

The Director of IR determines the general tra
training, and experience.

Employees are qualified based on education,

r determining the specific tralning needs of the

The Director of IR fs responsible fo
departmental training programs.

personnel in their areas and for establishing
Supervisors and indlviduals are responsible for job specific training in thelr areas.
dentified from nonconforming p.roduct reports, corrective

Training needs are also i
complaints and other sources of quallty data.

and preventive action requests,

Training Records

ning files for all of the employees. Tralning files

The Diractor of IR malintains tral
on the job training, and outslide training

contaln documentation of qualifications,
courses completed.

DESIGN CONTROL

L s s

Note: This quality manual supports the one

Nevyas laser device on site. The device

is presently In use and another device being designed, constructed, etc. is not

anticipated. Therefore, these are the only sections of t

he Deslgn Controls GMPs that

are applicable;

Design Validation

Design valldation consists of performance testing intended to demonstrate that
the product specifications meet the final intended use of the device. Validation is
conducted using production devices or thelr equivalents under defined operating

conditions. Software validation Is required,

Validation testing is conducted under actual or simulated use conditions that will
require clinical trials.

Design Approval and Release

Deslgn approval and release consists of officially documenting the review board's
concurrence that changes to product design meet all defined requirements and
may be released for use by Nevyas Eye Associates as appropriate.

NYA ou360
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Deslgn Changes

Changes during the design process are reviewed and approved by Dr. Nevyas

and the Director of IR before they are implemented.

@

The design requirements are modified to incorporate changes. Design changes
are verified and validated when appropriate.

Design History File

The Design History Flle (DHF) Is a compllation of written documents and records,
which describe the deslgn history of a finished device. A DHF will be compiled and
malntained for this device. The Director of IR maintains the DHF through the

history of the device.

The DHF demonstrates that the device was developed according to plan.

DOCUMENT AND DATA CONTROL

Policy

All documents are reviewed and approved before they are issued. Documents and
document changes are approved by designated Individuals. Documents are always
available in the areas where they are used. Obsolete documents are removed from
points of use. A master list of approved documents is maintalned in document
control. A history of document changes s kept as part of each document

Quality System Documentation

At Nevyas Eye Assoclates quality system documentation consists of the following
types of documents:

Quality Manual, Device Master Records, Standard Operating Procedures, Quality
Procedures, Component Specificatlons, Parts Lists, Labellng Speclfications, Brochure
Specifications, Standards, Design History File and other technical reference materials

Document and Data Cont:;ol

New documents and document changes may be initiated by all employees at
Nevyas. Documents are only issuad by document control. Documents are
reviewed and approved by designated indlviduals/areas before they are Issued.
Documents are available In the areas where they will be used. Obsolete
documents are removed promptly from all points of use. Document control
malntains coples of obsolete and superseded documents. These documents are

marked and segregated from approved documents.

NYR @361
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« A master list of all documents is maintalned In document control. This list
identifies the current revision status of all documents.

Electronic documents and databases are backed up on a regular basis by Nevyas
Eye Associates.

Document and Data Changes

reviewed and approved by the same functions that
Validations, justifications, and
during the

o Changes to documents are
reviewed and approved the original document.
pertinent background ir.formation are clreulated with the document

approval process.

« Changes to documents are indicated on the cover sheet and In the attached

description of change history. Cover sheets to documents contain the current
changes to the document, the change author, the effective date of the change,
and the signatures of the approving individuals.

PURCHASING CONTROLS

Policy

Nevyas Eye Associates evaluates the capability and quality systems of Its suppliers
and subcontractors and purchases only from the approved suppliers. Suppller
performance Is monitored. Purchasing documents specify the requirements of
purchased material and are reviewed and approved before orders are placed. The
Director of IR Is ultimately responsible for ensuring that all purchased materials and
services that have an Impact on the quality of finished products and services conform

to specified requirements,

Evaluation of Suppliers

The Director of IR Is responsible for approving suppliers/subcontractors.
Suppliers are selected based on defined criterla related to a
supplier's/subcontractor's abllity to meet Nevyas’ requirements for quality, cost,

and delivery. Critical materials and services may only be purchased from
suppliers on the approved component specification,

Purchasing malntains a record of each supplier's aberrant performance and
capability to meet Nevyas Eye Assoclates requirements.

Suppliers with Inadequate performance are requested to Implement corrective
action and may be removed as approved suppliers if there Is no Improvement.

NYA 00362
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Purcﬁasing Data

The Director of IR is responsible for ensuring that purchase orders are rgviewed
and approved for adequacy of specifled requirements prior to ordering, l.e.,
supplier/subcontractor is approved, product Is defined, quality requirements are

stated, packaging and dellvery requirements are specifled,

sible for ensuring that purchasing documents contain data
clearly and completely describing the product ordered. In cases where the
purchase order is not sent to the customer or when the purchasing Information Is
sent via fax, the buyer verifies that all information is correct before it is sent.

L)

e Buyers are respon

Coples of purchasing documents are retalned to allow traceabllity to the raw
materials and components / parts,

Verification of Purchased Product

« It s the policy at Nevyas Eye Assoclates, where speclified in the contract, that the.
purchaser or his representative shall be afforded the right to verify at the source
or upon recelpt that purchased product conforms to specified requirements.,
Verification by the purchaser shall not absolve the supplier of the responsibility to
provide acceptable product nor shall it preclude subsequent rejection.

ers/subcontractors agree to notify

« Whenaver possible, it Is specified that suppli
so that the affect

Nevyas Eye Associates of any changes to purchased materials,
of the changes on finished product quality may be determined.

PROD IDENTIFICAT & TRACEABILITY

Policy
nents are assigned unique numbers from an approved

component specification or off-the-shelf catalogue when they, are received. When
assemblies, devices and components are made they are assigned a unique Nevyas
Eye Assoclates lot number. Nevyas Eye Assoclates keeps Deslgn History changes

which track what materials are used in each lot.

Incoming materlals and compo

Product Identification

Materials and components that become part of Nevyas Eye Associate’s device
have a unique number from an approved component specification when they are
received. This identification number and the manufacturers lot number are used

to identify materials utilized in production processes.

The Nevyas device Is Identifled by name and serial number,

« Release status Is controlled.
NYA 20363
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Traceability

Records are maintained to track all materials, components, testing, Inspection,
environmental conditions, and personnel involved In the maintenance and

servicing of the device.

PROCESS CONTROL

Device repalr, preventive maintenance and part replacements are carried out under
controlled conditions using documented proceduras. Device procedures contain
criterla for workmanship. Device testing equipment Is calibrated and malintained to
ensure functionality. Personnel are made aware of practices that could affect safety
and product quality. Processes that can not be fully verified by testing and Inspection
are validated. Software used In process control and the device is valldated.

Process Controls (Servicing, Maintenance and Repair only)

Dr. Nevyas and the Director of IR are responsible for ensuring that these above
processas are Identified, planned, and executed under controtled conditions. ‘

Written procedures and Instructions are used to ensure that processes that have
a direct affect on the device’s quality are carried out in a uniform manner. When
It becomes necessary to deviate from procedures, all deviations are approved

before any design actlvities are performed.

These repalr, replacement and preventive maintenance processes are controlled
and monitored. In-process testing is performed at key points before the device Is

released for continued use by Nevyas Eye Assoclates,

Production and Process Changes

Changes to methods, procedures, and specifications are reviewed and approved
by the same people who initlally approved the process before incorporation into
production processes. Verification and validation are perfqrmed when changes

are made to production processes, when necessary.

When temporary changes to processes or specifications are required, they are
documented and approved on a deviation request.
Environmental Controls

Environmental conditions are monitored in areas where they could adversely
affect device guality. There are no environmental requirements for this device.

NYA 0364
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Personnel

« Parsonnel are trained In thelr job functions and made aware of personal
practices, which could affect product quality and / or personnel safety.

Contamination Control

e The Director of IR Is responsible for ensuring that procedures are written and
followed for establishing and maintaining sanitation and cleaning programs for

facilitles and equipment used In support of this device.

Bulidinas

s The Director of IR is respcnsible for ensuring that there s adequate space and &
sultable design of work areas to prevent miX-ups of incoming parts and gases.

ulpmen
Equipment Is regularly malntained and calibrated. The Director of IR assigns a
maintenance and calibration schedule for the device.

The Director of IR maintains files of all calibration and maintenance activities.
Equipment Is regularly inspected to assure that preventive maintenance has been

completed. The device Is calibrated prior to each use.

Process Valldation

« Al equipment that affect the quality of Nevyas Eye Assoclates device are verlfied
and / or validated to ensure proper control and function, The device is calibrated

prior to each use.
Design validation of device changes is achieved as necessary. A new design Is
not released for use until It has been fully verified and valldated,

When computer software is used in production processes, It Is validated according
to its Intended use. Changes to software are valldated before they are used.

All validations are carrled out according to a validation protocol that Is approved

before use. All valldation results and activities are documented in a valldation
report, '

INSPECTION, MEASURING & TEST EQUIPMENT

Policy

ed based upon the measurement and accuracy needs the device.

Equipment Is select
ards used for equipment are traceable to national standards

All calibration stand
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e status is clearly indicated on each plece of

equipment. All employees are responsible for removing past due and uncalibrated
equipment from service and bringing it to the attention of the Director of IR. The
location and use of calibrated equipment is always controlled.

(NIST). The calibration and maintenanc

Control of Equipment

nsible for ensuring that all inspection, measuring, and

« The Director of IR Is respo
d, calibrated, and maintalned according

tast equipment used In testing Is controlle
to procedures.

« Employees In the production, quality control, and product development areas do

not use uncalibrated or past due aquipment,

wn documented procedure and schedule for
in the manufacturing process. “Uncalibrated”
ly labeled. Inspection,
ional testing is callbrated

« Each piece of equipment has Its 0

certifylng its accuracy when used
and “maintenance only” as needed equipment s clear

measuring, and test equipment used to perform funct
regularly.

« The calibration /maintenance log documents the chronologlcal history of all
calibration and preventive maintenance activities and is malintained by the
Director of IR,

« The date the calibration/maintenance was performed, the person who performed
it, and the next due date Is indicated on or near each plece of equipment,

» The Nevyas device Is calibrated prior to each use.

Measurement Identification and Selection of Equipment

ted based on the measurement and accuracy needs of the

+ Equipment is selec
is verified and validated to ensure that it Is suitable for lts

device. Equipment
Intended use.

Equipment Calibration and Maintenance

All equipment is marked or tagged with its assigned asset number and is labeled
with Its calibration and maintenance status.

» Internal standards that are utilized to verify the accuracy of Inspection
instruments are regularly calibrated by outside labs, When possible, calibration
standards are traceable to the National Institute of Standards and Technology
(NIST). All inspection, measuring, and test equipment that is not in current
calibration Is removed from the device area (s). New equipment or
equipment with a past due calibration date Is segregated to prevent use until the

calibration has been completed.

NYA 00366
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. Callbration activity that discloses the potential for discrepant material results In
the Initiation of a nonconforming product report for the purpose of determining

whether or not the potentlal was realized.

validation of Test Software

« All test hardware and software used for Inspection activitias are subject to the
sama requirernents as listed above for inspection, measuring, and test

equipment.

Control of a Nonconforming Product / Services

Policy

When the device Is not operational It is identified to prevent it from unintended

use,
« All nonconformances are eval

defined and documented
« Dr. Nevyas and the Direc

L]

uated and the responsibility for disposition Is

tor of IR are made aware of all nonconformities.

1dentification and Conkrol of Nonconforming product

. All employees at Nevyas Eye Associates are responsible for jdentifying

nonconformances concerning the device )
» Nonconformance can be applled to any raw material, component, agsembly or the

device that fails to conform to specified requirements.
« Nonconformances are segregated and jabeled until the nonconformity is
evaluated and the disposition approved. Only Dr. Nevyas or the Director of IR can

release the device for use.
« All nonconformances are documented no matter how Insignificant they may seem

or how easlly they can be reworked. Each non-conformity is glven a unique

number and all actlvities are tracked.
» Dr. Nevyas and the Director of IR are made aware of all nonconformitles.

Review and Di ition of Nonconfor

+ Nevyas Eye Associates are responsible for all nonconformities and the preliminary
investigation and identification of the root cause. In cases where the root cause is
not easlly Identiflable, a formal investigation is initlated by the Director of IR,

« All dispositions are reviewed and approved by Dr. Nevyas. A justification of the

disposltion Is recorded.
o Nonconformity reports are not closed untll the investigations and corrective

actlons associated with it are completed.
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Control of the Device when Repair is Required

.  When the device is approved for repair, the repair procedure will be documented

as such.
o All repairs will be reinspected, documented and approved to insure that device

meets current approved specifications.
Repair activities are documented in the device master record.

CORRECTIVE AND PREVENTIVE ACTION

Policy
nitlated to fix and eliminate the causes of
nonconformances and potential nonconformances. Corractive actions are also

initiated to correct Internal audit findings. All employees are encouraged to Initiate
preventive action requests when a potential nonconformity s observed. All customer

complaints are documented and given a unique tracking number. Product
performance related complaints are tracked and resolved through the customer

complalnt system,.

Corrective and Preventive actlons are |

Corrective Action

a nonconformance Is ldentified. Corrective actions
are initlated to fix the root cause or causes that contributed to a non-conformity
or In response to internal audit observations. All corrective action requests
recelve a unique number and are documented,

« Corrective action Is taken when

Proposed corrective actions are raviewed before they are implemented.
Corrective actlons are assigned a due date to ensure timely implementation.

on that results In a process or design change Is valldated before
implementation. All corrective actions are verlfied by the Director of IR. Nevyas
keeps files on corrective action issues In order to ensure that actions are
implemented and verified In a timely manner.

« Corrective acti

Corrective actions are analyzed, trended and submitted for management review,

preventive Action

for a nonconformance Is Identified.
by reviewing Internal audit reports,
and other sources of quality data.

« Preventive action Is taken when the potential
The need for preventive action is determinead
customer complaints, nonconformity reports,

Trends are analyzed and action Is taken. All employees are responsible for
bringing potential nonconformity's to the attention of the Director of IR,

NYA 003368
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. Preventive actions are tracked and documented using the same system as
corrective actions. Proposed preventive actions are reviewed and approved prior

to implementation.

. Preventive action that results in a process or design change is validated before

Implementation.

o All preventive actions are verified by the Director of IR The effectiveness of
preventlve action {5 verifled during internal audits and is submitted for

management review.

Customer Complaints

nts are initiated in response to all complaints refated to product

» Customer Complal
tomer Complaints are assigned a unique tracking number by

performance. Cus
Nevyas.

o All Customer Complaints are documented and contains at least the following
Information: Date the complaint was recelved, customer name, address and
phone number, product, catalog number, lot number, description of the
complaint, determination of serlous injury or death, complaint activity
investigation, and review and approval signature of the Director of IR.

« Complaints lnvolving the possible failure of the Nevyas device are investigated,
unless an investigation has already been performed for @ similar complaint. When
an Investigation is not determined to be necessary, a justification and the name
of the person responsible are recorded on the form.

« Any complaints that may be reportable to the FDA are promptly reviewed,
avaluated, and jnvestigated. A Medical Device Report (MDR) Is filed. The
Director of IR I1s responsible for all communications and follow up with the FDA.

and trended. Corrective action is Initiated as

. Customer complaints are analyzed
tion is submitted for management review.

appropriate. All complalnt Informa

CONTROL QF QUALITY RECORDS

policy

Quality records demonstrate that procedures were performed correctly and that the
speclfied level of product / service quality was achieved.

Device Master Record (DMR)

The device master record was established and maintained for the device
produced at Nevyas Eye Assoclates. The device master racord contains or
references the device specifications, production methods and specifications,
Quality Control procedures, instaltation, maintenance. and servicing procedures

where appropriate.

NYA 04369

Case ID: 031100946
Control No.: 09062101



S

§205-1, Revision A page 14 of 15
11/02/01

pevice History record (DHR)

. Multiple devices wlll not be bullt, Multipte DHRS are not appllcabie in this case.

pesign History File (DHF)

oved product as itis
emonstrate that
plan and

. Deslign history files are established for each new/impr
designed. It contains or references the records necessary to d
the deslgn was developed in accordance with the approved deslgn

appropnate regulations.

Quality system record

. The quality gystem racord refers to the location of procedures and the
documentation of actlvities that are not gpecificto @ particular type of device, The
quality system record will be stored under document control In the Director of

Nursing office.

Establishment of records

. Quality Records are established to demonstrate conformance with spec\ﬂed
requirements and the effective operation of the quality gystem. records are
ysually established hy the person who performs the activity that is being
documented. when appropriaté, quality records from subcontractors are part of

the quality records. -

. Records are stored in @ manner to facilitate thelr retrieval. This Includes

approprlate labeling of containers and storage cabinets.

¢« Where required by contract, quality racords will be made available for evaluation
by the customer, the customer's representative and the FDA

storage and Retention perlods

» Records are stored in @ manner to minimize deterloration and allow for timely
retrieval. Electronic records are packed up on @ regular basis.

he design and expected lifa of the

. Device history records are maintained for t
¢ the product

product or a minimum of two years from the date of the release 0O
for commercial distribution.

o Storage and retention periods of department gpecific documents and records has
been determined to be seven years.

reports and other non-device specific

) Management review records, internal audit
pective procedures.

documents aré malintained for a period specified in their res
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LN;}:I ALLA‘TIQN AND §ERVICXNG
policy

Installation and servicing procedures and instructions are documented. gervice
reports are reviewed and service information |5 passed on to the affected areas.

1nstallation

. Installation is performed according to documented procedures to ensgre that the
ed to

gevice functions properly. Inspection and test results are document
demonstrate proper installation.

gervicin

« When servicing 18 speclﬂed by procedures and instructions are malntalned to

ensure that gervicing activities meet speciﬂed requirements.

. Service reports are revlewed to assure that: servicing meets speciﬂed
'requirements, trends are noted and communicated to Dr. Nevyas.

t . Service reports are documented and maintained by the Manager of Quality
" Assurance. Note: Service data I8 submitted for Dr. Nevyas for review in all

cases.

STATIST!CAL TECHNIOQU ES

pollcy

The rasponsibility to establish methods and instructions for the application of
trending and statistical analysis 15 assumed at Nevyas. All incoming materials,
@

ﬁ ! components, parts, etc. ar 100% inspected prior to use.

Identiﬁcation of Need

s Nevyas employees aré responsible for identifying and determining where trending

and statistical techniques aré needed asrrelated to customer complaints and
[ssues. ‘ -

« Theyare also responslble for procedures to Implement and control the application
of trending and statistical technigques in this area.

Ssampling plans

o Sampling plans are hased on 100% inspection of parts and components used to
service, repalir of preventatively malntain the device.
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Clinical Research Consultants, Inc.

3028 North CHff Lane * Cinclnnati, Ohlo 45220
Telgphone: (513) 7513637 * FAY: (513)-751-3773

MEMORANDUM e

To:  Richard Sterling -- Dr. Nevyas
From; Barbara Fant, Pharm.D.
Date:  July 30, 1997

Subject: IRB Documents

Recent changes at FDA make it imperative that we get the IRB approval for your
myopia protocol as soon as possible. If you already have conditional approval, you -

need this to start your study. If your IDE is under review, obtaining the IR

approval now will get you up and running with your study quicker.

Your myopia protocol and consent form are being sent o Schulman Associates IRB
for review and approval. Enclosed is the investigator’s guide for the IRB. Please
complete the following documents that are contained in the investigator’s guide and
send them to me as 500N a3 possible and I will forward them to Schulman's [RB:

1. Site questionnaire (Appendix I

2. Sample Sﬁbmission Letter (Appendix ITT)

3. Indemnity Agreement (Appendix V)

ﬁw /wl%m%? /)MW /4
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jation of 350 eye doctors in the Delaware Valley

s their refractive surgeons of cholice. We conduct
many educational geminars for Delaware valley eye doctoxrs on the
aubject of refractive surgery, and we routinely comanage refractive
surgical patients with them to provide better care and more
convenience foxr our patients. We have constructed, with the help of
laser engineers, an extremely fine excimer laser surgical system which

utilizes the highest quality components and which can be controlled by

the surgeon to provide the best and most individualized surgical
i tem which

results. We have invented a very special fixation sys
improves the centration of the excimer laser ablation. Our results

have bheen excellent.

a professional assoc
who have chosen us a

How should I choose my eye gurgeon?

Tt would be best to choose a surgeon who is highly skilled, highly
experienced and well recommended. He or' she should have
recommendations from patients and particularly from doctors who are
familiar with his/her work. He or she should not have a large
malpractice experience. He or she should utilize an excimer laser in

ical operating room rather than a commercial office suite.

a true surgl
vou should meet with him or her and feel comfortable with his or her

degree of expertise.

antage of having my refractive surgery in a fully

what is the adv
ter such as The Delaware Valley Laserx

licensed ambulatory gurgical cen
surgery Institute?

Our ambulatory surgical center has fully equipped

ophthalmic operating rooms which are available should any emergency
surgery be required, The operating rooms are equipped with special
air cleaners with finely filtering HEPA filters that reduce
particulate matter in the air and thereby make it less likely that
particulate matter will be trapped in the flap~corneal interface.
guch particles can be irritating and can carry infection. The

operating rooms have special flooring which does not allow dust to

collect at the corners and is easily cleaned. We use powder-free
gloves and our personnel wear scrub suits to reduce the possibility of

contamination.

gome refractive surgery centers place their lasers in regular carpeted
of fice suites in an of fice building. Such environments are conducive
to high levels of particulate matter and fibers in the air and do not
protect adequately against {nfection. Our operating rooms are
carefully controlled as to particulate matter, temperature and

humidity, making LASIK surgery safer and more precise.

What refractive erroxs can you correct?

y of one variety or another, we can gorrect
error in existence. We are experienced in a
number of procedures, not just one, and we utilize the procedure which
ig best for each patient. The majority of our refractive surgical
patients do pest with LASIK surgery which is performed in our own

with refractive surger
almost any refractive
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surgical center. We correct myopia from ~0.5 to —15 diopters and
astigmatism from 0.5 to 7 diopters. We correct hyperopia from 0.5 to

yperopic LASIK, and we can correct any degree of high

5 diopters with by
myopia or high hyperopia with refractive lensectomy and intraocular
42 diopters of

1ens implantation. We have corrected as much as
nearsightedness with refractive jensectomy and as much as 12 diopters
of farsightedness. With astigmatic keratotomy we have corrected as

much as 14 diopters of astigmatism.

will I have any pain?

There is essentially no pain reported by nmost of our LASIK

surgery patients. some stretching of the eyelid is felt as the eyelid
holder is put into position, and a transient feeling of pressure
usually for less than a minute, is felt while the suction ring is
placed for creating the corneal cap with microkeratome. Most people
have just slight operative discomfort and no pbstoperative pain at
all. We usually give a small amount of oral Valium prior to surgery

o relax you.
Do you do both eyes at one time?

we usually perform LASIK on both eyes together, however in some
cases, especially those of very high nearsightedness, we may perform
the two procedures at two separate times. This also depends on the
patient's preference. We always perform refractive lensectomy with
the two eyes done at separate times, ugually a week or two apart.
pigmatic keratotomy are usually performed bilaterally.

what are the risks of refractive surgery?

The primary annoyance with LASIK is seeing halos around lights at
night. This ia more prominent in people with large pupils and less
pronounced in people with relatively small pupils. We measure
everyone'sd pupil with a "night vision' measuring device 80 that we can
know the size of the pupil in the dark to enable us to warn patients
with unusually large pupils that they may be subject to glare at

night.

The extremely rare cage of infection or retinal detachment has heen
reported at times around the world. We have never had either of these
problems occur after refractive surgery in our center.

There 1is a relatively rare gituation known as diffuse lamellar
keratitis or vgands of the Sahara® syndrome characterized by a sterile
inflammation of the interface between the corneal cap and the deeper
part of the cornea. We have seen a very mild case of this on only one
occasion and have never seen another case or a more severe case. The
one case which we saw responded very well to a short course of steroi
we take great pains to clean all blades with acetone prior

eyedrops .
o using them in order to remove any machine oil residues which are
thought to be one factor responsible for this condition.
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A few cases of postoperative retinal hemorrhage have been reported,
primarily in Korea where very 1arge ablations for extremely high
refractive errors, much larger than we will do, were performed. We

have never seen such a case.

Refractive lensectomy entails all of the risks of cataract surgery
including infection, inflammation and dislocation of the intraocular
1lens. Howevexr, We have nevexr seen any of these problems with
refractive lensectomy, and they're quite rare with modern cataract
surgery in general, especially cataract surgery performed on a
relatively clear lens. We use the latest rechnique of clear corneal,
self-sealing, N guture surgery with "no needle"” eyedrop anesthesia

for most cases of refractive lensectomy.

what is RK7?

Radial Keratotomy (RK) is one of a group of procedures that can be
used to correct nearsightedness. There are many guch procedures that
ag a group are called refractive surgery. RK gets lts name from the

fact that it involves making radial incisions on the edge of the

cornea to cause it to hulge outward, flattening the center of the
i for you is

cornea. Which of the refractive surgery procedures 18 right
a decision that your surgeon will make in consultation with you after

he or she has avaluated your needs.

gince the introduction of the first refractive surgery
n the 1970's. over two million people have had refractive

he success record is impressive. The vast
orrection to at least 20/40

Note:
technique i
surgery performed. iy
majority of these people have experienced c

without the need for glasses.

will T have 20/20 vision after the procedure?

cessful experience with your refractive gurgery begins
with realistic expectations of what it can do. The purpose of the
surgery is to enable you to perform many activities without glasses,
not to give you 20/20 vision. While the vast majority of patients
achieve at 1east 20740 unaided vision, not everyone gains complete
freedom from glasses. The goal of refractive surgery igs to obtain
uncorrected vision close to the same corrected vision as you have now

using your gl