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Morris Waxler - cross

2 Lhere were -- certa,inJ-y prior to the IDE, 1-hey were

3 in violatlon of the FDA rules and regulations,' and

4 during that period, they violated protocof. So

5 I -- I'm also not a lawyer. This should not -- I'm

6 not a lot of things actually. So I can't speak to

7 the -- whether the fevel of crimlnality is

B approached.

9 Q This letter is dated December 4, 2003, which I

10 will represent to you is two years after the

11 Nevyases ceased their use of the IDE laser.

12 You think this fetter is warranted?

13 A Not my judgrment.

74 Q Outright criminal activity?

15 MS. trITZGERALD: Objection.

76 BY MR. SILVtrRMAN:

fl Q Possible outright criminaf activity?

18 A I'm famifiar with the Office of Criminal

19 Investigation. I have sent my own fetters to the

20 Office of Criminaf Investigation on other matters.

2L It's avaifable to many citizens who believe that

22 there is an issue.

23 That communication is confidentiaf to the

24 agency, to the Office of Criminaf Investigation.

25 And even if it's confidential inside the agency --
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2 because f had occasion when I was branch chief to

3 have to report a clinic that was illegally uslng

4 off-label, and I reported them to the Office of

5 Criminal Investigation. They did not get back to

6 me, and I was a branch chief.

So it is -- it's there as condu.it to explore

B complaints, explore issues that refate to

9 criminality in particular.

10 O Are you aware that this fetter was published

LL on the internet accusing the Nevyases of possible

12 outright criminal activity?

13 MS. FITZGERALD: Objection.

L4 BY MR. STLVERMAN:

15 O And demanding urgent action?

76

71

1B

19

20

THE COURT: T think the Google talks

about Dr. Anita -- Dr. Anita Nevyas, target of

FDA criminal complaint, December 4, 2043.

MR. SILVERMAN: But a1so, Your

Honor, the entire letter was published, not

27 just that --

22

23

24

atr

THE COURT: I understand.

MS. FITZGERALD: What you just

quoted. Your Honor, is a different website,

somebody else's website, lasikfraud.com.
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4 THE WITNESS: The question is?

5 BY MR. S]LVERMAN:

6 Q Are you aware of the harm that a fetter like

7 this, once it's published, can reek?

B A I mean surely not a -- something you want to

t have written about yourself. I was not aware, to

10 answer your earlier question, of -- I don't spend

11 my time touring the internet to look for what's on

12 Dom's website or other websites.

13 I try to do my work and keep my clienls happy,

L4 and so I was not until very recently aware that

15 this was a dispute. So, you know, my feelings

16 about this are irrelevant from a regulatory point

11 of view-

18 O Isn't it true?

19 A What's that?

20 O Isn't it true that one of the reasons that

2I confidentiality is given to fetters to the Office

22 of Criminal Investigation is because there's such a

23 possibility of harm if they are not treated

24 confidentially?

25 A Correct.

Morris Waxler - cross

THE COURT: I know. What's the end

resuft ?
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I -- when I sent my letters to the Office of

3 Criminal Investigation, which fortunately are very

4 few and far between, f want the Office of Criminal

5 Investigation to keep it confldential for precisely

,6 that reason.

7 Q You don't want it published on the internet;

8 do you -*

9 A No.

10 O -- for the entire wor]d to see?

11 A Correct.

t1.

13

I4

15

L6

L1

1B

I9

20

2T

aa

23

24

25

(Pause. )

MR. SILVERMAN: Thank you,

Dr. Waxler.

questions ?

THE COURT: Mr. Morgan, any

MR. MORGAN: None at this time, Your

Honor.

THE COURT: Wel1, fet me Put it this

way: Dr. Waxler is going to be leavlng. Itrs

not a question like he's a party and you can

cafl him back.

MR. MORGAN: Okay.
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Morris Waxler - cross

THtr COURT: I don't know if You have

any questions or not- If you do, ask them

now.

MR. MORGAN: Thank You, Your Honor.

THE WITNESS: I appreciate that'

Judge.

B BY MR. MORGAN:

9 Q Hi, Dr. Waxler.

10 Those documents that I had sent you regarding

11 the Nevyases' study, can you te.Il me whal.- you

L2 remember saying to me after I spoke to you, you

13 know, after you reviewed them?

L4 A Not really. Remind me. I -- you know, this

15 was some time ago. That was --

L6 Q Do the words, "Wow, I'm surprised at what they

[/ got away with, " come to mind?

18 A It could have been. It could have been'

19 Q Remember --

20 A I tend to be expressive sometimes.

2I Q Also you filed a petition -- sorry. You filed

22 a petition in January of this year, correct?

23 A Correct -

24 0 You stated in -- excuse me.

25 You stated in that petition that improper data
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1

2 was submitted?

3 A Correct.

4 Q Okay.

Morris Waxler - cross

MR. MORGAN: No further questions,

Your Honor.

THtr COURT: Ms. fitzgerald. any

questions on redirect?

MS. FITZGERALD: Yes, Your Honor.

Thank you.

REDIRtrCT trXAMINATION

By many doctors, by many, you know --

6 A Correct.

1 Q And that the rates could be skewered?

B A Correct.

9 Q Does your data also include IDEs?

10 A Correct.

11 Q I'm sorry?

12 A Correct.

13 Q okay.

\4

15

76

I1

18

79

20

2t

22

2.3 BY MS . FITZGERALD:

24 O Dr- Waxler, I want to ask you about the

25 advertising issue.
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If Dr. Nevyas went on public television to

3 advertise the IDE laser and stated: "I know I'm

4 amazed really every day as I go about my work and I

5 obtain a perfect picture of the cornea showing each

6 elevation greatly magnified, computerized by using

'7 a special computerized measuring device which teffs

8 us the elevations.

"And then we gio ahead and we use an Excimer

10 laser. which is a computer-controlfed so that each

11 pu.Lse is in preclsely the right place. A:rd this is

12 all due to advances -in technicaf aspects which we

13 couldn't have imagined many years ago."

74 Is that a violation to promote the Excimer

15 faser and t-he device on public television?

16 A Correct. Yes, jt is.

L1 Let me ask you a question, was the word

18 "investigrationaf device" used in that context?

f9 O No, it was not.

20 A Okay.

2I O If she discusses on public television, "We'lf

22 learn how the Excimer Laser works to examine the

23 basics of the Lasik procedure."

24 Is she promoting that trxcimer Lasik procedure

25 in violation of federaf law?
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Morris Waxfer - redirect

2 A Yes. Unless it's stated it's an

3 investigational devlce.

4 Q And if she states, "Tt's called the Excimer

5 laser, and today iL's used to correct poor vision'

6 Here's how:

"The f-irst step in Lasik Laser vlsron

8 correction is to analyze the lrregufarities of the

9 eye." And then she qoes on.

10 Is she violatinq federaf law when she doesn't

11 mention it's an investigational device?

L2 A Yes.

13 Q If the Plaintiffs have radio advertisements

14 running stating, "Nevyas Eye Associates, with the

15 tradition of excellent in eye surqery for over 30

16 years performing advanced vision correct.ion,

11 including laser vision correction, in their own

18 fully-accredited trye Surgery Center, " and they

L9 advertise for, "Advanced refractive surqery

20 techniques which correct nearsightedness,

2L farsiqhfedness and asriqrnatism, " and the device

22 they are using for the nearsighted procedure is an

23 Excimer laser device, is that a violatlon of the

24 faw?

25 A Yes. If the *- if the term "lnvestigational
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2 device" is not part of that ad-

3 Q You testified on cross-examination that you

4 were not surprised 1-hat the Nevyases stopped using

5 their laser in November of 2001- Why were you not

6 surprised?

1 A Because all of the -- we were successful; that

B is, the FDA was successful in one way or another

9 getting rid of alf of the gray box and bfack box

10 fasers. That is elther they got a PMA, which

11 happened in one case/ or they were seized in other

f2 cases, or they -- one way or another discontinued'

13 Q Okay.

14 So by directing alf these forced lnspections,

15 is lt your understanding that the FDA put much

15 pressure on the Nevyas to have them stop using that

11 device?

18 A Correct.

19 O I'm go-ing to show -- you had referenced an

20 email T. Arn golng to show that document to you?

2I MS. LAPAT: T object to thls email'

22

23

24

25

It's absolute, total hearsay. It was

generated -- it says in itself that the writer

is speaking without personal knowledge.

ft's -- by the time this witness is qolng to
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Morris Waxfer - redirect

-Iook at it, lt's triple hearsay.

f strenuously objecL to it being

shown to the witness under any circumstances.

THtr COURT: Let me see it.

MS. FITZGERALD: Your Honor, I think

the witness has already identified --

document.

MS. LAPAT: ft is a complete hearsay

THE COURT: This is a letter or

email ?

MS. FITZGtrRALD: Regarding the

Excimer Laser System and the complaint that

had been made.

MS. LAPAT: The text is directed to

a Mrs. Wills.

THE COURT: Yeah. This is -- f will

sustain the objection.

MS. LAPAT: Thank you, Your Honor.

(Pause. )

23 BY MS. trITZGtrRALD:

24 Q Should the Plaintiffs have reported Mr. Morgan

25 in 1998 when he had his Laslk surqery under the
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Morris Waxfer - red-irect

MR. SfLVERMAN: Objection. That's

beyond the scope of my cross-examination.

THE COURT: See, what happened here,

I am a-Lf owing this in to show why Dr. Friedman

stated what he stated in the -letter, but f

THE COURT: Overru-Led. T think

it's --
7 BY MS. FITZGERALD:

B Q Your answer?

9 A Remind me of when his surg'ery was.

10 Q Surgery was done in April of 1998.

11 A When were the adverse events? When was the

L2 complaint? When did Mr. Morgian have the complaints

13 about the surgery?

14 Q Weff, he f11ed his fawsuit in 2000, in April

15 of 2000. I think he had complaints prior to that

L6 point.

I1 A No. But when was the first incident -- when

18 was the first report to the Nevyases from him that

19 he had a problem?

20 Q Right away.

27 A Right away. Okay. So then that's the issue.

22 The --

23

24

25
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Morris Waxler - redirect

realize there's a big controversy between the

Nevyases and what was an adverse event here.

But 1t's admissibfe to show what the basis for

Dr. Friedman's complaints in the December 4,

t n? I af i ar

THE, WITNESS: Adverse events

are -- the whol e point is to report them at

the time they occur and to report them way

ln -- later is, you know, in violation of the

whole point of the IDtr.

If you want to gather lnformation

about the adverse events at the time *- say

his eyebafl fefl out, you know, you want to

know it at the time -it fell out, not six

months fater or a year.

BY MS. FTTZGERALD:

Q Does it put other patients out there in the

public at risk if the FDA doesn't know about this

data and they have surgery with the same device?

THtr COURT: f know it's public

safety. That's been gone over. We understand

that aspect of it. That's why -- but, aga-in,

I wi,Il sustain that -- I won't permit that

fine of questioning.
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2 BY MS. FITZGERALD:

3 Q Was it up to the Nevyases to decide what was a

4 comp-lication or what was an adverse event/ or was

5 that up to the FDA? In other words, can the

6 Plaintiffs figure -- decide which data they are

7 going to submit?

8 A No, I mean *-

9

10

11

72

13

THE COURT: But the doctor decides

what's 'an adverse, event not the FDA. The FDA

doesn't practice medicine.

THE WITNESS: fs that a question?

THE COURT: No.

14 BY MS- FTTZGERALD:

15 Q Do you want to respond?

16 A Well, the first responsibility is the

71 princapaf investigator. The agency is not at the

18 bedside of the patient.

L9 So they -- the principal investiqator and its

20 coinvestigators are responsible for adherinq to the

2I protocol, and adverse events are described in

22 general terms about what they are. But the -- it's

23 certainly true that the principal investigators

24 have that decision making to -- they have to

25 decide. They have criteria for what is adverse
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2 events and what are not adverse events, if there's

3 a loss of best corrected visual acuity, if they

4 have hafos.

THE COURT: The problem here is

while -- the question is: Mr. Morqan ls going

to say that, bul the Nevyases are saying no.

His vision didn't chanqe,- theref ore, we didn't

9 report -- we didn't report it. And

10 that's -- see/ I don't want to get invo,Lved in

11 the malpractice case again.

72 I think the question is -- one of

13 the issues is was there some reasonable basi.s

74

15

for Dr. Friedman to make these claims. I

think we are going too far now.

16 BY MS. FITZGtrRALD:

I1 O One last question on lhis topic:

18 The FDA wants all of the data for anybody who

19 particlpates in the study, right?

20 A Correct.

2I O Dld the FDA ever tell the plaintiffs that

22 their advertisements were inappropriate?

23 A Not to my knowledge.

24 O You didn't --

25 A If I read it, T don't remember.
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2 Q ff you can turn, Doctor, to Frledman 133A,

3 which is that packet of documents.

4 A This here?

6

1

B BY MS . T'ITZGERALD:

(Pause. )

9 Q I'm directing your attention to Page 49 of

10 that exhibit.

11 A Right.

12 O What is this document?

13 A I'm sorry?

74 Q Do you recognize this document?

15 A Yes. Yes. I'm sorry. f forgot this.

76 Q Is this a report from by Ms. Silman (ph)?

Li A Yes.

18 Q Do you know her?

19 A Yes.

20 O If you turn to the fast page of the report?

2I A Okay.

22 Q Read that first paragraph if you would, sir.

23 A Start from another deviation?

24 Q One -- Page 3, "Durinq the inspection. "

25 A Okay.
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2 During the lnspection, Mr. Stokes also

3 discussed the need to have advertisements related

4 Lo the IDE approved by reviewing IRB. A

5 transcript" -- do you want me to read the entire?

6 "A transcript of the radio advertisement that had

7 aired for severaf weeks was inc,Luded with the

B i nspection repo rt .

"The advertisement refers to faser vision

10 correction at the Delaware Valley Laser surg,ery

11 instltution. Accordlng to Mr. Stokes, the only

12 faser at the Bala Cynwyd Office used for refractive

13 surgery was your IDE faser.

74 "While your Marlton, New Jersey, site had the

15 Summit laser, the advertisement does not specify

76 the location. Future advertisements shoufd specify

7'1 location of the approved laser as the enclosed

18 advertisement wou.Ld not be appropriate for

19 soficiting' subjects for your IDE study.

20 "A11 promotional materials designed to soliclt

27 participants are to inform subjects about the fDE

22 study need to be approved by the reviewlng IRB. "

23 O Okay.

24 So does that paragraph indicate to you that

25 the FDA at least reviewed one of the Nevyases' ads?
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2 A Yes.

3 Q Did they find that ad to be inappropriate?

4 A No.

5 Q Did they not say that the ad does --

6 THtr COURT: T think we are going so

far afield here.

You may disagree, but I qet the

plcture here. But now you are bringing in

some document that -- what does the document

say? Is it clear that they examined the

advertisement of the Nevyases? Is it clear

what they did? I think we're getting just so

14 far afietd it's golng to open up further

9

10

11

I2

13

15

76

I1

1B

19

questions from the other side, and, quite

frankLy, it's -- I think it's tangentlal.

MS. FITZGERALD: I think it goes to

the issue of statements made in Dr. Friedman's

Ietters as to whether there was a basis to

20 make his complaints.

27

2.2, that -

THE COURT: I think you covered

23 BY MS. FITZGERALD:

24 O Does the January 7, L999, letter from

25 Ms. Silman, does that cite a number of violations
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2 and deviations from the FDA's perspective?

3 A Yes.

4 Q Thls was after --
THE COURT: Excuse me.

What's the date?

THE WfTNESS: What's the date?

'lHE COURT: Yeah . Yes

9 tHE WfTNESS: It's January 1 , 1999.

10 THE COURT: How do f know --

11

T2

13

I4

15

15

I1

1B

79

20

2I

22

23

24
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THE WITNESS: Yeah. That's correct.

THE COURT: Maybe there's been a lot

of testimony and I overfooked this: How do we

know that Dr. Friedman knew about thi.s?

MS. FITZGERALD: He didn't.

THE COURT: He did not-

MS. trITZGERALD: He did not. He did

not have any of thj-s information until 2005.

Because -- well, we'11 get lnto that.

THE COURT: That's another -- a1l

right. A11 righL. I won't permit anythinq

further on this, nor wiff I permlt any further

questioninq on redirect -- on recross on i-t.
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(Pause. )

5 BY MS. F]TZGERALD:

6 Q If you turn to Page 88 of that exhibit --

MS. LAPAT: Objection, Your Honor.

I thought you said there wasn't going to be

any more questioning about these exhibits.9

10

11

I2

13

I4

15

L6

71
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20

21
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23

24
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THE COURT: That's what I said.

MS. FITZGERALD: I misunderstood,

Your Honor. I'm sorry.

Then nothing further.

THtr COURT: Anything further?

MR. SILVERMAN: No, Your Honor.

THE COURT: Dr. Waxler, thank you.

THE WITNESS: Thank you-

(Witness excused. )

MS. FITZGERALD: Your Honor, I calf

Steven f-riedman, Dr. I-rledman -

He wou,ld like to take a quick

bathroom break.

THE COURT: Aff right - Very wefl.
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Morris Waxfer - redlrect

Certainly. He can use this back here, if you

want,

(Recess taken. )

THE COURT CRIER: State Your name

for the record.

DR- FRTEDMAN: Steven Friedman.

THE COURT CRIER: You are PreviouslY

sworn and still under oath.

THE COURT: Doctor, I have a couPle

questions:

The suit aqainst Your then client,

Mr. Morgan, by the Nevyases was some -- I

guess it was in November of '03, or at least

Lhat's the court term and number.

DR. FRIEDMAN: EarlY November of --

MS. FITZGtrRALD: Mr. Morqan, I don't

believe, is here.

THtr COURT: Oh.

THE COURT CRIER: I didn't see that'

THE COURT: trarlY November of '03'

When he comes back T will 1-efl him

that's the only question I asked.
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Nevyas -vs- Morgan & Friedman

MS. fITZGERALD: Okay.

(Pause. )

THE COURT: Mr. Morg'an, I am sorry.

I asked Dr. Friedman a question. I didn't

realize that you weren't here. No. You have

a right to take a break. It's just that I

want to repeat that question.

MR. MORGAN: Yes, Your Honor.

THE COURT: Dr. Friedman, the suit

was brought by the Nevyases against your then

client, Mr. Morgan, in this case in November

of '03?

DR. FRIEDMAN: Yes, Your Honor. I

think November 7th of '03.

THE COURT: Now, when did you get

sued in this case, approximately?

DR. FRTtrDMAN: We1l, there's a story

that goes with it.

THE COURT: Afl right.

DR. FRIEDMAN: The complaint was

answered --
THE COURT: You answered -- when f
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Nevyas -vs- Morg'an & Friedman

say you -- you answered.

DR. FRItrDMAN: On behalf of

Mr. Morgan.

THE COURT: You answered the

compJ alnL. Okay.

DR. FRItrDMAN: And sometime after

the answer, the Pfaintlffs withdrew -- they

discontinued the-ir fawsuit aqainst Mr. Morgan

and filed in federa-L court a suit against

Mr. Morgan and me as codefendants. That --

THE COURT: When was that about?

DR. FRIEDMAN: Within a couPle of

months after the answer l:o the complaint was

filed.

THE COURT: What haPPened to that

federal suit? It was transferred back here?

DR. FRIEDMAN: Judqe Joiner

dism-issed that. He took about 40 days to do

that. Dismissed the case, but said they were

free to do whatever they wanted to do.

Dismissed all pending state court jurlsdictlon

issues and so forth.

THE COURT: Then they reinstated

this case.
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Nevyas -vs* Morgan & Friedman

DR. FRIEDMAN: The Pl-aintiffs asked

to reinstate the case and to amend the

complaint.

THE COURT: Okay.

DR. FRTEDMAN: They were a_Il_owed to

reinstate the case. They were denied

permission to amend the complaint, but then

al.Lowed petition to seek re.lief to join

another defendant, which they did. So their

amended complaint was supposed to be just

restricted to addinq me as a defendant.

THE COURT: So they added you as a

defendant.

DR. FRIEDMAN: Yes.

THE COURT: Now two questions:

When were you sued in federal court?

DR. FRIEDMAN: I'm -- f am not sure.

It was withl.n -- it was probably a couple of

months after this complaint was answered.

THE COURT: When was this complaint

answered; do you know?

DR. FRIEDMAN: December Bl-h of

200 -* no.

THE COURT: Of '03?
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Nevyas -vs- Morgan & Friedman

DR. FRIEDMAN: '03. December 8th of

'03.

THE COURT: '03.

So you Set loined in this suit; it
was some time in '04, I take it?

DR. FRIEDMAN: Yes. Irm -- I don't

g'et served unti1, I think, early '05.

THtr COURT: Okay.

MR. SILVtrRI4AN: That's an area of

dispute, Your Honor.

THE COURT: You knew it was as soon

as '04.

DR. FRIEDMAN: Yes.

THE COURT: Because there was the

federal suit that was some time in '04, I take

ir.
Now. the question I pose to you is

when you wrote this fetter of December 4,

2403, had you ever been sued yet?

DR. FRIEDI\4AN: No. I mean -- no.

By nobody, including the Nevyases.

Lunch.

THE COURT: Why don't we break for

MS . FITZGERALD: F.ine, Your Honor.
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(Recess taken. )
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