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DePuy, Inc.,

VS.

Peak Surgical, Inc.,

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARI)

Petitioner,

Cancellation No. 9205017 1

Reg. No. 2,679,873

Respondent

NOTICE OF FILING DEPOSITION OF JOHN R. TIGHE

In support of Petitioner's Motion for Sanctions, Petitioner hereby submits the non-

confidential portions of the transcript of the Deposition of Mr. John R. Tighe.

Respectfully submitted,

DePuy, Inc.

Attomey for Petitioner
Barnes & Thomburg LLP
750 nth Street, N.W.
V/ashington, D.C. 20006
(202) 28e-r3r3

CERTIFICATE OF SERVICE

The undersigned certifies that a true copy of the foregoing NOTICE OF FILING
DEPOSITION OF JOHN R. TIGHE was deposited with the U.S. Postal Service as first class
mail, postage prepaid, addressed to Respondent's counsel, Jennifer Lee Taylor, Esq., Morrison &
Foerster LLP , 425 Market Street, San Francisco, CA 94705, on the .1*t day of Janu aty, 20Il .

Joseph D. Lewis

Joseph D. Lewis
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

Case No.

Petitioner,

vs. 92050171

PEAK Surgical, Inc., VOLUME I

Respondent. Pages 1 - 122
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l 

30(b)(6) DEPOSITION OF PEAK SURGICAL, INC.

(JOHN R. TIGHE)

DEPOSITION OF JOHN R. TIGHE

November 3, 2010

Reported by:

CLARE MACY, RPR, CSR #5256

JAN BROWN & ASSOCIATES

WORLDWIDE DEPOSITION & VIDEOGRAPHY SERVICES

701 Battery Street, 3rd Floor, San Francisco, CA 94111

(415) 981~3498 or (800) 522-7096

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498



\D00-4O3(flH3U)B0#4
10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

JOHN R. TIGHE ~ NOVEMBER 3, 2010

I N D E X

Examination by Ms. Casto

Reporter's Certificate
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DePUY DEPOSITION NO.

1 Notice of Deposition of Mr. John R. Tighe

sent October 22, 2010

30(b)(6) Notice of Deposition of Peak

Surgical, Inc. sent October 22, 2010,
with attached Schedule A

Four-page set of documents regarding a

trademark assignment conveyed by Carl

Zeiss AG; labeled TRADEMARK REEL: 003552

FRAME 0597 - 600

Five-page article entitled "Effects of the

Pulsed Electron Avalanche Knife on Retinal

Tissue"

14—page document containing a brochure

entitled "PEAK Surgical, The Pulse of

Precision"; a summary of a clinical study;

a summary of preclinical results from

various tests; Bates Nos. PEAK001 — 14

510(k) Summary of Safety and Effectiveness

dated September 14, 1998 for the Motech

PEAK Fixation System

501(k) Summary dated January 4, 2007 for

the Peak FX Hip Plate

Package insert for DePuy's PEAK fixation

system
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DePUY DEPOSITION NO.

9 Paper entitled "PEAK Surgical Receives

510(k) Clearance to Market PEAK Surgery
System for Use in General Surgery"; Bates
Nos. PEAK0899 — 900

Letter dated July 22, 2008 from Mark N.

Melkerson to Grace A. Carlson, M.D., with
enclosure; Bates Nos. PEAK0977 — 979

Certificate for Full Quality Assurance

dated January 16, 2009; Bates Nos.
PEAK0980 - 982

Letter dated December 3, 2008 from Mark N.

Melkerson to Grace A. Carlson, M.D.;
Bates Nos. PEAK0974 — 976

PEAK Surgical press release entitled

"PEAK Surgical Names John Cifarelli Vice

President, Sales"; Bates Nos. PEAKO896 ~

898

Letter dated October 17, 2006 from V.T.

Giordano to Jennifer Lee Taylor

Letter dated December 1, 2006 from V.T.

Giordano to Jennifer Lee Taylor

Letter dated September 18, 2006 from

Jennifer Lee Taylor to Vito T. Giordano

Letter dated October 17, 2006 from

from V.T. Giordano to Jennifer Lee Taylor

Letter dated October 19, 2006 from

Jennifer Lee Taylor to Vito T. Giordano

Letter dated December 1, 2006 from

V.T. Giordano to Jennifer Lee Taylor,
with enclosure

Letter dated December 21, 2006 from

Jennifer Lee Taylor to V.T. Giordano,
with enclosure

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981~3498



U)

‘D(D~JO\U1uh
10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

JOHN R. TIGHE - NOVEMBER 3, 2010

DePUY DEPOSITION NO.

21 Letter dated 23.1.2007 from Claudia

Bolsinger to Jennifer Lee Taylor

22 Letter dated January 30, 2007 from

Jennifer Lee Taylor to Claudia Bolsinger

—-o0o—-

QUESTIONS INSTRUCTED NOT TO ANSWER

Do you know if Ms. Taylor had ~- if

Ms. Carlson communicated with Ms. Taylor

in this process of obtaining the Zeiss

assignment?

Did you ask your counsel if they had any

communications between —- any documents

reflecting communications between Zeiss and

PEAK Surgical?

But you have not asked those individuals

as you sit here today; is that correct?
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JOHN R. TIGHE — NOVEMBER 3, 2010

BE IT REMEMBERED that, pursuant to Notice of

Deposition, and on Wednesday, November 3, 2010,

comencing at the hour of 9:51 a.m., in the offices of

Morgan, Lewis & Bockius LLP, 2 Palo Alto Square, 3000 El

Camino Real, Suite 700, Palo Alto, California, before

me, Clare Macy, a certified shorthand reporter in the

State of California, there personally appeared

JOHN R. TIGI-IE,

called as a witness by the Petitioner, who being by me

first duly sworn, was thereupon examined and

interrogated as is hereinafter set forth.

JAN BROWN & ASSOCEATES (800) 522-7096 or (415) 981~3498
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JOHN R. TIGHE - NOVEMBER 3, 2010

JOSEPH D. LEWIS, Attorney at Law, of Barnes &

Thornburg LLP, 750 17th Street, N.W., Washington, D.C.,

20006, appeared telephonically as counsel on behalf of

the petitioner, DePuy, Inc.

Tel: (202)289-1313 Fax: (202)289-1330

Email: Joe.Lewis@btlaw.com

LORRAINE M. CASTO, Attorney at Law, of Morgan,

Lewis & Bockius LLP, 2 Palo Alto Square, 3000 El Camino

Real, Palo Alto, California 94306, appeared as counsel

on behalf of the petitioner, DePuy, Inc.

Tel: (650)843-7505 Fax: (650)843-4001

Email: 1casto@morgan1ewis

JENNIFER LEE TAYLOR, Attorney at Law, of

Morrison & Foerster LLP, 425 Market Street, San

Francisco, California 94105-2482, appeared as counsel on

behalf of the respondent, PEAK Surgical, Inc.

Tel: (415)268-6538 Fax: (415)268-7522

Email: jleetaylor@mofo.com

—-oOo--

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498



F4

C383OD~JO1(565L0B3F4
F4 I4

F4 53

F4 U0

F4 #5

F‘ (N

F4 O\

F‘ ~J

?‘ OD

?4 K3

hd CD

R3 P4

BO be

h) L0

B3 #3

B3 Lfl

JOHN R. TIGHE — NOVEMBER 3, 2010

NOVEMBER 3, 2010 — WEDNESDAY

VOLUME I

P R O C E E D I N G S

(Whereupon the witness was sworn.)

EXAMINATION BY MS. CASTO:

Q. Good morning. Would you please state your

full name for the record.

A. John Robert Tighe.

Q. And would you spell your name, please.

A. John is J—O~H~N; Robert, R—O~BwE—R—T; Tighe,

T~I-G-H-E.

Q. Thank you. And what is your address,

Mr. Tighe?

A. 15961 Cerro Vista Court, Los Gatos,

California.

Q. And do you understand today that your

testimony is under oath under penalty of perjury as if

you were testifying in a court of law?

A. Yes.

Q. Is there any reason that you feel you're not

able to testify accurately and truthfully today?

A. No.

Q. Have you taken any medication within the last

48 hours which would affect your ability to recall

details?

JAN BROWN & ASSOCIATES (800) 522—7096 or (415) 981-3498
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A.

Q.

A.

Q.

before?

A.

15 years.

Q.

you gave?

A.

company, Arthrocare,

Q.

?”9?"'.O.""
Q.

dispute?

A.

Q.

JOHN R. TIGHE ~ NOVEMBER 3, 2010

No.

Have you had your deposition taken before?

Yes.

And when have you had your deposition taken

I've had four depositions taken over the last

Okay. And when was the first deposition that

The first was when I was with my previous

so it would have been about 1996.

Can you spell the name of that company.

Arthrocare, A-R—T—H-R-0-C—A—R—E. One word.

And you said 1996, approximately?

Approximately.

What was the subject of that deposition?

It was an intellectual property dispute.

What kind of a dispute, intellectual property

It was a patent infringement case.

Why were you being deposed in that patent

infringement case?

A. I was the director of sales at the time.

Q. So were you testifying on behalf of the

corporation?

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 98l~3498
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JOHN R. TIGHE — NOVEMBER 3, 2010

A. Yes.

Q. Did you testify in your personal capacity in

that case, as to your personal knowledge?

A. It was to my experience with the company.

Q. Okay. So you were testifying on behalf of the

company and then as an individual based on your personal

knowledge in that case?

MS. TAYLOR: Objection. One, that's compound.

And two, it mischaracterizes what he said. And three,

it calls for legal conclusions. And I don't know if he

C3811 .ar1svveJ:.

MS. CASTO: Q. Do your best.

A. I‘m not sure. I was called as a —— you know,

as an employee of the company. They asked me to be

deposed. They deposed many people in the company. I

was one of them.

Q. Did Arthrocare file this patent infringement

action?

A. They did.

Q. Where?

A. Where? I'm not sure what jurisdiction. The

company at the time was headquartered in Sunnyvale,

California.

Q. ArthroCare was headquartered in Sunnyvale,

California?

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498



F‘

CDCO00~JO\LfiRhL0B0E4
F‘ F‘

P4 h)

F‘ U)

F4 #5

15

16

17

18

19

20

21

22

23

24

25

A

Q

A

Q.

that case?

A.

JOHN R. TIGHE * NOVEMBER 3, 2010

Yes.

Where was your deposition taken?

That one, I believe, was here locally.

And who was the company on the other side of

The other was a company called Mitek

Corporation.

Q.

A

Q

A

Q

A

Q

Can you spell that company's name.

M-I-T—E-K.

And where are they located?

They're in Boston.

Do you know how that case concluded?

The two parties settled.

Okay. That was your first deposition. How

about your second deposition?

A.

Q.

A.

It was right around the year 2000.

Okay.

It was a contract dispute, a distribution

agreement.

Q.

?”.O?’*.O?"
JAN

Who brought that suit?

That was brought by Arthrex Corporation.

Can you spell that company's name.

A~R—T—H—R—E—X.

Arthrex Corporation; is that what you said?

It might be Arthrex, Inc., but yes.

10
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JOHN R. TIGHE - NOVEMBER 3, 2010

Q. Against whom did Arthrex file that suit?

A. Against Arthrocare.

Q. Were you testifying on behalf of ArthroCare ~—

A. Yes.

Q. —— in that case?

And that again was in 2000?

A. Yes.

Q. Where was that case filed; do you know?

A. I do not know.

Q. How did that case resolve; do you know?

A. It resolved in a settlement.

Q. And what was the nature of your testimony in

that case?

MS. TAYLOR: I'm going to object. It's vague

as to the nature of the testimony.

You can answer.

THE WETNESS: I testified to the facts of my

knowledge of the —— you know, the case. It was a

distribution arrangement that there was a dispute

regarding. Again, many people were deposed from

Arthrocare. I was one of those.

MS. CASTO: Q. Okay. And your third

deposition that you gave, where was that deposition?

A. Third was —- This was a product liability

(381863.

11
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JOHN R. TIGHE — NOVEMBER 3, 2010

Q. Who filed that case?

A. It was a physician named -- last name is

Herzog.

Q. Can you spell that, please.

A. H-E-R-Z-O—G.

Q. All right.

A. I believe.

Q. Against whom did Dr. Herzog --

A. Against Arthrocare.

Q. Arthrocare?

A. Yes.

Q. Do you remember the approximate date that case

was filed?

A. Early 2000s, 2001, 2002.

Q. And when did you give the deposition in that

case?

A. In that time period.

Q. In the time period 2001 or 2002;

sure which?

A. Yes, yes.

Q. And once again,

Arthrocare; is that correct?

A. That's correct.

Q. Okay.

in that product liability case?

JAN BROWN & ASSOCIATES (800) 522-7096 or (415)

you're not

you testified on behalf of

What was the nature of your testimony

981-3498

12
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JOHN R. TIGHE - NOVEMBER 3, 2010

MS. TAYLOR: Objection, vague as to "nature."

THE WITNESS: I was called to answer questions

about the —— my knowledge of the facts of the case or

about the case, again.

MS. CASTO: Q. So your knowledge as to

products that were --

A. Products that were being marketed by

Arthrocare.

Q. Okay. Technical attributes of those products?

A. More marketing attributes.

Q. Okay. And your fourth deposition, when did

that occur?

A. That occurred 2003 or ‘*4 time frame.

What was the nature of that case?

That was a patent infringement case.

Who brought that case?

Arthrocare brought that.

Smith & Nephew Corporation.

Q.

A

Q

A

Q. Against whom?

A

Q Do you know where that case was filed?

A I do not.

Q. Backing up to the product liability case, do

you know where that case filed by Dr. Herzog was filed?

A. He was based in Portland, Maine, and that's

where there was a trial that actually took place.

13

JAN BROWN & ASSOCIATES (800) 522~7096 or (415) 98lm3498
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JOHN R. TIGHE — NOVEMBER 3, 2010

Do you know if that was in state or in federal

court in Maine?

A.

Q.

I do not, no.

And that case that Dr. Herzog brought went to

trial, you said; is that correct?

A.

Q.

A.

liability

Q.

Yes.

What was the resolution of that trial?

Arthrocare was found ~~ you know, there was no

at Arthrocare.

And the patent infringement case that

ArthroCare filed against Smith & Nephew in around the

2003-2004

companies.

Q.

testimony

time frame ~— do I have those facts correct?

Yes.

How did that case resolve?

That was a settlement between the two

And once again, what was the nature of your

in that patent infringement case?

MS. TAYLOR: Objection, it's vague.

THE WITNESS: Again, to my knowledge of the

markets and business dealings of Arthrocare.

MS. CASTO: Q. Okay. So the marketing

attributes of the products at issue in that patent

infringement action; would that be fair to say?

JAN BROWN & ASSOCIATES

MS. TAYLOR: Objection, mischaracterizes the

(800) 522-7096 or 981-3498(415)
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JOHN R. TIGHE — NOVEMBER 3, 2010

testimony.

THE WITNESS: You know, I don't remember all

the questions that were asked.

MS. CASTO: Q. Sure.

A. It was a long time ago.

Q. Okay. I'm just asking for your general

recollection of what you remember was the nature of your

testimony in that case. So if I've misstated your

testimony, feel free to clarify it.

A. No. It was about the business operations of

ArthroCare.

Q. Okay. As they relate to the products at issue

in that case?

A. Yes.

Q. Okay. Thank you.

And we talked about your four depositions. It

sounds like three of these cases went to settlement

before there was any sort of a trial. Did you testify

in any legal proceedings in any of the four cases you've

just described?

MS. TAYLOR: Objection, that's vague.

THE WITNESS: I was a witness at the trial of

the Herzog.

MS. CASTO: Q. Okay. Any other instances at

all, even beyond these four cases we've just discussed,

15

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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JOHN R. TIGHE ~ NOVEMBER 3, 2010

where you testified at a legal proceeding, for instance,

in a court of law?

A. No.

Q. Okay. Thank you.

So I know you've been through deposition

before. I won't spend a long time giving you

instructions, but we'll just cover some ground rules.

So I'm going to ask you questions. If you

don't understand what I ask you, please let me know, and

I'll try to rephrase it, explain it. Other than that,

I'm going to assume that you understood the question I

put to you. Do you understand that?

A. Okay.

Q. Okay. Good.

And if you need to take a break, let me know,

and we can take a break. The only thing I ask is that

if I have a question pending that you answer that

question before we take a break.

A. Okay.

Q. Do you understand that? Good.

And you might hear Ms. Taylor object to some

of my questions. You still need to answer those

questions unless she instructs you not to answer. Do

you understand that?

A. Yes.

16
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JOHN R. TIGHE - NOVEMBER 3, 2010

Q. Thank you.

And the most important, because I think I've

already violated it a couple of times, is that the court

reporter is taking down everything we say. So it's

important not only that we speak slowly and clearly so

that the court reporter can understand us, but rather

than responding with "uh-huh's," respond with "yes" or
‘H’

"no.

And then most importantly, that we not talk

over each other so that the court reporter can take down

our testimony.

Do you understand that?

A. Yes.

Q. Thank you.

And your last name is pronounced "Mr. TIE"; is

that correct?

A. "TIE," yes.

Q. "TIE"?

A. That's correct.

Q. Mr. Tighe, would you describe your education

for me after high school. So where did you go to

college?

A. I have a BS degree in engineering from the

University of Maryland, 1982.

Q. What field of engineering?

17
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JOHN R. TIGHE — NOVEMBER 3, 2010

1 A. Civil, structural engineering.

2 Q. After graduating with this degree in 1982, did

3 you go on to do any other graduate studies?

4 A. I did not.

5 Q. And I'd like to go over your employment

6 history. So after graduating from college, can you tell

7 me, who was your employer?

8 A. First employer was Sweeney Company.

9 Q. Can you spell that, please.

10 A. S-W-E-E-N-E-Y.

11 Q. All right. And when did you start working for

12 Sweeney Company?

13 A. 1982.

14 Q. When did you stop working for Sweeney Company?

15 A. Three or four years later.

16 Q. So around 1985; is that fair to say?

17 A. Yes.

18 Q. What was your position at Sweeney Company?

19 A. Project engineer.

20 Q. And what were your duties?

21 A. To work on the bids for projects.

22 Q. Does Sweeney Company make any products ~~ or

23 did it at the time, I should say, when you were employed

24 by Sweeney?

25 A. It was a construction engineering firm.

18
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JOHN R. TIGHE - NOVEMBER 3, 2010

Q. And after Sweeney, who did you work for?

A. A company called Patco Distributors,

P-A—T-C-O .

Q. And you started working for them when?

A. Right after Sweeney. I worked there for four

years.

Q. Okay. So around 1985 to l989; is that fair to

say?

A. Yes.

Q. And what was your position there?

A. I was a sales representative.

Q. Is Patco a distributor?

A. They are a distributor.

Q. And at the time you were employed as a sales

representative, what did Patco distribute?

A. They were distributing commercial

transportation services.

Q.

A.

And what were your duties as a sales rep?

-I sold their products that they represented,

their buses and other services in the transportation

field.

?”.O?".0
JAN

And after Patco, where did you work next?

A company called Acufex Microsurgical.

Can you spell that, please.

A—C—U-F~E—X, Microsurgical.

19
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Q. When did you work for Acufex Microsurgical?

A. Right after Patco until em and I worked there

about eight years.

Q. So from around l989, would you say, until

is that a fair estimate?
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JAN

Yeah. I think it was '88 to '96, but yes.

All right. What was your position at Acufex?

I had several positions there.

Okay. Why don't we start with your first.

Sales representative.

Okay. What were your duties as sales rep?

To sell the products that Acufex produced.

And what were the products Acufex produced?

They were medical devices in the orthopedic

Can you describe those medical devices for me.

They were different instruments for

arthroscopic surgery and for ACL reconstruction and for

shoulder surgery.

So were these instruments that actually aid

the surgeons in performing the surgery?

Yes.

Is that what these products were?

Yes.

Were these instruments items that were

BROWN & ASSOCIATES (800) 522~7096 or (415) 98l~3498
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actually placed in the body of a patient and stayed

there after surgery?

A. Some were.

Q. And when did you hold this position of sales

rep for Acufex?

A. I was a rep for about three years.

What was your next position at Acufex?

Regional manager.

What were your duties as regional manager?

To manage a group of sales representatives

across the mid-Atlantic area.

Q. And to be clear, what is the mid—Atlantic

area? Can you describe that geographic region.

A. Geographic. My area included Pennsylvania,

Maryland, Delaware, Washington DC, Virginia, West

Virginia, part of Ohio.

Q. And in managing this group of sales reps, was

this managing sales reps who were selling the same types

of products we just discussed that you were selling as a

sales rep, these instruments for the orthopedic field?

A. Yes.

Q. So the instruments for arthroscopic surgery,

ACL reconstruction and shoulder reconstruction; is that

correct?

A.

JAN BROWN & ASSOCIATES (800) 522~7096 or (415) 98lw3498
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1 Q. Anything else?

2 A. Those were the primary products.

3 Q. And how long did you hold this position as

4 regional manager?

5 A. About three years.

6 Q. And what was your next position at Acufex?

7 A. The national sales manager.

8 Q. What were your duties as national sales

9 manager?

10 A. To manage the group of regional managers and

11 sales representatives across the U.S.

12 Q. How many regional managers did you manage in

13 that role?

14 A. There were about five to seven.

15 Q. Does that mean there were about five to seven

16 regions?

17 A. Yes.

18 Q. And the product that Acufex was selling at the

19 time was the same ortho field products: Reconstruction

20 of AOL, shoulder reconstruction and, I think you said,

21 arthrosurgery in general; is that correct?

22 A. Arthroscopic surgery.

23 Q Arthroscopic surgery?

24 A. Yes.

25 Q Thank you.

22
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24

25

of Acufex.

Acufex sold at the time you were there?

A.

Q.

A.

JOHN R. TIGHE — NOVEMBER 3,

And once again,

There were.

Okay. What were they?

2010

And were there any other products that

They were -— There was different video

equipment that was used for arthroscopic surgery.

Q.

A.

operating room:

Anything else?

There were different devices used in the

Leg holders, shoulder holders,

related to the orthopedic field.

Q.

A.

Q.

Anything else?

No.

Okay. Thank you.

When did you hold this position as national

sales manager?

A.

all

It was my last year and a half with the

company.

Q.

believe you left Acufex around 1996;

A.

time frame,

Q.

Okay.

is that correct?

I think you testified earlier you

these are the primary products

Yes. So it would have been around the '95~‘96

yes.

Okay. So '95-'96.

What was your next position?

I went to Arthrocare Corporation.

23
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1 Q. What position did you hold at ArthroCare?

2 A. Director of sales.

3 Q. What were your duties?

4 A. To manage the sales force in the United

5 States.

6 Q. Can you estimate how big the sales force was

7 at the time?

8 A. It was a start—up. When I started, it was

9 zero.

10 Q. It sounds like an easy management job.

11 A. Yeah. I was there 11 years.

12 Q. All right. So that sounds like from 1995 to

13 about 2006?

14 A. Yes.

15 Q. Does that sound right? Okay.

16 So you managed the sales force. It sounds

17 like you maybe grew the sales force; would that be fair

18 to say?

19 A. Yes.

20 Q. At the time you left, how big was your sales

21 force?

22 A. When I left, I was the senior VP/general

23 manager of all the business units.

24 Q. All right. So at the time you concluded your

25 position as director of sales, how big was the sales

24
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force, approximately?

A. We had 100 indirect employees, independent

representatives,

had about a dozen direct employees.

2010

that we contracted with in the U.S.

Q. And what were you selling for Arthrocare?

What products did ArthroCare make at that time?

A. They made electrosurgical products for the

orthopedic field and the ENT field and spine.

Q. And so ENT is ear—nose-throat;

correct?

A. That's correct.

Q. Any other electrical surgical --

electrosurgical products then for the ortho,

spine fields,

A. That was the technology that was developed.

any other fields?

is that

ENT and

We

We made several products that were used in those fields.

Q. Okay.

A.

Q.

A.

other companies.

What do you mean by that?

But no other fields;

Not marketing directly, no.

is that correct?

Q. And what were those license arrangements?

A. They licensed the technology to Olympus for

urology.

orthopedics.

JAN BROWN & ASSOCIATES (800) 522-7096 O1? (41 5 )

They licensed the products to Mitek for

They licensed the products to Stryker
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Corporation for the orthopedic field.

JOHN R. TIGHE - NOVEMBER 3, 2010

There may have

been others.

Q. Do you recall any of those others as you sit

here today?

A.

Q.

sales?

1999.

Q

A.

Q

A.

I do not.

When did you hold the position of director of

My first few years there, my first -- until

So around '95 to '99; is that correct?

Yes.

And what was your next position at Arthrocare?

I was the vice president of sales and

marketing.

Q.

A.

Q.

A.

When did you hold that position?

'99 until about 2004.

And what were your duties?

I had worldwide responsibility for the sales

and marketing of Arthrocare‘s products.

Q.

electrosurgical products for ortho,

And once again, these products were the

ENT and spine; is

that correct?

A.

products.

Q.

JAN

Yes. At that time there were additional

What were those products?
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A. We had done several acquisitions, so we

acquired other companies‘ products.

Q. What were those acquisitions?

There was a company called Atlantech.

Atlantech?

Can you spell that.

A-T-L-A-N-'1‘-‘E-C*-H .

A.

Q.

A. Yes.

Q.

A.

Q. Okay. And what were those products?

A. They were orthopedic products for arthroscopic

s11r1;e3:y, ACL reconstruction.

Q. The other acquisitions?

A company called Opus Medical.

please.

O-P—U-S, Medical.

A

Q. Spell that,

A

Q And their products?

A. Their products were for a sutureless rotator

cuff anchor system.

Q. Any other acquisitions?

A company called Parallax.

Products for vertebroplasty.

A.

Q. And their products?

A.

Q. What's vertebroplasty?

A. It's where you put for a -- you put bone

cement in the spine to alleviate pain for patients with

JAN BROWN & ASSOCIATES (800) 522-7096 OI." (415) 981-3498
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1 kyphosis or curved spine.

2 Q. Kyphosis means curved spine?

3 A. Yeah. It's curved, yes.

4 Q. Any other acquisitions?

5 A. There was a company, I forget the name, but

6 the products were Rapid Rhino products. They made

7 products for epistaxis.

8 Q. Rapid Rhino products, that sounds like it has

9 to do with the nose.

10 A. Correct. It's for the ENT space. They had

11 products for ENT.

12 Q. What was the other one? I didn't quite catch

13 that.

14 A. That was it.

15 Q. You said Rapid Rhino, and then you said

16 something else.

17 A. They made a product for epistaxis, which is

18 bloody nose basically in trauma indications.

19 And there may have been others, but I think

20 those are the main acquisitions.

21 Q. Those are the ones you can remember?

22 A. Yes.

23 Q. All right. And that was during your tenure as

24 VP of sales and marketing somewhere between '99 and

25 2004; is that correct?
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A. Between then and the time I left, yes.

Q. So what was yeur next position after VP of

sales and marketing?

A. I was a senior VP and general manager.

Q. What were your duties?

A. I managed the business units of sports

medicine, ENT and spine and, also, all the international

business unit.

Q. When you say you managed the business units of

these areas, what does that mean?

A. The business unit encompassed sales,

marketing, research and development for each of those

areas.

Q. And you managed each of those areas’ sales,

marketing, research and development for these business

units: Sports medicine, ENT and spine; is that correct?

A. And international.

Q. And international?

A. Yes.

Q. What do you mean by that?

A. There was a separate business unit based in

Europe that encompassed all those products as well. It

was different personnel, and we treated it as a separate

business unit.

Q. I see, okay.
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And you held that position from 2004 until you

is that correct?left;

A. Yes.

Q. And you left somewhere around 2006; is that

correct?

A. Yes.

Q. And what was your next position after you left

Arthrocare?

A. I became the CEO of PEAK in June of 2006.

Q. And that's PEAK Surgical, the respondent in

this proceeding; is that correct?

A. Yes.

Q. When you joined PEAK Surgical as CEO in June

2006, had the company already been in existence prior to

that time?

A. Yes.

Q. What sort of products did PEAK Surgical —— Did

PEAK Surgical make products in June of 2006 when you

joined?

A. In the process of developing products.

Q. In the process of developing products, okay.

What products?

A. Developing the PEAK technology and the

P1asmaBlade products for various medical markets.

Q. What were the medical markets that they were

30
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JOHN R. TIGHE - NOVEMBER 3, 2010

in the process of developing when you joined in

June 2006?

A. I was the first employee, so the founders

started the company in July 2005.

Q. The founders started the company in July 2005;

is that correct?

A. Yes.

Q. And what were the various medical products

they were developing in June 2006? You said they were

developing PlasmaBlade products in various medical

fields. Did I get that right?

A. Yes.

Q. What were those medical fields at that time?

A. It included just about every medical field,

and it was my job to determine which ones to bring it to

market.

(Reporter interrupts.)

THE WITNESS: To bring the PEAK technology to

market.

MS. CASTO: Q. So I'm §ust trying to get an

understanding of, when you joined in June 2006, there

were no plans to bring it to any specific market; it was

your job to figure out which markets to bring the

product to market in; is that correct?

A. Well, again, it was a start-up.

31
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JOHN R. TIGHE — NOVEMBER 3, 2010

Q. Uhwhuh.

A. So it is a platform technology that can be

used in many medical fields.

Q. Okay.

A. And the founders hired me because of my

experience to determine which fields to bring it to

first.

Q. Okay. So you were the first employee. I

assume you hired employees; is that correct?

A. That's correct.

Q. Okay. And so how many employees are there

currently at PEAK Surgical?

60.A. Currently, there are

Q. Can you describe the general categories in

which these employees all fit? Do you have 50 engineers

and one sales rep, or how does that ~— Can you give that

breakdown.

A. There are 14 people in sales, in sales

management.

Q. Okay.

A. There are four or five people in the marketing

and clinical department. There are ten people in

research and development. There are four in the finance

and accounting area. There are three in the quality and

regulatory space. And the balance is all in

32
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1 manufacturing and operations, which includes assemblers

2 and managers of the manufacturing process.

3 Q. So that looks like approximately 20

4 employees --

5 A. That's about right.

6 Q. —~ in manufacturing and operations?

7 A. Yes.

8 Q. What are your current responsibilities as CEO?

9 I assume —— Actually, I shouldn't assume. Are you still

10 CEO of PEAK Surgical?

11 A. Yes, I am.

12 Q. So do you hold any other titles at PEAK

13 Surgical?

14 A. I am a board member, a director.

15 Q. Okay. Any other titles?

16 A. No.

17 Q. What are your current duties as CEO of PEAK

18 Surgical?

19 A. To grow our business and to bring value to our

20 shareholders.

21 Q. As part of your responsibilities, do you

22 manage any of the 60 employees for PEAK Surgical?

23 A. I have seven reports directly, that report

24 directly to me.

25 Q. Okay. And who are your seven direct reports?

33
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Andre Bessette, Jeremy Adinger.

Let me just stop you there. Maybe if you can

give me their names and perhaps spell their names and

provide their titles for me,

A.

marketing

that would be helpful.

Andre Bessette?

Andre Bessette is the vice president of

and clinical. Jeremy Adinger, A—D—I—N—G-E—R,

is the director of operations.

Q.

A.

spelled.

Q.

A.

president

Okay.

An Nguyen, N- -— How do you spell "Nguyen"?

MS. TAYLOR: ‘It's N-G-U—Y-E~N.

THE WITNESS: That's it.

MS. CASTO: That is typically how "Nguyen" is

THE WITNESS: That's how it is spelled.

He is our director of quality and regulatory.

MS. CASTO: Q. An's first name is spelled?

A-N.

Okay.

Paul Davison, DwAwVwImSwO—N, is our vice

of R&D.

Lori Munoz, M—U-N—O—Z, vice president/CFO.

Gwen Drain, is our director ofD—R—AmI~N,

human resources.

JAN BROWN & ASSOCIATES

is our director of
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how long have you managed each of them?

MS. TAYLOR:

question.

MS. CASTO:

you like.

How about Andre Bessette, how long have you

managed Andre?

Objection. It's a compound

Q. We can take them as a list if

A. Since he —— Since 2006.

Q. When did Andre join the company?

A. Fall of 2006.

Q. So you've managed Andre since he joined in

fall 2006; is that correct?

A. Yes.

Q. How about Jeremy Adinger?

A. Jeremy Adinger, I've managed directly for a

year and a half. He joined the company two years ago.

Q. So Mr. Adinger joined the company in 2008; is

that correct?

A. Yes.

Q. How about An Nguyen?

MS. TAYLOR:

An Nguyen" isn't a question.

MS. CASTO:

JAN BROWN & ASSOCIATES

I'm going to object.

I think if we go back to the
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1 questions, we know that I was asking --

2 MS. TAYLOR: Is it when he joined the company

3 or when he started?

4 MS. CASTO: How long he has managed him.

5 MS. TAYLOR: Managing him, okay. I just want

6 to be sure.

7 THE WITNESS: I've managed An Nguyen since

8 2008 directly.

9 MS. CASTO: Q. And when did Mr. Nguyen join

10 PEAK Surgical?

11 A. I believe he joined in 2007.

12 Q. Who managed him before you did?

13 A. A woman named Grace Carlson.

14 Q. Is Grace Carlson still with PEAK Surgical?

15 A. She is not.

16 Q. What was her position at the time that she

17 managed Mr. Nguyen in 2007?

18 A. She was the vice president of regulatory and

19 clinical affairs.

20 Q. How about Paul Davison, pow long have you

21 managed him?

22 A. Since 2006.

23 Q And when did Mr. Davison join PEAK Surgical?

24 A. He joined in the sumer of 2006.

25 Q So he joined right after you; is that correct?

36
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Yes.

And how about Lori Munoz, how long have you

managed her?

Mr.

A.

Q.

A.

Q.

A.

Q.

A.

Q.

A.

Q.

A.

Since 2007.

And when did she join PEAK Surgical?

2007.

And Gwen Drain, how long have you managed her?

Since 2006.

And when did she join PEAK Surgical?

2006.

And James Romero, how long have you managed

Since early 2009.

And when did he join PEAK Surgical?

2008.

And who managed him before you started?

John Cifarelli.

Can you spell John's last name?

C~I-F-A-R-E-L-L-I.

Is Mr. Cifarelli still with PEAK Surgical?

No.

What position did he hold when he managed

Romero?

A.

Q.

JAN BROWN & ASSOCIATES

He was the vice president of sales.

Where is your office located?
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A. Palo Alto, California.

Q. A couple of follow—up questions about your

direct reports.

Are you doing okay? Do you need a break?

A. No. I'm fine.

Q. So as vice president of marketing and

clinical, what are Mr. Bessette's duties?

A. To manage the marketing of PEAK products

worldwide. He also manages our OUS, our international

distribution network.

Q. What does ”OUS" stand for?

A. Outside the U.S.

Q. Okay.

A. And he also manages our clinical affairs.

Q. What do you mean when you say he manages your

clinical affairs?

A. He manages a group of people that perform --

that work with to perform preclinical and clinical

studies using PEAK technology.

Q. And what are preclinical studies?

A. Animal studies, generally.

Q. Are there any other types of preclinical

studies?

A. You can have human cadaver tissue as a

preclinical study.

JAN BROWN & ASSOCIATES (800) 522-7096 OI‘ (415)
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experiments that are considered preclinical.

Q. What is a benchtop experiment?

A. Any type of scientific measurement that you

are doing in a lab that you're documenting.

Q. So lab experiments are sometimes referred to

as preclinical --

A. Yes.

Q. —— studies, okay.

What are clinical studies?

A. Generally referred when you have human

clinical use, so human use.

Q. That's living human use as opposed to human

cadavers; is that right?

A. Yes.

Q. Is it ever done in labs?

A. It depends on the products, I guess.

Q. Okay. So lab experiments can be preclinical

studies, but lab experiments can also be clinical

studies?

A. Is this in general or ww

Q. Yeah, in general. I'm just trying to get an

understanding of the difference between a preclinical

study and a clinical study.

A. I guess you could have a clinical study in a

lab if you were doing a study on a knee brace. You
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would be in a lab. You've got a patient. Yes. So it

could be done.

Q. Okay. How about at PEAK Surgical with its

products, does it do any lab clinical studies?

A. No.

MS. CASTO: I will introduce the first

deposition exhibit. We'll be marking these DePuy 1 and

2. The first is the Notice of Deposition to Mr. John R.

Tighe. I'm going to have the reporter mark these

exhibits and then hand them to you. You probably are

used to this process.

(Whereupon, Notice of Deposition of Mr. John

R. Tighe sent October 22, 2010 was marked for

identification and attached to the deposition

as Exhibit 1.)

MS. CASTO: Counsel.

And DePuy Exhibit 2 is the 30(b)(6) Notice of

Deposition to PEAK Surgical.

{Whereupon, 30(b)(6) Notice of Deposition of

Peak Surgical, Inc. sent October 22, 2010,

with attached Schedule A, was marked for

identification and attached to the deposition

as Exhibit 2.)

MS. CASTO: Q. I'm going to ask you to look

at Exhibits 1 and 2, Mr. Tighe, and we'll start with

40
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JOHN R. TIGHE — NOVEMBER 3, 2010

Exhibit 1 when you're ready. So just tell me when

you're ready.

MS. TAYLOR: And "ready" means when he's done

looking at it? Is that what you're asking him to tell

you?

MS. CASTO: That's correct.

Q. When you're done reviewing it, tell me when

you're ready.

MS. TAYLOR: Okay.

THE WITNESS: Yes, I'm ready.

MS. CASTO: Q. Okay. So looking at

Exhibit 1, have you seen this document before?

A. No, not until you just gave it to me.

Q. Okay. And then looking at Exhibit 2, have you

seen this document before?

A. No.

Okay.

A. I saw this list before the deposition started

that you guys went through.

Q. Okay. When did you first see the list that is

appended as Schedule A to Exhibit 2?

A. Right before we started here.

Q. As we sat here in the deposition room this

morning was the first time you saw that?

A. Yes.

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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Q. So we're going to go through the Schedule A to

Exhibit 2. So if I can have you turn back to that page

on Exhibit 2 mm

A. Deposition to begin at 2:30? Does that

matter?

Q. No. I think counsel have been negotiating as

to who was going to be appearing for that deposition,

and it turns out that apparently you're going to be. I

just want to get that on the record, if I might.

So before we started the deposition, we walked

through the topics listed on this Schedule A. And I

just want to walk through them again to confirm which

topics you have been designated to testify to on behalf

of PEAK Surgical. Okay?

A. Okay.

Q. So looking at Schedule A, my understanding is

that you have been designated to speak on behalf of PEAK

Surgical on topics 3, 8 ~-

MS. TAYLOR: With respect to 8, to clarify,

there have been no business dealings; therefore, PEAK

Surgical has not designated anyone to discuss —— to

testify as to business dealings. Mr. Tighe is being

designated to testify as to communications only.

MS. CASTO: Q. But Mr. Tighe could also

testify to the lack of business dealings on behalf of
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1 PEAK Surgical?

2 MS. TAYLOR: He certainly is capable of --

3 MS. CASTO: Of answering that question?

4 MS. TAYLOR: -— of answering the question that

5 there have been none, yes.

6 MS. CASTO: Q. Okay. So once again, I'll

7 just walk through the topic numbers so we know what you

8 have been designated to testify on behalf of PEAK

9 Surgical.

10 3, 8 ~-

11 A. Can I borrow your pen?

12 MS. TAYLOR: Oh, you don‘t want to mark on

13 that.

14 THE WITNESS: Sorry. That's all right.

15 MS. TAYLOR: I don't think it matters.

16 MS. CASTO: Q. You know what? You can. If

17 you want to mark on it, that's fine. You can mark on

18 it.

19 3, 8, 9, 13 —— 13 is actually on that first

20 page.

21 A. Yeah, I see it.

22 Q. 19, 20.

23 MS. TAYLOR: On 20, I want to clarify, again,

24 that we informed you there are no license agreements, so

25 Mr. Tighe's designation is only to the extent he can
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testify that there are none. He cannot testify as to

what they are. I just want to be clear on that.
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MS. CASTO: He can testify that there are

MS. TAYLOR: Exactly.

So go ahead and mark 20.

THE WITNESS: I got it.

MS. CASTO: Q. 22.

Okay.

And 29.

So these are the topics that you have been

designated to testify on behalf of PEAK Surgical; is

that correct?

YIES.

Did you do anything to investigate these

MS. TAYLOR: Objection, that's vague.

THE WITNESS: I spoke with counsel yesterday.

MS. CASTO: Q. Other than speaking with

counsel yesterday, did you do anything to investigate

any of these topics?

No.

In preparing for your deposition today, did

you look at any documents?

I did not.
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Q. Other than speaking with counsel, did you

speak with anybody in preparation for your deposition

today?

A. No.

Q. Did you make any notes in preparing for your

deposition today?

A. No.

Q. Were you involved in the selection of the PEAK

MS. TAYLOR: I'm going to object that it's

THE WITNESS: I'm not sure what you mean by

the selection. PEAK was a --

MS. CASTO: Q. Let me see if I can clarify.

Were you involved in the adoption of the PEAK mark by

PEAK Surgical?

MS. TAYLOR: Again, it's vague.

THE WITNESS: PEAK was the name of the company

when I joined.

MS. CASTO: Q. Okay. So did you have any

involvement in selecting the PEAK trademark for PEAK

Surgical's products?

MS. TAYLOR: Again, it's vague.

THE WITNESS: I don't know about selecting the

mark. We -— Grace Carlson managed the process of

JAN BROWN & ASSOCIATES (800) 522-7596 or (415) 981-3498
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applying for various trademarks for the company.

MS. CASTO: Q. Okay. By the way, did you

speak with Andre Bessette in preparing for your

deposition today?

A. I did not.

Q. Did you speak with him in preparation for his

deposition?

A. I did not.

Q. Okay. And Grace Carlson was the vice

president of regulatory and clinical affairs; is that

correct?

A. Yes.

MS. CASTO: Court Reporter, can you read back

Mr. Tighe's answer to my previous question where he said

that Grace Carlson was involved or Grace Carlson played

a role in the trademark. I didn't quite catch that.

(Record read by the reporter as follows:

I don't know about selecting the mark.

We —— Grace Carlson managed the

process of applying for various

trademarks for the company.)

MS. CASTO: Q. So did Grace Carlson then

apply for the PEAK mark in the U.S.; is that what you're

saying?

A. That's possible. I'm not sure who actually

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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applied.

Q. Okay. If you wanted to confirm, what would

you do?

A. I'd look up the -- I'd call my counsel and ask

who was working with them at the time we applied.

Q. Is that because your counsel has actually

managed the trademark applications for PEAK Surgical?
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Yes.

And that would be Ms. Taylor?

Yes.

And has Ms. Taylor managed the trademark

prosecution for all of PEAK Surgical's trademarks?

Yes.

U.S. and worldwide?

Yes.

MS. CASTO: Let me introduce the next exhibit,

(whereupon, a four~page set of documents

regarding a trademark assignment conveyed by

Carl Zeiss AG was marked for identification

and attached to the deposition as Exhibit 3.)

MS. CASTO: Q. This is the —— T'll let you

take a look at that.

It's a three—page exhibit, and it bears Reel

and Frame Nos. 003552 —— Reel number, Frame No. 0597

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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through 0600.

is?

A.

Q.

A.

assigning

Q.

Mr. Tighe, do you recognize what this document

I believe so.

What is it?

I believe it's a record of Carl Zeiss

the PEAK trademarks to PEAK.

And were you involved in the assignment from

Carl Zeiss to PEAK Surgical of this trademark?

that Grace Carlson reported to me,

process.

exhibit,

signature;

A.

Q.

Does that

A.

Q.

obtaining

correct?

A.

Q.

JAN BROWN & ASSOCIATES

MS. TAYLOR: Objection, it's vague.

THE WITNESS: I was involved to the extent

and she managed that

MS. CASTO: Q. And looking at page 3 of this

this bears what appears to be Grace Carlson's

is that correct?

Yes.

YIM-D- ll’There's an at the end of Grace's name.

refer to the fact that she's a medical doctor?

Yes, she is.

Okay. So Grace managed the process of

the assignment from Carl Zeiss; is that

Yes.

And you supervised Ms. Carlson in that

48

(800) 522-7096 or (415) 981-3498



KO3)~JO3
10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

JOHN R. TIGHE — NOVEMBER 3, 2010

process; is that correct?

A. I supervised Grace Carlson. I didn't

supervise all of her -- every detail of what she did.

Q. Okay. Did you play any role in this

assignment?

MS. TAYLOR: Objection, it's vague.

THE WITNESS: I played a role that —— in fact,

that this was a —— kind of a follow~up to getting the

assignment from Carl Zeiss.

MS. CASTO: Q. What do you mean a followmup

to it?

A. Carl Zeiss had originally licensed the PEAK

technology from Stanford.

Q. Licensed the PEAK technology from Stanford?

A. Yes.

Q. Okay. So it was a license out from Stanford,

a license in to Carl Zeiss; is that correct?

A. It was a license to -- yeah, to Carl Zeiss.

That's my understanding.

Q. And you're referring to this as the PEAK

technology from Stanford; is that correct?

A. Correct.

Q. And what is the PEAK technology you're

referring to?

A. PEAK technology is the technology that we've
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developed, the unique wave forms and insulation design

that encompasses the IP.

Q. Did you say "unique wave forms and

insulation"?

A. Well, the PEAK technology refers to eight

issued patents that we've licensed from Stanford.

Q. You've licensed eight patents in from

Stanford; is that correct?

A. Yes.

Q. And I was just wanting to clarify, was that

term "insulation" or "installation"?

A. Insulation.

Q. Insulation, okay.

MS. TAYLOR: When it works for you, can we

take a short break?

MS. CASTO: Let's take a break.

MS. TAYLOR: Okay.

(Recess taken from 10:55 to 11:07 a.m.)

MS. CASTO: Q. So Mr. Tighe, you testified

earlier that Grace Carlson was involved in managing the

process for obtaining PEAK Surgical's trademarks; is

that correct?

A. Yes.

Q. So what exactly did Ms. Carlson do in managing

that process?

50
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MS. TAYLOR: Lacks foundation, perhaps calls

for speculation.

MS. CASTO: Q. Do you know?

A. She managed the process if we had names that

we wanted to get to file for trademarks. She

communicated with Zeiss to get the assignment of

previous trademarks. She managed that process, you

know, with our attorneys.

Q. Did she conduct clearance searches for marks

PEAK Surgical was interested in using?

MS. TAYLOR: Lacks foundation.

MS. CASTO: Q. Do you know?

I don't know.

Q. So just so I'm clear that I understand your

knowledge as to what Ms. Carlson did in managing the

process of acquiring trademarks for PEAK Surgical, she

spoke with your counsel, and that would be Ms. Taylor;

is that correct?

A. That's correct.

Q. And then what else are you aware that she did

in managing that process?

A. I know that she -— the document showed she

communicated with Zeiss to get the assignment of PEAK.

Q. Do you know if she initiated that

communication with Zeiss to get the assignment?

JAN BROWN & ASSOCIATES (800) 522—7096 or (415) 98l~3498
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A. I'm not sure who called whom.

Q. So you're not sure if she contacted Zeiss

directly?

A. At some point I know they communicated. I

don't know who called who first.

Q. Okay. Do you know how they communicated? Was

it over the phone?

A. I'm not sure.

Q. You don't know whether or not there were any

written communications?

A. I'm not sure.

Q. Do you know if Ms. Taylor had m» if

Ms. Carlson communicated with Ms. Taylor in this process

of obtaining the Zeiss assignment?

MS. TAYLOR: I'm going to object and instruct

not to answer because that would be attorney—client

privileged communication.

MS. CASTO: Q. Do you know if Ms. Taylor

communicated with Zeiss?

MS. TAYLOR: I'm going to object and instruct

the witness not to answer to the extent that the

witness‘ knowledge comes from communications with

counsel. If he has independent knowledge, then he may

respond with respect to knowledge that you obtained from

someone other than counsel.

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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JOHN R. TIGHE - NOVEMBER 3, 2010

THE WITNESS: What was the question again?

MS. CASTO: Can you read back the question.

(Whereupon, the reporter read the last

question.)

THE WITNESS: I don't know.

MS. CASTO: Q. Who at the company would know?

MS. TAYLOR: I think that assumes facts and

and it's the same issue,

potentially attorney—client privilege.

Q.

A

Q

A.

Q

A

THE WITNESS: Grace Carlson may know.

MS. CASTO: Q. Is she still with the company?

No.

Where is Grace Carlson?

She is in Chicago finishing her residency.

Do you know where she's doing her residency?

I believe it's Northwestern Hospital.

Do you know what her residency is in? Is she

in a particular department at Northwestern?

A.

Q.

A.

Q.

She is a general practitioner, or will be.

Internal medicine then; do you know?

I don't know.

Do you know when she began her residency at

Northwestern?

A.

Q.

JAN BROWN & ASSOCIATES

She began in 2008.

Is that when she left PEAK Surgical?
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1 A. Yes.

2 Q. You earlier mentioned that —— I believe, that

3 Zeiss had originally licensed the PEAK technology from

4 Stanford; is that correct?

5 A. Yes, that's my understanding.

6 Q. And what did Zeiss do under that license; do

7 you know?

8 A. I do not know.

9 Q. If you wanted to find out, what would you do?

10 A. I guess I would Contact Carl Zeiss.

11 Q. Is there anyone at the company at PEAK

12 Surgical you could ask to find out what Zeiss did under

13 that license?

14 A. No.

15 Q. Anyone outside the company other than Carl

16 Zeiss? Would, for instance, Grace Carlson know?

17 A. No.

18 Q. She wouldn't know?

19 A. Again, no ~~ If I could rephrase the question.

20 Know what about Carl Zeiss?

21 Q. What Zeiss did under the license it acquired

22 from Stanford to the PEAK technology.

23 A. What he did. I'm sure they had a host of

24 activities. I'm not sure who -— No one within PEAK,

25 including ex—employees, would know the whole extent of
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Zeiss's activities using the PEAK technology.

Q.

A.

Q.

Okay.

We would have no way of knowing that.

So how did it come about that PEAK Surgical

acquired the assignment from Carl Zeiss; do you know?

A. PEAK Surgical, the founders, which included

Mark Blumenkranz, who is the chair of ophthalmology --

Q.

A

Q

A

Q

A.

Q

.A

Q.

A.

developed

Q.

A.

Can you spell that last name, please.

B—L-U-M-E~N—K-R—A-N~Z.

Chair of ophthalmology where?

Stanford.

And he is one of the founders ——

Yes.

~~ of PEAK Surgical; is that correct?

Yes, that's correct.

Okay. You were explaining his role.

He was aware of the technology because it was

at Stanford.

Okay.

He worked with three founders to form the

company PEAK Surgical in "w The company was incorporated

in the State of Delaware in July 2005.

Q. Okay. And so Dr. Blumenkranz was aware of the

PEAK technology at Stanford because he was chair of

ophthalmology there,

JAN BROWN & ASSOCIATES

and he approached Zeiss? I'm
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trying to figure out how it came about that PEAK

Surgical acquired this assignment from Zeiss.

A. Once PEAK Surgical was formed, PEAK Surgical,

the founders, negotiated a license agreement with

Stanford --

Q. Okay.

A. —— the Office of Technology and Licensing —~

Q. Okay.

A. -— to license the patents that incorporated

the PEAK technology. That's how we obtained the PEAK

technology.

Q. Did Stanford have any trademark rights to the

mark PEAK at that time?

A. I don't know.

Q. So PEAK Surgical negotiated with Stanford for

a license to the patents to the PEAK technology?

A. Correct.

Q. And what did PEAK Surgical do in order to

acquire the assignment? What did they do, if anything,

in order to acquire the trademark assignment from Zeiss?

A. we knew that previous to PEAK having the

license to the technology, that Zeiss had some type of

license with Stanford. And I don't know what happened

to that license, but the license became available. we

licensed the technology from Stanford and, as follow—up,
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1 obtained the assignment of the PEAK trademark from

2
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Zeiss.

Q. Okay.

reached out to Zeiss to acquire the trademark

assignment;

A. Grace Carlson did,

Grace Carlson, exactly.

is that correct?

As I mentioned before,

know how they communicated.

or Zeiss communicated with

I don't

Q. So the license that PEAK Surgical obtained

from Stanford to the PEAK technology, is that an

exclusive license?

A. Yes.

medical applications for this technology.

Q. And to your knowledge,

It's an exclusive license for all

exclusive license in that same space; is that correct?

A. I don't know.

license that they had with Stanford.

So PEAK Surgical then to your knowledge

Zeiss previously had an

I do not know the extent of the

Q. Okay.

A. We do not have visibility to that license.

Q. Okay. But you know that PEAK Surgical has the

exclusive license to the PEAK technology in the medical

space?

A. For all medical applications worldwide.

Q. Okay. Do you know if Jennifer Taylor

represented PEAK Surgical in obtaining the assignment

JAN BROWN & ASSOCIATES (800) 522-7096 Or (415) 981-3498
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from Zeiss?

MS. TAYLOR: I'm going to caution the witness

not to answer to the extent the witness’ only knowledge

is through communications with counsel.

THE WITNESS: May have helped with the legal

work to obtain this assignment.

MS. CASTO: Q. You were looking at the

assignment record. Is there something on that record

that indicates that to be the case?

A. Well, somebody had to draft this assignment

letter. So I don't know if somebody from Zeiss did

this, attorneys, or if our attorneys did. If it was our

attorneys, it would have been Morrison & Foerster.

Q. Looking at the first page of Exhibit 3, about

three—fourths of the way down on that first page, do you

see the Correspondent Name field and the name Jennifer

Lee Taylor?

There you go, yes.

And that is PEAK Surgical's counsel?

Yes.

Are you aware of any PEAK Surgical business

records which reflect communications between PEAK

Surgical, and that would include PEAK Surgical's

counsel, and Zeiss regarding this assignment?

A. I'm not aware of any documents.

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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Q. Does PEAK Surgical maintain any sort of file

regarding the Zeiss assignment?

A. It's possible.

Q. In preparing for your deposition today and

specifically to speak with regard to deposition topic 8

for business dealings or communications between PEAK

Surgical and Carl Zeiss, what investigation did you

conduct with regard to that topic?

A. we haven't had any business dealings. The

only communication I'm aware of is the communication

between Grace Carlson to obtain this assignment.

Q. Did you look for any business records of

communications between PEAK Surgical and Zeiss with

regard to this assignment?

A. Today? I have not.

Q. Did you ask anyone at PEAK Surgical to look

for any such records?

A. I have not.

Q. If you were to look for such records, where

would you look?

MS. TAYLOR: Calls for speculation.

THE WITNESS: Again, I know there were no

business dealings with Zeiss, so I'm not sure. If I had

to double-check, I would check some files.

MS. CASTO: Q. You know that there were

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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JOHN R. TIGHE - NOVEMBER 3, 2010

communications with Zeiss?

A. Only to the extent that the assignment was

completed.

Q. Where would you look for any communications

between PEAK Surgical and Zeiss in PEAK Surgical's

records?

A. Under Z. I don't know.

mean. I guess --

Q. Does PEAK Surgical maintain any files of any

of the assignments it acquires?

A. This is the only assignment that we've

acquired, so it's not like there's a big file of

assignments.

Q. Does PEAK Surgical maintain files of any

agreements it enters with other parties?

Yes.

And where are those files maintained?

Various departments within the company.

What departments?

Each of the seven reports that I mentioned to

you maintains files of agreements that they may have.

Q. So this would be in the operations, is one

department; is that correct?

A. Right.

Q. Quality and regulatory affairs, is that ~-

JAN BROWN & ASSOCIATES (800) 522-7096 or (4l5) 981-3498
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1 A. Regulatory affairs, yeah. Human resources.

2 Q. Research and development?

3 A. Research and development.

4 Q. Human resources, sales.

5 So for instance, how about this license in

6 from Stanford to the PEAK technology, who maintains that

7 file?

8 A. That file is either with our CFO or the human

9 resources individual.

10 Q. Did PEAK Surgical produce a copy of this —~

11 the Zeiss assignment in this action?

12 A. I'm not sure what documents were produced. I

13 did not review them all.

14 Q. Do you know where this assignment, as in

15 Exhibit 3, where this is maintained at PEAK Surgical?

16 A. If we have a copy at PEAK Surgical, it's

17 probably with either Mr. Bessette, Ms. Drain or

18 Ms. Munoz and, I assume, also with our counsel.

19 Q. So if you were to look for communications

20 related to this assignment, who would you ask?

21 A. I would ask Andre Bessette, Gwen Drain or Lori

22 Munoz.

23 Q. Who at PEAK Surgical is maintaining trademark

24 files?

25 A. Gwen Drain and Andre Bessette, along with our
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counsel.

Q. Did you ask your counsel if they had any

communications between —— any documents reflecting

communications between Zeiss and PEAK Surgical?

MS. TAYLOR: I'm going to instruct the witness

not to answer. That would be an attorney—client

communication. I'm instructing him not to answer.

MS. CASTO: Q. Would counsel be someone else

you would look to to find copies of records of

communications between Zeiss and PEAK Surgical?

A. As I mentioned, any communication ~- anything

regarding trademarks, I would -H if I needed to look for

documents, I would look at ~~ I would ask Andre

Bessette, Gwen Drain and our counsel. Between those

three, we should have any documents that we need for --

that relate to these subjects.

Q. But you have not asked those individuals as

you sit here today; is that correct?

MS. TAYLOR: I have to instruct him not to

answer because part of that would be a communication

with an attorney. So he can't answer yes or no. If you

want to break it out to the individual people, he can

answer as to the others.

MS. CASTO: Q. Mr. Bessette: Did you ask

Mr. Bessette for any communications between Zeiss and
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PEAK Surgical?

MS. TAYLOR: And do you mean written

communications?

MS. CASTO: Q. Any communications.

I have not asked Mr. Bessette.

How about Ms. Drain?

And Ms. Munoz?

A.

Q.

A. I have not.

Q.

A. No.

Q. So you don't know who PEAK Surgical

communicated with at Zeiss in negotiating this

assignment; is that correct?

A. As I mentioned, Grace Carlson communicated

with Zeiss.

Q. And who did Grace Carlson communicate with at

Zeiss?

A. I do not know. Let me see who signed it here.

I don't know.

Q. And you didn't look for any records to

determine these facts as to who Grace Carlson

communicated with at Zeiss; is that correct?

A. I have not.

Q. Did PEAK Surgical provide any consideration

for the assignment it acquired from Zeiss?

MS. TAYLOR: Objection. That calls for a

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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legal conclusion as to what consideration is.

MS. CASTO: Q. Do you know what consideration

is, Mr. Tighe?

A. Money.

That's a good start.

Did Zeiss obtain any money payments from PEAK

Surgical --

A. I'm not aware of any.

Q. -— as part of this assignment?

Are you aware of anything else Zeiss obtained

by assigning this trademark to PEAK Surgical?

A. I'm not aware of anything else.

Q. Are you aware of any other business deals

between PEAK Surgical and Zeiss?

A. I am not aware of any.

Q. Have you investigated within PEAK Surgical to

determine if anyone else is aware of any other business

deals between PEAK Surgical and Zeiss?

A. I have not investigated. There would be no

reason to have any business dealings between PEAK and

Zeiss.

Q. If you were to investigate whether there were

any business dealings between Zeiss and PEAK Surgical,

where would you look?

MS. TAYLOR: Calls for speculation.

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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THE WITNESS: I would ask the three

individuals I mentioned previously.

MS. CASTO: Q. Is that Mr. Bessette,

Ms. Drain and Ms. Munoz?

A. Yes.

Okay. Anything else?

again, Grace Carlson.

Q.

A. Other than,

Q. Are you aware of any use of the PEAK mark by

Zeiss in 2006?

A. Zeiss published some papers in and around that

time frame that mentioned the use of the PEAK

technology.

Q. So Zeiss was selling a product in 2006 that

used the PEAK technology?

MS. TAYLOR: Mischaracterizes the testimony.

THE WITNESS: You asked if they used the name.

I know they used the name PEAK. I am not aware —— I

don't know if they were selling or not. I wouldn't have

knowledge of their revenue or sales.

MS. CASTO: Q. So they referenced the name

PEAK in some published materials in 2006; is that your

testimony?

A. Yes.

And what are those materials?

There are a couple of medical publications

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 98l~3498
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Q. And they‘re dated 2006?

A. I don't know the exact dates, but some are

'06, might be '07.

Q. Where did you see these publications?

A. Medical journals.

Q. Do you have these publications currently in

your possession?

A. Yes.

Q. Do you know if they've been produced by PEAK

Surgical in this matter?

A. I don't know.

Q. So your testimony is that in the

2005~2006—2007 time frame, Zeiss published medical

journal articles in which it referred to the PEAK mark.

Did Zeiss have a license to the PEAK technology at

Stanford during that time?

publish.

These are peer-reviewed publications that used and

A. Let's back up. First of all, Zeiss doesn‘t

mentioned the PEAK name.

was,

Q. They were not written by Zeiss?

A. No.

Q. Okay.

are you aware of Zeiss's use of the PEAK mark in

JAN BROWN & ASSOCIATES (800) 522~7096 O1.” (415)
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2006? That was my specific question. And you referred

to these articles. So if we need to clarify, let's do

that.

A. Yeah. Let's clarify.

So Zeiss was mentioned as an underwriter,

supporter, of these papers in the disclaimer at the

bottom. There were various medical personnel,

physicians, who were authors of the paper, and they

mentioned PEAK technology. These are published papers.

PEAK Surgical had nothing to do with these papers.

Q. Okay. But these articles were not Zeiss using

the PEAK mark; is that correct? These are journal

articles written by another party?

MS. TAYLOR: First, it's compound. Second,

it's calling for a legal conclusion.

THE WITNESS: Yeah. I don't know. lt's --

These were —~ Again, these were medical journals that

were published, articles that referenced the PEAK name

and also mentioned Zeiss.

MS. CASTO: Q. But these articles were not

written by Zeiss; is that correct?

A. I assume they were written by the authors who

are listed at the top of the page. And these are

physicians primarily.

Zeiss may have supported these studies. In
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fact, I think that's what the disclaimer references. So

who actually wrote them, I don't know.

0. In 2006, are you aware, was Zeiss selling any

products under the PEAK mark?

MS. TAYLOR: Objection, asked and answered.

THE WITNESS: I don't know. I do not know.

MS. CASTO: Q. How about in 2005, are you

aware of any products sold by Zeiss under the PEAK mark?

I'm not aware.

How about 2004?

And 2003?

A.

Q.

A. I don't know.

Q.

A. I don't know. I'm not sure when they obtained

their license from Stanford.

MS. CASTO: I'm going to introduce —— I think

we're at Exhibit 4.

(Whereupon, a five—page article entitled

"Effects of the Pulsed Electron Avalanche

Knife on Retinal Tissue" was marked for

identification and attached to the deposition

as Exhibit 4.)

MS. CASTO: Q. And this is a 2002 article

entitled "Effects of the Pulsed Electron Avalanche Knife

on Retinal Tissue." It appears to be published in the

AMA journal, ARCH OPHTHALMOL. Did I pronounce that

JAN BROWN & ASSOCIATES (800) 522—7096 or (415) 98l*3498
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correctly, Mr. Tighe?

A. I guess so.

Q Are you aware of this?

A. I don't read that one regularly.

Q You don't read that one regularly.

Do you know what the phrase "pulsed electron

avalanche knife" is that you see there referred in the

title?

A. I don't know exactly, but it looks like it

references the PEAK technology.

Q. Do you know what that phrase means, "pulsed

electron avalanche knife"?

A. Again, I believe it's an acronym for the —- or

trying to be a description of the technology.

Q. So "PEAK" was used as an acronym for the

phrase "pulsed electron avalanche knife"; is that

correct?

MS. TAYLOR: Objection, vague as to time and

who was doing it.

THE WITNESS: Yeah. I'm not sure.

MS. CASTO: Q. At least as of this time and

this article in 2002.

A. It appears, yes.

MS. CASTO: Introducing Exhibit 5, this is a

document that bears Bates Nos. PEAKO0l through 014.
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(Whereupon, a l4—page document containing a

brochure entitled "PEAK Surgical, The Pulse of

Precision"; a summary of a clinical study; a

summary of preclinical results from

various tests; Bates Nos. PEAKOO1 — 14a copy

of a booklet entitled "PEAK Surgical, The

Pulse of Precision" was marked for

identification and attached to the deposition

as Exhibit 5.)

MS. CASTO: Q. Mr. Tighe, I'll ask you to

take a look at this document.

A.

brochure that we have produced.

technology.

performed.

Q.

Are you familiar with this document?

Yes.

What is it?

It's really three documents.

All right.

It looks like the first few pages are a

Starting with 005, it's

a summary of a clinical study that we used the PEAK

Starting with 007 is a summary of

preclinical results from various tests that were

Okay. So if you look at page 13, and second

from the bottom is a publication entitled "Effects of

the Pulsed Electron Avalanche Knife on Retinal Tissue"

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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dated in 2002 and identifies the authors.

A. Yes.

Q. Is this the same publication that we've marked

as Exhibit 4?

MS. TAYLOR: Lacks foundation.

MS. CASTO: Q. Do you know?

A. It appears to be.

Q. You see there it contains the date 2002, and

it looks like, I guess, a volume No. 120 and then pages

636 to 640. And if you look at Exhibit 4, that same

date appears; Volume 120; pages 636 to 640. Is that

your basis for saying you believe that's the same

article or publication in Exhibit 4?

A. Yes, that's correct.

Q. So do you know what the pulsed electron

avalanche knife does?

A. Yes.

Q. What does it do?

A. It cuts tissue precisely with minimal thermal

damage.

Q. Do you know what entities have participated in

manufacturing the products marketed in connection with

the mark PEAK?

MS. TAYLOR: Could you repeat that question

again.
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(Whereupon,

question.)

MS. TAYLOR:

products? Is that what you're asking?

MS. CASTO: Q. We can ask about PEAK

Surgical. We'll start with PEAK Surgical.

A. I'm familiar with PEAK Surgical products that

we manufacture, yes.

Q. And PEAK Surgical manufactures them in—house?

2010

the reporter read the last

You mean PEAK Surgical's

A. We manufacture certain components in-house,

and we use a contract manufacturer for other components.

Q. And who is that contract manufacturer for

these other components?

A. For the generator, we use a manufacturer,

contract manufacturer, called California MedTech.

Q. And the generator is a component?

A. It's a component of the system.

Q. Any other contract manufacturers?

A. No.

Q. Other than PEAK Surgical's products, do you

know of any entities that have participated in

manufacturing products marketed in connection with the

PEAK mark?

A. Only to the extent that I've read these

papers, several clinical papers or preclinical papers in

JAN BROWN & ASSOCIATES (800) 522-7096 01‘ (43 5 ) 981-3498
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some cases, that describe the technology during the time

that Zeiss had the license.

Q. What papers?

A. I mentioned there were —— Before we produced

this exhibit, there were —- there are at least two or

three journal papers that are published that describe

the use of PEAK technology.

Q. By whom?

A. Again, there's a list of medical authors. I

can't recite each one. And you know, they are published

by different medical journals.

Q. So these journal articles identified entities

who have manufactured products in connection with the

PEAK mark?

MS. TAYLOR: That mischaracterizes his

testimony.

THE WITNESS: They describe the use of the

technology. To what extent manufacturing was

accomplished, completed and by whom, I don't know.

MS. CASTO: Q. So that information wouldn't

be in these articles; is that correct?

MS. TAYLOR: It calls for speculation.

THE WITNESS: It may.

MS. CASTO: Q. But as you sit here today,

you're not aware of any information in these articles
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you've been telling me about that identify entities who

manufacture products in connection with the PEAK mark?

A. The articles mention in some cases Carl Zeiss.

Carl Zeiss manufacturing these products?

MS. TAYLOR: Mischaracterizes the testimony.

THE WITNESS: They mention Carl Zeiss. Again,

to what extent Carl Zeiss is involved —w I'm aware that

they had a license on the technology. To what extent

they commercialized products, I don't know.

MS. CASTO: Q. Again, you're not aware of any

use by Carl Zeiss of the PEAK mark in selling any

products; is that correct?

MS. TAYLOR: Mischaracterizes the testimony

and calls for a legal conclusion.

THE WITNESS: Again, I'm aware that Carl Zeiss

was involved with preclinical and clinical studies using

the technology to the extent that they sponsored some of

these articles or helped underwrite or used consultants

of theirs to author the articles.

MS. CASTO: Q. So I just want to understand

and be clear about what you know about Carl Zeiss's use

of the PEAK mark to sell any products.

A. Okay.

Q. You testified earlier you weren't aware of

anything in 2006, in 2005, in 2004, in 2003. I just

JAN BROWN & ASSOCIATES (800) 522~7096 or (415) 981-3498
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want to be clear that's your testimony.

A. Okay.

MS. TAYLOR: That mischaracterizes his

testimony, and I need to object.

THE WITNESS: I'm clear —m Well, again, if you

could rephrase the question.

MS. CASTO: Q. Are you aware of any —- I

think we covered this before.

A. Okay.

Q. And I just want to be sure I understand your

testimony, especially in light of Counsel's objections.

And I don't think she's right about this. But I asked

you before, I think quite clearly, are you aware of any

use by Zeiss of the PEAK mark to sell any products?

A. And I believe I mentioned and I referenced

these articles are my only knowledge of Zeiss's use in

connection with the PEAK mark.

Q. Okay. These articles are your only knowledge

of any use by Zeiss of the PEAK mark, but these articles

don't identify any products sold by Zeiss under the PEAK

mark; is that correct?

MS. TAYLOR: Wait.

THE WITNESS: Well, there's two questions

MS. TAYLOR: Yeah. There's two questions.

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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It's a compound question, and it's vague, and it's

ambiguous.

MS. CASTO: Q. Answer to the best of your

MS. TAYLOR: Or if you can't answer, ask her

to rephrase the question.

THE WITNESS: The only knowledge I have of

Zeiss's activities are through these articles. These

articles describe products. They describe products used

in preclinical and clinical settings.

MS. CASTO: Q. So no product sales?

I don't know.

Q. Are preclinical settings ~~ Do you sell

products in a preclinical setting?

A. We do not.

Q. Do you sell them in a clinical setting?

A. Yes.

Q. Are you aware of any clinical studies by Zeiss

during 2003 to 2006?

A. Yes.

What are those?

A. Again, I don't have the title. We can

probably look it up. There are published articles that

describe some human case studies in Germany. It might

have been Austria. It was in Europe.

JAN BROWN & ASSOCIATES (800) 522~7096 or (415) 98l~3498
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Q. What time frame?

A. I don't know the publication, but it is within

that 2002 to 2007 time frame.

Q. Where would you look to find that?

A. I would look in medical journal files. It may

be referenced right here, actually.

Q. When you say "right here," you're talking

about in Exhibit 5?

A. Yes, in the bibliography section there.

Q. Can you point out any?

A. I cannot, without looking at the actual

article itself.

Here it is. I take that back. Right above.

"Publications describing clinical use of the PEAK

technology." So here, this Priglinger, "new technology

for cataract surgery," 2007, I believe that was a

clinical use.

Q. What is your basis for saying you believe that

was a clinical use?

A. Because it says "publications describing

clinical use."

Q. This first reference by Priglinger?

A. Yeah. I believe all four of those references

reference a clinical use of the technology.

Q. By Zeiss?
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A. Again, no. It's by the JOURNAL OF

OPHTHALMOLOGY, the JOURNAL OF CATARACT REFRACTIVE

SURGERY, RETINA journal, ARCHIVE OF OPHTHALMOLOGY.

That's who the publications are by, and the authors are

listed here.

Q. So we can't tell as we look at this list of

four publications who the clinical study —— who

conducted the clinical study?

A. As far as the physician, the author conducted

the study. They are writing the paper. As far as, you

know, what roles Zeiss had, I can't tell by looking at

this without pulling the article. And even then, they

may mention Zeiss, but I still don't know the role, the

complete role that Zeiss played in supporting those

studies.

Q. Do you have these publications in your

possession at PEAK Surgical, these four publications

that you reference here?

A. I'm sure we do.

Q. But you don't know if you've produced these

publications?

A. I don't know.

Q. Okay. These publications are dated mm two in

2005.

2005?

Does that mean those studies were conducted in

JAN BROWN & ASSOCIATES (800) 522~7096 or (415) 981-3498
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A. Not necessarily. It means when they are

published. They could have been done a year to three

years before. Each publication has a various path

before it gets published.

The same is true for the 2006 publication?

Correct.

And for the 2007 publication, the same is

Correct.

So what was Zeiss's role, if any, in the

development of the technology that PEAK Surgical is

marketing today?

MS. TAYLOR: Calls for speculation.

THE WITNESS: They had a license to the

technology from Stanford. We obtained a license for the

technology, the same technology. December 2005 was the

date of our license.

MS. CASTO: Q. So my question was about the

development of the technology that PEAK Surgical is

marketing today. What role did Zeiss play --

A. Your question was about Zeiss. So --

Q. Right. What role did Zeiss play in the

development of the technology that PEAK Surgical is

selling today?

A. I don't --

JAN BROWN & ASSOCIATES (800) 522—7096 or (415) 981-3498
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MS. TAYLOR: It's ambiguous; it's vague; it

calls for speculation; and it's been asked and answered.

THE WITNESS: I don't know the role. I don't

know what Zeiss developed other than what is written in

these articles. I know that we licensed the technology,

you know, in December 2005 from Stanford.

MS. CASTO: Q. And you know that Zeiss prior

to that time had licensed the technology out of

Stanford; right?

A. Yes.

Q. Okay. You don't know if Zeiss actually

participated in developing any technology that you

acquired from Stanford by license; is that correct?

A. We acquired the license to the technology. We

obtained a paper license. We didn't acquire any devices

or any ~—

Q. Or knowwhow?

A. No.

Q. You just obtained a license, and then PEAK

Surgical developed its own technology in—house; is that

correct?

A. Well, the technology is based on the PEAK

technology from Stanford, the IP that we licensed. But

yes, we developed the products ourselves.

Q. Did Zeiss participate in that with PEAK

80
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Surgical?

A. No.

Q. Turning back to Exhibit 5, when was the

product identified in this exhibit first produced?

MS. TAYLOR: I'm going to object that it's

compound. He said it's three different documents.

MS. CASTO: This is how PEAK Surgical produced

it to us.

MS. TAYLOR: I don‘t know who stapled them

together.

THE WITNESS: We first —— When we produced the

technology? I'm sorry. If you can rephrase. When we

first --

MS. CASTO: Q. Yes. When was the product

produced?

A. We received FDA clearance for the technology

in July 2008. We developed the technology from the very

beginning when we first obtained the license. That's

when development began.

Q. And that development began when you obtained

that license which was in December 2005?

A. Correct.

Q. And how is the product identified in this

exhibit used?

A. It is used to cut soft tissue and stop
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  bleeding at the same time with little thermal damage in

a variety of medical procedures.  

  Q. Do you know what products are currently sold

  by PEAK Surgical under the PEAK mark? 
 A. Yes, I'm aware of the products that we sell.

  Q. And what are those products?

   A. They consist of the PEAK generator, and there

  are a variety of different disposable blades that are  
 

\O00‘J65LB#5(DB)14
used to plug into the generator.

Q.

 
  P‘ (3  Looking at Exhibit 5, if you would turn to the

  F4 F‘ second page, is this a picture of the —— I think you  
 P4 33 called it the PEAK generator? 
  F‘ LO A. Yes.

  F4 db Q. So this is essentially the base unit sold by

  F4 Lfl PEAK Surgical? 

 F4 05 A. Correct.

  F4 ~J Q. And then you said there are a variety of

  F4 G) disposable blades that get plugged into this generator;  
 
 

is that correct?#4 U3

 B) CD A. Yes.

 R3 P4 Q. Is one of those blades sitting on top of that

  ho ho picture? 

 B3 LU A. Yes, it is.    ho fia Q. And if you turn to page 4 of Exhibit 5, are

  D0 Lfl there other examples of the variety of disposable 
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yes.

1

2

3

4

5 of the PEAK mark for goods and services in the medical

6

7 A. I am not aware.

8 Q. At the time PEAK Surgical was considering

9 whether to adopt the PEAK mark, did it conduct any

10 trademark clearance investigations to determine if

11 others in the medical field were using the mark?

12 A. I'm not sure what research was performed. We

13 obtained the license for the PEAK technology from

14 Stanford and then followed up with Zeiss to get the

15 assignment of the PEAK mark.

16 Q. Other than that, you're not aware of any sort

17 of clearance work for the trademark?

18 A. If we did any research work, it would have

19 been through our counsel.

20 Q. So counsel would have performed the searches;

21 is that your testimony?

22 A. Or it's possible that Grace Carlson or some

23 other consultants performed some research, but I'm not

24 aware of any specific research.

25 Q. Are you aware that DePuy had been using the
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1 PEAK mark?

2 A. Not until we were contacted by DePuy.

3 MS. CASTO: All right. I'm going to introduce

4 three more exhibits. 6, 7 and 8.

5 (Whereupon, a 510(k) Summary of Safety and

6 Effectiveness dated September 14, 1998 for the

7 Motech PEAK Fixation System was marked for

8 identification and attached to the deposition

9 as Exhibit 6.)

10 (whereupon, a 501(k) Summary dated January 4,

11 2007 for the Peak FX Hip Plate was marked for

12 identification and attached to the deposition

13 as Exhibit 7.)

14 (whereupon, a package insert for DePuy's PEAK

15 fixation system was marked for identification

16 and attached to the deposition as Exhibit 8.}

17 MS. CASTO: Exhibit 6, 7 and 8.

18 For the record, Exhibit 6 is a 510(k) Summary  

 
 

19 of Safety and Effectiveness. It bears a date of

20 September 14, 1998, and this is for the DePuy Motech

21 PEAK Fixation System.

 22 Exhibit 7 is a 510(k) Summary which bears a

  23 date of January 4th, 2007. The name of the sponsor,

  24 again, is DePuy Orthopedics, Inc., and the product is

 

 
25 Peak FX Hip Plate.
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Then the last exhibit is a package insert for

DePuy‘s PEAK fixation system.

Q. Were you aware that DePuy had these products

which bear the PEAK mark in '98 and 2007?

MS. TAYLOR: Objection. It's compound and

also mischaracterizes the documents. They speak for

themselves.

THE WITNESS: I was not aware that DePuy was

using the PEAK mark in some way until we were contacted

by DePuy.

MS. CASTO: Q. And I believe you testified

before that you weren't aware of any other entities

using the PEAK *~

A. I'm not aware of any.

Q. ~m mark at any time; is that correct?

A. That's correct, for any medical goods.

MS. CASTO: I think we are at a point where we

can take a short lunch break.

We can go off the record.

(Lunch recess taken from 12:08 to 12:47 p.m.)

MS. CASTO: Q. I want to go back to the topic

of communications between Zeiss and PEAK Surgical.

A. Okay.

Q. What was the first communication between Zeiss

and PEAK Surgical?
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MS. TAYLOR: Lacks foundation.

MS. CASTO: Q. Do you know?

A. I don't know. I —— It would have been between

Grace and Zeiss reaching out to arrange this transfer of

the trademark.

Q. But you don't know what that first

communication was?

A. I do not.

Q. So you don't know the date of that first

communication?

A. Sometime in the 2006 —— when was it —- 2006

time frame when Grace Carlson joined the company.

Q. What is your basis for saying it was in 2006?

A. It could have been early 2007. The date of

the assignment, I guess, was early 2007. So sometime

between the time Grace was hired -- she was hired in

July 2006 “M until this assignment was dated

February 2007. So sometime in that time frame is when

the communication would have occurred.

Q. So your basis for saying that is you know that

the communication occurred between —— the first

communication occurred between Grace Carlson and Zeiss;

is that correct?

A. Yes.

How do you know that?
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A. There was nobody else at the company. we had

in that time period, 2006 —- I was an employee, Grace.

We had maybe three employees. There was no reason to

communicate to Zeiss for any reason.

Q. So as of July 2006, there were three employees

at PEAK Surgical; is that correct?

A. Yes.

Q. And that was you and Grace Carlson and who

else?

A. Paul Davison.

Q. And so your basis for saying that Grace

Carlson had the first communication with Zeiss is

because you know you didn't have the first communication

with Zeiss; is that correct?

MS. TAYLOR: Mischaracterizes the testimony.

THE WITNESS: Her job was to, as I

mentioned —m among her regulatory and clinical affairs

was also in applying for trademarks and managing our

trademark process. This transfer was part of that

process. So she would have been the one responsible for

managing that process. It would not have been myself.

It would not have been Paul Davison.

MS. CASTO: Q. So you know for a fact,

though, that you did not have the first communication

with Zeiss?
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A. I have not had any communication with Zeiss.

Q. And how do you know Paul Davison didn't have

any communication with Zeiss?

A. I don't know of any reason why he would.

communication? How do you know? What is your knowledge

based on?

1

2

3

4

5 Q. And how do you know Grace had this

6

7

8 A. Based on verbal communications that she was

9 getting this transfer in the process, getting this

10 transfer from Zeiss --

11 Q. So Grace told you --

12 A. -— and the fact that it occurred then.

13 Q. So Grace told you about this process of

14 getting this assignment transferred from Zeiss?

15 A. Yes. She updated periodically, yeah, sure.

16 Q. What did she tell you?

17 A. That she had contacted someone from Zeiss and

18 that we were getting the trademark assigned to PEAK.

19 Q. Do you know when she told you this?

20 A. I do not.

21 Q. What about after that first communication, do

22 you know when the second communication occurred?

23 A. I do not.

24 Q. Do you know who that communication occurred

25 between, that second communication after the first?
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MS. TAYLOR: It assumes facts.

THE WITNESS: Yeah. I don't know. And I

don't know the number of times, whether it was one, two

or three, there was communication. I know that Grace

was in charge of the —— managing that process, and then

it came to fruition apparently when the document was

signed.

MS. CASTO: Q. Do you know if there were

drafts exchanged of this assignment between «w

A. I do not.

Q. ~— between Zeiss and PEAK?

A. I do not.

Q. You don't know?

A. I don't know.

Q. Do you know if there were any letters

exchanged between Zeiss and PEAK Surgical?

A. I'm not aware of any.

Q. So as you sit here today testifying on behalf

of the corporation, it's your testimony that you are not

aware of any communications between Zeiss and PEAK

Surgical?

MS. TAYLOR: That mischaracterizes his

testimony.

THE WITNESS: I'm aware that Grace and someone

at Zeiss had communicated in some way. I do not know if

89

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 98l“3498



F4

F4

C)\OG)~J03U1#5U3BO
F4 F‘

F4 59

+4 L0

P4 #>

P“ tfl

F‘ 03

P‘ ~J

P4 G3

P‘ \Q

B0 C3

B3 F4

B) ha

ha LO

ho #5

DJ Ln

JOHN R. TIGHE - NOVEMBER 3, 2010

it was phone, email, text message, whatever. They

obviously communicated because the assignment was then

completed. I don't know the form of the communication

or the frequency.

MS. CASTO: Q. And who negotiated the terms

of the assignment?

A. Grace Carlson, along with our attorneys.

Q. And on Zeiss's side, who negotiated the terms?

I don't know.

Do you know who communicated on behalf of

I do not.

You testified earlier that Zeiss did not

receive any money in exchange for this assignment; is

that correct?

MS. TAYLOR: That mischaracterizes his

testimony.

MS. CASTO: I asked him if that's correct.

MS. TAYLOR: You summarized the testimony

incorrectly, so I'm making an objection that it

mischaracterizes his testimony.

THE WITNESS: 1 do not believe that Zeiss

received any compensation for this. I‘m not aware of

any.

MS. CASTO: Q. Do you know, why did Zeiss

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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give PEAK Surgical the rights to this trademark for

free?

MS. TAYLOR: That assumes facts.

THE WITNESS: I don't know.

MS. CASTO: Q. You testified earlier that

Zeiss may have been doing a clinical study in 2007.

Have I summarized your testimony accurately?

MS. TAYLOR: I'm going to object that it

mischaracterizes the testimony.

THE WITNESS: I'm aware that Zeiss is

referenced in clinical publications that published in

2007 and earlier.

MS. CASTO: Q. So if Zeiss were conducting a

clinical study in 2007, wouldn't that cause problems

with the exclusive license PEAK Surgical obtained from

Stanford in December of 2005?

A. If they were conducting them during that

period, yes. If they were publishing papers, many times

these papers are published a year or two afterwards. So

when these publications occurred in 2007, at least one

did, when the studies were performed, the dates the

patients were treated, I would not have knowledge of

that.

Q. But if there were clinical studies in 2007,

that would be a problem with PEAK Surgical's exclusive
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rights to that PEAK technology?

MS. TAYLOR: Wait ~-

THE WITNESS: If they were --

MS. TAYLOR:
I'm going to

object. It calls for a legalCalls for speculation.

conclusion. And it's vague, and it's ambiguous.

THE WITNESS: I'm not sure what the problem

would be, but I'm not aware of any conflicts during the

time after we licensed the technology from Stanford that

Zeiss was commercializing the product in any way.

MS. CASTO: Q. So you're not aware that Zeiss

was commercializing the product in any way after you

acquired the license in December of 2005; is that

correct?

A. Correct, other than the studies that they were

publishing.

Q. But you don't know when those studies

occurred?

A. No, I do not. I can only go by the date that

is written on the document when they were published.

Q. But you're talking about the date on Exhibit 5

of these four --

A. The date on Exhibit 4. It looks like this one

was published in May of 2002.

Q. So that was before you acquired rights in
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We also in Exhibit 5 referenced several

trying to find that page.

Page 13 looks like there was a clinical study

I'm

published in 2007, there was one in 2006, one in 2005,

and another one in 2005.

Q.

studies,

A.

Q.

Those aren't the dates of the clinical

though?

Those are dates they are published.

But we don't know, as we sit here —— We can't

tell from this list when those clinical studies were

done?

A.

Q.

license in December of 2005, would that run afoul of the

Correct. That's correct.

If they were done after you acquired your

exclusive license you acquired in December 2005?

MS. CASTO: Calls for speculation, it's vague

and ambiguous, and it potentially calls for a legal

conclusion.

THE WITNESS:

MS. CASTO: Q.

Potentially.

Are you aware of any instances

of confusion between anyone else's products that might

bear the PEAK mark and PEAK Surgical's products?

A. I'm not aware of any.
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1 Q. Turning back to Exhibit 6, 7 and 8, are you

2 aware of any instances of confusion between DePuy's

3 products identified in these exhibits and PEAK

4 Surgical's products?

5 A. I'm not aware of any confusion, no.

6 Q. We had talked earlier today about some FDA

7 clearances. I'd like to go over some of that material.

8 A. Okay.

9 Q. I'm going to introduce a few exhibits to help

10 us along.

11 Exhibit No. 9 bears Bates No. PEAK899 to 900.

12 (whereupon, a paper entitled "PEAK Surgical

13 Receives 510(k) Clearance to Market PEAK

14 Surgery System for Use in General Surgery" was

15 marked for identification and attached to the

16 deposition as Exhibit 9.}

17 MS. CASTO: Then Exhibit 10 bears Bates No.

18 PEAK0977 through 979.

19 (Whereupon, a letter dated July 22, 2008 from

20 Mark N. Melkerson to Grace A. Carlson, M.D.,

21 with enclosure, was marked for identification

22 and attached to the deposition as Exhibit 10.)

23 MS. CASTO: And Exhibit 11 is PEAKO980 to 982.

24 (Whereupon, a Certificate for Full Quality

25 Assurance dated January 16, 2009 was marked 
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for identification and attached to the

deposition as Exhibit 11.)

MS. CASTO: And 12 is PEAKO974 through 976.

(Whereupon, a letter dated December 3, 2008

from Mark N. Melkerson to Grace A. Carlson,

M.D. was marked for identification and

attached to the deposition as Exhibit 12.)

MS. CASTO: Q. I'll ask you to take a look at

those. Let me know when you've had a chance to look

them over.

Okay.

Are you familiar with these documents?

Yes.

Tell me, what is a 510(k) clearance?

A. It is a designation by the FDA for Class II

devices that describes a process for obtaining approval

for use in patients in the United States.

Q. What is a class 2 device?

A. There are four classes of devices. Class 2 is

the designation, the bucket, if you will, that

electrosurgery devices such as ?EAK are classified by

the FDA. Other higher risk devices, pacemakers and

other things, are class 3 and 4. Lower risk devices are

class 1.

Q. So before you can use these devices with
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patients, you have to obtain a 510(k) clearance from the

FDA; is that correct?

A. That's correct.

MS. TAYLOR: That mischaracterizes the

testimony. And I think it calls for a legal conclusion.

THE WITNESS: That's basically correct, yes.

You must have a 510(k) in the United State for a class 2

device if you are going to use the device on patients.

MS. CASTO: Q. And what is the process for

obtaining a 510(k) clearance?

A. There's entire guidelines that the FDA has

outlined for submitting products and designs and data

that you submit to the agency.

Q. And can you walk me through that process,

please.

A. It's a very detailed process. It involves

drawings and marketing specifications and some

preclinical data and other safety and data that -— Also,

you point to a predicate device that is also on the

market, and you compare your new device to this

predicate device. That is the basis of the 510(k)

process.

Q. So there's an existing product on the market

that's fairly similar to the one you're trying to get

cleared; is that correct?
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A. It's similar in regards to safety and

efficacy. It may not be the same in performance. And

companies will then designate that predicate device and

do their testing relative to the predicate device.

And the FDA uses that information to form the

basis of their 510(k) approval.

Q. So before the product can be made commercially

available, it must obtain a 510(k) clearance; is that

correct?

A. Before it can be used on patients, it must

obtain 510(k) clearance. Commercially available, you

can show it at trade shows as long as you have a

disclaimer that it hasn't been approved yet. If it is

clearly marked, you can do labs, preclinical studies

without 510(k) clearance.

Q. But no clinical studies until you obtain

510(k) clearance?

A. That's correct.

MS. CASTO: I will introduce another exhibit,

13, PEAKO896 through 898.

(Whereupon, a PEAK Surgical press release

entitled "PEAK Surgical Names John Cifarelli

Vice President, Sales was marked for

identification and attached to the deposition

as Exhibit 13.)

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 98l~3498
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MS. CASTO: Q. Let me know once you've had a

chance to look at that exhibit.

Okay.

And are you familiar with this document?

Yes.

What is it?

It's a press release that describes the hiring

John Cifarelli.of sales,

So this release —— And I'll ask you to look at

the bottom of the first paragraph, where it —— I think

it's the last two lines, where it says, "Cifarelli and

his team will sell the company's PEAK Surgery System

once the pre-market notification (510k) has been cleared

by the U.S. Food and Drug Administration.”

So again, that means that this 510(k)

clearance is required before you can sell this product?

A. That's correct.

Q. But you can, I think you said, show it at

trade shows with a disclaimer ~-

A. Yes.

Q. ~~ before that time?

And what is the date that PEAK Surgical

obtained 510(k) clearance for its PEAK Surgical System?

A. It was July 2008.

Q. And do we see that on Exhibit 10? This date,
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July 2008?

A. Yes, that's correct.

Q. Did PEAK Surgical request that Zeiss abandon

any of the trademarks that were assigned in the

assignment document?

MS. TAYLOR: Calls for speculation.

THE WITNESS: I'm not aware of any request.

MS. CASTO: Q. If you wanted to find out,

what would you do?

MS. TAYLOR: Calls for speculation.

THE WITNESS: Contact Grace Carlson.

MS. CASTO: Q. Anything else?

A. No. She's the only person that had

communication with Zeiss.

Q. Did counsel have communication with Zeiss?

MS. TAYLOR: I'm going to instruct the witness

not to answer to the extent that his only knowledge

regarding a response to that question is a communication

with counsel.

MS. CASTO: Communications between Zeiss and

PEAK Surgical are not confidential and privileged. I'm

asking him if he knows if counsel acting for PEAK

Surgical had communications with Zeiss. That's a

legitimate question about nonprivileged material.

MS. TAYLOR: It is not legitimate if he
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answers based upon information he learned about only

from counsel.

MS. CASTO: But that information wouldn't be

confidential to PEAK Surgical. That would be

information of communications between PEAK Surgical and

Zeiss, another party. That's not a privileged —~

MS. TAYLOR: If I told him I had a discussion

with someone, my discussion with him is privileged.

There's no question about that. So he may answer the

question to the extent he has knowledge apart from what

he has been told by his attorney.

MS. CASTO: I will disagree with —~

MS. TAYLOR: That's fine.

MS. CASTO: -~ your interpretation of the

privilege laws, and we can take it up with the board if

we need to.

MS. TAYLOR: That's fine.

THE WITNESS: I'm not aware of any

communication between our counsel and Zeiss directly.

MS. CASTO: We may need to take a break in a

little while so I can see where we are. But I did want

to come back to this topic that you've been designated

as the corporate witness to testify about communications

between Zeiss and PEAK Surgical.

I understand from the testimony that you have
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not investigated whether or not there are any files at

the corporation or any persons with knowledge like

Mr. Bessette or Ms. Drain or Ms. Munoz, who may have

information as to whether there were communications or

would have information as to the communications between

Zeiss and PEAK Surgical.

I believe that PEAK Surgical had the duty to

investigate that topic, and my proposal would be that

you would investigate that and come back and provide me

with the results of that investigation.

MS. TAYLOR: I will respond that Mr. Tighe is

properly prepared for his deposition. We will not bring

him back to testify on those topics.

He has testified that Grace Carlson had the

communications. Grace Carlson is no longer employed by

the company. She is the one who is knowledgeable about

it. He is not obligated to go out and track down former

employees to question them about discussions they had

with another company three years ago.

With respect to the documents that have been

produced in the case, all documents that were responsive

to the document request have, in fact, been produced in

this case. We're not aware of any that were withheld.

We're not aware of an written communications. If thereY

were written communications, you would have received

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981~3498
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So you are trying to suggest he was not

properly prepared. In fact, Grace Carlson is the person

who is knowledgeable. He has testified that he knows

that Grace Carlson had the communications. He has

testified that he knows that an assignment was signed.

That's all we have. We have been telling you

guys for two years we don't know what went on at Carl

Zeiss. All we can do is tell you what we currently

know, and he has testified as to that. If you had

wanted to take Grace Carlson's deposition, her name is

on that assignment document. It was a document that was

produced ages ago. It's a document that was recorded in

the trademark office. It's a document that you printed

out from the trademark office and introduced as an

exhibit. You could have worked on that a long time ago.

It's a little too late now.

MS. CASTO: Mr. Tighe has testified that he

has not done any investigation to prepare for his

deposition today.

MS. TAYLOR: He's not required to.

MS. CASTO: He has not —— He is required to

testify based on an investigation that PEAK Surgical has

conducted. He has not talked to anybody like

Mr. Bessette, Ms. Munoz, Ms. Drain about what they may
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know about these communications. And Mr. Tighe

testified that they may have information about this.

MS . TAYLOR: He has not testified that they

may have information. He has said if he was going on a

hypothetical hunt for documents that you believe exist

but that do not exist because they were not produced in

this case, those are the people he would have looked to

for their files. That's what he's testified to.

We did a thorough document production. You

got the documents. You have everything. The issue is

that Grace Carlson is the one who directly communicated

with Carl Zeiss. And she's no longer employed by PEAK

Surgical.

MR. LEWIS: We did not receive any documents.

MS. TAYLOR: Joe, hold on.

Mr. Tighe is the person most knowledgeable

about the company because he was Grace Carlson's

supervisor. He testified that she reported to him about

her communications with Carl Zeiss. He doesn't remember

those communications because they were three years ago.

He doesn't have to do anything more than that.

He is the most knowledgeable person at the company.

There are no documents. That's the problem here.

THE WITNESS: in regards_to discovery, Andre

Bessette with the company coordinated discovery whenever
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the discovery list was produced to us. So I did not

personally go to Gwen, Lori, et cetera, so Andre is the

one who put all this stuff together and provided it to

counsel.

MS. TAYLOR: And that was 15 months ago.

MS. CASTO: Let's give Mr. Lewis a chance to

say what he was trying to say.

MR. LEWIS: Right. I was going to say, we did

not receive even so much as a cover letter related to

this assignment document, nor any transmittal letters or

letters about the terms or drafting of the agreement

between Zeiss and PEAK Surgical.

MS. TAYLOR: My understanding is there were no

such documents to be produced. We looked for them. We

did not neglect our duty. We looked.

MS. CASTO: Joe, if you want, we can go off

the record for a while, but I was going to introduce my

next two exhibits.

MR. LEWIS: I guess —~ Go ahead.

MS. CASTO: All right. This will be

Exhibit 14. And Exhibit 14 is a letter dated

October 17th, 2006. It's an unsigned letter from V.T.

Giordano to Jennifer Taylor.

(whereupon, a letter dated October 17, 2006

from V.T. Giordano to Jennifer Lee Taylor was
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1 marked for identification and attached to the

2 deposition as Exhibit 14.)

3 MS. CASTO: And Exhibit 15 is a letter dated

4 December 1, 2006 from V.T. Giordano to Jennifer Taylor.

5 (whereupon, a letter dated December 1, 2006

6 from V.T. Giordano to Jennifer Lee Taylor was

7 marked for identification and attached to the

8 deposition as Exhibit 15.)

9 MS. CASTO: Q. Let me know when you've had a

10 chance to review those exhibits, Mr. Tighe.

11 A. Yes.

12 Q. Have you seen these letters before?

13 A. I have not.

14 Q. Were you aware that Ms. Taylor sent these

15 letters on PEAK Surgical's behalf?

16 A. I was not aware of it. As I mentioned, Grace

17 Carlson, along with the attorneys, were handling the

18 assignment. This appears to be part of that process.

19 Q. Do you know why PEAK Surgical didn't identify

20 and produce these documents in searching for documents

21 in its possession, custody and control that relate to

22 communications regarding the Zeiss assignment?

23 A. I don't know why. It‘s possible because the

24 document was between Morrison & Foerster and Zeiss.

25 Q. Do you understand that PEAK Surgical would
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have an obligation to produce these documents in

response to the requests that DePuy has made in this

proceeding?

MS. TAYLOR: I'm going to object to the extent

it calls for a legal conclusion.

THE WITNESS: As I mentioned, I have not seen

these letters.

MS. CASTO: Q. And you're testifying on

behalf of the company with regard to communications

between Zeiss and PEAK Surgical; correct?

A. Yes.

MS. CASTO: Can we take a five~minute break?

MS. TAYLOR: Are we almost done?

MS. CASTO: We are almost done for today.

MS. TAYLOR: With Mr. Tighe and then —— Are-

you almost done with Mr. Tighe?

MS. CASTO: We can go off the record.

(Discussion off the record)

MS. CASTO: I have no further questions for

today. I do hold this deposition open and ask that PEAK

Surgical produce all of the communications between PEAK

Surgical and Zeiss regarding the assignments. And once

we've received all of those communications, then we will

want to reconvene the deposition to ask questions

regarding them.
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I note that these communications were

requested well over a year ago in Request for Production

6 and 13 and have not been turned over, and they should

have been at that time.

MS. TAYLOR: Okay. Our response is, what were

the objections to Requests for Production 6 and 13?

MS. CASTO: You tell me.

MS. TAYLOR: I'm asking you. You're the one

who has been looking at it, obviously. Did we meet and

confer? Has a motion to compel been filed? What were

the objections?

MS. CASTO: My understanding is the objections

were "We don't have any," which is exactly -~

MS. TAYLOR: We made no objection to 6 and 13?

MS. CASTO: My understanding is that PEAK

Surgical's response is "We have no such documents."

MS. TAYLOR: But what were the requests?

MS. CASTO: They were requests for

communications regarding the assignment.

MS. TAYLOR: Okay. Our response is that

Mr. Tighe has testified today that he is aware that

Ms. Carlson reached out to Carl Zeiss or worked with

Carl Zeiss in order to get an assignment.

You have obviously contacted somebody to get

communications from another attorney regarding the

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 981-3498
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assignment. Did you get additional communications from

the other attorney?

MS. CASTO: Well, these were actually

communications between another attorney and you.

MS. TAYLOR: I know, and my question to you

is, how did you get those documents?

MS. CASTO: By subpoena.

MS. TAYLOR: We were not served with a notice

of subpoena in this case.

MS. CASTO: You were.

MS. TAYLOR: When were we served with a notice

of subpoena?

MS. CASTO: Joe, did you want to interject?

MR. LEWIS: I can look it up. Hold on.

MS. CASTO: I think I have it as well.

September 4th, 2009.

MS. TAYLOR: And what was produced in response

to the subpoena? Those two documents?

MS. CASTO: There were two responses.

MS. TAYLOR: What was produced?

MS. CASTO: These two.

MR. LEWIS: These documents were among those

produced.

CASTO: They were among --

TAYLOR: Were there additional documents
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produced?

MR. LEWIS: Yes.

MS. TAYLOR: Could you show those documents to

me? I've never seen them.

MR. LEWIS: We can discuss this outside of the

deposition of this witness.

MS. TAYLOR: I think we should talk about it

right now on the record because you got documents over a

year ago that you've never disclosed to me. And now

you're attempting to hold open a deposition because you

believe there are additional documents. What were the

additional documents that you received in response to

your subpoena?

MR. LEWIS: I can review my file and see about

sending them to you.

MS. TAYLOR: Did you receive any other

documents that enclosed —— you were complaining a moment

ago you never received an enclosure letter. Did you

receive an enclosure letter for the assignment

agreement?

MR. LEWIS: I'm not going to go through every

document that we received because, regardless of whether

we received it or not through another source, PEAK

Surgical is obligated to produce it.

MS. TAYLOR: That's avoiding my question. My

lO9
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question is, did you receive the assignment enclosure

letter in response to your subpoena?

MR. LEWIS: I don't know what you mean by

"assignment enclosure letter."

MS. TAYLOR: You said earlier that you never

even received an enclosure letter. Did you receive an

enclosure letter?

MS. CASTO: Let's go off the record.

MS. TAYLOR: Actually, no. I prefer to stay

on.

MS. CASTO: This is my deposition. I want the

court reporter to go off the record, please.

(Discussion off the record)

MS. CASTO: We can go back on the record.

MS. TAYLOR: So for the record, what we're

going to do is I'm going to walk over to my office and

see if they can fax down to me from San Francisco any

communications with Mr. Giordano or Carl Zeiss. We will

come back, and we will resume the deposition of

Mr. Tighe at that point in time. I am hoping we can do

it within an hour.

Thank you.

(Recess taken from 1:33 to 3:12 p.m.)

(Whereupon, a letter dated September 18, 2006

from Jennifer Lee Taylor to Vito T. Giordano

llG

JAN BROWN & ASSOCIATES (800) 522-7096 or (415) 98l—3498



F4

C)(OG)~JOhLfl#500B3F4
F‘ P4

P4 h}

F‘ £0

F4 #5

F4 Lfl

F4 03

F‘ «J

F4 00

F4 U3

5) C3

B3 F4

be F0

no L0

B) it

B) Cfl

JOHN R. TIGHE - NOVEMBER 3, 2010

was marked for identification and attached to

the deposition as Exhibit 16.)

(Whereupon, a letter dated October 17, 2006

from V.T. Giordano to Jennifer Lee Taylor was

marked for identification and attached to the

deposition as Exhibit 17.)

(Whereupon, a letter dated October 19, 2006

from Jennifer Lee Taylor to Vito T. Giordano

was marked for identification and attached to

the deposition as Exhibit 18.)

(Whereupon, a letter dated December 1, 2006

from V.T. Giordano to Jennifer Lee Taylor,

with enclosure, was marked for identification

and attached to the deposition as Exhibit 19.)

(whereupon, a letter dated December 21, 2006

from Jennifer Lee Taylor to V.T. Giordano,

with enclosure, was marked for identification

and attached to the deposition as Exhibit 20.)

(Whereupon, a letter dated 23.1.2007 from

Claudia Bolsinger to Jennifer Lee Taylor was

marked for identification and attached to the

deposition as Exhibit 21.)

(Whereupon, a letter dated January 30, 2007

from Jennifer Lee Taylor to Claudia Bolsinger

was marked for identification and attached to
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the deposition as Exhibit 22.)

MS. CASTO: Q. Mr. Tighe, we took a break for

about the last hour and a half or so. And I understand

that you walked over with your counsel to Counsel's

office to look through files to find nonprivileged

communications to be produced and that you have provided

these to me through your counsel, and I've marked them

as exhibits; is that correct?

A. Yes.

Q. Okay. And for the record, we've marked a

letter dated September 18, 2006 from Jennifer Taylor to

Vito Giordano as Exhibit 16.

As Exhibit 17, we've marked a letter dated

October 17, 2006 from Vito Giordano to Jennifer Taylor.

As Exhibit 18, we've marked a letter dated

October 19th, 2006 from Jennifer Taylor to Vito

Giordano.

As Exhibit 19, we've marked a letter dated

December 1, 2006 from Vito Giordano to Jennifer Taylor.

As Exhibit 20, we've marked a letter dated

December 21st from Jennifer Taylor to Vito Giordano.

And it encloses two pages, including a partially

executed assignment signed by Grace Carlson of PEAK

Surgical and an Exhibit A to that assignment.

As Exhibit 21, we've marked a letter dated
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January 23rd, 2007 from Claudia Bolsinger, spelled

B—O—LmS—I—N—G—E—R, Corporate Legal Affairs for Carl

Zeiss, to Ms. Taylor at Morrison Foerster.

And as Exhibit 22, we've marked a letter dated

January 30th, 2007 from Jennifer Taylor to Claudia

Bolsinger of Carl Zeiss.

Have you had a chance to review those —~

Yes.

—— exhibits? Thank you.

Mr. Tighe, I note in Exhibit 16 and in all of

these exhibits, 16 through 22, were produced to PEAK —~

pardon me. Strike that.

we produced to DePuy, Inc. in the middle of

your deposition.

This first, Exhibit 16, refers to two

licenses. One license purports to be between PEAK

Surgical and Stanford University, and another license

which appears to be with Carl Zeiss. And neither of

these licenses have been produced in this proceeding

despite numerous document requests over a year ago,

including Requests for Production 8, 28 and 32.18;

MS. TAYLOR: Can you tell us what 8, 18, 28

and 32 are, please.

MS. CASTO: Q. They ask for licenses that

deal with these trademark rights. And from the text of
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this letter, Exhibit 16, it says that PEAK Surgical

currently holds a license from Stanford University,

under which PEAK Surgical is permitted to use a

particular patented technology as well as to use and to

file applications to register the PEAK trademark in

connection with a medical device.

And then there is a license identified in the

second paragraph that Carl Zeiss apparently held.

Apparently, the term of that license from the letter is

December 15th, '99 to August 17, 2004. And according to

this letter, as part of that license, Zeiss was

permitted to use the PEAK trademark.

Inc. has asked for these licenseDePuy,

agreements in this proceeding and has not received them.

And I cannot examine you on these records without

receiving these licenses.

MS. TAYLOR: I'll respond to that. First of

all, these arethese are not trademark licenses,

technology licenses. And I don't think that you had any

request for technology licenses.

MS. CASTO: This license says —w

MS. TAYLOR: The letter says?

MS. CASTO: The letter says that the license

is to use and to file applications to register PEAK

trademark.
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MS. TAYLOR: Ask Mr. Tighe what the license is

for. He will tell you.

MS. CASTO: Q. Mr. Tighe, is it correct, as

it's identified here in Exhibit 16, that the license

between PEAK Surgical and Stanford includes a license to

use and file applications to register the PEAK

trademark?

A. The license covers only the patents in

technology. It doesn't not include trademarks.

Q. Do you know why this letter from PEAK

Surgical's representative to Zeiss's attorney says that

it does cover trademarks?

A. I do not know.

Q. If you wanted to find out, what would you do?

MS. TAYLOR: Calls for speculation.

THE WITNESS: I would have an attorney review

the Stanford license, I guess.

MS. CASTO: Q. Is that license in PEAK

Surgical's possession, custody or control? Do you have

a copy of that license in your files?

A. Yes. We have a copy of the Stanford license.

Q. Do you have a copy of the license between

Zeiss and Stanford in your files?

A. We do not.

Q. Do you know if that license is in the files of
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your attorney?

A. I do not know.

Q. Well, beyond this —— we have received these

letters. We are in the course of studying them and to

see if there are other documents that we need to

request. But we would maintain that we need to look at

those licenses. This letter says, clearly, that

trademarks are covered in this license, and we would

demand the immediate production of it so we can ask

questions about that license.

MS. TAYLOR: You can ask Mr. Tighe all the

questions you want about the license agreement. He's

familiar with the license agreement. He has testified

it does not go to the trademarks.

MS. CASTO: Without seeing that license

agreement and with this contradictory statement in this

letter, I believe we're entitled to look at that license

agreement.

TAYLOR: You can serve a discovery request

LEWIS: It's already been served.

TAYLOR: Which one?

LEWIS: No. l8.

TAYLOR: Please read to me what ~-

LEWIS: "All license agreements relating
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to Respondent's marks."

MS. TAYLOR: It doesn't relate to the mark.

It was not responsive. If you want to serve a document

request —- discovery does not close until Friday —— you

may serve a document request for the license agreement

for the technology between Stanford University and PEAK

Surgical. We will respond to that.

MS. CASTO: And beyond that, we will ask for a

privilege log of the communications withheld on grounds

of privilege from the files that were searched this

afternoon.

MS. TAYLOR: That's fine.

MS. CASTO: I have no further questions at

this time. We'll continue to review these documents,

and we reserve the right to hold this deposition open.

MS. TAYLOR: We disagree.

If you have questions on these documents, you

need to ask Mr. Tighe today. I note that you received

or Mr. Lewis received on September 10th, 2009 the letter

from Mr. Giordano to me and a second one two"~ yes.

letters from Mr. Giordano to me, and you waited 14

months to raise any issue with our document production

regarding the correspondence with Carl Zeiss. We've

produced it to you. If you have any questions regarding

the correspondence with Carl Zeiss, those need to be
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JOHN R. TIGHE - NOVEMBER 3, 2010

asked today because those are these documents.

We can separately deal with a document request

that seeks the technology license between PEAK Surgical

and Stanford University. That has not been served, and

discovery closes on Friday.

So if you have questions on these documents

that you marked as Exhibit l6 through 22, they need to

be asked today.

MS. CASTO: We have no further questions at

this time. We do reserve the right to hold this

deposition open, and we're done unless you have some

questions you want.

MS. TAYLOR: Do you have any questions on

Exhibits 16 through 22?

MS. CASTO: I do not know. I have not had a

chance to thoroughly review them.

MS. TAYLOR: Then let us sit here while you

review them. Mr. Tighe is not going to come back so you

can ask him questions about documents that we produced.

MS. CASTO: Well, beyond this, we're entitled

to a privilege log which we have not obtained yet. And

we need to get that so we can see what else has been

withheld on grounds of privilege.

MS. TAYLOR: When did you request the

privilege log first?
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MR. LEWIS: It is in the original document

request.

MS. TAYLOR: And when did you ask us about it?

Have you ever pointed out to us that you thought we

needed to produce a privilege log?

MR. LEWIS: I believe there is correspondence

afterwards. As you know, the case has been suspended

for --

MS. TAYLOR: Yes. And frankly ~-

MR. LEWIS: —~ for a while, so during that

period it was not H“

MS. CASTO: If I may jump in --

MS. TAYLOR: Does anything in that

correspondence go to a privilege log because I don't

recall being asked for a privilege log. I don't recall

withholding documents. I don't recall being asked for a

privilege log. I don't recall hearing from you that you

thought our document production was incomplete vis—a~vis

Carl Zeiss. And now, once again, we're trying to delay

things. I'm a little bit concerned about the pattern

here.

MS. CASTO: Well, let me just jump in that I

believe that PEAK Surgical had a duty to prepare a

privilege log, which was requested over a year ago, and

that the failure to do so timely waives privilege as to
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those withheld documents.

MS. TAYLOR: That's incorrect. That's

incorrect. No documents were withheld as a result of

our production of the documents a year ago. None was

withheld.

As you know, today we went back and looked in

our files at your request because you found out 14

months ago that there was correspondence with a

third—party law firm. We did not —— I personally was

not involved in the production of documents in this

case. I was not aware that all of the communications

were not produced. Nobody raised that issue with us. I

just walked across the street, I pulled out these

communications, I've given them to you.

If there are privileged documents that are

responsive in our firm files, we will give you a

privilege log. However, no privilege has been waived.

We didn't even look in those files until today when you

raised for the first time the issue that it seems the

production had not been complete. So we will take a

look at that issue, but we did not waive any privileges.

But my understanding is you have no questions

on Exhibit 16 through 22, that you will attempt to hold

the deposition open. Our view is it's concluded, and we

will not be producing Mr. Tighe again. But if you want
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to send a document request for the technology license,

we will respond to that one. We will certainly respond

to that.

MS. CASTO: And we're off the record.

THE REPORTER: Ms. Taylor, do you want a copy

of the transcript?

MS. TAYLOR: Sure.

(Whereupon, the deposition was concluded at

 

JOHN R. TIGHE
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STATE OF CALIFORNIA

I do hereby certify that the witness in the

foregoing deposition was by me duly sworn to testify to

the truth, the whole truth, and nothing but the truth in

the within—entitled cause; that said deposition was

taken at the time and place therein stated; that the

testimony of the said witness was reported by me, a

certified shorthand reporter and disinterested person,

and was under my supervision thereafter transcribed into

typewriting, and when so transcribed was carefully read

to or by the said witness, and, being in every desire,

was thereafter by the said witness duly subscribed; that

if unsigned by the witness, signature has been waived in

accordance with stipulation between counsel for the

respective parties.

And I further certify that I am not of counsel

or attorney for either or any of the parties to said

deposition nor in any way interested in the outcome of

the cause named in said caption.

IN WITNESS WHEREOF, I have hereunto set my

hand this 15th day of November, 2010.

,4;/Ti"[-

CLARE MACY, Certified Shorthand Reporter
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

DePuy, inc,

Petitioner,

vs. 5 Cancellation No. 92050171

Peak Surgical, lnc.,

Resgondent __

NOTICE OF DEPOSITION

TO: Peak Surgical, lnc.,

Pursuant to Fed. R. Civ. Pro. Rule 30, Petitioner, DePuy, Inc. (“Petitioner” or “DePuy"),

will take the deposition of Mr. John R. Tighe by oral examination on November 3, 2010. The

deposition will be conducted at the law offices of Morgan, Lewis & Bockius LLP, 2 Palo Alto

Square, 3000 El Camino Real, Suite 700, Palo Alto, CA 94306, before a notary public or another

officer authorized to administer oaths under law, and will be transcribed stenographically. The

deposition will begin at 9:30 A.M., and will continue until completed.

 



You are invited to attend and participate in the manner provided by the Federal Rules of

Civil Procedure.

Respectfully submitted,

DePuy, inc.

  By:
  Joseph . Lewis

Attorney for Petitioner

Barnes & Thomburg LLP

750 17"‘ Street, NW.

Washington, D.C. 20006

(202) 289-1313

CERTIFICATE OF SERVICE

The undersigned certifies that a true copy of the foregoing Notice of Deposition was deposited

with the US. Postal Service as first class mail, postage prepaid, addressed to Respondent’s

counsel, Jennifer Lee Taylor, Esq., Morrison & Foerster LLP, 425 Market Street, San Francisco,

CA 94105, by first class mail, postage prepaid, on the 22*” day 0 Octobe 2010, with a copy sent
by facsimile.

 

DCDSOI JYL l 3092 '.‘vI



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

DePuy, Inc.,

Petitioner,

vs. Cancellation No. 92050171

Peak Surgical, inc,

Respondent

NOTICE OF‘ DEPOSITION

TO: Peak Surgical, lnc.,

Pursuant to Fed. R. Civ. Pro. Rule 30(b)(6), Petitioner, DePuy, Inc. (“Petitioner” or

“DePuy”), will take the deposition of Peak Surgical, lnc., by oral examination on November 3,

2010. The deposition will be conducted at the law offices of Morgan, Lewis & Bockius LLP, 2

Palo Alto Square, 3000 El Camino Real, Suite 700, Palo Alto, CA 94306, before a notary public

or some other officer authorized to administer oaths under law, and will be transcribed

stenographically. The deposition will begin at 2:30 P.M., and will continue day to day until

completed.

Respondent is directed pursuant to Rule 30(b)(6) to designate one or more officers,

directors, managing agents or other persons, with the most knowledge of, and who consent to

testify on its behalf with respect to the matters identified in Schedule A, which is attached hereto.

 



You are invited to attend and participate in the manner provided by the Federal Rules of

Civil Procedure.

Respectfully submitted,

DePuy, Inc.

By:

J eph D. Lewis

Attorney for Petitioner

Barnes & Thornburg LLP

750 17“ Street, NW.

Washington, DC. 20006

(202) 289-1313

CERTIFICATE OF SERVICE

The undersigned certifies that a true copy of the foregoing Notice of Deposition was deposited

with the US. Postal Service as first class mail, postage prepaid, addressed to Respondenfs

counsel, Jennifer Lee Taylor, Esq., Morrison & Foerster LLP, 425 Market Street, San Francisco,

CA 94105, by first class mail, postage prepaid, on the 22m day of October 2010, with a copy
sent by fax transmission.

 
oseph D. Lewis
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SCHEDULE A

‘\‘ 1. The documents produced in response to the discovery requests in this proceeding

\__ 2_ -The adoption, creation, selection and selection of the mark PEAK

‘ 3. The phrase “Pulsed Electron Avalanche Knife”.

\'4. Each product which has been offered by Respondent or any person authorized by
Respondent under or by reference to the mark PEAK.

\' S. The channels of trade for Respondent’s products sold under the mark PEAK.

16. '1"he packaging, labels, instructional manuals, package inserts on which the mark PEAK

7.

ll

\ 12.

" 13.

'14.

=--‘lS.

*~—-~- 16

»_.~-’'’ i7.

has appeared.

‘The advertisements, sales catalogs, brochures, Internet web pages or other items of
promotional material which Respondent has created and/or distributed in connection with
the mark PEAK.

Business dealings or communications between Peak Surgical, Inc. and Carl Zeiss AG.

Any trademark assignment to Peak Surgical, Inc. from Carl Zeiss AG, and the
circumstances surrounding the assignment and all correspondence, relating or referring
thereto.

. outlets for sale of each product and service which has been offered by Respondent under
or by reference to the mark PEAK.

. Distributors and/or licensees offering products or services under or by reference to the
mark PEAK

All documents relating to any efforts by Respondent to assert or enforce its rights in the
mark PEAK against third parties.

Use by persons other than Respondent of any trademark incorporating PEAK for goods
and services in the medieai field.

Promotional activities of Respondent.

Trade shows at which Respondent has been an exhibitor or sponsor.

. Any instances wherein a person has been confused, mistaken or deceived as to the source
of products and/or services offered under or by reference to the mark PEAK.

Market research or competitive research done by or for Respondent in reiation to

products sold or intended to be sold under the mark PEAK.



18. Sales agents that have promoted the sale the Respondent's products under the mark
PEAK.

! 19. Persons, firms, or other entities that have manufactured, designed, or developed the

products marketed or intended to be marketed in connection with the mark PEAK.

.20. License agreements relating to Respondent's Marks.

Km; 21. Rules or guidelines for use of Respondcnt’s Marks.

. Use of the mark PEAK by Cart Zeiss AG or any predecessor in interest of Respondent.* 22

\_r 23. Any survey, poll or similar investigation conducted by or on behalf of Respondent
relating to recognition of the Respondent’s Marks or of Respondent by the public or the
trade.

. Applications to register any trademark comprising PEAK.

L 25. Any unsolicited publicity or recognition obtained or received by Respondent in relation
to products offered or intended to be offered in connection with the mark PEAK.

26. The prices for each product of Respondent sold under the mark PEAK.

27. Media outlets used by Respondent to advertise products offered under the mark PEAK.

28. Respondcnt’s knowledge of Petitioner or any trademark of Petitioner.

-6 29. The nature of electxosurgical or electrocautery procedures for tissue cutting, tissue
rcsectioning, hcmostasis, and coagulation of blood vessels

i 30. Clinical studies and ciinical trials relating to surgical knives sold under the mark PEAK.



TRADEMARK ASSIGNMENT

Electronic Version v1.1

Stylesheet Version V1.1

SUBMISSION TYPE: NEW ASSIGNMENT

NATURE OF CONVEYANCE: ASSIGNS THE ENTIRE. INTEREST AND THE GOODWILL

CONVEYING PARTY DATA

 Entity Type
Cari Zeiss AG  ]02/o6r2oo7 CORPORATION: GERMANY

RECEIVING PARTY DATA

 PEAK Surgical, Inc.
Street Address: 2464 Embarcadero Way

Pate Alto
Statercountryz CALIFORNIA

Entity Type: CORPORATION: DELAWARE

PROPERTY NUMBERS Total: 1

Propenvrvve 200

Registration Number: 2679873 fl(.9
N

CORRESPONDENCE DATA c:

Fax Number: (415)268~7522
Correspondence will be sen.‘ via US Mar? when the fax attempt is unsuccessml. 9*
Phone: 415 268 6538 :|:

Email: r|a|@mofo.com 0
Correspondent Name: Jennifer Lee Taylor
Address Line 1: Morrison & Foerster LLP, 425 Market St.

Address Line 4: San Francisco, CALIFORNIA 94105-2482

 J'Jenni1'er Lee Taylor!

TRADEMARK I
900078220 REEL: 003552 FRAME: 0597

:
E

9 



Totat Attachments: 2

source-=59599—6001.001 — ass§gnment from cart zelss to peak#page1 .251‘

source-=59599-6001.001 - assignmentfrom carl zeiss to peai<#page2.tif 
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ASSIGNMENT

WIIEREAS, Carl Zeiss A0, a German corporation with its principal place of business located at 73447
Oberkochen, Germany (“Assignor”), is the sole owner of all rights, title and interest in and to the tratiema.rks.listed
in the attached Exhibit A (the “Trademarlts‘°); and

WHEREAS, Assignor wishes to assign all rights, title and interest in and to the Trademarks to PEAK
‘ Surgical, Inc., a Delaware corporation with its principal place of business located at 2464 Embarcadero Way, Palo

Alto, CA 94303 (“Assignce")., and Assignee wishes to accept such assignment;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which is hereby
acknowledged, Assignor hereby assigns, grants, transfers and conveys (and agrees to assign, grant, transfer and
convey) to Assignee, its successors and assigns all right, title and interest throughout the world in and to the
Trademarks, together with all national, foreign, state and common law registrations, applications for registration and
renewals and extensions thereof; all goodwill associated therewith; and all benefits, privileges, causes of action and
remedies relating to any of the foregoing, whether before or hereafter accrued (including, without limitation, the
exclusive rights to apply for and maintain all such registrations, renewals and/or extensions; to sue for all past,
present or future infringements or other violations of any rights in the Trademarks; and to settle and retain proceeds
iron! any such actions).

Assignor also agrees to execute such written instruments, extend such other cooperation and perform such
other acts as may be necessary, in the opinion of Assignee, to register a trademark or otherwise enforce A-ssignee’s
rights in the Trademarks; and Assignor. hereby irrevocably appoints Assignee and any of its ofiicers as Assignor’s
attorney in fact to undertake such acts in Ass-ignor‘s name. ~

This assignment agreement constitutes the entire agreement between Assignor and Assignee concerning the
subject matter hereof and supersedes all prior or contemporaneous discussions, communications and agreements,
whether oral or written, between Assignor and Assignee relating to the subject matter hereof.

IN WIINI.-‘.35 TIIEREOP, the Assignor has executed this document by the name of its duly authorized officer,
as of February 5 ,2oo7.

CARL ZEISS AG PEAK SURGICAL, INC.

. . Name: 4416:: 14' €“'"/5"”

Tim managing clerk managing clerk Tim. 1/}? £53“/afwx 1'6/rn.-‘def r415‘¢r'/5
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Effects of the Pulsed Electron Avalanche Knife

on Retinal Tissue

Daniel. V. Palanlzer, PhD; Michael F. Marmor, MD; Andre Brarico, MD; Philip I-luie, MSc;jason M. Miller, MSC;
Steven R. Sanislo, MD; Alexander Vanlzov, PhD; Mark S. Blttmenhranz, MD

Ohleciives: To evaluate the precision of retinal tissue
dissection by the pulsed electron avalanche knife (PEAK)
and to assess possible toxic effects from this device.

Methods: To demonstrate precision of cutting, bovine
retina (in vitro) and rabbit retina (in vivo) were incised with

the PEAK. Samples were examined by scanning electron
microscopy and histologic examination (light microscopy).
To evaluate possible toxic effects in rabbit eyes, 30000 pulses
were delivered into the vitreous 1 cm above the retina. l-lis-

tologic examinations and electroretinography were per-
formed at intervals up to 1 month after exposure.

Results: Cuts in postmortem bovine retina showed ex-

tremely sharp edges with no signs of thermal damage.

Full-thickness cuts in living attached rabbit retina were
similarly sharp and were typically less than 100 um wide.
No signs of retinal toxic effects were detected by histo-
logic examination or electroretinography.

Conclusions: The PEAK is capable of precise cutting
through retinal tissue, and there are no demonstrable reti-

nal toxic effects from its use. The precision and traction-

less nature of PEAK cutting offers advantages over me-
chanical tools and laser—based instrumentation. We believe

this new device will prove useful in a variety of vitreo-
retirial surgical applications.

Arch Ophthalmol. 2002;120:636-640

 

From the Department of
Oplitlialmology, School of
Medicine (Drs Palanlrer,
Mannor, Branco, Sanislo, and
Blurnenliranz and Messrs Huie
and Miller) and W. W. Hansen

Experimental Physics
Laboratory (Drs Palanlzer and
Vanltov), Stanford University,
Stanford, Calif. Stanford
University is the owner of
a patent covering the use oftlie
electric plasma-mediated cutter.
Should the Stanford University
receive royalties or other
financial remuneration in the
future related to the patent,
Dr Palanlier may receive a
share in accordance with the

Stanford University
Institutional Patent Policy and
Procedures, which include

royalty-sliaring provisions.
Drs Palanlzer and
Blumenlzrantz are consultants
to Carl Zeiss, lnc,}ena,
Germany.

ECENTLY, our group devel-

oped a new type of surgical
instrument for precise mi-

crodissection of tissue in liq-
uid media. This device, called

the pulsed electron avalanche knife (PEAK).

uses electrical pulses rather than laser light
for the generation of plasma microstream-
ers in physiological medium or in tissue.‘
Nanosecond pulses of high voltage (2-7 1<V)
applied to an imraocular microelectrode pro-
duce plasma in a conductive fluid, which is

confined to the immediate vicinity (several
tens ofmicrometers) of the instrurnenfs tip
(Figure ‘I ). l-ligh temperatures associated
with this process cause explosive evapora-
tion of the surrounding liquid that results
in ablation or dissection of the adjacent tis-
sue. Because of the short duration of the

pulse, dissection takes place with no ther-
mal damage to the surrounding tissue; the
cuts are purely mechanical and can be very
well controlled.

Lasers that generate plasma have been
used within the eye for a number of years
without evidence of toxic effects beyond
the mechanical effects, and neither glass
nor tungsten (which form the PEAK mi-
croelectrode) is known to have a toxic

effect on ocular tissue.‘ Nevertheless, free

radicals produced by plasma in liquid,’ UV
light emitted by plasma,‘ and metal etched

from the electrode tip could, in theory,
have a toxic effect on tissue.

In this work, we demonstrate the pre-
cision of the PEAK in cutting ofretinal tis-
sue, both in vitro and in vivo, and evalu-

ate whether there are any toxic effects from
free radicals, UV light, or etched metal as-
sociated with application of the PEAK.

 —
PRECISION OF CUTTING

WITH THE PEAK

Cuts were made in bovine retina while the

probe was held by hand and moved with a
velocity of approximately 1 mm/s. Scan-
ning electron microscopy (Figure 2)
showed crisp cuts ofabout 50 pm in width.
Some perforations from single PEAK pulses
were seen at the edge of the cut. A histo-
logic section of a similar cut (Figure 3)
showed that the edges of the cut were re-

markably abrupt and there were no signs
of coagulation or cellular disruption be-
yond the edge.

EXHIBIT
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MATERIALS AND METHODS

Ten bovine eyes were obtained from a local slaughter-
house 3 hours after death and packed on ice during deliv-
ery. Retinal dissection with the PEAK was performed
through the vitreous after removal of cornea, lens, and iris
with the use of 100-nanosecond pulses at 50 )1] with a rep-
etition rate of 20 Hz. This energy level is near the mini-
mum required to produce a lull-thickness retinal cut.

Fifteen albino rabbits weighing 3.0 to 3.5 kg were used
in accordance with the Association for Research in Vision

and Ophthalmology Statement Regarding the Use of Ani-
mals in Ophthalmic and Vision Research. Before retinal cut-
ting, a partial vitrectomy was performed via a 1-mm scle-
rotomy made 3 mm behind the limbus. The PEAK probe
(shown diagrammatically in Figure 1} was inserted through
the same scleroton-ry_ and 2 linear cuts of about 4 mm in
length were made parallel to the medullary ray with the use
of 100-nanosecond pulses of 17 u] with a repetition rate of
10 Hz. This energy level was just sufficient to cut the full
thickness of the retina without producing hemorrhage. The
eyes were enucleated immediately thereafter and fixed in glu-
taraldehytie-paraformaldehyde fixative, postfixed in os-
mium tetroxide, and embedded in epoxy resin (Epon 812;
Electron Microscopy Sciences, Fort Washington, Pa). One-
micrometer sections were cut on an ultramicrotome and

stained with toluidine blue for light microscopy.
For scanning electron microscopy, retina was fixed in

glutaralclehyde-paraformaldehyde fixative (12.5%/1% in
0.2M sodium cacodylate buffer) at room temperature for
30 minutes. The tissue was then fixed for an additional 18

hours at 4°C. rinsed in buffer, and postfixed in osmium te-
troxidc. The tissue was washed with distilled water, dehy-

0.9-mm [20 Gauge) Q7

Figure 1. Diagram oftlie intraocular pulsed electron avalanche knits probe.
Inset is a photograph oi the plasma lorrned in saline in front olthe probe.

in living rabbit eyes, a single PEAK pulse produced a
small crater from which tissue was removed to about half

retinal thickness (Figure 4). By applying pulses at a rep»

drated in a series of ethanols, transferred to absolute ac-
etone, and critical point dried. The dried tissues were then
mounted on stubs and plasma coated with gold.

To test for possible toxic effects from the PEAK probe,
we applied the discharges into the vitreous of 10 rabbit
eyes. To maximize concentration of the substances re-
leased during the procedure, no infusion and no irrigation
were attached to the eye. Electroretinography (ERG) was
performed on 5 rabbits before, and at intervals after. the
procedure. For ERG recordings, the pupils were dilated
and the eyes dark adapted for 20 minutes. Ajet contact lens
electrode was positioned on the cornea with a reference
wire placed under the eyelid and a ground attached to the
ear. The stimulus flashes at setting 1 were applied with a
flash lamp (PS22; Grass instruments Co, West Warwiclt,
RI). The signal was amplified with a preamplifier (SR530;
Stanford Research Systems Inc, Mountain View, Calif) and
recorded on an oscilloscope (TDS 620B; Tektronix Inc, Ir-
vine, Calif}. In 5 other rabbits, we applied the same PEAK
treatment and enucleated the eyes 4 and 14- days after sur-
gery for histologic evaluation with light microscopy.

Light emission from the PEAK was measured with a
large—area silicon photoreceiver (model 2031; New Focus
Inc, San Jose, Calif).

To compare the rates of metal erosion from the PEAK
with that ofconventional diathermy. we applied theWet-Field
I-lemostatic Eraser (Mentor Ophthalmic lnc, a divisionofGold-
man and Shurtlefflnc, Randolf, Mass) poweredby a Wet-Field
Coagulator (Mentor Ophthalmic inc) at settings typical for
retinal applications (25/7'0 on the instrument's scale).

in all the surgical applications of the PEAK in this study,
pulses of 100-nanosecond duration and negative polarity were
applied to the central wire of the PEAK probe, while the co-
axial needle served as a return electrode (see Figure 1}.

Figure 2. Scanning electron micrograph of the out in bovine retina produced
by pulses 0150 ;rJ at 2U~l-lz repetition rate. Sar (black as well as white lines)
indicates 0.1 mm (original magnification x503).

etition rate of 10 Hz and scanning across the retina at a rate

of 0.5 to 1.0 mm/5, we made full-thickness cuts through
retina without choroidal damage. There was no bleeding
from cuts through avascular rabbit retina, but the major
retinal vessels bled if cut. since the device does not coagu-
late tissue. Typical cuts, as shown in Figure 5, were re-
markably clean and sharp. The width of the dissected zone
was generally less than 100 pm, and neither retinal detach-

ment nor signs of thermal damage were observed near the
cut. Ifmultiple pulses were delivered to one location, there
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Figure 3. A full-depth out in bovine retina resulting from application
of 50-pd pulses at 20 Hz and 1 mm/s scanning rate. The walls of the cut are
remarkably sharp, and no signs of coagulation or other thermat damage are
observed at the edges (arrows). Bar indicates 0.1 mm.

 
Figure at. Center of the crater produced in the rabbit retina by a single shot
oft?‘ pd. The retina was detached from the retinal pigment epithelium and
choroid during the sample preparation. Arrows show the edges 01 the cut:
bar indicates 0.1 mm; photograph was taken with ><20 obiective.

 
Figure 5. Histologic section of the tult-thickness cut in rabbit retina
produced at discharge energy ot 17 pd per pulse, repetition rate of 10 Hz,
and scanning rate oi about 1 mm/s. Arrows show the edges of the cut: bar
indicates 0.1 mm; photograph was taken with X20 objective.

was deeper penetration into the choroid, resulting in hern-
orrhage (Figure 6). Although PEAK effects at these set-

tings were readily apparent histologically, they were nearly
invisible to a surgeon using an operating microscope; the
surgeon saw only very faint whitening of the retina along
the line of scanning with the probe. In contrast, the cuts
in detached retina and epiretinal membranes were readily
observable, since these tissues are more opaque, and the
gap was easily seen as they split apart during dissection.

TOXIC EFFECTS FROM PEAK APPLICATIONS

To measure the erosion rate of the tungsten wire in a PEAK
probe, we took micrographs of the electrode after pro-
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Figure 6. Histologic section of the same out at the site of choroidal bleeding.
Note the sharp edges of the cut (arrows) and lack of retinal detachment and
of thermal damage at the edges. Bar indicates 0.1 mm; photograph was
taken with X20 objective.

gressively larger numbers of discharges (Figure 7). At
pulse energy of 150 pl, the erosion rate was on the order

of 0.065 prn3 per pulse. During “rnaximal" surgery, which
we estimate might involve 10 minutes of cutting time and
3 X 10" pulses, the total eroded volume would be on the

order of 2 X 103 um’ (equivalent to 0.04 pg or 0.2 nmol).
For comparison, we measured the amount of metal

released by a standard wet-field diathermy probe in typi-
cal operational conditions. As can be seen in Figure 8,
about 3 X 105 pm’ of iron was removed during 100 sec-
onds of application. The total duration of coagulation
treatment in typical vitreoretinal surgery is less than 20
seconds (with pulses of 1-3 seconds in duration), which
would correspond to 6 X 10* pm3 (0.5 pg, 8 nmol) of iron
released into vitreous during a coagulation—intensive
operation.

To directly evaluate possible toxic effects of the PEAK
probe to retina, we applied 3 X 10“ pulses of 180 [.1] in 5
rabbit eyes. The energy was delivered into vitreous to-
ward the posterior pole about 1 cm from the retina, and
the eyes were not perfused to maximize possible toxic
effects. Preoperatively and at 7, 11, and 30 days after the
operation, ERG was performed. The results from all 5 ani-
mals were essentially identical and showed no influence
of the procedure on the ERG (Figure 9).

Five additional animals were exposed to the same
procedure and were killed 4 and 14 days after the treat-
ment. Light microscopy olhistologic sections showed no
retinal changes in the eye exposed to the PEAK com-
pared with the control eye.

—-ma
The PEAK makes cuts through bovine and rabbit retina
that are remarkably sharp, with no evidence of cellular
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Home 7. Pulsed electron avalanche Smite probe photographed on inverted microscope via X20 objective during the treatment. A. Probe before the irradiation.
B. Erosion after 50000 pulses at 150 yd per pulse. Bright plasma streamer is seen in front 0! the tip. 0. Erosion after 105 060 pulses. Plasma originates
at the surface oi metal deeper inside the probe; 13 pm of 25-pm-thick tungsten wire was etched.

 
Figure 8. Diathermy probe after 20 seconds (Aland 100 seconds (B) of
treatment in isotonic sodium chloride solution. Photograph was taken with
x10 objective: dashed lines schematically indicate the initial shape of the tip.

damage at distances beyond the first layer of cells adja-
cent to the edge. Such cutting resembles cracking rather
than ablation of tissue, since very little material seems
to be ejected from the application site. The cuts are so

clean, in fact, that in attached retina they are nearly in-
visible to a surgeon using an operating microscope. For
this reason it will be important to perform further stud-
ies to define the proper and safe pulse energies for dif-
ferent applications on the retina. Visibility of cuts is less
of a problem with detached retina and epiretinal mem-
branes, since the cuts are readily observable in these more
opaque tissues, and because these tissues tend to spread
apart during dissection (leaving a gap that is easily ob—
served on a dark background). Longer-term studies are
needed to assess whether there is any injury to cells at
the margins of the PEAK cuts that was not visible in tis-

sue enucleated immediately after surgery. Our present
experiments, which were designed to show only the pre-
cision of cutting, did not look beyond the immediate ef-
fects of the surgery.

Since histologic examination of the cut retina shows

no signs of coagulation effects, the faint whitening of the
retinal surface that we observed during cutting of the at-
tached retina may be a result of axoplasrnic flow abnor-
malities from damage to nerve fiber layer in the cut area.
It should be emphasized that, since energy deposition is

 
—- Belore Surgery
--- 1' d Atter Surgery
--—- 11 d Alter Surgery
---- 1 mo After Surgery

Figure 9. Electroretinographic measurements before and alter (7. 11. and
30 days) treatment of the rabbit eye with 30 000 pulses of 180 pd.
The results from the other 4 animals were essentially identical.

localized at the end of the probe, the instrument cuts most
efficiently if it is held close to the tissue (within 100 pm).
Cutting width and depth are highly reproducible with a
fixed position of the probe. However, reproducibility of
cutting in vivo, especially on attached retina, will be in-
lluenced by hand control and the fact that natural tremor

of a human hand itself is on the order of 100 pm (or more).
Pushing the probe into attached retina would eliminate

this problem, but it must be avoided to prevent mechani-
cal damage. On the other hand, on detached retina and

epiretinal membranes, higher energy can be applied and
the probe can safely touch the tissue to ensure a close con-
tact. As a result, clinical cutting of detached retina and

epiretinal membranes is more reproducible than cutting
of attached retina.

Advantage of the PEAK as compared with scissors or
blades is mainly in the tractiorrless nature of its cutting.
Erbium:YAG5"‘ and argon fluoride excimer lasers” have
also been applied for tractionless vitreoretinal cutting, but
these devices did not gain widespread acceptance in prac-
tice mostly because of the high cost, large size, and some-
what rigid fibers. The PEAK is a much smaller and less

expensive device, with a light handpiece and very flex-
ible cable. In addition, PEAK probes can be bent at any
angle without losing cutting efficiency.

The availability of a precise microsurgical tool ca-
pable of producing microscopic cuts of controlled width
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and depth without traction should facilitate many as-
pects of vitreoretinal surgery. The PEAK will be useful
in the performance of the circumferential and radial reti-

notomies and in the dissection of complex epiretinal and
fibrovascular membranes. Its value will be particularly
evident in eyes where excessive traction or pressure could
cause collateral damage, such as those with atrophic un-
derlying retina susceptible to tractional tears, and with
membranes adjacent to blood vessels or overlying de-
tached retina. In addition, this tool may be applied to
posterior and anterior capsulotomy and other ocular
surgical procedures.

The generation of plasma in liquids could, in theory,
be toxic to tissue on the basis of the formation of free radi-

cals, the generation of UV light, and the erosion of a metal
electrode. To calculate the maximal exposure that is likely
to occur, typical applications of PEAK require discharge
energies between 50 and 150 u], at a pulse repetition rate
of about 30 Hz, and the total number of pulses does not
exceed 5000. An exceedingly large exposure, which we
shall use for the sake of discussion, would be 10 minutes

of total application time at 100 ii] and 50 Hz (3 X10‘
pulses). With this exposure, the total deposited energy is
3], and the average cumulative energy density in the pos-
terior pole of a human eye would be about 0.75 J/mI..

Free radicals (-l-I and-OH) can be produced di-
rectly by plasma-mediated discharge, but their lifetime
in water is only about 70 nanoseconds, during which they
can only diffuse about 20 nm3. Thus, free radicals will

have no effect beyond the zone of mechanical damage
(which may vary between a few and a few hundred
micrometers). The recombination of 2 OH radicals can

produce hydrogen peroxide (H202), which is a strong and
long-living oxidizer. However, it has been shown3 that

the threshold energy density to produce detectable H202
toxicity is about 500 J/mL, which is 3 orders of magni-
tude greater than would occur with the PEAK.

Our measurements of light emission by plasma in-
dicate that UV toxicity is also unlikely to occur during
PEAK surgery, since the total dose of photic irradiation
during a PEAK—intensive operation (involving 3 X 10*
pulses} would be 6 orders of magnitude lower than the
established danger levels for retinal exposure to UV light
(5 J/cm’)? One possible source of PEAK toxicity involves
deposition of eroded metal from the microelectrode. We

compared the amount ofmetal etched from the PEAK probe
in typical operational conditions with that released by a
standard wet—field diathermy probe. Diathermy elec-
trodes are made of steel and erode during electrosurgery,
producing iron ions in various oxidation states. Iron metal

and iron compounds have important toxic actions on the
eye. These have been studied for more than a century and
have been the subject of an extensive body of litera-
ture.‘°~“ According to our measurements, 0.5 pg (or8 nmol)
of steel is eroded during 20 seconds of application of dia-
thermy at typical vitreoretinal settings, which is about 25%
of the threshold amount of iron shown to be toxic if in-

jected into the vitreous.“ However, eyes are perfused dur-
ing retinal surgery, which should reduce the toxic load by
a considerable margin (a factor of 2. to 10 on the basis of
typical perfusion rates and duration). To our knowledge,
no observations of retinal (or other) toxic effects from dia-

thermy probes have been reported so far, even though some
operations may have involved even longer exposures.

The central electrode in the PEAK probe is made of
tungsten. No toxic effect from tungsten metal has been
found in experiments with intravitreal implants in rab-
bit eyes.”-” During typical surgery involving 3 X 10‘
pulses, 0.04 pg (or 0.2 nmol) of tungsten will be eroded.
This amount is only 2.5% of the number of moles of iron
left in the eye after application of diathermy for 20 sec-
onds. Since 8 nmol of rather toxic metallic iron released

by diathermy does not seem to have any adverse effects
on ocular tissues during surgery, the much smaller amount

(0.2 nmol) of nontoxic tungsten is probably safe. These
estimations have also been supported by the lack of
adverse effects of PEAK treatments on the ERG and on

retinal histologic findings in our experiments.
We conclude that the PEAK is capable of precise cut-

ting through retinal tissue, and that there are no demon-
strable retinal toxic effects from the use of this device.

The precision and tractionless nature of PEAK cutting
offers potential advantages over mechanical tools, as well
as over laser—based cutting instrumentation. We believe

this new device could be useful in a variety of vitreoreti—
nal surgical applications.
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PRECISE ('."Iinieal Outeemes Study

Hewartl Rosenberg, MD': Joshua -:3. Vase Mu“; Geoffrey Gurtner, Me’
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lntruduetiun: Building an preelinieal results presented at the 2tlfl'i' hmerieatt 'l_‘he_rmal Injury Pruljle
College ef Surgeens meeting [New Orleans, LA} '-

demenstruting that ineisiens made with the PEAK

Plasraaflladefl“ result in stronger healed weund strength. and

deeeeased inflammation euniparetl te traditional eleetmsnrgery

{Eesie} with equivalent sl-tin scarring tu sealpel, PEAK.

Surgical lauuelted the PRECISE elinieal study series

examining patient euteernes eempared to the standard of eare.
  

  

Sttldy Design: Prespeetive, rnnde-mixed. siugle—blind eeutrelled study ul'2tl

patients undergeing ahdelnineplusty with the Flasmafllude er
the standard ntieare, sealpel and traditie-Ital eleetresurgery.

Patients submitted tn three sets ufeeinparisen ineisiens with

scalpel. Flasmafllade and ES prier te ahdemiuuplasty. Sets

were plaeed at ti and 3 weeks prier te Ettl.l'gI3l')I' and again en the

clay of ahdentineplasty. Plflfimifllfldi Cl-It
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I standard at‘ eare (SOC)

| 5 patients {p -=5 0.005]  I Plasrnafllade patients
eensumed 49% less

nareeties through the ll]
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PRECISE Clillieal Uuteoltles Study

' um“ ,3umu,F,,“,wh5 Ahdnmlnuplfi. ' - Plasmaldlade patients produced 31%
-as .— j-—-j— —— : l less dram output compared to the

standard of care (SOC) group (p *1’. 0.05)

EE - Two seromas required drainage in the

standard of care study groupDrainOutput{.rnL]
EE

- No seromas detected in the

Piasrnafllade study group
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(Ecmpared to the Standard_of—(3arei'iflasmafliafiitts demonstrated:

- 34% improved reported diet volume over 10 postoperative days ('p <3 0.05)

- 26% improved reported activity icvel over 10 post-operative days (p = 0.09)

- 5Tr'% less drop in Hemoglobin (I .tS:i:{J.?g vs. (J.7iD.2g, p = 0.07)

- Equivalent skin scarring compared to scalpel {p 4: 0.05)

- Equivalent operative time (p i 0.05)

- ?5% less thermal injury depth in adjacent tissue (p =1 0.005)

- 65% and 42% stronger healed vvound strength at 3 and 6 weeks (p -=1 0.005)

FEM‘! Sureical. Inc. 2454 Ernbarcadero War, Polo Alto ca 9430?. r:- L eso 331 suzc r-mt rise 331 3.293 I.vww.uuaIts1m-:ir:+I.ro:II

For l.f.‘ih uruy: Fl.'I:l-t:'fi|I raw restneta tt1|.~= tluvltc to use by or no flu: order ol'.'I Iicennctt physician. FE.-‘I. K. -1:5 1I‘H:IF-P PEAK Surgical. Inc.
l'I-.5.-'v'tI<. FI.1tinIu1BI:Hl-e ml-ll I"l.| LEAH an: mgistcrcd .-I.|1:Ia'orI:m;]4.-marks. ul' I"'l-'..-'t.‘r( Surgical, Inc. L.|.S. Falems Nb. .-'||.]| Higlttw. Rcmvcd.
fa! 3-fi.'F|"=1?r. FI.9IJ.fifl5. -|‘n.?3fl.t}‘F5. 6.'?Sfl.J TEL '.|'.IJI'I..I'-45 and 'P.}5?.J-H.L"_. l.BL-IHJEISIE Rtw. IL‘
UIIJI1 ma file ul. PE.-\I‘o'. .'§urgi1:.1L inc. :unt nttlnnills;-d Io Ann-dean |.'_'rr||q.g1: n|"_'~‘m|.'gqun5. Emu ..'|. nmmj I".-‘IEt|'l|13

I’I'I.-'1. Eillllli



PEAK Plasmafllade and Pulsed Plasma Technology:
A Summary of Preclinical Results
,n".':-.I.u-:.|'!.I¢riun 5'. p'J‘n-r.E'_ 4|-H). aI1'.lr.f.'h'; P.-nrf D. fl'Inm:url.I.n-nI'_ M11; .F.".rfm-nrn-.I' I. (.'Imng, .n'J.FJ; .H'nrI- 5'. DrFrarn-gum. Hf}. MRA‘: [..':.q5Fi-gr C. {Jun-;-m-, H.-(H;
Fri: H'u.:r.I_g. M11‘. J"'J'1.I'.1'_- 5.1:! .H'.rn.II.-u. .’|n|'L'|‘; Mfary T.’ jucaflrJM_ MU‘: (Ingmar .3‘. .FI.'n".I":r. .|'uHJ_- i"2m.a Hnlsrfir, Mfl; .5'.£I.quJ,_r.a-L Lab. ;'|rH.I,-
vt.'J'J:rr.".-:J.' .!':'. h‘.*I:m.Imr_ MI): Rnlfllmr {.'. Rrnlrfllim. Mfl: .-*!am.n.I.I-:1‘ L. HaJ.rn.!iw-3. MM‘. Srrwn M .'s'.r-J'm:..:rr.¢, ,H-H.'J,- Lug.-.-1-hr;-M. 5313”. MD,-
."l'I}I..1.m'.»l. Ibrlx. MI). flu:-r1-.r.:,¢ fif. M-Jamurrf. .I'-ff.)

TIfI.E IIDEIEL

Ilumparaflwr: llaailng ui surglcafl fu viva
Irlulsiocls crurrtlztl LI]! sliilitlvatd [III-f|:|I|-E skm
£'JlJI'.'h'DiutgIit[.|'. PEHK 1"‘?-'.I1irl‘I-:IIlIi|.IIJ1'.'..
and :.1aI1r]rm:I 5c.1Lp.ullJ|adI!

F.;'I'a'Ir|II.r4'|-|.|I:]-|'I ul PEAK l'IrI541_1n;1-‘I-dI.1;| -[ut-
IZIIIS-t&lIr'Il: anu gyncculoglc surgery T3. JlII1‘rI'.|I1'I|lHI| skln
Iradilmnal elnctrusxlrgery and In I.rh.ra

pun-.Im:| slur:

Pmseriallun of Si:-sue intdgrily Jr: who -
-1nv:I:Im:rI:aaad tlss-ua darrangu n-urcina sun
will: Pl.‘-.-hr’. 1-"|1'J'5|||-IIE-|Bv'.J£'

EN-aruali-on at In»: FEM PM-rnanlnde |r- rn -aim
flauxdautgufy Applications Cnmpamd bmlnu llraln
in ‘S1.aII1rJaIrd Elettmsuqglcal Innis and
Smlllclruu Enamel lilnsdn

I.'q'n'I|lI:I|1[|f| nl FITILI-f._l’la4a:'niull|;d¢r— |:ur::|-n-I:
flnmlln fur Piaslfl: arvd H'ecuI:s1n1nTi-re 5k'HII. D-nuirlq
Suruary Gumparetr In Slanrlard :4‘:-rtIl‘.agr:. arm
E|!4I:1r:}*;LItgefl.|' flu‘ Hit: llumau

n1.1doI1I|:1aF skin

I NTRDDUCTIDN

luulmm -

_ 5‘IJIulHuluR"I'
|"Ia5rrraBlaI1e 5ham=.r:I'.

FJ"|'E 1as5H:ErI11af damage -1: I55
- E695 Iassscmwingrs. E5
- 53% h'.F6‘aIJIlH'l'€|II|'||I snrmulh vs. E3
- ma less breeding vs. scalpel
- Lass Jnllnmmllhun n. 155

P|asmaE4ndm:1ursr:d slgfllflcafllllfjl #15:. Ihctmal damagu -.-2
UI'lt:!J\."IH!-I1 clectfnsurgeqrllp
P1-‘lE[I”al|onH:m1.Tcu BTOCTMEHFEIH lip
Epltnlnufi Scalp-cl (Hun wlru. cuI.1rr-In::I

-i|1stuIngh':.aisacurlnulnrllliuay-snowed nu dificrancu Dfliflfln-In
F'1as-1naEIarJu ::m:I matuul: lmlh were sagmflcanlfin Ins: than
Inn £5 gm-Lip. Scar immntwn was 5Hml1:|r he Llmrrn scalpel and
Piasunnfihnda. 1:L1I slgrfiflcanlly EL-5:. Ehan E5.

llistabagical aurahmtlun DI! llut brain tlssunshawcd lllat
Hastnafliade cuts and spat cuagulallnn produced I|I,11|: caillalunl
uuanitue cuununnreu In cut: II1:|u-r.- wILh an electrosurglcal needla.
ur cuagn.-Ialiun hum l:I|'mIarr.a|:t::r:.r.

Iilsmluglnalu-.raInrIl1:::LuIfI::m=1n slcln. nurulna skin, and carulam
ll-'|I||JJIIJ'5— 5|1'l'I'lI‘.‘U thal ‘III-I: iflasmafllauu Heculu unis Irrmlumd
|11P|1rnl:I|f.II|IIl[{:r.l| uarunma Ennuui 5I:Ha'. ni t|!¢1|1nn11:I| :1.-nnnage
ilemunsllratmd I11IIhL- flurbradu Handle! In lhea purclne skin
mils. ul-main-3 was slgnlflcanfly mdurnnl In tnu F1a5:maEIa-uu
NEI'|.'bdH‘.' \I1.':I5-1F$« '1'-ii-€||I!I|."| '\'l'fl1l|I|I5 'I'lIflFl]‘ Iilf-lhbdillfl ‘HHS 5l|'|'|fliIf lI.'l CHIS
r.IrI:Idu|:I!d 1'.ri|I|'1 HIE Cnluradn Handle.

'|.|u: |’F.M'C F|'—'|'1l1lIlH-1J.-|.|«¢'- tissm: «.E'm<:.'I'u.HI- dc"-'H.'E:| an»: .1 I':1rn1|:.- nfnnuw

.-nn~|:1'_icJI JJHiIl!J.|:l'|ItJ1.I$ film: LI.-u: I"l:_."|I.K 5IurE_i:.'.1I'5 lmiiank;-|'.uy l‘|1Iu:q.l PI-.u111,;

'13.-«:|1I1I:r|I.Igy" For mti-r'r:.sLt1.* nI.I:tiug 4:1da.'-mgltl.-uiun w1':|1 m'mirn.:I
Illllrmlatl I'I1iI:r;.' III-nu: |’|;I:-III.nll|:1sl::w-M‘-t in -:1.-rI|mIn.::icrn wiI:11If|u-

f'1..I'|l,."i.-'L!i"’ F.'.I'.'m:ra:nr in near: rlu: I"l-'.a"I.E\' Smgw.-ry H].rsIcI11 [I*'ig_ U.

‘~'|'+"utI:iI1g with :1 11uml1n:r ufsmgmu iltvcstiguturs. |'{-MK Surgiv.-.:|

I:.1:. u.'mIdut.'.lI:d pn:I.:IiILiI.::I| :ItudiL'5 nfillc PI"-,M: 5IIrl;.:I:]r I‘.l}I's:crII in :|
'.':I r'H.'t'_|r uf M w':»:» and A :'it.w auirml rn.u-dI:l5. if.‘-‘1"rr.1|i. thi:.-.4: studiu

ll-.nI1: dullinnstrntcnl that ill: l“E:"'L1'-'. Surgery 53.-'5-l+::n |1.:u .1 wide F:l.|!IF[£

ul'1::Ip:dJiIitic.m. TIM: :«jr51cII1 »;:.u1 cut wiI|1 :11: s.1I11n: prr:r_Liiuu as .l .1.1:.1lpu:|

wilh rninintill {I1 110 |:hL'r:u:II damage at the law sctring.:=.1n:1 nlsu r:II1

lu: dialed up I:I.I dclivcr J1.I:rII.I:.Ii|';a:.is tapnbility cqttivnicllt IHJ v:IJ:1.w_'ntiI.':I1a1

 
-|:|I1:|I;|:rl:I$1Jl'gl'l.‘.1|. loL'HI!oHJg}: This paper p-n"_ic:It.: :1 sunilnat}-' (3% tin;

1:x|J1'rim:'I1ta] .|FI|1h.1ai.'1'H.'5. rciults :11'L1[ c11m.']u:5ium.' front III: prcu:|i.II1':.|I

atudiu |h::fi'rrrImd lI.'iii11.-; llll.‘ ['EJ1K Surgery Syncm. "Ila: key fi.'atur-:5
and 1H;r|I.:Iirs tb;u.'rm'Inu«.| 1'-|‘1.'|l'|'| ll1I1'!v.‘:"§l1I1’£':I:'1 arc .-.umnII.1r'm:d M1 '|.'.'.l1E1: I. F'?aI.-Lra 1

1-9.: I-'e.....m.:.....1|~..1...nr1.... p..|...n..,,.a..-;.........-,..r:-..nI:..-.=.| n;...:..
|I'.'|.'|'.| I

PHESEHFED

1-"0diun1. TIM! hrnrrric; Enl-I231:
of Surmuum Annual Nlnullng
lawn Haw Ialrra-ms. Ln.

' ' raisgu}. '1i}§I.iu.E-_~.:E;.é£ emuegg '
a-lDI:a:tuLdcs.'n'ul Gynaauagy
flaulual I.laeIlngI2I.H;Ia]
Ha‘-:1Jr|I.*:n5. LA

Pudlum. lira Plaslic Surgery
Rasaarclrfluurbcll .fl.n|:m.a|
Heflingiaflflflfl Sprlnnflclu. IL

Faster. M13953 of
Nuuroluglcal Surgamls Annual
Hauling [?DIJ.':"}Sa:1 lillcgu, C.I'I.

F'u5I:r:r.a'hn1erlI:arI .fu:aI:Ivr.-n15I
I:II Facial Plastic and
Ftccalistructrrn Sanger?
flu1nu.'rJ Balm‘.-ling tzuusj
1;1uengu,:L

 
I'I"..»“I. Hill]?



IJLIT SET POINT EDA-G

- $I1‘¥e|1:-s:tIlL'I:I:|lng1J::In
3 sn::.':|r.-nl

l

- I:'1|L|'L1Ia|unl residual tisauu E
I2|IPll1h'l.j,EI3l|'.IIFl1.' 5:_'.'.I|pI’.'l".L J
mecnanIs:.s!:ru:.I1:unu '1' ' f:$’:E‘t’l”' ":'-""'3"'t'““I J um:

35 Iu L-]EI'+'a1E$51lIr.'rIni1! E‘. |_u|en[p,g§urEa|1'|:

IJ.1nIag1.-lrI.1rIlr£H.l||1LIII:I| |_fl%|‘-“Hm m Er, . :u . .r .1
E Jclmmrm-I? 4.1.1miI|.§I: c:I1II|:-IrulrIo lmdttiunnll

Ifnulvalant sI'rrIuH!.I.I1£:tIu5 5 "m';tr'J5"” “'7
Ilurllashisls :I1 Ir:IIJ|1lLI:I.1l T
I.~|-,:c1n'.|s.urgcry' '3'9

- EH53:|::§5II:I:rIrIa!IJe1a:I.1gu In

|":1IH_|'_' J 5-u-H’-‘Jig dr.'_|,rul!1'1f.|'|"lIf_|'II'l:||'JI'.'I'r|I"."n L'lf Hat‘ PE.-‘IX Surgery .'J_l'SfL-UII

REf5lJl.F'f-S

J. I.~,-i..I1.- nuir,-: nF:nm.'nt|n:l.' wr_'n: +.".'a|I.i.iIn:d In .1 -.':I:ricly' Ll‘!-§l'|.|lJ-ilulfi :iI1l|
in: hnlnl .'._1.".|I¢I1'| :+}rI:r.1:iI|[-, lZC'rl'IilEl.'I1'|1l'|.'.. tI|I.'n11.I:1 -.'l'E'I.:!. Irluruling,

..'unI rul. I.ll[lZiI|1'; :;.t5:: llI'l1|. srnulw 1.:I:m.'r.'It'mr| LIII:Irh:1: .u.'I.I.IL" u!.v.“.. {'.hILItIi-.

-mlulicw rv.1II.Iat-.':I tII:Il1:I1rnI.:a !lI'L'|l- -'-Hi Wullrnl SL.'4tIi:115. wuiiiltl I‘-1II.‘.l'I1:|:I!

.|.mE 'mJ'I.-u11m41u::.r rcspLuns.1:. S~.4|uJE:;-.-. wucn: |:crE7r_m1Ical nu :t \'.|rin:I:3-' ui'

qiv.-,1...-as :'m_-[u,¢Iin.5 .-,l-.'m. Lu. l'.m,'|.:. .mLI I1.1I.:.-.::'|c. I'l'I1:II|i.p_|'|I!- uI'tI1c results.
I'm;n rhnu w.-.qrin||s s.:LLrl|:.'s :LI:: 1.|.i§l.'llS!-l.'vlJ. ll: Iuurc ulI:l.L'II 1:Ic|nw.

II|,.;_|:»=i|:I; |'~,-:‘|||1-.'r=nII:r!' n-HIE! [J::rrL':r.|'1LH1t.|J'E1:'r_
||i:.-rIi-.I| | ii-:+'i

I{c1Iuh:1. I1.F|'I{r_'u.']iI|ic2| rI:.'.n::1!I..I'| |I:l'.-‘I: §i1n'I-HI that. l|.l.H.' In II1I.' |Ii.y,|tIj-'

i|1r.u|'.l.|:1.'I]: plus rrmlu: u.'mIfi_|_;II|I:I.r'I.r:II 1Fi[._|;. 3] Juli 1111: I15-r.'n-F|'II1|s-Isl!

._~h.u-uiu nl '|.|.';l'|.':.'|i.'IIlIH. lhl: I'|".r"I.1I'. S|Ir|;n'r:.r "i[.'.<.{L'I11 us.I.:1. .I.I:u11l llIl|."hnl“‘-
 film; Jrnnnrln: 1||.i.‘|!l|.'l'P_:p' 1'.-.':uL:;II IIIM.-J by I!r:I- :lI'nI1.II |.'-|L"i.'IFH"i|.lF|_.',_1I.'.nl|.

nu.-:.-hnnfu-]_-_:.' m .l1.|'l.iI:'l.'<! 51m.i|:I.r tinting .'l I111 u.I1-.1E,LL1JI.'I11:: tcslllh.

'|h1'x :n.'1In»;:ti-all in I‘llL‘Il_::|:'1l1'u|.‘|.i ILH l:cr.I1 rutlfitl E0 fl-1II5|.lr~‘. inln

rrpr,-1.A:iI|:|; n:I1LpL'r.mHv.':s 111iLI .1I4.' JJJLIIII cam:-hall" r|1m.'1: oi El-Mil i(rI'I-‘II

:'Em:trumrgin:.L: 1u:'v:|'|.I1<-1IJ;:I:c.'1 H:i1.-.. .3}. '-'-'5II1 .1 Hrrl-hp-f|nIILIi:||.! lr.‘1lLILI'|L!r|
inhn:.11 mnu.l'u:r:unI :xn.I|.1-[II:}5<irI:;I1t1I]-' 5[I:n?1|I5:«r.'n:-:rI-I rn:tlIIL't'ms1 In

Iiu: 1|1:[!l:EI Hf f|rl."I'il1:l| 1|iIi11fl,I2,1: ill .II.1j.11.12‘.I!I Il£51:I:< {Fifi ‘U.

 
r'.'_151::I.1 .1:'sx.'J'J:r,g'-cl along rm: nxwsmrodmn t.’nH-'Jfl f.Iflt.T-'.'

J fqlrr-f H

|'-'||-.'.3.': .'

 
-"'E-1K-I-ru {amp 40- St] E

fi.i|‘|§

 
Er.-1:: I'm-:Ir:g:.u1.- J-1-cg Jump 25!.‘ - .155 E

H_r_-me J‘.

.I'u:'.LJlI.: Fi5-:51Iu|IIjLIr'5-'

|',2I.'-,lr::4'1nrInjuryn...'I:I:rnn_=_-

- rlJ:.. rlII'lulII -.-In '.I.r.. .'..flne| .‘.!n".-. I] ‘M5-II-1.'|I|!;I..|l-1 -3|"-EI':"-'v’.'l
I1--Imu-‘L'.

F-'.I_'r.Irr: -:

l'+.J|.r{I'lmmI'lln.d-: .m.!l Inch-nl |'1.u.|hL l!:<l-uul-\.-I-.-gu..JI. .'K-ummm.--I '|'Ju.I'-I|u.1 lb: -15"-

 
l'I-:.'LIi1.lIIH



Ijleetlillg Control:
Hlslaiuglcai Eualuall-an

E-ecu IIIl.'|-1lHlI thu; PEAK Surgcry Syw:I:II1 uflii significalllly n!dI:H:::I:I _
:3-.m:i.-re thoracic artery

D:-ml: ur chi,-rn'I:It damigc l.‘Cl.l'.I'l.FlnI'J.'\LI In I:r.u.IiriuI11I clcctrusu rp;1.'ry.

signifi:I::u1t hlmding t1.'mrI'o1 is sllfl hufh: lnm thu'."tt1:|InuIug}r.
Fr|::I1nir.1I wnrlt has shnwn than Jncisinlls Ercltcil wllltc an the "law Fm“ "lamina"? 1”“

tut" scltingl Had fl-[I pcrttnl la:is't11.nI1 with 1. Mtiilpcl. 'wI1|II: an the

I1'Ig|1r.:r tut sctttllg.-r and In EDlu_l.l].'1.|:J'Dl1 munlc. I.I1c I'I.':hK Surgery

5;nH:111: .u:I1iI:m:.cI III:mu'sI.'.u.E$ cquhrnlcnt tn Imditiullai ulcttnnurgcry
but w1I.i1 Iu1I|'"l|u: J.I'|'l:DlIl'l.I HF :11.crInu1 |.lliIIl'_'¢? [£15. '5].

Elm: ::liI'sg E1.ra$u-‘stlrm
E-Fl-2-{ding F alien-Hug I:1c:s.l-m in: IE0 5I.'.|i.|$|'|l|5|-  
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Ease of Cutting:

T111: I‘F,r'I.I{ Surgery Sjrstcrn I141; :|.1-rr.':1 shuwrr In :11! easily and
..-..m::r:tI'|ly. requiring inst nrlr:-qurtrtur of the flirt: mrtdud Ell‘

r.u,rr!n5 rlssur u5i-r|1 .1 sculpt"-I and one-Iralfthur I1:-udetl Ii.‘-r r:I.Irrii11,-,
rnrirh Irmfiriuna] LEIEEIII-ll-|.1|.'3iE:|] Icdunnlugicé Lflierl III 'I:LIt' mode

1F4'1;,. B}. 'l'I:1u: P1.-1.5m: HI:-dc his nlm I:nm1 :5-u.'rwr1 ID up-mu: in

Imtlr wit: and dry fields", allbwing 11 surgclzrn ta IrI.:.'LrIl:IJn iupr.-Hut

-:IIItriI1g,pcrf7|1rm:rrux awn I.11rnu|.rh -1 bloody mI'g1I::I1 fidd Milli

ull file A1. PEAK Surgbcall.

Sunni-it: flmluraltirrrr:

Anmllur '|I|1pnu|t;J.nt Prcclinlcal finding is that l.'11I.' 1"]5.r'|I.I'C Surgery

Fi:r5tcn1 gr:nI:r.1r.cs 5.|.-],;I!ll"Hl1:1I1IJj"l|.'ES 3rIrEh::IJ sm-ulcc I!h:IJ'I ll.".‘|.v|:Il'l:iflI'I'-ll
1.'Ir:n.rnnL|r[;4:ry w]11:tI used in cut mu1lc{acllin1._-,I!- I drmuglr 3-. ~.I:Lt4

un HI: 1:: FEAR 5inigiu1}_ As discussed in rlzc ilrcraulrrr. rurgil:-.1!

snmlnc is .1 putrlrtlll hazard Id Ihc hrarllh -'-|‘|:IIrII urrgicul srnIT
and puriunrs. .1nI.{ !'luI1II'.‘I.'Cll.'l.!- ngtntitis Ira--c ~:aJ|mJ Fur II.1n:.'1S|.Il\'I

tu rcducc mlfiiml srnrnka: 1.-xpusuru in rlic upcrnrillg mm‘-I

[Du-upagimul S.;,r_F¢1-y 111.-1 Hmlrlr .lu.EIIr|nisrIrJ1;ir:I'I.. EEIHH:

Barrett. EHO}: Mp. 21195.‘ lliguny. HIE}?-“}.

Wnund H-I:-ruling:

Twu ch mnlr: st-udi.-_-: wwre performed ta cvdllllifl wmmrl

Iacaling up In 51: wcclri. Gnu: study WM pcrflurrncd in .1
pnrcI1't1:.|iItin model. and cm: in a rn t'4_:y:l1r11LbduI. |'i-arll
stud in shnwrtl that wsmndzs pr:-sun-d I13 I'll: i"‘l‘..r*:.|{ Hulgtr}-'

I-i_-,rsI.:m |1:a1-ad wrtunliy irlv.-mm-I.I1}r ru fir:i.1I|IEI 1-vuurrsls. .-II-Id

that nu-,]u.u,:¢d :1-mural i11fLrrg.4 Tran: r|1c |"E..I'iK Surgcry 5}}.-.rrrJL1

rmulrml in :1. mclrlctinn in lnflummatnrf L‘\r'_-iiiurlrnt :1I1t_i .1“

Increase In wound stmtgih.

Tlu: purcirru: airilr .-dtltly Ihund tI1.'LI tlu: 1-"l1sIna.HI|1'dr'.' Wis

r_'u.:r|np.'|.r.]I.:|I: I.|.‘l .1 iullrcl II1 wuu nd Ircalinlr pmmu, with J T‘:

I'Hf|'r;r.'I1l' rr:d|1(.rhu1 in aurtc IIlI:rn1iII Llamagt atrd J-i.E',riifI+.'.:l.I1tI].f
rulrrccrl |IIEI.IrI1n1nInr].r nip-unfit [us II'n‘:.1sI.In‘:d by 1=IlII'.1IIH'Ifl-.;l.l1.'H';.'

r.'r."|_I infilrmriml}. Mcznri-hilt. ll'Il: hllfit sltcngtlr ufwuurrdi

crcarud lay rlu: I’l‘.;"'I.l'~'. Surgery 5ysItn1 w.1i'c5s¢n[iIH}' i«.I~:11rir:al

ru rhrrsc umamrl by :1 scaipcl and wcrc thrrh riII1r.*.r is silrtflrg .15

[Eur |:I|:'r.'1tt:5l.|1[aI,‘.:|'y wrnrnds at {Mr 1.rc1:k'_r [p-:l'1.E|D5_I
filfigr. ‘E}.Il'}].

In the Fa.1c'::: study. Innrat srrengrh .1: ant week In wutlnds

crutud by 111:: |’I~Z."IH Surgery S_1.rsr-rm war» essentially

L'l]LI.i'I:".'I.|I.:l'Il. [El sv.::1pu.*| wmmr|.~t. and w:u.11gn1fic:InI|;.' lrcrlcr

|h:m tr:u.1itir:n:LI clrttnrmrgcry. JI:IIilrrI:1'|.nI:]I:II"I was Il:i_Ei
rr;:lur,':d.wirh rhn: I"1.'I.:1sI:I.nHI.1d1: rctarlive Iu rrsrdlrlrrnal

:-Ir.'r:rrosu.rEr:r}r {I"Igs. H.I IL

|r1r::15iI:HI F-nrcns: Enerpflitrrl DHUICBS in cut Marin vs. Snalpul

'1 .ffl

‘F

.: Ii’

I5 .1‘: '\-F'

E E1nr.'r-signFara;[rm]
4- J

E
I"rrrIi’1.'¢

I.|i|
i'n'.a1'.'I~II:II

Er‘.-S‘:
'.'|J:|.7l£'J"I|.'.M-‘E Enlbalflnl i1.1DL'JpI! l-'-:.1Jw!E'1'.L‘-"r

Davina

s Ihrr.II:HmnrHIHmJMuHl£fl11dpII1ml¢.fl:dr:hu:mgHrm:wJnI2IEhI£ina1h

 

Fflrarufl.

Shir: Hr.-aling Smug-
1h'1‘.I!|:'Ifl Pull Strr.-ngrlr

-r|.-|- . -—----
- I 1-"lxiflflllrt

- -A A Slnlpl
E ""3 " ' ' I rrqnmaar
E rlwuwgm
E  —

E 1": ordflllfihlwrurr
E _ 1 ebclrnrugarvrml

_.l _ Hnuuamm
_‘ § " nufi

I . Q'3 
-J 1 J 1' 5- -|

‘M-91;:

Hgurt 9.

Fascia 1-Irsalir-3 E-turly
'n'rr.ILInr.l Prr1I Slnrrlgllr

II. 1 T.. I munladum

.1: -4 _ _ __l l
E; *' - -_ . - + Inibnao-I‘ I

-E r. ‘L Errflmwguy
E _'.1 ‘I. .,
r I ' +
E 1 ~'

1'——--.—.—--:-.—-z—.
l| I ' "I I 5- . r

'|Hl'II-l%l-

man u.

I'hI.|I'. l'1a-Irull-II-H uul IHIIII HIII1-I '|'II|rrrIIhg,F 1- l—1r-In III’ |"rII|IIII-II WEIR"-
I'M.'I'. I

l‘F..M~.'l.'l||..'lI



Sm‘: rrlngz

Itc.-mlts nftht-. t:I'I:I'I:t|'l|C skin 1-tr.-alittg study Il.|JiI'J tlttntmstratcti lhwl

u.-mutt}: cpcatcti with tht: PI1:nt.:tIil:uh.- ht-:;t| well. ettttl H11: scstr Iutth:

tr'i|'I;1,|:l1tf itlcnticul to that nfrt wtttmtl created by a ttt:.-tlp-:I. "HIf'ht:n

rnntttarqi ttr tr:1.tI'ithJnnI clcctmiurgcry. lhl: Plnsfltafltadc h.1.d
(pf: pcrccnt Irtss scarring (F15. lj}.

Flttstrnlfladtt flttl St:-lltltll

Hncuusttrlurpctfluuuu E|EEtI'\D‘Sl.IrEEI"|| -{lung Had:

Star Epmrafiart Jr 31? tttae.Pt:5 trust‘-frrci'iit'tfrtr.ts.£tIt1rrr.Ir.1l|l'n'f:r3It\'t1t!d1
Ha-:.rrr.1B1|au':t and scqmcr math; but signfltnnlff Jul Irt.'.Ir Irt Ht: i.I1t.‘IttFrJrt
-rtatrt My rrttuttrluttfl arerrrostrrsrrrr ft:-t1.lJ?.1nI:‘=.'.LUJ. r£r_§t.'rncflm1’1'J'

Fhh"|l'l'I' JJ.

Shirt Healhtg Slutty
Ifl|L?It'|‘IIl!.-‘|1.iIII]' fi'l'|:?-|i||J-|'|.3‘E
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Irttletmttdant Research Slttdttts titttttmrt PEAK

StIrfiII:E1I'5 Fittdittgs:

.I't.l5t1: Dd-n|;.II.I.‘1 agrttup uF'rIItrcstE51_tnr5 ttl: 5l1t1hJt'd UI!Ii'I'l:flil.}f hats

imlcpt-tuJa:nrJ-_tr puhllslm-._i work inwgigatlng rht: tut: uf an tstrlitr

'tI'Icr-'5illI| of th: 1"'IE.r't1{ Ptthstd I'|usn1n1i::hnt:|u;g.- in |tt.m't.1n ran-Ft-at :uttJ

in rrr'tt-1:-_mt:t<lt:I§ Itlr upltthidttmlugitafl apphtitinm {ft-|l:'.|.'ivt: §t.*t':__:l.tIt]h‘.$ in

fltppcndi: A .11: the tt.ru:| ul‘ 1J1|.1 paper}. TILE Irtchltnltagr wttl_:LttxJc$3hIlI;t'

rtulttutcrl 't.tt IItIIt1:tt1:- Fur 't*i1.'n:r.Irt:lir'r'.r|. sttvtl t.‘:1II3'.‘t.rit.t.'l atttq-;t:ri1.‘5 ;.1I‘t:»'|rit.IiItg

Further thzmnmtrfilitrn l'.|\I‘_Il‘lE c3ttrcrrt¢'11rt:':i¥iuttItf-flr|Ilr.'h [ht icchttflltlgy
i£.I:'.I|'.EI1lI'E.

DISCUSSION

'Ht»-.*ttt:tt1y |'II'n|.*I|:Ii11i'L‘-ll ttuI.!it.'t'::ttItI1LII:II:tl ttting IIII: I’1:unI.'L|.‘r1:tl:: and rht:

1’I",fiK [1'|Irgu.-Q.-' 5}-.t.t:n: 11: ten tJt.'rtIt1nIttr:Ilt:rl rh: H.'I.r.Tn:rHI:1tI:'tt lhility tr:
1,'.IH .1 1.-.tr'|:t}' DFIil1LLI.'.1. will: 5r:t1I|tr:I-Iihr: pI'flZiSilJl'i and t'.t:trtlI't1I Hctxlittg

4.. well .1.-. H:lt‘Iit'Il)|1:IIt:|3t:l:tran'ulglSl"'. hut -u.-|.thutrt :t|| tht: lht:rtII:tI ilijllrf.

':|11t:st: findlrtgtt suggest tIt:tt tut Urtlll.’ H.-.utrn.rHIttth.' Lusty ht: ltt:ttv.:lit:i.t| itt
.I. nttntbcr nf w:r_',I:t.:

L Ptttnntlal fur reduction in il'l|'.':h1E.11I3B' ttl‘ tttz-llatttrai tiastte injury

.I‘|.s r.k':4:ri.|.;t-t.-r.{ prr.-trit}1t:il}r. rht: l"'l.1.~trt't;t.H|:tt|t: has thtr |:ttrIr:rt.I't.'tl tn

n:u.ht::r: thr int:irIcnt:c t.rI' ttttiIItrtr1.ttt'.t.1ttt1l tinittr: itljury |:bt:'t:.'t1t.9¢‘ the

ltul.-tr:1:I 't.'|l:ElEFiE;l! w.rtnt.jrurrI_1s tutti highly insrrlrttctl t;I.Ilfing1.'h.1M:mrl¢

um: :1-t-ttilically ttrgittn.-t-rt;-41 ta rninnrtiut t.'ul1a-n:r.tI thv:-rmrt] tl.Im:tgr:.
I'tt.-tctinit.-af £1'.l:Il.1.|£‘.ll'l'.l'|“I'.' 511-.rwn. lhill -the 1"l:It'm-t15lrttIt:'s cutting. is

nmtu mmparahlc rt; thr; incision m:tr_,Ir: by :t tmrlitiunul scalpel than

tn ct:-mrttntl-:rn:L1 I'lDCll-'0tiI.||.'EI!f]F. and tht t|'l|:I1'flII-1 thntngc ml‘!-r.*|1IIs

typically hmrt rt':t.hIn:¢tE in tl-:|1tI1 by :1 Factrz-t nfnvo tn ncn. dqrnding

nn th: Ii§_:.t.t.t.' trsrctl '.tnt:|. I111: i-l1Stl'l.Il111.'rl-F !1'J:ITi1!l|.'.'.i'.

.I"1.lJ|JiI'lI.'ll.'l:I”f. t:t|.|:$ m:tv.Ir.: with Ihr: 1’L1'stt1:|!irtLIt: weir: -'|El'liI:‘-I'I‘.ii

wTth mtlch Ir.-as ftttcc and with sign-ilicantly I-ca: E155-|.lI.' Jllckiflg,

than .t 1.fiIdilitJl.'wJ. :u:.t!pt.*J uer ulnttrmtttgit-J! mul tltt-ting. |In:din'II:.1|

gzpgfintctttt. 'I]tc rt :,-.1t.t~ did rtnr hunt tan he put ttntlcr n:ru:itttI t.Iut'1't1q_;

utttirtg, guggnstltrg that Iht: I"|:1sm:I1iI:ttJt- l'|‘1.3j|' ulluw grrutcr t:tJntrI.rl

t.tfl-rtrt the 'l.]'|.‘|.1|Il'I. ul' t.'.1.ll|:i11g, at!-J. rodttcr: the «;l‘t.1.rt-:r.'I' trfilifiugct -tI::Irin|;.
uttintcttrirttul t:tttr:r1.5.i.tj'tn rif incisiuns and u:t:i.t'h:i:tt:Il t.:t.1lfi ng Ell‘

:|.4]i,1a;n:nttE:t.-mes ttr ttrgani.

2. Potential for reduuuti hlaadirtg, imprntreti waunri heallng

and reduced sttnrrlng

.'ittt1,-,n.~:i:a that tuqttirc il :-r:th:IpI'tg ptcqisittn nttut ncvcttiwl-Lu haw:

: l1'Il.'.f11l:HJ. Fur I.-trttttul|tI1gh1t:m:|lng tluring t_-'lIl'fiI.‘tT. bath for the

.sahcttrnIitIit1.1i:lttgNuta11t1$$ ilnd Fur nt=l|m".1iI1|I1g -1t‘h!t'[lI-III!

|tI'i:iIl:|-i'£ill.iI..III I-Ir1-I'll.‘ |h.*h.I. "2i"'I1i1-: pru-clinical :L1t:t atlggcsr that I111:

|'Immt.1I!lat|c |'tII.'l3It\'-l:.3tM.':t_ Illa-I'|]r' n-I'1:|:-: ptbctiti--I: ::utLi-IIt_t,t.tLLiI1'L-tivts ni--1

rrutlitiuttal mtipal. its ulu-_trv~::~.i athillty tr: cttntr-.1| blending n‘-nktzi

i-IE am. .-tpp-rt:-priatrtt dttritc for us: on rttttncmtti ti-.11": Ii55~1-1I:i- Ulllihr

.'l. 1-t;:tIpt:I. the |’|usn1;tl3-Itttlc hat the cmtgulatiun cstpnhllitlrs n|'

mnw.-tttiurtal cltusrtuurgtryt .-to that 1:-levetllng can [It a:rrIrrt:I|1n!t1.
wttltuut stritchittg Instr-u ntttrtts.

l'f.'I.IC I'lnm.t.1Ilnl..-.ut_uH‘uhtl Flt-trrtr IhIttuth.tfi7.1t 5t.t-ttotl-tltq-vt4'l‘tt\llI|\.-$1 Illrltuhta

|»,uit'.~. Imhxu”



Furtlurnntmz. the n.'.ItI|r.-I HF:-ltltt .tn:l F.t.-.-izia l1::.tliI|5 scudii-.-.1. sttmcu
lliii-I surgnrict with :11: Flrtsmaiilaicic rmty ltaw: :: t't:r}' tlcsinti-.-lc wu|I11I:l

litutlittg pt-nfila.-. "Hit: l'liI.It'n.'I Ellnd-c ittciginnt l'|.E'.il-lilll trlrrttalljr Idmtically
tea the scalp-ttl wuu flllfi‘ amtl Ill: rctittnctl tltcnmtl injury from ll‘!!!

I'F.i’iK Sltrgvhry iii.-r.ti:itt rnsttltnl in :t rctlttct-imt in ir1-Ilttmtrttttnry
rcspultsl: and an lncrt-:.t'-c in ttrnuiid strcngth. ‘With Eta-t:i: {l'ii|.II.'. curl]:
Ir-rturn. tiiuulirttl lIl|'t‘i1u];lli it inttpt-innnt In :I'I."fllI.‘l. tt-numl l't:rn'ta.|:lnn.

'll1t:st' llttlliltgs '4:IH'ml:o¢n':m: wmli: prcvimnly pulllixltlfirl ill llic scientific

|iII:r.ItLtn: that -s|Ir.rws_:III asxtrciatiutt lat-tttmctt tl'lt'.IIII.Il injury mu tllq.‘

its.-stun: and utlnfmrtitiml .IitIrg1'-.'.:l ittcisiott twaua-id lkfl.l1'ng_l:lll-tfl|I-1.’-t|:|
t:t il-l.. l‘§l'9'-‘ll.

3. Pniantlai in lncreasa npttraiing mum aiilnlantty and .i't:tr
staff saiurty

.r't I'IlIl1'IlltI' til" mi:t:lI.1n:'.tItt:t t::,trt L1: pa:u.tul.11t:i:l It-_r whirl: rltc

|'l:tstt1.tlIl.uJc rII:I_-,r .1lt.u :n.1l1lt: grt.1[t:r.~;uq_.;ii:*:I.1:IIi:i-:nt:3r :tntI

t:IIl1.=tIit.'<.'tl ‘i-iil—'E'I]-' Fm‘ Ill: UH !il:1.l'F. I-7.15:. 3tI:Ii:t-t'tI:I1 i:u|:|:|ng with
lI1I1'.'[',t'.1-|:v|.'ll iIl1.'4.‘I;lirI.g 1.2'lJ-|ll|‘lJl ctlultl p:t:iLcIm':Ill}r stltnrmt L11: urnuunt

ui'Ii:1-c ncctlctl Earn git-w:tt prtu.:r:tltm1. as can [cl tht: J:.'l.§i: u.-Irlt wltlclt

rhr: |‘l.‘I5I11=IH-lrnl: can hi: 'I-'|I'i|!I.‘il ulcatrt with .1 sin-tpic pltct .:f1r,stm.-
I[.'t .wr:ilt.'l't |.1:|tl is tlut nzqttirctll.

During jirccltitical stutlls.-a. tissui: L‘lJl.'l.lI.l in: cm with pnttisiutt.
L'LI.1;gul.1lI:1Il.-'ltItl Illfllnltlj-' ilidltltlulrtlcil wltll lltt: T’la.t.II:I-.tll]:uJu:_ wiihuut

UIH-'II:ElTI tIl'.I lusts tIl'1:rI:rl'urm:tnI:e wlmt the sttt-gin! Iirtil liilnd Wlllll

l'|l1'lIl'Hl. ll-t|tIt:llntl ELI.‘ ntltcr llultis. with ;lI til" |:lw_-n.- 1.-.~q1.1l-yll-in'r_-5 ltt
um: l-fl!ill|=Il'I11."l‘I|!. the l'l'.i.Iuri‘I:IlJl:uJI.'. muld in.» uml witimm iq-w.-.u:.-dig

swirrltsttg l-I'-H.r-l-1- tltlfllig, tttrguty. J1-npmt-ing -t-m-Tl-:l'luw crlicioncy
-Niall |.IIJlIt'J1Il4ll}|' i'I:I.lw.'lI|[.-: the t'l‘t.‘tnt't'. in: sharp: lI"li|,.'ll'l£5 ttr l_l|||rn.-

i'.‘Il.IIl2|Ill'l|EI!l'L'I.l wltm 3-1-‘-'liIt'lIll1g,l5t'.'l1iI':'t:It '.I 1L'Jlj.|IEl hind: .tml su

I.'l-IJ|IiT|.'lilll'|;\I'.'|.T Llcvitrc.
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510(k) SUMMARY or SAFETY AND EFFECTIVENESS

SE” ” W Ker»/as
{I NAME OF FIRM: DePuy, Inc-

~ 700 Orthopaedic Drive

Warsaw, Indiana 4658141988

510(1() CONTACT: Arlene C. Saull. RAC
Sr. Submissions Associate

DePuy Orthopaedics, Inc.

7'00 Orthopaedic Drive

Warsaw, IN 46581-0988

TRADE NAME: Motech PEAKW Fixation System

COMMON NAME: Bone Fixation Appliance

CLASSIFICATION: Class 11, per 21 CFR, 888.3030: Single/multiple component
metallic bone fixation appliances and accessories.

DEVICE PRODUCT CODE: 87 HRS Plate, Fixation, Bone

SUBSTANTIALLY W
EQUIVALENT DEVICES: DePuy Motech PEAK 3mm Rod Fixation System

_ ACE Universal Reconstruction Plates

i
(The subject devices are pm‘! of the DePuy Motccli PEAK 3mm
Rod Fixation System.)

The DePuy Motech PEAK 3mm Rod Fixation System is intended for use in treating fractures of

the pelvis, acetabuium, clavicle, scapula, and distal humerus. The predicate system consists of

3mm rods in various lengths, rod connectors, pin nut, and bone screws. The subject devices

consist of a Transverse Connector Hook used to connect the 3mm rods at right angles or

transversely across the fracture; an Inner Screw used to hold the rods and hook connectors

together; and the Transverse Connector Assembly that consists of the subject Transverse Hook

Connector, subject Inner Set Screw, and the predicate 3mm Fixation Rod (K980368}.

BASIS OF SUBSTANTIAL EQUIVALENCE:

The subject devices are made from similar material as the predicate DePuy Motech PEAK 3mm

Rod Fixation System, and the predicate ACE Universal Reconstruction Plates. Both predicate

systems and the subject devices are intended to treat fractures of the pelvis, acetabuium, clavicle,

scapula, and distal humerus, using rigid fixation to secure the fracture. Mechanical testing

provided with the prcmarket notification for the Dei3'uy Motech PEAK 3mm Fixation Rod System
exceeds that of the ACE 3.5mm Reconstruction Plate System.

nuns mm amlulflf .; wt in .,., .u(cIw1-ans kn»
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DEPARTMENT or HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockviile MD 20850SEP i at

Arlene C. Saull, RAC
Senior Submissions Associate

DePuy Orthopaedics, Inc.
P.O. Box 988

700 Orthopaedic Drive
Warsaw, Indiana 4658l—O988

Re: K982483

Trade Name: DePuy Motech“ PEAK“ Transverse Connector

Regulatory Class: II
Product Code: HRS

Dated: July 15, 1998

Received: July 17, 1998

Dear Ms. Saull:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the

device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the

Medical Device Amendments, or to devices that have been

reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II

(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of

Federal Regulations, Title 21, Parts 800 to 895. A

substantially equivalent determination assumes compliance with
the current Good Manufacturing Practice requirement, as set
forth in the Quality System Regulation (Q8) for Medical
Devices: General regulation (21 CFR Part 820) and that,

through periodic (Q5) inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements
concerning your device in the Eederal Register. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
through 542 of the Act for devices under the Electronic

Product Radiation Control provisions, or other Federal laws or
regulations.



Page 2 — Arlene C. Saull, RAC

This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please Contact the Office of
Compliance at (301) 594~4659. Additionally, for questions on
the promotion and advertising of your device; please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance

at its toll~free number (800) 638-2041 or (301) 443~6597 or at

its internet address "http://www.fda.gov/Qdrh/dsmamainrhtml".

Sine rely yours,'~"-r

c0

ficeiia M. Written, Ph.D., M.D.
Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure



INDICATIONS

5 1000 Number (if known)

Device Name PEAKW Fixation System 310mm

The subject devicex (inner screw, transverse connector hook and transverse rod connector

assembly) are being added to the 3.0mm PEAK Fixation System.

Indications for Use:

The DePuy Motech PEAK 3mm Fixation Rod System is intended for use in treating fractures of
the pelvis, acetabulum, clavicle, scapula, and distal humerus.

Concurren<:e of CDRH, Office of Device Evaluation:

 
Evision ‘ign-Off) _ .
Jivision of General Restorative Devices

510(k) Number (but

Prescription Use OR Over~The Counter Use (Per 21 CFR 801.109)

000002



5m gig} §g_mggg_‘g
(As required by 21 CFR 807.92 and 21 CFR 807.93)

NAME OF‘ SPONSOR:

5 l0(K) CONTACT:

DATE PREPARED:

PROPRIETARY NAME:

COMMON NAME:

CLASSIFICATION:

DEVICE PRODUCT CODE:

SUBSTANTIA LLY EQUIVALENT
DEVICES:

DEVICE DESCRIPTION:

DePuy Orthopaedics, Inc.

700 Orthopaedic Drive

Warsaw, Indiana 46582

Establishment Registration Number: 1818910

Rhonda Myer

Regulatory Affairs

Telephone: (574) 371-4927

Facsimile: (5 74) 371-498?

Electronic Mail: Rniyer7@dQy_us.1'nj.com

November 6, 2006

Peak Fx Hip Plate

Bone Screw and Plate for Internal Fixation

Class II device per 21 CFR 888.3030:

Single/Multiple component metallic bone fixation
appliances and accessories ‘
87 KTT

I)ei’uy Captured Hip Screw System (CIIS),
KS 13554, cleared on January 12, 1982

The DcPuy Peak Fx Hip Plate System is comprised of plates in various lengths with two
to twelve holes, barrelf lag screw assemblies in various lengths with angles from 125° to
140°, 3. key and key screw, and a limited collapse cap.

INTENDED USE AND INDICATIONS:

Intended Use:

The DePuy Peak Fx Hip Plate is intended for internal fixation ofhip fractures.

55? 4§{-9I e
s

E.‘ 



Indications for Use:

The Peak Fx Hip Plate is indicated for the following fractures of the proximal femur:

0 Basilat neck fractures

0 lntertrochanteric fractures

- Suhtrochanteric fractures

The Peak Fx I-lip Plate is indicated for stable and unstable fractures in which a stable
medial buttress can be reconstructed.

BASIS OF SUBSTANTIAL EQUIVALENCE:

The substantial equivalence of the DePuy Peak Fx Hip Plate is shown by its similarity in
intended use, indications for use, materials and design to the existing DePuy Captured
Hip Screw System (CI-IS), 13.813554, cleared on January 12, 1982.



DEPARTMENT or HEALTH 431. HUMAN SERVICES Public Health Service
  

Food and Drug Administration
9200 Corporate Boulevard
Rockvilie MD 20850

DePuy Orthopaedics, inc.

“/0 Ms. Rhonda Myer

Regulatory Associate, Regulatory Affairs J-A ,_ _700 Orthopaedic Drive N i4 300?
Warsaw, Indiana 46582

Re: K063509

Trade/Device Name: Peak Fx Hip Plate
Regulation Number: 21 CFR 888.3030

Regulation Name: Single/multiple component metallic bone fixation appliances and
accessories

Regulatory Class: Class II

Product Code: KTT, HRS

Dated: November 17, 2006

Received: November 20, 2006

Dear Ms. Myer:

We have reviewed your Section 51004) premaritet notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a prernarket approval application (PMA).
You may, therefore, rnarket the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
aduiteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 2] , Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal I{egi§t§r.

Please be advised that FD/\’s issuance ofa substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 oi'the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 5l0(k)
p1'CmaI'l{CI notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0210 Also, please note the regulation entitled,
"Misbranding by reference to premarket notilieation" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll—free number (800) 638-2041 or
(240) 276-3150 or at its Internet address httn://wwwfda.gov/edrhfindttstijy/support/index.l‘gt3l. 

Sincerely yo r ,

¢.l/ Q30
Mark N. Meikerson
Director

Division of General, Restorative

and Neurological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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IJePuy Orthopaedics, Inc.
PO Box 988

788 Orthopaedic Drive
Warsaw. IN 45581-0988
USA

Tel: +1 (574; 267 3143
Fax: +1 (574) 371 4937

fiieaticns for Use Statement

510 0:) Number (if known): _,M K 09 3 50 ‘i

Device Name:
_ 

Indications for Use:

The Peak Fx Hip Plate is indicated for the following fractures of the proximal femur:
o Basilar neck fractures

0 Intertrochanteric fractures

- Subtrochanteric,fractures

The Peak Fx I-Iip Plate is indicated for stable and unstable fiacmres in which a stable
medial buttress can be reconstructed.

Prescription Use X AND/OR Over-The-Counter Use 
(Pan: 21 CFR sofsfibpan D) (21 CFR 807 Subpart c)
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PEAK Surgical Receives 510(k) Clearance to Market
PEAK® Surgery System for Use in General Surgery

—- Tissue Dissection System Represents important
Advance in Fiadiofrequericy Surgical Technologies ~-

PALO ALTO. Calif. (July 24. 2008) — PEAK Surgical. inc.. a medical device company that has
developed a new tissue dissection system based on a proprietary technoiogy. today announced
that the U.S. Food and Drug Administration has granted the company 5tO(l<) clearance to
market its F‘EAK® Surgery System for use in general surgery. The PEAK Surgery System
combines the PULSART“ Generator, which supplies pulsed plasma radiofrequency energy. with
the PEAK Plasmaaladel” 4.0. a low-temperature surgical cutting and coagulation tool. This
tissue dissection system will be coinnierciaiiy available next month.

"With the introduction of the P|asmaBlade. generat surgeons now have access to a single

surgicai toot triat cuts tissue as precisely as a scalpel and controts bleeding as effectively as
traditionai electrosurgery without causing extensive collateral thermal damage to tissues.“ said
John Tighe. chief executive officer of PEAK Surgical.

in preparation for the commercialization of the PEAK Surgery System. the company launched a
redesigned corporate Web site. which can be accessed at www.peal<surgicat.corn. the Web
site provides detailed information about all of the components of the PEAK Surgery System.
including a cart and wireless foot switch. as well as video, a brochure. fact sheets. product
images. scientific literature and surgeon testimonials. among other intormation.

Benefits of the PiasrnaBlade and PULSAR Generator

For decades. surgeons have relied on scalpels to cut skin and deticate tissues and used
electrosurgicai devices to cut and coagulate fat and other thicker. tougher tissues. Atlhough
scalpeis preciseiy out tissue. they do not control bleeding. Electrosurgical devices. on the other
hand. out efficiently and control bleeding but can cause extensive thermal damage to
surrounding tissue. in cases where the risk of collaterai damage or scarring from olcctrosurgory
is considered to be unacceptable. surgeons must use both a traditional scalpel for cutting and
an electrosurgery device for coagulation. The PlasmaBtade combines into a single surgical tool
the precision of a scalpel and the bleeding control of a traditional electrosurgery device.

Unliiie most radiotreque-ncy—based surgical products that use continuous voltage waveforms to
cut tissue. the PULSAR Generator suppties putsed plasmarnedlated electrical discharges
through the PiasmaBlade. Because the raciotrequency is provided in short on-and-oil puises
and the blade contains highly insulated electrodes. the Plasmalslade cuts tissue at an average
temperature that s hall that of a conventional electrosurgery device and can be as low as 50
degrees Centigrade. This temperature reduction results in reduced heat trarsfer and half the
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damage to surrounding tissues compared with traditional electrosurgical devices. The
PlasrnaBlade also can dissect tissue in a wet or dry surgical field.

The pulsed plasma-mediated discharges and electrode insulation techniques were originally
developed at the Hansen Experimental Physics Laboratory and Department of Ophthalmology
at Stanford University.

“Surgeons. typically must switch between a scalpel and a traditional electrosurgery device
depending on the surgical field and type of tissue they are cutting," said Dr. Thomas M.
Krummel, professor and chair of surgery at Stanford University School of Medicine. “I believe
the PlasmaBlade has the potential to revolutionize the way surgery is performed because it
eliminates the need to change from one surgical tool to another as a surgeon cuts through all
types of soft tissue, including skin. fat and muscle. it also has the ability to cut in a wet or dry
surgical field, an advancement over most electrosurgical tools in use today."

PlasmaB|ade Study Results

Results of a preclinical surgical incision healing study of the PlasmaBlade presented in an oral
presentation at the American College of Surgeons‘ Annual Clinical Congress in October 2007
demonstrated that it efficiently cut tissue with effective bleeding control and minimal thermal
damage compared with standard surgical techniques. The PlasrnaBlade reduced bleeding by 60
percent compared with a scalpel. while providing the same positive wound healing profile of
minimal scarring and inflammation. In addition, surgical incision healing and strength were
significantly improved with the Plasmaalacle compared with traditional electrosurgical devices.

Additional preclinical studies of the PEAK Surgery System are underway. PEAK Surgical is
exploring the applicability of its technology across numerous surgical fields beyond general
surgery, including cardiothoracic, gynecologic, plastic and reconstructive and neurosurgery.
The company believes the technology may have applications in more than 2 million surgical
procedures each year.

About PEAK Surgical, lnc.

PEAK Surgical, Inc. is a medical device company that has developed the PEAK® Surgery
System. a new tissue dissection system based on a proprietary technology that represents an
evolutionary leap in the advancement of radiofrequency surgical technologies. The PEAK
Surgery System consists of the PEAK Piasmal3lade” 4.0, a disposable cutting tool that offers
the exacting control of a scalpel and the bleeding control of traditional electrosurgery without the
extensive collateral damage, and the PULSAFT" Generator. which supplies pulsed plasma
radiofrequency energy to the Plasmalalade. The PEAK Surgery System is cleared for use in
general surgery in the United States. The company is exploring the applicability of this
technology across additional surgical fields, including cardiothoracic, gynecologic, plastic and
reconstructive, and neurosurgery. For more information, please visit wvvw.geal<surgica|.com.
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DEPARTMENT OF HEALTH &cHUMAN SERVICES Public Health Service
 

Food and Drug Administration
9200 Corporate Boulevard
Flockville MD 20350

JUL 2 2 2008
PEAK Surgical, Inc.

St: Grace A. Carlson, MD

2464 Embarcadero Way

Palo Alto, California 94303

Re: K073057

Trade/Device Name: PULSART” Generator and PEAK PlasninBlade"M Tissue Dissection
Device

Regulation Number: 21 CFR 878.4400

Regulation Name: Electrosurgical cutting and coagulation device and accessories

Regulatory Class: II
Product Code: GEI

Dated: June 20. 2008

Received: June 23, 2008

Dear Dr. Carlson:

We have reviewed your Section 5100:; prernarl-cc-t notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

[or use slated in the ericiosiircj to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a prernarket approval application (PM:\).

You may, therefore, market the device. subject to the genera! controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against rnisbrandiiig and
udulteration.

if your device is classified (see above) into either class ll (Special Controls) or class lll (PMA). it

may be subject to such additional controls. Existing major regulations affecting your device can

be Found in the Code of Federal Rcgiilations, Title 21. Parts 800 to 898. In addition. FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence dcterrnination does not mean

that FDA has made a deterrriiiiation that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, iiicluding, but not limited to: registration and listing ( 21

CFR Part 807); labeling (21 CFR Part 801); good manufacturirig practice requirements as set

forth in the quality systems (QS) regulation (ill CFR Part 820); and if applicable. the electronic

product radiation control provisions (Sections 531-542 of the Act); 2i CFR 1000-1050

0-51(D2DJ
.- 

PEAK0977



Page 2 — Grace A. Carlson, MD

This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence ofyour device to a legally

marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please

contact the Center for Devices and Radiological Health's (Cl)RH"s) Office of Compliance at

(240) 276-01 15. Also, please note the regulation entitled, "Misbranding by reference to

premarlcet notification" (ZICFR Part 807.97]. Por questions regarding postmarket surveillance.

please contact CDR]-I’s Office of Surveillance and Biometrie‘s (OSB’s) Division ofPostmar1-:et

Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events

(Medical Device Reporting (MDR)}, please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, international and Consumer Assistance

at its toll-free number (800) 63 3-204! or (240) 276-3150 or at its lnternet address
htt :/'/\vww.f'da. Jov/cdrhfindust /su ort/index html 

w

Sincerely yours,

“"nZM&¢fl;)7&%w‘=._

Mark N. Melkerson

Director

Division of General, Restorative

and Neurological Devices
Oflicc o F Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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Indications for Use

Slofk) Number fifknown):

Device Name: PULSARIM‘ Generator and

PEAK Piasmafliadcm Tissue Dissection Device

indications for Use:

The PULSAR Generator with the PEAK PiasmaBIadc Tissue Dissection Device is

intended to be used for cutting and coagulation of sofl tissue during surgical procedures.

Ovcr-The-Cmmterllsc

(Ill CFR 80i Subpart C)

Prescription Use X

(Pan 2] CFR 801 Subpart D)
AND/OR

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
if-‘ NEEDED}

 

Concurrcnce of CDRH, Office of Device Evaiuation (ODE)
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(Division Sign-Offl
Dixision of General. Restorative,

PEAK Surgical, Inc. . .
PULSAR Generator and PEAK PlasmaBiade Prenané Riiilisalaglcai Devices
October 29. 2007 7-0

510(k) Number
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Certificate 
Full Quality Assurance

N0. CE 540861
 

Issued to:

PEAK Surgicai, Inc.

2464 Emb_ar;:_a_qlerp Way
Palo Alto -'1
California . '
94303

USA

In respect of:

Design, defigafiggqqg and manufapfurgqfthe pew PULSAR erégitogigrgicai §¢nér;t_o;},;:'euLsAR
wireless fo¢tswifir_.'§'_I;:~and PlasmaB,l_;§de_’t_§ssue dissection devices-:“_ ' i- ‘- ‘T s -V

on the basis of.ouIf-examinatio_n'unc_3er the requirements of Council Directive 93[4gJEEC,'Anr1ex II. Sec;Ion‘3.2.
For and on behatf of the British Standards Institution, 3 Notified Body for ihe above Directive (Notified Body Number
0085):

 
David Ford, Managing Director. BS1 Product Services

First issued: 16 Jan 2009 Date: 16 Jan 2009

Expiration Date: 1 5 Jan 2014

Page: 1 of 1

Candi-Hons of Approval
Validity of this certificate is oonditionai on the quatity system being maintained to the requirements of the Directive.
This approval excludes all products designed andfor manufactured by a mird party on behalf of the company named
on {his certificate, unless specifically agreed with 881.

n-nun-Inamm

IJ3I- 0raising standards worldwide”  
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  Certificate

List of Significant Subcontractors

Recognised as being invoived in services relating to the product covered by:

Certificate No. CE 540861

 

Date: 16 Jan 2009

Issued to: PEAK Surgical, Inc.

.PF!.!9 .N*°

- % using

Subcontractof 1 Senicets) -iséuppliqgl

Paragon l\Iieci4$§Trst'e$.-:r_I1_:_§ jLLC M Manufacture.‘ "
15920 Bemardocéntre Drive -
San Diego, " M "
Caiifornia

USA

92127 _u___________m____ ________"___________

Sterigenics Sterilization
4900 Gifford Avenue

Los Angeies
California

USA

_9_@§._____..,.._-._m..M..-__*___m..___.mm..___u_...-._.m.m - --.. .....__..._

Page: 1 of 1 In-In. run9

 raising standards worldwide”
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Certificate 
History of Quality Assurance Certificate

Certificate No: CE 540861

Issue Date: 16 Jan 2009

issued to: PEAK-Surgical, Inc.

Palb Aitol I

USA

   Réference ‘Action
Number . - ' - T

22252159 ‘T 
  
    

*’a9e‘°“  fi

raising standards worldwide“
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DEPARTMENT OF HEALTH St HUMAN SERVICES Public Health Service
 

Food and Drug Administration
9200 Corporate Boulevard
Rocltville MD 20850 ‘

DEC 03 2808

Peak Surgical, Inc.
% Grace A. Carlson, MD

Consultant, Regulatory and Clinical Affairs

2464 Embareadero Way

Palo Alto, California 94303

Re: KD82786

Trade/Device Name: PEAK Surgery System IPULSART" Generator and PEAK
Plasrnaflladem Tissue Dissection Devices

Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class‘ I!
Product Code: GEI

Dated: September 22, 2008

Received: September 23, 2008

Dear Dr. Carlson:

We have reviewed your Section 510(k) prernarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a prernarket approval application (PMA).

You may, therefore, market the device. subject to the general controls provisions ofthe Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacttuing practice, labeling, and prohibitions againstmisbranding and
adultcration.

If your device is classified (see above) into either class It (Special Controls) or class III (PMA), it
may be subject to such additional controls Existing major regulations affecting your device can
be found in the Code of Federal Regulations. Title 21, Parts 800 to 898 In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance ofa substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act‘s requirements, including, but not limited to registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

i
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Page 2 -— Grace A. Carlson, MD

forth in the quality systems (QS) regulation (21 CFR Part 820); and ifapplicable, the electronic
product radiation control provisions (Sections 531-542. of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5l0(l~;)

prernarlcet notification. The FDA finding of substantial equivalence of your device to :1 legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRE-I’s) Office of Compliance at

(240) 276-0115. Also, please note the regulation entitled. "Misbranding by reference to

prernarket notification” (EICFR Part 807.97). For questions regarding postmarket surveillance,

please contact CDR.H’s Office of Surveillance and Biornetric’s (0SB"s) Division ofPostmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events

(Medical Device Reporting (MDRJ), please contact the Division of Surveillance Systems

at: (240) 2766464. You may obtain other general information on your responsibilities under the

Act from the Division of Small Manufacturers, liitemational and Consumer Assistance

at its toll-free number (800) 63 8-2041 or (240) 276-3150 or at its Internet address
htt :t'/www.fda. ov/cdrhfindus /su rt/inde:-t.litm|. 

Sincerely yours.

mum“

Mark N. Mell-terson

Director

Division of General, Restorative

and Neurological Devices
Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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Indicafions fox; Use

5lO{k)Number(ifknow1:1): )3 0 3'3 79%
Device Name: PEAK Surggm System cgmsnam Generator and PEAK Plas

Tissue Dissection Devices

{axiom

 

Indications for Use:

is indicated for cutting and coagulation of soft tissue during
g but not iimited to skin incisions and
c. Orthopacdic, Anhroscopic, Spinal and

The PEAK Surgery System
General. Plastic and Reconstructive (inciudin
development of skin flaps), ENT. Gynecoiogi
Neurological surgicai procedures.

Prescription Use X ANDIOR Ovlcn-The-Counter Use
(Part 2i CFR 801 Subpart D) {21CFR 801 Subpart C)

 
 

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

__ 

Conourrence of CDRH, Office ofDeyioc Evaluation (ODE)

(Division Sign-0
Division of General. Restorative,

PEAK , - -510(Ic)::Etim$ for PEAJLSurgc:y sysmm oqfifl  °§l€a] Dewces
Saptcmhor 12, 2003

510(k) Number E3 37.’? gig
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Media Contact: Jana" Bergan
Weisscomm Partners
415946-1064

ibergan@wcpgiobai.com

PEAK Surgical Names John Cifaretli Vice President, Saies

Seasoned Executive Fleady To Develop Sales Team

PALO ALTO. Calif. (Aprii 15. 2008) —— PEAK Surgical. lnc.. a medical device company that is
developing a new category of tissue dissection systems based on a proprietary technology. has
selected John Cilarelli to establish and lead the company’s sates team as its vice president of
sales. Cifarelii and his team will sail the company's PEAi<® Surgery System once the pre-

market notification (5iOk) has been cleared by the U.S. Food and Drug Administration.

"John is a seasoned medical device executive with more than 20 years in the industry. Not only

is he a proveri leader, having managed sates, marketing. fieid engineers and customer service
groups, but he also has developed key partnerships that have maximized product revenue."
said John Tighe. president and chief executive officer of PEAK Surgical. “We are confident that

John will help us create and grow a top~notch sales force with the experience necessary to
quickly commerciaiize our PEAK Surgery System."

Cifarelli joins PEAK Surgical from i\leoGL:ide Systems. lnc.. a cleveioper oi technoiogy to
prevent and treat coiorectai cancer. where he served as vice president of sales. Prior to that. he
was executive vice president of sales and marketing for CD): Laboratories. lnc.. a specialty

pathology iaboratory focused on gastroenterology and otoiaryngology. Before joining CDX

Laboratories. he spent 18 years at Olympus America. where he held several positions. inciuding

vice president and general manager of the Surgicat Products Group. in that position. he created

strategies that resuited in significant growth and profitability.

"I am excited to work with the PEAK Surgical management team to help them bring the PEAK

Surgery System to market because I believe it has great potential to revolutionize the way

surgery is performed today." Citarelli said.

Cilarelli began his career as a sales representative at C.Fi. Bard in the urology division and at
the 3M Company. He has consuited for several medicai device companies. developing business

plans. sales channels and marketing strategies. He holds a bachetor of science degree from
Marist College.

About PEAK Surgicai. Eric.

PEAK Surgical. Inc. :8 a medical device corngany that has deveioped the PEAK® Surgery

System. a new tissue dissection system based on a proprietary technology that represents an
important advance in radiofreqtiency stirgicai technologies. The PEAK Surgery System consists

of the PEAK P|asmaBlade"". a farniiy oi disgosable cutting devices that offer the exacting
control of a scalgel and the bleeding cc-ntroi of traditional electrosurgery without extensive
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collateral damage, and the PULSAR® Generator, which supplies pulsed plasma racliofrequency
energy to the PlasmaBlade. The PEAK Surgery System is cleared for use in general, Qlastic and
reconstructive. ENT. gynecologi .orth0peciic. arthroscopic, spinal and neurological surgical
procedures in the United States, and for use in general surgery in the EU. For more information,
please visit www.Qeal<surgical.corn.
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09flU/2009 17:18 FAX 212 370 1819 VON MALTITZ. INC- ‘@005

October 17, 2006

VIA FAX

Jennifer Lee Taylor, Esq.
Morrison & Foarnter

425 Market Street

San Francisco, CA 94105—2&82

Re: Trademark PEAK

Dear Ms. Taylor:

We reply to your letter dated September 18, 2006
requesting whether our client, Carl zeiss AG, would either submit

for cancellation, or assign to Peak Surgical, Inc., Zeisa'
Canadian, Mexican, German. Irish, Australian and International

registrations of the trademark PEAK.

Our client has infiormed. us that, in the spirit of

cooperation, it is willing to assign all those registrations to
Peak. Surgical provided. that it reimburses our client for the

official fees and attorneys‘ fees for the assignment of the

Canadian, Mexican, Irish and Australian registrations.

Pleaae let me know if this arrangement is acceptable to
your client.

Very truly yours,

V. T. Giordano

VTG/jf

 



09./ll)/20139 17:18 FAX 212 370 1819 VON MALTITZ. INC. 007

December 1, 2006
VIA FAX

Jennifer Lee Taylor. Esq.
Morrison & Foerster

425 Market Street

San Francisco, CA 94105-2482

Re: Trademark PEAK

Dear Ms. Taylor:

our client, Carl zeiss AG. has consented to your roquest

that you prepare a global assignment of its PEAK registrations to
Peak Surgical, Inc.

Attached is a schedule listing all its PEAK

r99i$trati°n3: and a pending application in Brazil (which I aaaume
your cliant will also want to acquire).

Please send us the appropriate documents in due course.

Very truly yours,

V. T. Giordano

VTG/jf
Enc.

 



‘I 425 MARKET STREET Moxmison 3: FOERSTER LLP

MORRISON 1 F0 ‘ RSTE R_. SAN FRANCISCO NEW YDRK» 5” “W*‘7“‘¢°'
, . - 8 ‘L03 ANGELES, PALO ALTO,CAI-IFGRNIA 94-I°5'24 3 SAN nr1=.<:o,vus1arNG'roN,u.c.

T}EI.EPHONEI4I5.2.68.7000 DENVER. NORTHYFIENCVSRSLEJ:ORANGE COUNT , A A ' ' ,

F*‘C5IM”'E:4I5'368'7522 Wamur CREEK. cnz'runr<:1'rr

wwW.M01:oIC0M TOKYO, LONDON, BEIJING,SHANGHAI, IHJNEI KONG,
SINGAPORE, BRUSS-‘$1.5

Sepmmber 18, 2006 Writer’s Direct Contact
415.268.6533

JTaylor@mofo.corn

By UPS _ ;;iJ0'THiNG ENTE ED DOC L.Vito T. Giordano KET
Von lvlaltitz Derenberg Kunin Janssen 8:; Giordano
60 East 42nd Street

New York, NY 10165

Re: PEAK Trademark

Our Ref; 59599—600l.000

Dear Mr. Giordano:

I am contacting you because you are listed as the attorney of record for various U.S.

trademark filings for Carl Zeiss AG.

Morrison & Foerster LLP represents Peak Surgical, Inc. in connection with its intellectual

property matters. Peak Surgical, Inc. currently holds a license from Stanford University

under which Peak Surgical is permitted to use a particular patented technology (a medical

device used for tissue cutting, tissue resectioning, hernostasis, and coagulation of blood

vessels ), as well as to use and to file applications to register the PEAK trademark in
connection with the medical device.

Carl Zeiss AG previously held an exclusive license to the patented technology (the license

began on December 15, 1999 and concluded on August 17, 2004). During the period of the

license, Carl Zeiss AG was permitted to use the PEAK trademark as long as it was actively

marketing and selling products displaying the trademark. It appears that Carl Zeiss AG also

proceeded to register the PEAK trademark in a number of countries for use in connection

with the licensed technology, as listed below:

1. Canadian registration for PEAK for avalanche knives.

2. Mexican registration for PEAK for surgical instruments.

3. German registration for PEAK for surgical instrurnents.

4. Irish registration for PEAK for unspecified medical devices.

sf-2195539  
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Vito T. Giordano

September 18, 2006

Page Two

5. Australian registration for PEAK for unspecified medical devices.

6. International Registration for PEAK for unspecified medical devices in the following
countries: Austria, Benelux, Switzerland, Spain, Italy, Portugal, Denmark Finland, Greece
and Sweden.

After entering into its agreement with Stanford University, Peak Surgical commenced

applying to register the PEAK trademark for use in connection with the medical device in a
number of countries. We are concerned that some of the registrations owned by Carl Zeiss

may be cited against the Peak Surgical applications.

Because Carl Zeiss is no longer permitted to use the PEAK name in connection with the

device, Dr. Grace Carlson of Peak Surgical contacted Dr. Hans~Joachim Miesner at Carl

Zeiss in July to determine if the PEAK registrations could either be submitted for

cancellation or assigned to Peak Surgical. Despite several e—mail messages from

Dr. Miesner, my client hasnot received a substantive response to her inquiry.

1 am Writing today to determine if you could provide us with the name of a contact in the

Carl Zeiss AG legal department to whom we can address our inquiry. My client is anxious to

resolve this issue as quickly as possible so that it can be sure that it will be able to use and

register the PEAK trademark in the relevant jurisdictions.

I look forward to your response.‘

Very truly yours,

4:/Mr:
Jennifer Lee Taylor

sf-2195539
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‘VON M_A_L-rrrz, Dmnzonanne, KUNIN, JANSSEN 8: GIOKEECDANO

50 EAST 4-END STREET

NEW YORK, N. Y. ICH65 TELEPHONE (REE) 66!-I400
FAX (ZIE) 3'70-l8I9

October 17, 2006

VIA FAX

Jennifer Lee Taylor, Esq. drnflfigfi
Morrison & Foerster ;,wf“_E W

425 Market Street §g?] ,*”‘ “V3
San Francisco, CA 94105-2482 ,-. \'t',- w

aw ,/5

Re: Trademark PEAK _,_“‘:fl{

Dear Ms. Taylor:

We reply to your letter dated September 18, 2006

requesting whether our client, Carl Zeiss AG, would either submit

for cancellation, or assign to Peak Surgical, Inc., Zeiss’

Canadian, Mexican, German, Irish, Australian and International

registrations of the trademark PEAK.

our client has informed ‘us that, in the spirit of

cooperation, it is willing to assign all those registrations to

Peak Surgical provided that it reimburses our client for the

official fees and attorneys’ fees for the assignment of the

Canadian, Mexican, Irish and Australian registrations.

Please let me know if this arrangement is acceptable to

your client.

Very truly yours,

V. T. Giordano

VTG/jf

g [T 



425 MORRISON 6-L FOERSTER LLP

FOE RSTE R SANFRANCISCO NEW YOGR:-:ESAl~:) I-‘:($.N(l2.?C(>Z0,Los AN -5, A A ,
CAI-IFORNM 943053432 SAN mace, WASHINGTON, o.c.

TELEPHONE‘ 435-263-7009 gm 51.2’ c”o°u“§~?f,“s'i§ii§2"£$a,
FACSIMILE: 415.268.7522 WALNUT CREEK, CENTURY crrv

www.MoFo.coM ::::§;::"e°.:;=
SINGAPORE, BRUSSELS

October 19, 2006 Writer’s Direct Contact
415.253.6533

By Facsimile .lTaylor@mofo.com

Vito T. Giordano

Von Maltitz Derenberg Kunin Janssen & Giordano
60 East 42nd Street

New York, NY 10165

Re: PEAK Trademark

Our Ref.: S9599—6001.000

Dear Mr. Giordano:

Thank you for your letter of October 17, 2006.

My client was delighted to hear that Carl Zeiss AG would assign the PEAK trademark

registrations to it, and agrees to reimburse your client for any official fees and attorneys’ fees
for the assignments.

Since I sent you my letter of September 18, 2006, we have learned that Carl Zeiss AG also
has a pending application for PEAK in Brazil. We have been told that it will be cited against

my client’s Brazilian applications for PEAK. To simplify matters, can you provide me with
a list ofPEAK trademark applications and registrations owned by Carl Zeiss AG? 1 can then

prepare a global assignment document for signature by Carl Zeiss and I can also contact

associates in the relevant countries to determine what other documents, if any, will be
required to record the assignments.

Thank you for your assistance in this matter.

Very truly yours,

%Jf<{</
Je 'fer Lee Taylor

  
....5. .

IN DOCK-L2  

sf-2213051  
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‘VON MALTITZ, DERENBERG, Ktmtrw, JANSSEN 8c GIORDANO

60 EAST 4-END STREET

NEW YORK, N. Y. IOIES TELEPHONE (BIZ? 83|-I400
FAX (BIB) 370-[EH9

December 1, 2006

VIA FAX

Jennifer Lee Taylor. Esq.

Morrison & Foerster

425 Market Street

San Francisco, CA 94105~2482

Re: Izagemark PEAK

Dear Ms. Taylor:

Our client, Carl Zeiss AG, has consented to your request

that you prepare a global assignment of its PEAK registrations to

Peak Surgical, Inc.

Attached is a schedule listing all its PEAK

registrations, and a pending application in Brazil (which I assume

your client will also want to acquire).

Please send us the appropriate documents in due course.

Very truly yours,

/zzsaltzoe
V. T. Giordano

VTG/jf
Enc.
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425 MARKET STREET MORRISON all FOERSTER ‘LL? E (Mr

MORRISON‘ FQERSTER SAN FRANCISCO Nrw )'o:H<.sM~IHv.ANc1sco, _‘
C 8 LOS ANGELIE5, PALO ALTO, .«__.t .AUFORNIA 94IO5'2‘4 2' sax D]EGO,WAS1HNGTON. D-C- ‘ ;

TEL!-ZPHON.E:4I5.2.68.7ooo DENVER. NORTHERN VIRGINIA._ ORANGE COUNTY, SACRAMENTO,
FACsI:MII'E‘4I5‘2'68'7.522 WALNUT CREEK, CENTURY CITY
www_MOF0_COM TOKYO. LONDON, BEHING,

SHANGKAI. llDN'G KONG.
SINGAPORE. BRUSSELS

December 21 2006 Writer’s Direct Contact
' 415.268.6538

lTaylor@mofo.c0m

By Overnight Delivery

V. T. Giordano

V011 Maltitz, Derenberg, Kunin, Janssen & Giordano
60 East 42nd Street

New York, NY £0165

Re: Assignment of PEAK registrations (and pending application) from Carl Zeiss

AG to PEAK Surgical, Inc.

Dear Mr. Giordano:

Thank you for your letter of December 1,2006, in which you confirmed the consent of your

client, Carl Zeiss AG (“Carl Zeiss”), to globally assign its PEAK registrations to our client,

PEAK Surgical, Inc. (“PEAK Surgical”). As you assumed, PEAK Surgical would also like

to acquire the rights to the pending trademark application in Brazil.

Enclosed please find the following documents in connection with the global assignment of

the PEAK mark registrations (and related pending application) to PEAK Surgical:

1. Assignment. Four (4) copies of the Assignment are enclosed, as it is our

understanding that an original Assignment must be filed in Argentina, Brazil, and

Mexico. Each Assignment has been signed by PEAK Surgical and must be signed by

Carl Zeiss. The Assignment is dated 2007, as we expected that your client would not

Sign it before the new year begins. Please note that the Assignments for the marks

registered (or pending registration) in Argentina, Brazil, and Mexico must be

notarized and legalized.

2. Form MM5. The Form MM5 must be submitted to the World intellectual Property

Organization in order to effect the assignment of the International registration of the

PEAK mark. Carl Zeiss must complete section 8 of the Form MM5. Please note that

PEAK Surgical has signed section 5 of the Form MM5.

sf—2239768  
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V. T. Giordano

December 21, 2006

Page Two

Please arrange for your client to execute the forms, and to notarize and legalize them where

required. I believe that your client intends to submit some of the forms directly to the

appropriate trademark offices and that we will handle the remainder. Please confinn the

countries to which your client prefers to submit the forms. Do not hesitate to Contact me if

you have questions or need any assistance in this matter.

V4:/L.’
Jennifer Lee Taylor

Enclosures

sfl2239768



ASSIGNMENT

WHEREAS, Carl Zeiss AG, a German corporation with its principal place of business located at 73447

Oberkochen, Germany (“Assignor”), is the sole owner of all rights, title and interest in and to the trademarks iisted
in the attached Exhibit A (the “Trademarks"); and

WHEREAS, Assignor wishes to assign all rights, title and interest in and to the Trademarks to PEAK.

Surgical, Inc., a Delaware corporation with its principal place of business located at 2464 Bmbarcadero Way, Palo
Alto, CA 94303 (“Assignee”), and Assignee wishes to accept such assignment;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which is hereby

acknowledged, Assignor hereby assigns, grants, transfers and conveys (and agrees to assign, grant, transfer and
convey) to Assignee, its successors and assigns all right, title and interest throughout the world in and to the
Trademarks, together with all national, foreign, state and common law registrations, applications for registration and
renewais and extensions thereof; all goodwill associated therewith; and all benefits, privileges, causes of action and
remedies relating to any of the foregoing, whether before or hereafter accrued (including, without limitation, the

exclusive rights to apply for and maintain all such registrations, renewals and/or extensions; to sue for ail past,
present or future infringements or other violations of any rights in the Trademarks; and to settle and retain proceeds
from any such actions).

Assignor also agrees to execute such written instruments, extend such other cooperation and perform such
other acts as may be necessary, in the opinion of Assignee, to register a trademark or otherwise enforce Assignee’s

rights in the Trademarks; and Assignor hereby irrevocably appoints Assignee and any of its officers as Assignor’s
attorney in fact to undertake such acts in Assignor’s name.

This assignment agreement constitutes the entire agreement between Assignor and Assignee concerning the

subject matter hereof and supersedes all prior or contemporaneous discussions, communications and agreements,
whether oral or written, between Assignor and Assignee relating to the subject matter hereof.

IN WITNESS THEREOF, the Assignor has executed this document by the name of its duly authorized officer,
as of , 2007.

CARL ZEISS AG PEAK SURGICAL, INC.

Name: Name: gfllcd /53. Car/.5d :9

Title: Title: Via/€fi'3!,-’/fl/”"’)( " C/“”"'5(*’/"’qfi[_‘Z'l”$

sf—2237369 vl



EXHIBIT A

TRADEMARKS
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Portugal,

Switzerland,

Denmark, Finland,

:00000000 00000000

Greece, Great

762103 19.06.2011

Britain, Sweden)
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RECEIVED

JAN 3 n 2007

J. TAYLOR

S9899» @::$::b.b%m

Cari Zeiss AG 73446 Oberkochen Carl Zeiss AG

MORRISON FOERSTER .

Attn.: Mrs. Jennifer Lee Taylor Ca"'2e'“'5”a”"‘ 22
425 Market Street 73447 Oberkochen
San Francisco Germany
California 94105—2482

USA Phone: +49 73 64 120-2225
fax: +49 73 64 20-39H

E-ma ii: c.bolsinger@zeiss.de

Division.'Dept.: Corporate Legal Affairs I w 473 USA

Your contact: Mrs. Bolsinger Your ref.:
Yours 01:

Our ref.: Boi/Eder

Date: 23.1.2007

“PEAK” Trademarks

Dear Mrs. Taylor:

Mr. Giordano conveyed your letter of December 21. 2006 to me. Before arranging for signature of the as»

signment forms I need some more information.

You sent us four copies of the assignment, executed by PEAK Surgical Inc. Do you expect us to have

three forms (for Argentina, Brazil and Mexico) signed, notarized and legalized? If the remaining assign-

ment form is the “overall” one, can we keep that in our file?

We will arrange for signature of form MMS and submission to WIPO. Moreover we believe it would be

prudent that we arrange for the assignment of the German registration and inform our foreign trademark

attorneys that we have assigned the “PEAK” trademark to PEAK Surgical Inc. and that you will get into

contact with them regarding the assignment procedure; do you agree?

Best regards

Carl Zeiss AG

Corporate Legal Affairs

QfieesreieClaudia singer ;
x_.,-'

Headquarters: Deutsche Ba nk AG Heidenheim Chairman of the Supervisory Baa rd:
73446 Oberkochen, Germany Account 2 125 367 (Bank code 613 700 86) Tilrnan Tederihéier. . .. s _ __... l'\I'll'I' l\F rr E1 . Dn-will nf ll-srvanurv-nn|'
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CALIFORNIA 94105-2482 SAN DIEGO. WASHINGTON. D.C.

']"E1_§.;p5.[0NE;41S_z68_7Q0o DENVER. NORT1lEIzN VIRGINIA.ORANGE COUNTY, SACRAMENTO.

FAC5lM”"E'4I5‘2'68‘752'2‘ WALNUT cassx, csurumr crrv
WWW‘MOFO,COM TOKYO, LONDON, BEIIHNG,

SHANGHAI. HONG KONG,
SINGAPORE, BRUSSELS

January Writer’s Direct Contact
’ 415.268.6538

JTaylor@mofo.eom

Via Air Mail

Claudia Bolsinger
Carl Zeiss AG

Carl-Zeiss-Strasse 22

73447 Oberkochen

Germany

Re: Assignment of PEAK Trademark Registrations

Dear Mrs. Bolsinger:

We received your letter requesting further information regarding the forms necessary to

assign the PEAK trademark registrations to our client, PEAK Surgical, Inc.

With respect to the assignment agreements for Argentina, Brazil, and Mexico, we would

greatly appreciate it if you would have those assignments signed by Carl Zeiss AG, and then

notarized and legalized.

The remaining assignment is for your records. Please send a copy of the fully executed

assignment to my attention.

Finally, we would be delighted to work with your foreign trademark attorneys on the German

registration. After you have arranged for the assignment of the German registration, please

give us the contact information for your foreign trademark attorneys and their reference
number for the matter.

Should you have any further questions, please do not hesitate to contact me.

W¢‘r<
Jennifer Lee Taylor

sf—22624I 1  


