
kri   , an employee of the Department of Health and Human Services,
Food and Drug Administration, designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at arga
803; Reorganization Plan No. IV, Secs. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Secs_  effp :rive

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

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

except for the laser generator tube, "COMP-ax 201, S/N 950E4307,
which was purchased from Lambda Physik, 289, Great Road, Acton, MA
01720. I have told Mr. Kane, that the Laser tube was actually
ordered by Tower Technologies, which is a company. I own for
financial reasons, =7.ezplained that I did this to insure that
Tower Technologies 7.raild. always own the laser, and would be
leasing it to Nevyas Eye Associates (if and when I were to sell my
practice). I told Mr. Kane that Tower Technologies did not order
any other laser tubes from Lambda Physik, and that I had singed a
form when I purchased the laser, stating that if that laser were
to be used for medical purposes, Tower Technologies would be
responsible for complying with any FDA regulations.

I did not maintain any written records of the design
specifications, nor did I receive any written
specifications from Mr. Sullivan. Not only was Mr. Sullivan
responsible for the design of the excimer laser, he also checked
all of the components when they arrived and assembled the entire
excimer laser (or supervised the assembly, by others). Alter the
excimer laser was assembled, Mr. Sullivan performed the. initial
calibration and validation of the excimer laser, and afterwards I
performed my own calibrations. I did not kept any records of
these calibrations, nor did I receive any records of calibration
or validation from Mr. Sullivan.

On 6/25/97, Mr. Kane visited my office at the same time as Mr.
Sullivan, who was here to verify the calibration of the diameters,
slit width and slit angle of the laser treatment beam. Mr.
Sullivan gave his permission for Mr. Kane to observe the
calibration verification procedure. I informed Mr. Kane, that Mr.
Sullivan and I were about to co-author a paper that would detail
the recent treatment (6/15/97) of a patient with an eye injury,
using a specialized computer. program design and provided by Mr.

AFFIANT'S SIGNATURE AND TITLE

FIRM'S NAME AND ADDRESS {Include ZIP Cede)

Subscribed and sworn to before me at 
( City and State)

this day of ,19 

(Employee 's Signature)

Employ of the Department of I-1=1th and Human service cieignateri under Act of January 31, 1925, Reounanization Plan IV effective
Inn- 30_ 1940; Reorganization Plan No. I of 1953, effm-tive April 11, 1953; and P.L. 96-88 effective goy 4.1980.
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an employee of the D tpartanerrt of Health and Human Servil
Food and Drug Administration, designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at Lz
B03; Reorganization Plan No. IV, Sea. 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1953, Secs. 1-9, effec

April 11, 1953; and P.L. 96-88, Sec. 509, 93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4, 1980; to administer or t

oaths, affirmations, and affidavits, personally appeared b R. sk,k_ , ,.....4 in the county

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

Sullivan. This patient is not
included in my IDE submission.
patients, from January 1996
plan to continue to treat new
the excimer laser designed and

I have allowed Mr. Kane to
provided him with the following
purchase and installation of
material for the excimer laser,

1) A copy of Consulting
1/20/95, by and between
Corporation, of 319 Lombardy
19026 ... and Nevyas Eye
Cynwyd PA ...", signed by
Inc.

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

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

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

•

part of the patient population
I have treated a total of 2S--2...._

to ti-ie present date''''16/30/§7), and
'patients with LASIK surgery, using
built by Exsull, Inc.

photograph the device, and have
documents, relating to the

the components and the promotional
located in my 2 Bala Plaza office:

Agreement, "... made and entered
Exsull, Inc., a Delawart=,

Road, Drexel Hill, Pennsylvania
Associates, ... 2 Bala Plaza Bala
Edward Sullivan, President, Exsull,

11/8/96, from ExSull, Inc., P.O. Box
to Nevyas Eye Associates, Two

Avenue, Bala Cynwyd, PA 19004, for
with laser Pulser, designed and
Sullivan.

2220, dated 9/22/95, from Neuman
Main Street #112, Concord, NH

electrical/gas delivery support for

3/4/96, from Lambda Physik, P.O. Box
to Tower Technologies, 1120 Tower

for comulunication interface.

AFF IANT'S SIGNATURE AND TITLE

FIRM'S NAME AND ADDRESS (Include ZIP Cadet

Subscribed and sworn to before me at
(City cnd State)

this day of 19,

Employee of the Dep-x-tment of Health and Human services designated
Jane 30. 1940; Ileorpadmation Plan No. I of 1953, effective April

(EmpLoyee's Signature)

under Act of January 31, 1925, R.corganization Plan [V effective
1], 1953; and P.L 96-88 effective May 4. 1980.
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AFF n ANT'S SIGNATURE AND TITLE

FIRM'S NAME AND ADDRESS (include ZIP Code)

Subscribed and sworn to before me at 
( City sold State)

this day of  19 

(E tnpIayee 'r Sign° Sure)

EmpLoym of the Department of Health and liurram serricel dethgriated under Act of January 31, 1925, Reonumiration Plan IV effective
June 30. 1940; Reorganiration Plan No. 1 of 1953, effecthe April 11, 1953; and P.L. 96-88 effective May 4, 1980..

I
tit./:1—f 044

Crti S k.r 'taas I  et tit

Mora me, , an eariptoyes of the Department of Health and Human Ser. ices,

Food and Drug AdminLu aim% designated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at . arge

BD3; Reorganization Plan Na. IV, Sets. 12-15, effes..Live June 30, 1940; Reorganization Plan No. 1 of 1953, Se. 1-9, effi:trtive

April 11, 1953; and P.L. 96-88, Sec, 509, 93 Statutes at Large 965 (20 U.S.C. 3508), effective May 4, 1980; to adminhLer tai take

oaths, affirmations, and affidavits, personally appeared bs- 1,j4v   in the mum,. and

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

5) A copy of Invoice No. 029685, dated 9/25/95, from Lambda
Physik, P.O. Box 60464, Charlotte, NC 28260, to Tower
Technologies, 1120 Tower Lane East, Narberth, PA 19072, for
COMPex 201 EXCEMER LASER FLUOR VE, S/N 9509E4307.

6) A copy of test results of installation,
dated 9/13/95.

using test gases Ar,

7) A copy of test results of installation,
dated 9/13/95.

using test gases Kr,

1"117%mwTr8) A the given to patientscopy of Vt:OMt;.onal material,
considering LASIK surgery.

I affirm that the information on this and the previous pages,
is accurate, to the best of my ability. I qft0 5. ww , t>

VT S i b e.7 1-Ftls FF;

FORM FDA 4-83a (4/83) PREvtous EDITIONS mAY BE USED. PAGE OF G ES
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