[NVESTICATOR AGREEMENT

1. e ang zddrss af hrvestigawnr and the regearch Facilisy. medical schoel, arha Tpilal
wrhicms the olinical invesipanon will b deac:

P Nams and address of any dinizal lEdcmary Faeilitses t be usar in this snedy:
' S~
&, Fayne qnd agdress of thes Enstirstioral Review Board thal i respongibls for mvisw and
ampeavel of this sudy:
d. Nama ol ary subinvisd garon wha ars asnisting the tnvettigaror in (he coodost of this
shuc:

At ar investigame for This soudy, § agoes (o wonduc: e smudy in ne=ecdapes with ce relevaar .
varrent peatseal and =il ooly ke chanpes in the proigenl afier nolifying the spuULsar-
invesligatoy, cXeapt when neCaisary o promer tir. sefery, Tights, o welfars af subjects, L agres 1o
persanally eonduct of superise 18 deermibed vesk pation. [ agTes Lo inform amy TSI, O ZIY
persong 1sed 4 eonkzols. hat the Amvion i lelng waed foc inweshpational puiposes ad [=ild
s thet the squircments relaring Lo @iommed ransentin 21 CFR Paet 30 and insimudonal
moviea boand (LR1AY evic and gppaavalin 21 TR Part 54 gr2 et :

[ seper To pepol Lo e speasarinvesipamne adveras crpescaces that aooer i THC CIULES of e
imvest garon in acerrdanes Wil 41 Cok Parl 512, 1have read and andessiond thi- niarndnod in
the: Gevice mane and prorocol, inclading de puterdal ks nod adverse affacm of asing the
deswice T anes to cnstre that 1] asspetates, collcagues, znd empiayTes assiyrine in the conousl nf
the gnds =r= informed st thele abliprioes in foeedngyg L above commilments. Iagres it
mrntain sdequate £ad 2ocoTa wecards and oo make thess rongeds mvailaile Ioo ipspocton in
accorglancs w21 CFR Fan 812 '

1 will epsure tar an KB comyliss #ith the equiremeats of 21 CFR, Par 56, will be responsible
for the irgiel end centinuing mview 2ng apprrval cF the elinied] investipation I alsp agpes 10
prompily tepon 6o e TRE &% changes in the meearsh aciTviey and #il e einated problems
involring cisks to hupan sabjects or othes Additianally, T will aot make any chaigses in e
restarell wirhent R approval, cacapt where nogaeeary o elimirate appa:cu:imrn&dia{n hazards @
humzn subjects. T 2precio cemplyywith 211 ocher 1pguirtsnecs peparding e abligaiomn of erinical
Javestipdsors and ali otber perincili=yal ements 1j CER Par 833
r
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INVESTIGATOR AGREEMENT

1. Nuameend addross of investigater and the ragearch faciliey. medical schoal, or hospial
where the linicnl irvestimarion will be dase:!

22 Mare and address of any cliniel liporany facilites o be used inthis swiy:
Pgra
3. Mame and addrocs of the Tostoutional Raviea Board that is sesponsille fer review and
apprenal af this soudy:
4. tlame of any subinswest pator: whe are eatering the inveclipalor i rhe condict af thas
SHICY:

A5 a6 invesligar for diis suady, 1 agros w eomlee: 16 sniay 1h sprgorlomec with the miovant .
carren: proneod and will caly maka changes inshe promoenl aftes nodlying e spoTiar-

L esUTAIOT, SACSPr When necsssary w pnteet e selogy, ights, o welfare of nibjerts. [agre=to
gursunally. conduct or supervise the described mvestipation. 1 agres 10 infoem any pauong. oF @y
yersous used 25 contols, thar the dovics is beirg wscd for investgational purpazes and T wnlk
crsuer that the requiremenss relating 1 fomed cansent in 21 CFR, Part 50 and Inaimticn:
1eview board (IR review and approval in 21 CFR.Port 86 are met,

T agres [ rEpon W@ 0z sponso-invesipalor wlwiis $Rpeneness Hak cowr i the codbzz of the
nvest parion in necordancs witi21 CFR, Par §12.1 hzve read and vodersiocd the infarmation in
s device manal and prowan), incloding the yotssdal Hsks ond adwerss affecs of 1sing the
device. Tagnes to ensure (hat all 2ssociates, colleagzs, and empleyocs agststing i ihe conducl of
i szetty ane informed whowas their olligatons o meetny te ghave eommitmaents. [ agrees b
mintain adequale and acomate reends and w make these reogds gvatable oo inspacton in
accoriunce with 21 CFR Parl $12°°

| witl emsurs thet an IER compics with the recairements of 21 CF2 Part 56, wili he meransiple
for ke initia] nd contnump wyiew and spprow of Me cinica irvestizanan [ also agnee o
gramptly repor ta the TRE o] shanges 1 the roesmch aetivigy and all nnanrizipated problams
involving risks I human subjects of athers. Additienally, T will Bot make any changas in the
Jesrarclt womhoue 1R sporoval, exespt whess geoassary & <liminae apparsnt mnmediate hazards o
humzn subjects. agree to complywith ail ather requirgmsats negarding the obligatany of clinical
inwesizaras znd all ol perinedregairemeats 2 CFR Pan #1320
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Eeture e, J':v-‘i'u’u--ﬂ* |l - , 80 painyer of SR Departcent of Hezdth Sad Mo Sey s,
Fewd it Drug Administation, desionamd By tho Sectstery, umder atsherity of tha Act of Jenuary 39, 1926, 23 Siatutes at [ s
F23: AeormmrlmEten Plan Mo, [V, Ses 13-16, eftectvs way 30, TS40; Aeootaniznion Flsn Me 10l 1853 Spca 1.0 3ffe thea
Apeil 11, 1953; and P.L. 8683, Sen. 509 93 Strvres ot Lage 965 (20 WSO I8GE], effecave May 4, 1080, oo adninister or 1k
LAThs, IO, ard EMdas, percsrally appesred _ D0y Thes g et 5 jefren Mol rrSe. PR b0 e gaunT ead
Eratm slomcaid, who, baing duly samirs, deposes aod st

I, Dr. Herbert J. Mevyas, MD, am the foundsr and President of
Kavyes Eye hescoliates/Delaware Talley lLaser Surgery Inetitues. T
am the most respoasible persen at the £irm, In thak my sigmaturs
dopears on all comtresets znd I oAdarermine what medical precsdores
will be parformed on cur patients, by all of ear medical sk=ff.

01 473/e7, Iovestigator Staven Z. Xane, wvisited we at our office
locatad a: 2 Pala Plaza, 313.City Line kvenmue, Eala Cymwed, PA
i3pud, where he przsented hiz credentizals apnd iesued me an FDRA-452
Hotice of Inspecticon. Investigarsr Xana requested ioformakiocon
dacnt the excdmer lazer {located in chis offlce) rhat we use to
treat parientes having naarsightedness sod setismakiem, weing Taserc
Torrzavyemszl Karatomileugiz [(LASIN  techoidue. I ioformed M.
Fans that cnly my davghter Dr. Enica Mewvyas-Wallase and my=elf usze
the exciper lazer for treatmeatr of patiepte with nearsightednzzs
aor astignatism.

I infprmed Mr. ¥Xame that T had concracted with = Izser sciesntist
Enwvard Sellivauw, President, =Exzull, Inc., in Jamtary 1985, r£ao
wecvide all Lechnical azzistance in the desicn znd the azsembkly of
the excimer laser, in my office. T sxplained that I had mat Mr.
Sulliven aporoximartely two wears ago, and had incmired abouab his
milding an excieer laser, acccrdioy to oy requirementz. I
informed Mr. Eane, that My, Sullivan teld me that the excimer
Jassy thart be would .build iz considared a Custom Device, and would
not be' regiila¥ed by the FHA. Mr. sullivan completed the azacmbly
o The excimer Laser in the fall of 1395, and the first parient
wra treabed {using LASTF) in Japuazy 1949¢%.

I providad dr. Sulliven with my basic zquirsmsnis Sor the exciner
lager, =znd Mr. Bullivsn tken used his eegineering exmerbise o
da=icn ths lase-. E= advised me shout the comonent
specificatiens and where to order epach compenent. The compenznks
arrived in oy office (akt 2 Bala Plasza, 2ala Cymwyd, Fa 150040,

FiRM'S HAME ARG oDOAESY fdrelledd £FP Lddc)

ubzzrmed 20d sween to hefors me s T
Subszrmed an i [Tje & T )

tais duy af 19
L]
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Emplaves of the [epooment of Fealth and Henan perrces degpored upder ac of Japery 32, 1525, Hearmmlslien Plos [V s

lape 36, 194{; Reormnimtion Pho M, | of 1953, efecsve Apid 11, 1553; and B3 96-B3 offeccve Moy 4 [3AL,
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_EI'.H.TE aF courTY OF
Prveivi vpe & Pra=T St ey
‘Bufoto me, QI!’:-‘!‘“": By 1!{'.':&:{' S empleren of the Doportment of Hegtth anad Hmman Servfosg,

Faart and Drug Adminfsoattan, desdzuted by the Secemny, wnder suthortty of e Azt ef Januory 31, 1925, 43 Swiuter gt . o
203; Aronprittion Pla= Mo IV, Seee 12.1E, effoatve June D0, 19090 Risorganisstion Mon Me. ! of 196, Soen 149, effecldro
Apil 11, 1853; and B, PE-ER, Soc 508, 33 Stworer ot Lage 965 (20 UL5.C 3500], effective May 4, 1960, 1o adrmminbrer o tike
tiathe, 7Ff rhatinms, aed '.rFHd-'.W'n:_:, p-ur:n-n:l_l-,r Flay F g B E.-F" v e Tt k-, bty e ot b ot Mo eoort,; and
State alomemid, who, being duly sevom, deposes and by !

fxcept for rhe lager geperator tube, *COMPex 201, 5/N 9S4E4347,
whish was purchased from Lambda FPhysik, 283, Great Foad, Acion, ™A
QiTza. I have bteld Mr. Eans, rthst the Laser tuba was antual 1y
ordered by Tower Technelogies, wileh is a company I own For
finan=ial réasﬂns,%fﬂn 2lained that I did this to ineurs thare
Tower Tachnologies = would aiwayz own the laser, and would he
leasing it to Bevyas Bye Associstes {if and when I were to sell iE1y'g
practicel . 1 told Me. Kape that Tewer Technologies did not crder
2y cther laser tuvbes frow lambda Shysik, and chat I had singed s
form when I purchaasd the laser, stabing that if that laser were
ta be used for medical purposes, Tower Technelogies wonld be
rasponsible for conplying wich =y FDB regulations.

I did no: madigtain  any  written resords of  the  desion
soeclficstions, ox did I recoive any  written dasicn
spegifications from Mr. fuliivan. Hot omly was Mo, Bulliwvan
responsibla for Eke dwaicn of the sxcimsr laser., he also rchecked
all et the components whan thsy amrived snd assemblsd the entire
geiner lzzer [or supervissd ths assembly, by orkexrsl. 2fter the
SMCler lasar wad assembled, Mr. Sullivas performed the initial
calibration and walidsticn of tie exoiper ladger, and afterwards I
cerigrmed my ownr calibhraticas. I did net kept any records of
these ealibrmticns, ner did I receive any reccyds of calibraticn
or vaijdacion from Mr, Sallfivan.

Wl 82507, Mr. Kzne wvisited my <ffice at the sams time as MAc.
Sullivan, whe was here to verify the sslibration of the dlameters,
s1it width and =lit angle of rhe Iager braatment bezm. M.
Sullivan ogave hiz permission for M. Kane ko cbserwe Ehe
calikraticon verlficatlon procecure, I informed Mr. Kane, that M.
Suillivam and I were shout to co-author o paper that would detail
the recent Cbreatment (8715737 of a paklient with an eve Snfusy.
vsing & specialized computer progran deeicn and provided by Mr.
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Belpre meg, Sty B, Moo -, an amployes of zhe Deparument of Heabth snd Human Sereia,

Food and Dng Adminigtradon, designated by the Seorewary, underautheiny ofthe Aoy of &Lhoaey 31, 1825, 43 Sonute o Larm
B3 ; Rmrmnizaticn Phan Mo, IV, Sex 1295, aFocirs Juns 33, 1540; Recrpnimgon Plan Mo, 1 of 1953, $ecs, 149, sffec i
Aprl 11, 1BE83; end PL, 3688, Fec, 519, 53 Statutes ot Largn 5365 (20 U5 C. 3508, effactive May 4, 1580; w adminegter or 11t
cathy, affirmatdons, and sifidavit, pesonally appeared og, fj-r-g_n_-_ﬂ_'r N A EWEY L, p, 3T the oty .o
Store aferenid, who, beire duly zwom, depares acd s

Sullivan. This patient iz not part of the patient populariesm
in=luced in my ITE subwnission. E ave brealed,s Lobal of “R§ =
patdlents, from Jamarty 1996 toithe-piésent dates - [8790/87], =and
Plan bo contdimue to treat new pabients with DAATR surgery, uding
the excimer laser desigoed and builk by Exeull, Ine.

I have allewed Mr. Hape Lo photograph the devics, and have
provided him with the £ollewing documents, ralating to  the
Turchass and installation of thke cofmanenzs and the proumotiocal
matsrial for the excimezr Zaser, locakad in my 2 Bala Plaza office:

1) A copy of Comsalting Agresgent, 7... made and estered
- LfenSeE, by and bekwezn  Exeall, Inc., a2 Delawszhy
Corporaticn, of 3Ii8 Lombardy Road, Drexel Hill, Pemnsylwvaniaz
IA02s ... and Hovyae BEye Associantes, ... 2 Bala pla=za RBsla
g}'nwyd TA ...", slomed by Eéward Svllivan, Prasident, BPosull,

=
2 A oocpy =of Ipwgles, Saked 11/8/85, from Bsefull, Inc., P.3. Box

164, Drexel Hill, EA 12025, to Hevyas Bye Associates, Two
Bala Plazs, 3337 Olty Liwme forapes, Bala Cyowyd, EBA 19002, for
Controllacle Ixis/Slit with lzeer Pulser, desioned amd
detlivared 2o ma by Bdwax=d cplli=an,

N A copy of Inveice Mo, 2220, dated 89f33/55, from Jgemman
Microtashnelogies, 26 South Maip Stpsak #1132, Copcord, WX
13301, for hcouoging mmd alectrical/gas delivery eupooxt  for
laser beam generatsor.

&) A ecpy of Invoice, dzted 3/4/96, f-om Lambda Physik, P.0. Box
E04Ed, Charlotke, NC 28260, to Tower Technologiee, 1120 Tewe:rs
Lans East, Marbozch, P 17072, for compuplea=ion interface.,

ASFLANTE BIGHATUAE MNE TITLE

sl TSI o T WRY L T Y
Flrrt'F WAME AN O ADDAEES [ncduch ZIP Cocic)

aubscrlbed and ranre to before me at gty
fecty sl Frodcl

this 4 T_,.dz_'r el L1

Emmplaare & Sl aiuny)

Emplojsn of the Meprumen of Haslth aed Homan 1aoicep eogenatsd wpder Actof Jaomey 36 I925, Rearanivatin Flae [V cHetive

Jons 34 194Q; Retrpnicatos Peo No. 1 af 1953, eectdee Apcfl 17, 1975 2md L 9655 e War 4. 1FBL

FORM FO A 4630 {a/a5h PAC YIS EQrTICHS WAY BE ULED. T £
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1 sy I becz-3eT-gy, |

AT T
AR ILNT ™ BISMATURE AMNO TIFLE

TATED TOUMGT O :
i U R T Yt | FlarTetmery

Bevere e, S Twwenr . e . 3 enpioyes of the Beparvment of Heahth arad Human Sar ,om,
Food and D Adminisraton, dedognated by the Secrecary, under suthority 5§ tha Act of Janwery 31, 1925, 43 Somam ar . arge
HO3 Rearpmiztien Flan Ma. [V, Gecs 12-1T5, offecdve Jum 30, 1943 Reorpnkzstion Plan Mo, T of 1863, Sect, 15, effioxivy
ARl T, 1553 and PLE, 9658, Fer 5D, 53 Emrunet ot Lurge 555 (20050 3506), affecther May 4, 1980; to adminks=r m ke
outhe, stthmabare, wrd affidarity, persargdly spprared __ Dg . fevomat T Mev v 54 i the counte - and
St aforenid, wha, beig dufy weecm, deposes and weys:

_5} A copy of Inveleo No. 028483, dated 9/28/9%, from Tambds
Fhyaik, F.O, Box 60454, Charletrs, HT 28260, o Tawer
Tecinolegicer, 1189 Towsr Lane EasL, MWazberch, #a 15072, for

CiMPax 201 EICIMER LASFR FLOCR VE, S/H 9595E43Q07.

&} A copy of test results of installation, ueing test gases Ar,
datad 2/13 /D8

Tl A sopy of test resultc of fnstallation, using test gases Kr,
dazed 9/13 /95,

E} A copy of the RS

materizl, given to patients
conoidering TASIE cungozv.

I 2Ffirm that the informaticon on this and the Frevisweg paged,
i=m accurate, to btha bost of wy abiliky. T Brug E‘_-rnt-..' Eov Wives
T Sied e BEmeea '

FIRM'S Nalel 4D ADDRESS [Tralide 270 code)

Subscrhred and sworn o before meat

TC3ter arad Rhare)

Lhs day of : L

Y g
s

[Emprene's i adose

Eropizyes of (e Demromear wf Realtk ind Hrman ervicss deimgsd wnde A of Jauary 51, 1925, Reopommdan Plo 1Y effeati
Pose JI 1940: Resomnimadon Pan Ma, | of 1353, ssetivs Apal [3, 1753;203 .1 0688 effirtive Hav 4, 1560

FORM FD& 263« (4,93} FPAZVIoUS ENTIDHE HAY B LUSER FARE BF P LES.
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