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Eeture e, J':v-‘i'u’u--ﬂ* i - , 80 prainyer of R Departcent of Hezdth Rad Mo Sey s,
Fewd yiet Drug Administation, desionamed By tho Secwstery, umder atsherity of tha Act of Jenuary 39, 19726, 23 Siatutes at [ s
F23: AeormmrlmEton Plan Mo, [V, Ses 13-16, eftectvs way 30, TS490; Aeootaniznion Flsn Me 10l 1853 Spca 1.0 3ffe cthea
Apeil 11, 1953; and P.L. 8683, Sen. 509 93 Strvres 28 Lage 965 20 WSO I8GE], effecdve May 4, 10980, oo adninister or ke
caThs, THTLMaTioN, ard EMdas, perssrally appesred _ D0y Thes g et 5 g Mol frrSe. PR b0 e gaunT ead
Eratm slomcaid, who, baing duly semirs, deposes aod s

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 firm, In thak my sigmaturs
dopears on all comtresetgs zod I Adarermine what medical precsdores
will be parformed on cur patients, by all of ear medical sk=ff.

01 473 e7, Iovestigator Staven Z. Xane, wvisited me at our office
locatad a: 2 Pala Plaza, 313.City Line kvemue, Eala Cymwed, PA
i3pud, where he przsented hiz credentizals apd iesued me an FDRA-4352
Hotice of Inspectieon. Investigarsr Xana requested ioformakion
dacit the excdmer lazer {located in chis offlce) rhat we use to
treat pariente having naarsightedness sod sstismakiem, wveing Taserc
Torrzavyremszl Karatomileugiz [(LASIH  techoidue. I dioformed M.
Fanz that cnly my davghter Ir. Enica Mewvyas-Wallase and my=elf usze
the exciper lazer for treatmeat of patiepte with nearsightednzzs
or astignatism.

I infprmed Mr. ¥ame thakt T had contracted with = Izser scientist
Enwvard Sullivauw, President, mExzull, 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 aporoximately two wears ago, and had inomired abouabk his
milding an excieer laser, acccrdioy to oy requirementz. I
informed Mr. Eane, that My, Sullivan teld me that the excimer
lassy thart e would .build iz congidared 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 zquirsmsnts Sor the exciner
lager, =znd Mr. Bullivsn tken used his eegineering exmerbise o
da=icn ths lase-. HE= advised me skhout the comonent
specificatiens and where to order each component. The compenznks
arrived in oy office {akt 2 Bala Plasza, 2ala Cymwyd, Fa 150040,
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