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X. ETHICAL AND REGULATORY CONSIDERATIONS

A INVESTICATORMGFOMSOR: By accordance with 21 CFR 312,30}, Dr, Herpert
MNavyas and Dr. Aaila Mevyas-Wailace are the ™3 ponsor-lnvestpalos,” for the Nevyas
Eramer Laser, meaning they are the individuzls who btlb inisate and actually corduct,
alone qr with othes, an invesligalivn; and that the invesigatienal device is administered,
disponsed, or used uade: hisfher immediate direstion. The regulatocy alligations of a
“spohsor-investizalor” include those of an invastistor as well as thase af a sponsor.,

O, INFOBMEDR CONSENT: In accordance with the privision of 21 CFR Pard 30, caeh
palicod will pive writlen infoimed cansent for paricipacon Lo is seady privn o g use of
the investipalionaliesvice, A copy of tha basic elements of informed cansent is anached
(Appendix B The study will ba explained & the prospeeliva patiest by tha investipaeo
or his designce. The nawee of the investigaionad devics will be eaplained wgelhee wil
poEnlal hazards of the surploal peocedsce, inchling divy poesaible adwesse reacdyos. THe
patiast will be infaarsed ihal hefshe is [ 1o lerminale paricipalion in Ge stady for acy
reasqh, Oine copy of te consenl form will be given Lo the subjoct and & copy of the
signed consent Form wiil e Yept on e by the investigitor, & copy 1:rt'l]1é IRE-goproved

informcl canscot fomm will be tecirned i e investipaloe s Bles priar 1o inidaling the
study,

C. INGTITUTICNAL BEVIEW DOARD: This protecal, sad the inlovned crnsent
Yorm, will be appesved initially acd moviewed anneally by an Instiucaonal Review Rowd
soastituled according W FDA egulatians. The Insfitutonal Revies Deard pranting mibal
appruval shall be msponsibie for continuing review and approval of this siedy tacludng -
e infooned conssnt [orm, A copy of the Committee’s datcd apyproval andd a st af e ~
memlrers ol b Insulational Bovisw Boacd, or is DHHS appreval mombor, will b gaven
ta the investigator far e investipators flen, Progrmss nopods will be submiltsd wy the
complasion of e sudy or a1 feast ance yeady, whichever comes ficst, o the InstaGenal

Review Board (TRE}. Serious and unantcipated advese device effzcls will be neponted 10
ihe IR0 and Lthe FDvA,

: v Complicsnocs oF adverse evanls that
an: ub&unlrﬂd by the i mm&ugnlnr ar n:p:-ru:'.d b:.-' e subjoct should he reenrded an dhe dury
collectian shoels or o the compuicrized dalabase. Bor all adveme evenls, ﬂ.'i.]t..-.'i.]'l‘][ll.'.lll]'
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