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1. Nameend addross of investigater and the rasearch faciliey. medical schoal, or hospial
where the clinicnl irvestiearian will be dase:!

Z Mare and address of any cliniel liporany facilites o be used inthis swdy:
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3. Mame and addrocs of the Tostoutional Raviea Board that is sesponsille fer review and
appronal af this soudy:
4. tame of any subinswest patar: whe are eatering the inveclipalor i rhe condict of thas
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A5 an invesligarr far diis sudy, T agros woeomlee: 16 sniay 1h sprgorlomec with the minvant .
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L esUTAIDT, SACSPC When necsssary w onrteet e selogy, ights, o welfare of nibjerts. [agre=to
gursunally. conduct or supervise the described mvestigation. 1 agres 10 infoem any pauong. oF @y
yersous used 25 contols, thar te devics is beirg wscd for investigational purpazes and Tenlk
crsuer that the requiremenss relating 10 famed cansent in 21 CFR, Part 50 and Inaimticn:
eview board {IRA) review and approval in 21 CFR.Port 86 are met,
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s device manal and prowan), incloding the yotssdal rsks ond adwerss affects of 1sing the
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accoriunce with 21 CFR Parl 8127

| witl emsurs thet an BB compics with the recairements of 21 CF2 Part 56, wili he raeransiple
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humzn subjects. agree to complywith ail ather requirgmsats negarding the obligatany of clinical
inwesizaras znd all ot perinedregairemeats 2 CFR Pan #1320
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