[NVESTICATOR AGREEMENT

1. e and zddess af hrvestigawnr and the research Facilisy. medical schoel, arha Tpilal
wihicns e glinical invesipanon will b deac:

2 Nams and address of any dinizal lEdcmary Facilitses t be usar in this snedy:
' S~
3. e qnd agdress of thes Enstiririoral Revies Board thal 15 respongibls for mvisw and
ampeavel of this sudy
d. Nama ol ary subinvesd garon wha ars asnisting the invettigaror in (he condost of this
shuc:

As ar investigame for his soudy, § agoes (o wonduc: e smudy in ne=ecdapes with o relevaat .
varrent peatseal and =il ooly ke chanpes in the proigenl afier nolifying the spuUsar-
invesligatoy, cXeapt when necaisary o prowor tir. sefery, Tizhts, o welfars of subjecis, L agres 1o
persanally eonduet of superise 18 deermibed vesk pation. [ agTes Lo inform amy TSI, O ZIY
persong 1sed 45 eonkzols. hat the Amvion i lelng waed foc inwesh pational puiposes ead T=ild
s thet the squircments relaring Lo miommed ransentin 21 CFR Paet 30 and insimdonal
roviea Boand (LR14Y revic and gppaavalin 21 TR TPart 5§ gre et :

[ aaper To repol Lo e speasarinvesipamne adveras crpescaces that aooer i THC CIUCES of Lhe
imvestgaron in accrrdanes Wil 41 Cok Parl 512, 1have read and andesstond thi- niarndnod in
the: Gevice mane and prorocol, inclading de puterdal ek nod adverse affacm of asing the
deswice T anes to enstre that 1] asspetates, collcagues, znd empiayzes aesiyringe in the conousl nf
the gnds =r= informed st thele abliprioes in foeedngyg L above commilmens. Iagres it
mrntain sdequate £ad 2ecora wecards and oo make thess rongeds mvailaile Ioo inspocton in
gccprclancs w21 CFR Fan 812 '

1 will epsure tar an KB comypliss #ith the equiremeats of 21 CFR, Par 56, will be responsible
for the ingiel end centinuing mview 2ng apprrval cF the elinies] invesripation I alsp agpes 1a
prompily tepon o e TRE &% changes in the meearh aciTwiey and #il o ieinated problems
involring csks to hupan sabjects or othes Additianally, T will not malke any chaugses in e
restarell wirheut R approval, cacapt where nopaemary o elimirate appa:cu:imrn&dia{n hazards ¥
humzn subjects. | 2precio cemplyywith 211 ocher 1Pguirtsnecs peparding e abligafomns of erinical
Jevestipdsors and ali otber perinciligal ements 1j CER Par 833
r

ny - I -~
{/Em..t A'I}II"?_""':}—-_« 5 “”I'JL g Dlar=: j{'&;‘

Sigranue of [Tvestgalas

4485




