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INVESTIGATOR AGREEMENT

1. Narme and address of investigator and the research facility. medical school. or hospital
where the clinical invesigaton will be done:

g

2. . Namec and address of any clinical 1aboratory facilides w be used in this srudy:.
None :
2 Name and address of the Insdrutonal Review Board that is responsible for rcviEw and
approval of this study: :
4. Name of any subinvestgators who are assisting the investigator in the conduct of this
study:

" As an investigator for this smdy, L agreec 10 conduct the study in accordance with the relevant.
curtent protocol and will ouly make changes in the protocol after noufying the sponsor-
investigatar, cxcept when necessary o protect the safcry. rights, ot wclfare of subjects. [ agres to
personally conduct or supervise the described investgaton I agree lo inform any pauents, or any
persons used as controls. that the device is being used for investgarional purposes and [wall
cnsure that the requirements relating (o informed consent in 21 CFR Part 5O and insttudonal
review board (IRB) review and approval in 21 CFR Part 56 are met (B

I agres 1o report o the sponsor-investigator adverse experienccs that occur in the course of the

. investigation in accordance with 21 CER Part 812. Thave read and understood the informadon in
the device manual and protocol, including the potental risks and adverse effects of using the
device. I agres to ensure thatall associates, collcagues. and employees assistng in the conduct of
the study are informed about their obligations in meedng the above commitments. Tagres ©
maintin adequate and accurate records and @ make those recards available for inspecton in
accordance with 21 CFR Part 812.

[ will ensure that an IRB complies with the requirernents of 21 CFR Part 56, will be responsible

for the inital and continuing revicw and approval of the clinjcal invesdgation. I also agrees to

- promptly report to the IRB all changes in the research activity and all unantcipated problems
involving risks to human subjects or others. Additionally. T will not make any changes in the
research without IRB approval, except where necessary to climinate apparent irmmediatc hazards to
human subjects. T agres 1o comply with all other requirements regarding the obligadons of clinical

“investigators and all other perdnd:(t\rtqnirc:mems in 2] CFR Part 812
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Signature of Investigalor,
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