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Plaintiff’s Exhibit 7

1. - Name and address of investigator and the research facility. medical school, or hospital
where the clinical investigauon will be dome: '

EXHIBIT
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2. Name and address of any clinical laboratory facilides w be used in this study:
None
3. Name and address of the Insttutional Review Board that is respansible for review and
approval of this study: '
4. Name of any subinvestigators who arc assisting the investigator in the conduct of this
study: i :

As an investigator for this smdy, I agree 1o conduct the study in accordance with the relevant .
current protocol and will ouly make changes in the protocol after nolifying the sponsor-
investigator, cxcept when necessary o protect the safcty. rights, or wclfare of subjects. I agree to
persanally conduct of supervise the describe investigation. I agree Lo inform any patients, or any
persons used as controls. that the device is being used for mvestgational purposes and [ will

_ ensure that the requirements relating Lo informed consent in 21 CFR Part 50 and institutonal
review board (IRB) review and approval in 21 CFR Part 56 are metL

* Tagree to report to the sponsor—invcsdgamr adverse experienccs that occur in the course of the
investigation in accordance with 21 CFR Part 812. T have read and understood the information in
the device manual and protocol, including the potendal risks and adverse effects of using the
device. I agres to ensure that all associates, collcagues. and employces assistiny in the conduct of
the study are informed abour their obligations in meedng (he above commitments. I agree 10
mainmin adequale and accurate records and to make those records available for inspection in
accordance with 21 CFR Part 812.° ,

[ will ensure that an IRB complies with the requirements of 21 CFR Part 56, will be responsible
for the initial and continuing review and approval of the clinical invesdgation. T also agree to
promptly report (o the IRB all changes in the research activity and all unantcipated problems
involving risks to human subjects of others. Additionally. T will not make any changes in the
research without IRB approval, except where necessary 10 eliminate apparent iramediatc hazards to
human subjects. Lagres 0 complynwith all other requirerments regarding the obligadons of clinical
investigators and all other perin irements in 21 CFR Part 8127
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