VAMHCS RESEARCH COMPLIANCE OFFICE

Attestation for the Use of Devices, Equipment & Procedures in the Conduct
of a Research Study

| attest to the following (check all that apply):

O The person(s) performing any study-related procedures (i.e. blood drawing, fat/muscle
biopsy) whether or not the procedures are related to an investigational device/equipment,
has been properly trained and is acting within his/her scope of practice. | can produce
certifications, credentials or other documentation of my/staff competency in the
procedure(s) if asked.

O The person(s) utilizing any study specific equipment (such as BP cuff, IV pumps,
oximetry, exercise equipment) has been properly trained in its use and is acting within
his/her scope of practice. | can produce certifications, credentials or other documentation
of my/staff competency in the procedure(s) if asked. | will properly store equipment and
perform calibrations according to manufacturer’s guidelines.

Q) | have obtained approval for use of the investigational device(s) in this study by
submitting appropriate documents to the IRB and VA R&D for review and approval.

O | have made arrangements for storage of the investigational device(s) under proper
conditions (according to the manufacturer, Sponsor or FDA) and in a locked, secure area.

Q) | have a method for maintaining records and accountability of the investigational
device(s).

Qi my staff have a method for properly dispensing the investigational device(s).

Qv my staff understand the proper utilization of the investigational device(s), have been
thoroughly trained in the use of the investigational device(s), and can produce
certifications, credentials or other documentation of my/staff competency in the use of the
investigational device(s) if asked.

O The person(s) using or dispensing the investigational device(s) are within their scope of
practice in doing so.

Q1 will properly undertake the informed consent process and will obtain a signed Informed
Consent Form before using/dispensing the device(s).

Q 1or my staff will properly return or dispose of unused devices/equipment at the end of the
study.
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