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4.3. Initial electrical safety testing must be conducted prior to human subjects
interacting with the equipment.

4.4. Continued electrical safety testing must occur every 5 years after the initial date of
testing and may be required more frequently if deemed necessary by the IRB.
Copies of safety testing must be provided to the IRB upon request.

4.5. Equipment not located at Marquette

45.1. Equipment owned by and used at a location other than Marquette does not
require submission of electrical safety testing documentation.

45.2. Equipment owned or created by Marquette and used at a location other than
Marquette requires electrical safety testing as described above.

45.3. Equipment owned or created by personnel at another institution and used at
another institution requires testing/approval per that institution’s policy. The
IRB may request documentation of the other institution’s policy and test
results. If the IRB has safety concerns regarding the device, additional testing
or inspection may be required.

4.5.4. Anyequipment used in a research protocol where an authorization
agreement has been executed for Marquette to rely on another institution does
not require electrical safety testing.

4.6. Testing Devices
4.6.1. Contact the ORC to request a test.
4.6.2. If adevice does not pass electrical safety testing it is the responsibility of the
investigator to remedy any defects and have the equipment retested.
4.6.3. Alternate testing devices may be used. Consult with the ORC.

4.7. The ORC may require additional inspection/testing in certain circumstances. These
circumstances may include, but are not limited to, protocol audit by the ORC,
HHS/OHRP, or funding agency, adverse event or unanticipated problem related to
equipment, participant complaint regarding equipment, investigato







