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Purpose:
To assure subject’ s rights and safety while participating in research procedures.

Policy:
1.

3.

4,

CRU staff will comply with research protocol requirements when a copy of an appropriately signed

and dated, currently IRB approved informed consent document(s) is provided for the subject’s research
record, and, if applicable, the subject’s medical record.

The date for the Principal Investigator’s (or consent designee) and subject’ s signatures should be the
same. The IRB may grant approval of the informed consent process whereby the signature dates may be
different. In al instances, the investigator and authorized research personnel must follow the IRB
approved consent process

Protocol procedures will not be implemented until a signed and dated copy of the required informed
consent is provided for the subject’ s research record, and, if applicable, the subject’s medical record.
The Principal Investigator will be notified of any subject’ s unplanned departure

Procedure:

1.

The Principal Investigator, co-Investigator or his/her designee will assure that a signed and dated copy
of the current IRB approved informed consent, displaying the most current IRB stamp or el RB logo, for
the protocol has been provided to the CRU staff prior to or at the time of the subject’ s visit to the CRU
to participate in astudy, and in al cases prior to protocol specific procedures being conducted on the
unit.

The CRU nursing staff will verify the consent at the time of the subject’ s visit and/or prior to
participation in a study. The consent will be examined for the following components,

The presence of the IRB stamp or elRB logo

The presence of the subject’s or legal guardians signature

Dates of the signatures (should be the same)

All planned procedures are listed

The CRU staff will inform the Principal Investigator if an appropriately signed informed consent
document has not been provided or if any other consent form irregularities noted above are observed.

The Principal Investigator will be notified if the CRU staff perceives

that there is a deficit in the subject’ s understanding of the information in the consent

that the subject is unable to comply with the procedures outlined in the consent

coercion

If the CRU staff perceives coercion the Research Subject Advocate, Patient Care Manager, Department
Manager or Director of the Core Service will be notified.

Study procedures will not be implemented until the deficit is corrected and noted in the subject’s
research record.

CRU staff will notify the Research Subject Advocate, or designated person in the Research Subject
Advocate s absence, of any deficits related to informed consent.
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