Consenting Procedure and Investigators Responsibilities

VA Investigators, 

We have had several questions regarding the process when consenting patients and we wanted to send out a reminder to all.

1. When obtaining Informed Consent, please make sure you are using the most current version of the consent form. 
1. If the Investigator does not personally obtain informed consent, the Investigator must delegate this responsibility in writing (e.g., by use of a delegation letter) to research staff sufficiently knowledgeable about the protocol and related concerns to answer questions from prospective subjects, and about the ethical basis of the informed consent process and protocol.
1. The Investigator must ensure that all original signed and dated informed consent documents are maintained in the Investigator’s research files, readily retrievable, and secure.
1. HIPAA Authorization
1. The Investigator or designee must obtain HIPAA Authorization for the use and disclosure of the subject’s PHI, or obtain an IRB-approved waiver of HIPAA authorization.
(Unlike other facilities the HIPAA is separate form from the Informed Consent)
1. Research Records
1. All written information given to subjects must be in the Investigators research folder along with the consent form.
1. The research records must be maintained in accordance with the RCS 10-1, currently there is no disposition date and records must be retained indefinitely. If the Investigator leaves the VA, all research records must be retained by the VA facility.
1. CPRS Documentation
1. A progress note must be entered for all research subjects. CPRS has three Research Templates that can be used.
1. Additional Copies
1. A copy of the signed Informed Consent and signed HIPAA must be sent to Medical Records, so they can scan it into the medical record (Mail Code 136B2-CD)
1. A copy of the signed Informed Consent and signed HIPAA should be sent to the Research Compliance Officer for early detection of improper consenting (Mail Code 151-CDD)

All bullet point above must be address for each individual you consent.

We hope this information is a helpful reminder and we are available anytime for further questions.
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