CHECKLIST FOR OBTAINING INFORMED CONSENT

· Is the consent form the most recent one, and has the VA stamp and expiration date?

· Is the participant’s name & date at the top of all pages?
· If a “PI’s designee” explained the study, did he/she print their name in the blank under “Research Participants Rights”? 

· Did participant initial each page, and sign/date/time the consent?

· Did the individual who obtained participant’s consent, sign and date the form, and is that individual approved by the IRB for this role?

· Did the witness sign, and date consent?  The witness cannot be part of the research team!

· Did the patient, the witness, and the individual who obtained consent all sign on the same date?

· Did the PI sign the consent?

· Is the copy legible and does it contain the participant’s SS#? 

All entries must be complete before forwarding to the Research Office (151)!
Internet:  http://www.visn2.va.gov/research/buf/index.asp
    REMINDERS:

· The role of the witness, who is not part of the research team, is to establish that participants are giving consent freely and without reservation.  The witness does not need to be present for the entire informed consent process, only to “witness” the signature.

· If someone other than the principal investigator (PI) is explaining the study and obtaining a participant’s consent, that person must be formally delegated, must be knowledgeable about the research project and the consenting process, and must be able to answer questions about the study [VHA Handbook 1200.5].  The person so delegated must be approved by the IRB.  

· The investigator must retain the original signed consent for a minimum of three years following completion of the project under conditions that maintain its confidentiality.  One copy of the signed informed consent must be given to the participant, one copy is to be immediately given to the Research Office, and one copy sent to Medical Records, mail stop 136B, Attn:  Scanning (for VA patients only).  The Pharmacy Service must receive a copy before a research drug can be dispensed.
· Questions?  Contact the Research Office at 862-6021, 862-652
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