Consent Process Documentation
Protocol:

Subject ID:

Subject Initials:

Visit Date:

PI/Designee:


Subject, ___________________________, consented to the above name protocol.

              (study participant’s name)

Prior to signing the informed consent form the subject:

· Read the consent form

· Discussed the protocol participation with researcher including:

· Purpose of the study

· Investigational drugs or devices (if applicable)

· Painful or uncomfortable procedures (if applicable)

· Risks/benefits

· Alternatives

· Who to call with questions

· Withdrawal rights

· Asked questions; and 

· Consulted with family or other physicians.

Informed consent was conducted prior to any research-related procedures.

The subject was provided with a fully executed copy of the consent and HIPAA authorization form.

Other Comments:

PI/Designee Signature:__________________________Date:__________________

