This template is adapted from CTN Best Practices and can be found at ctnbestpractices.org.


Documentation of Consent Process

Study Title: ____________________________________________
HR#:          ________________

Subject ID:  ______________________
Date Consent Obtained: _____________________
Check box to indicate process has been completed:
 FORMCHECKBOX 
  Informed Consent was obtained by Principal Investigator (PI) or research personnel delegated by PI and IRB approved to obtain informed consent
 FORMCHECKBOX 
  Subject was given adequate time to review informed consent document

 FORMCHECKBOX 
  Consent(s) reviewed with subject

 FORMCHECKBOX 
  All questions / concerns were adequately addressed

 FORMCHECKBOX 
  Subject voluntarily agreed to participate in study  

 FORMCHECKBOX 
  Consent(s) appropriately signed and dated

 FORMCHECKBOX 
 Copy of signed consent(s) given to subject

 FORMCHECKBOX 
 HIPAA form reviewed with subject and appropriately signed and dated
 FORMCHECKBOX 
 Copy of signed HIPAA form and MUSC Privacy Notice was given to the subject

 FORMCHECKBOX 
  Above process completed before any procedures for protocol were conducted
Include and additional comments or specific issues related to the informed consent process of this subject:

  _______________________________________                 ____________________

          Signature of Person Obtaining Consent                                          Date 

