Informed Consent Checklist: Protocol #/Title

Today’s Date: 

___________________________________ 


Subject: 


___________________________________


PI/PI Associate:
___________________________________

Step 1:
 FORMCHECKBOX 
 Study Summary: review study and consent form with subject (+parent if applicable)
Step 2:
 FORMCHECKBOX 
 Questions: subject questions and/or discussion


_________________________________________________________________



_________________________________________________________________



_________________________________________________________________



__________________________________________________________________
Step 3:
 FORMCHECKBOX 
 Parental Permission and Date: if parent/guardian grants permission for child to participate, have them sign and date the Parent/Guardian line.  Specify relationship to child.  Do not date signature for parent/guardian.


 FORMCHECKBOX 

If subject is an adult (18 + years), skip to step 5

Step 4:
 FORMCHECKBOX 
 Assent Signature and Date: if child provides assent to participate, have them sign and date the subject participant line.  Do not date signature for child.


 FORMCHECKBOX 

If assent is not obtained, specify reason assent was not obtained (e.g. too young)

Step 5:
 FORMCHECKBOX 
 Adult Subject Signature and Date (if applicable): if subject is an adult, have adult subject sign and date Adult Subject signature.

Step 6:
 FORMCHECKBOX 
 Investigator/Associate Signature and Date: after participant signs and dates consent, PI/PI Associate should sign and date the Investigator/Associate’s signature line.

Step 7:
 FORMCHECKBOX 
 Witness Signature (if required): check reason why witness is required, then have witness sign and date the witness signature line.  Witness must attest to entire consent process (Steps 1 – Steps 6).  
Step 9:
 FORMCHECKBOX 
 Give copy of consent form to participant and/or parent: after participant/parent signs and dates consent, and the PI/PI Associate signs and dates the consent, give participant a copy for their records.

Step 10:
 FORMCHECKBOX 
 Document the consent process and all pertinent notes and concerns: all pertinent notes, concerns and questions should be documented, even after the consent form has been signed.  The informed consent process lasts throughout the entire study!  Keep a record of all updates, changes and discussions with the subject/parent.

Step 11
 FORMCHECKBOX 
 Document the consent process in applicable CRF(s) and study documents 
Step 12    FORMCHECKBOX 

File signed consent

 FORMCHECKBOX 
 
Original: file in Principal Investigator research files
If required by IRB (reference initial IRB final approval letter)

 FORMCHECKBOX 

Copy: subject’s medical record.   Ensure barcode in header of signed consent.
If study involves an investigational drug dispensed by BCH Research Pharmacy
 FORMCHECKBOX 

Copy: ‘Patient Info’ tab in CHeRP – this must be entered before pharmacy can dispense any drug
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