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	Documentation of the Informed Consent Process 

when obtained REMOTELY


	Principal Investigator
	
	BCH IRB Protocol #
	

	Protocol Title
	



	Subject Name
	
	
	 Consent version (IRB stamp in footer)

	Legal Guardian 
	
	
	Activation Date:
	

	  (  relationship to subject 
	
	
	Expiration Date:
	

	Consent obtained by:
	
	
	 Date Consent Signed:
	


  FORMCHECKBOX 
 
Download copy of the most current, IRB approved version of the consent form 

 
(  
a valid IRB approved consent form includes the activation and expiration date stamped in the footer and can only be edited by IRB


(  
the most current IRB approved version should be downloaded from the Informed Consent Library (ICL) via CHERP 

  FORMCHECKBOX 
 
Ensure the consent is in the primary language of the subject/legal guardian
  (  
if primary language is not English, the approved consent must be translated, validated and stamped by IRB, or use the Short Form 
Consent if approved by IRB.  Reference IRB Policy 6.4 "Informed Consent with Non-English Speakers" 


(  an interpreter must be present for the consent discussion.  For the Short Form, the checklist for Remote Interpreters is required. 
 FORMCHECKBOX 
 
Determine if a Witness is required.

  (  
Witness must be present for the consent discussion with subject/legal guardian via video conferencing.  If phone is used, witness can be on separate line, but must be on same call
  FORMCHECKBOX 
 
Send Subject/Legal Guardian copy of consent form.


***
If a Witness is required, a copy must also be sent to the witness prior to the consent discussion 

	Date Sent:
	

	Method Sent:
	 FORMCHECKBOX 
  Scan and Email 

	Email address:
	

	
	 FORMCHECKBOX 
  Facsimile

	Fax Number:
	

	
	 FORMCHECKBOX 
  Postal Mail

	Mail Address:
	

	
	 FORMCHECKBOX 
  Other

	Specify method:
	


  FORMCHECKBOX 
 
Schedule Remote Consent Discussion 


***
If using Short Form, follow Checklist for Remote Interpreters
 

***
If a witness is required, ensure the witness is available at scheduled time

 FORMCHECKBOX 
  Verify subject/legal guardian received copy of consent to review
	Date Scheduled:
	
	Time:
	

	Remote Method:
	 FORMCHECKBOX 
  Telephone 

	Phone Number:
	

	
	 FORMCHECKBOX 
  Video Conference


e.g. Zoom, Skype, etc
	Specify Type/Name:

Link and password sent:
	


Remote Consent Discussion
	Actual Date:
	
	Time:
	


  FORMCHECKBOX 
 
Study Summary: review each section of the consent form with subject and/or legal guardian 
  FORMCHECKBOX 
 
Questions: answer subject/legal guardian questions and address any concerns (document below)

	

	

	


Remote Subject/Guardian Signatures 
 FORMCHECKBOX 
 
Adult Subject:  if subject is an adult (18 + years), have adult subject sign and date Adult Subject line.  

 FORMCHECKBOX 
 
Parental Permission:  if parent/guardian grants permission for child to participate, have them sign and date the Parent/Guardian line.  

 (  confirm their relationship to child (if not mother or father, confirm guardian is a documented legal guardian).  
 (   if 2-parent permission is required (see final IRB approval letter or call IRB if unsure), BOTH parents must be present for consent discussion (can be at separate times as long as both conversations occurs).   Each parent must sign and date their own signature and specify their relationship to child.

  FORMCHECKBOX 
 
Verify consent discussion included both parents

If one parent is reasonably unavailable (e.g. deceased, not in child’s life), this should be clearly documented on consent and in subject study record.  
 FORMCHECKBOX 
 
Assent:  if IRB required and child is able to provide assent, the child must be present for the consent discussion (either with parent/legal guardian or separately at different time).  Have child sign and date subject participant line in Assent section of main consent form, or on separate Assent form if required. 

 FORMCHECKBOX 
 
Verify consent discussion included child

 (   if assent is not obtained, specify reason assent was not obtained (e.g. too young) on consent form and document below:
	


 FORMCHECKBOX 
 
Instruct subject/legal guardian how to return copy of signed consent form

	Date Received:
	
	
	

	Method Returned:
	 FORMCHECKBOX 
 
Scan and return via secure BCH email account
	Email address:
	

	
	 FORMCHECKBOX 
 
Take picture of signed consent document and 

return via secure BCH email account
	Email address:
	

	
	 FORMCHECKBOX 
  Facsimile

	Fax Number:
	

	
	 FORMCHECKBOX 
  Postal Mail

	Mail Address:
	

	
	 FORMCHECKBOX 
  Other

	Specify method:
	


 FORMCHECKBOX 
 
Investigator/Associate: once received, verify all required signatures and dates obtained.  Once verified, person who conducted consent discussion, should sign and date the Investigator/Associate signature line on the received copy.  There should be one full copy of the consent form with the merged signature pages (including any checkboxes and initialed sections).  If a witness was required, their signature page should also be merged into final consent document.
Administrative Tasks
 FORMCHECKBOX 
 
Return a copy of the complete signed consent form to subject/legal guardian for their records.  
	Date signed copy sent:
	
	
	

	Method signed copy sent:
	 FORMCHECKBOX 
 
Scan and return via secure BCH email account
	Email address:
	

	
	 FORMCHECKBOX 
 
Take picture of signed consent document and 

return via secure BCH email account
	Email address:
	

	
	 FORMCHECKBOX 
  Facsimile

	Fax Number:
	

	
	 FORMCHECKBOX 
  Postal Mail

	Mail Address:
	

	
	 FORMCHECKBOX 
  Other

	Specify method:
	


 FORMCHECKBOX 
 
File signed consent form
 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
 FORMCHECKBOX 
 
Document the consent process as it occurred.  Create a record that documents the method consent was obtained, outlines dates and times with all required parties, reflects the consent discussion was adequate and a copy was given to subject/legal guardian.


Maintain an on-going record of all updates, changes, and discussions with the subject/legal guardian throughout the study.  This should be separate from the actual signed consent document (e.g. clinic or study visit note, memo-to-file, this or similar template checklists).  The informed consent process is a process that lasts the entire study.
On-going Documentation of Consent Process

	Date:

	

	


	Date:

	

	


	Date:

	

	


 PAGE 
EQuIP: Education and Quality Improvement Program 

1
   Copyright © 2007 by Children's Hospital, Boston, MA.   All Rights Reserved.  5/2020.

Page

    v. 5/2020

