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	Study Title:
	

	Relying Site Name:
	

	Relying Site PI:
	

	BCH PI:
	




Instructions For Each Relying Site Under IRB Review of Boston Children’s Hospital:
 Each site must submit a plan to the BCH IRB that includes:
· Community Profile
Plan for community consultation
Plan for pre- and post-enrollment public disclosure 
For questions related to completion of the Community Profile Worksheet please contact Jessica Ripton, Director: Jessica.ripton@childrens.harvard.edu


Purpose:
The Food and Drug Administration (FDA) has approved the conduct of the referenced research using Exception from Informed Consent (EFIC) enrollment procedures. Principal Investigators at Relying Institutions should use this form to describe the community consultation and public disclosure plans for the referenced research.  

As the Reviewing Single IRB, the BCH IRB must review the plans for community consultation and public disclosure before the plans are implemented. Prior to the initiation of an investigation, the BCH IRB reviews the information that will be publicly disclosed to assure that the information will reach the broader communities involved and will adequately inform the affected communities of the plans to conduct the investigation and its risks and expected benefits. The BCH IRB must find and document that the public disclosure will have or has taken place prior to initiation of the investigation. The BCH IRB will consider any concerns and objections raised during community consultation activities when the BCH IRB reviews the research.

Background:
EFIC Regulations and Guidance:
· FDA Regulations 21 CFR 50.24 (§50.24), Exception from informed consent requirements for emergency research - https://www.ecfr.gov/cgi-bin/text-idx?SID=c2038bc492ebb9968967af2dd7a0ffa8&mc=true&node=se21.1.50_124&rgn=div8
· [bookmark: OLE_LINK3][bookmark: OLE_LINK4]FDA Guidance for Institutional Review Boards, Clinical Investigators, and Sponsors:  Exception from Informed Consent Requirements for Emergency Research - https://www.fda.gov/media/80554/download
· Under 21 CFR 50.24, the Reviewing IRB must find and document that additional protections of the rights and welfare of the subjects will be provided, including, at least, “consultation (including, where appropriate, consultation carried out by the IRB) with representatives of the communities in which the clinical investigation will be conducted and from which the subjects will be drawn” (community consultation; 21 CFR 50.24(a)(7)(i) and 21 CFR 56.115(a)); and public disclosure for each emergency research protocol in which an exception from informed consent is requested (21 CFR 50.24(a)(7)(i-iii)). For a multisite trial, the FDA expects the sponsor and investigator to hold community consultation activities for communities at all participating sites.
· Community consultation means providing the opportunity for discussions with, and soliciting opinions from, the community in which the study will take place and the community from which the study subjects will be drawn. These communities may not always be the same; when they are not the same, both communities should be consulted. The goals of community consultation are to: 
 show respect for persons by informing the community about the study in advance;
 inform community members about the trial in advance and provide a means for affected communities to provide meaningful input to the IRB before its decision to approve, require modifications to, or disapprove the study;
 show respect for the community by allowing representatives of the community to identify potential community-level concerns and effects of the research; and
 show respect for subjects’ autonomy. 
Respect may be shown by including in community consultation activities individuals who may have, or be at risk for, the condition under study (and thereby obtain input from a group that is expected to be similar to the eventual study subjects).




Community Profile
Please provide the following information about patient population as well as the surrounding community:

	
	Institution/Hospital 
	Community/County/City


	Racial/ethnic demographics
	
	

	White
	
	

	Black/African American
	
	

	Asian
	
	

	Hispanic
	
	

	Other
	
	

	Language Preferences (edit as needed)
	
	

	English
	
	

	Spanish
	
	

	Mandarin
	
	

	Arabic
	
	

	Other
	
	

	Religion( add others as necessary) 
	
	

	Christian (including Catholic, Protestant, other)
	
	

	Jewish
	
	

	Muslim
	
	

	Other
	
	

	(List others if relevant)
	
	

	Local events/tragedies to consider
	
	

	
	
	

	Access to Health Care
	
	

	# hospitals involved in this study
	
	

	% population without health insurance under age 18
	
	

	Other considerations (please list)
	
	

	
	
	

	
	
	


Use local sources to compile information on Community profile. Community info can be found at https://www.census.gov/
Representation 
Targeted populations: Are there specific patient populations affected by this research that should be specifically consulted?  If yes, Describe characteristics of the population.
a. If yes, please describe who will be consulted (i.e. ICU providers, patients groups, etc.)

	








b. Language: Does the community have a significant non-English speaking population?
i. If yes, what languages? Describe how this will be accounted for.
	









c. Language: To ensure equitable recruitment, how will non-English speakers be accounted for? 
	











Relying Site’s Plan for Community Consultation:
Please indicate in the table below which activities your site is planning and the timeline for completion.  Note all material prepared for Community Consultation must be approved by the BCH IRB.  
	
	Check () if plan to complete
	Anticipated  date of completion

	Direct Interaction (must do ONE of these) 	Comment by Kornetsky, Susan: Do we need to ask for a number > what if one focus group of three people. Should there be a minimum? Or they say  we will do 2 interviews ?
	
	

	Focus groups:  will include a mix of parents, guardians, other caregivers, and adolescents/mature children – may occur virtually 
	
	

	Focus groups:  will only include parents, guardians, other caregivers – may occur virtually 
	
	

	Interviews:  will include bi-directional conversation with a mix of parents, guardians, other caregivers, and adolescents/mature pre-adolescents that solicits feedback and provides education about study to participants.
	
	

	Other (please describe)
	
	

	Direct Interaction (must do ALL of these)	Comment by Kornetsky, Susan: Same comment on minimum number ? We may want ask John to help specify? 
	
	

	Community Consultation Survey with Parents, Guardians, other caregivers (at BCH this was done AFTER focus group but relying site may propose different group for survey)

	
	

	Medical Staff & Provider Survey (at BCH this was done AFTER presentation to clinical groups but relying site may propose different group for survey)
	
	

	Other (please describe)
	
	

	Public solicitation (must do ALL of these)
	
	

	Solicit feedback via pamphlet/poster in targeted areas of hospital as approved by relying institution.  Please specify locations: 
	
	

	Solicit feedback via study website
	
	

	Other (please describe)
	
	





Relying Site’s Plan for Pre- and Post-Enrollment Public Disclosure for feedback:[footnoteRef:1] [1:  All IRB- approved materials used for public disclosure will be submitted to the IND and Public Docket 95S-0158 by the study PI’s (Dr. John Kheir)
] 

Please indicate in the table below which activities your site is planning and the timeline for completion: 
	
	Check () if plan to complete
	Anticipated  date of completion

	Disclosure to Hospital Community (must do ALL of these):
	
	

	Presentation to medical providers and staff in clinical specialties caring for patients in key areas of hospital. Please list key areas of the hospital:  
	
	

	Brochures, posters, and/or flyers displayed and available in public areas of hospital (subject to approval of relying site)
	
	

	Email announcement to inform relevant hospital faculty of proposed study
	
	

	Disclosure to Surrounding Community (must do TWO of these):
	
	

	Publicly available website (https://www.childrenshospital.org/hydrogenFAST/)
	
	

	Social media announcement (platform(s): Facebook, Twitter, etc. 
	
	

	Coordinate with relying hospital public relations for additional electronic disclosure options (please describe)
	
	

	Other (please describe)
	
	

	
	
	

	Disclosure to Key Community Contacts (must do ONE of these):
	
	

	Letter to physicians in high-risk subspecialty areas asking them to inform their patient populations of the proposed study
	
	

	Letter/Notifications to Parent/Caregiver groups, committees (at BCH these groups were identified through community consultation)
	
	

	Other (please describe)
	
	

	
	
	

	IRB Enhanced Activities (must do ALL of these):
	
	

	Patients and families will be referred to IRB office for human subjects research questions
	
	

	Inform relying hospital legal team about the study and communicate regarding study progress
	
	

	Post-Enrollment Public Disclosure (must do ALL of these):
	
	

	Study results presented on website and clinicaltrials.gov websites
	
	

	Study results emailed to hospital and community physicians and staff
	
	

	Social media announcement
	
	

	Study results presentations at national meetings
	
	

	Study results published in peer-reviewed manuscript
	
	






Relying IRB Endorsement of Community Consultation & Public Disclosure Plan 
· The BCH IRB is responsible for finding and documenting that community consultation and public disclosure will take place (as required by 21 CFR 50.24(a)(7)).  However, the Relying Site’s IRB and/or Human Research Protection Program (HRPP)  is more knowledgeable about local conditions and is asked to help evaluate the community consultation and public disclosure plans. 
· The Relying Site’s IRB/HRPP should review the proposed plans and provide input and confirmation that local concerns are addressed. 
· The Relying Institution’s IRB/HRPP may have additional insights or knowledge about local or state laws or regulations, local demographics, percentage of patients with limited English proficiency, practices of emergency medical services in the area, etc. 
· The Relying Site IRB/HRPP may decide they want to review community consultation and public disclosure materials BEFORE they are submitted to the BCH IRB; however, all material used for community consultation must be approved by the BCH IRB.  

The plan for community consultation and public disclosure described was reviewed by Texas Children’s Hospital’s IRB or appropriate members of the HRPP and is considered to be appropriate for the Texas Children’s Hospital community. 

Name of IRB/HRPP Reviewer:____________________________

IRB/HRPP Personel Signature:____________________________

Date of Signature: ____________________________

Contact information of IRB/HRPP Reviewer: ____________________________

Date of signature:	

Site PI Name: ____________________________

Site PI Signature: ____________________________

Date of signature: ____________________________


Analysis plan for community consultation results:
Results of community consultation activitiess will be compiled and reported to the BCH IRB for review and approval.  Prior to BCH IRB Review, the Relying Site IRB/HRPP will be contacted to review the summary report and provide any feedback on results of community consultation.  Please indicate below who should be contacted to review the results of community consultation:

IRB /HRPP Personel Name:	 

IRB/HRPP Contact Information: 
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Until every child is well”





