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Relying Site Local Context Form and Communication Plan 

	Study Title
	

	UChicago Protocol #
	

	UChicago PI name
	

	Site Principal Investigator
	



	Section 1: Institutional Information –Relying Site

	Name of Site
	

	Name of Site Point of Contact (Relying Study Team)
	

	Contact Phone Number
	

	Contact E-mail
	

	Federalwide Assurance (FWA) 
	FWA#: 
FWA Expiration:
Does the FWA extend to non-federally funded research? 
YES☐	NO☐  

	Site Specific Organizational Questions
	Provide any other names the site is known by:  


Identify any affiliations this site has relevant to this study, such as a university, clinic, or hospital: 


If any of the sites identified in question 3 above are within a network or system, do they have a separate FWA?

YES☐	NO☐  

If Yes, what are the sites with separate FWA (note that each of those sites will need to complete this form):



	Does your site have an IRB/HRPP Office (or similar)?
	YES☐	NO☐  
URL for the IRB/HRPP (if applicable):


	Does your site have a quality assurance (QA)/audit group responsible for overseeing ongoing research?
	YES☐	NO☐  
If YES, provide the QA contact information:
URL for the QA/HRPP (if applicable):


	Are there any investigations, audits, or findings (e.g. OHRP, FDA, or local audits) over the past 3 years that would be relevant to the conduct of human subjects’ research at your site?
	YES☐	NO☐  
If YES, please provide explanation here:

	Is your site a covered entity under HIPAA?
	YES☐	NO☐    Hybrid☐	

If Hybrid, does this work fall under the covered component?
YES☐	NO☐
	

	What human subjects’ protection training course(s) are completed by researchers at your site?  
(e.g. CITI, GCP, NIH Protecting Human Research Participants Course, OHRP Training Modules, etc.):
	

	Please verify all site personnel engaged in this research are appropriately qualified and up to date with site institutionally required training (e.g. human subjects protections or HIPAA training).
	YES☐	NO☐


	Financial Conflicts of Interest
NOTE: For any interests determined to constitute an FCOI or require a management plan, applicable management plans must be supplied with this completed form. 

	Please indicate whether a Financial Conflict of Interest has been identified that is relevant for this research: 
	YES☐	NO☐  
If Yes, explain:

	Site Specific Activities 
Will your site interact with, consent or recruit any research participants as part of their involvement in this study? 
	YES☐	NO☐  

If no, please skip to Section 5:  HRPP Communication Plan for Relying Sites 




	Section 2: Regulatory Requirements

	Describe any local, state, or federal laws or requirements that would impact this research protocol or informed consent document (wards of the state, emancipated minors, etc):
 
	

	Please outline any specific changes to the research that are required based on local, state, or federal requirements identified above:

	

	What is the Age of Majority at your site? 
	



	Section 3: Institutional Requirements & Ancillary Reviews 

	Describe any institutional requirements that apply to this study which require changes to the conduct of the study at your site: 
	

	Outline specific changes to the research based on the requirements identified above:
	

	Are any ancillary reviews required at your site [e.g. HIPAA Privacy Board, institutional biosafety (IBC) review for research with biospecimens, etc.]?
	YES☐	NO☐     None required☐
If YES, list ancillary reviews:


	Template consent form requires site-specific language changes (other than research –related injury)?
	Is site-specific template language required?  
YES☐	NO☐  Not Applicable☐  
If YES, please list: 


	Site-Specific Research-Related Injury Language
	Please include or attach:









	HIPAA authorization language
	Will a site-specific, stand-alone HIPAA form be used? 
 YES☐	NO☐  Not Applicable☐
Alternatively, does your site permit a combined ICF/HIPAA form?
YES☐	NO☐  
Is waiver of authorization requested?
YES☐	NO☐   YES, FOR SCREENING PURPOSES ONLY ☐  

	Short-form consent
	If applicable to the research, does your site allow a short-form consent process for non-English speaking participants? 
YES☐	NO☐  Not applicable☐ 
If YES, please provide a URL to the short-form consents available at your site:





	[bookmark: _Hlk114655325]Section 4: Community Considerations 

	Are there any special community characteristics/concerns or subject population concerns of which the UChicago BSD IRB should be aware for this study? 
	YES☐	NO☐  Not applicable ☐
If YES, please describe:




	Section 5:  HRPP Communication Plan for Relying Sites-  Below is a summary of which party of responsible for which study activity.  If your site has comments or revisions for the remaining study activities, please comment in the note section below. 
PLEASE COMPLETE SECTION 3. HIPAA Determinations and Actions and SECTION 4. HIPAA authorization Language and consent forms


	Reviewing IRB Activity

	

	1. Notification of Acceptance or Declination of Ceded Review Section 3.2.3

	☒(DEFAULT) OPTION 1 – Reviewing IRB Will Provide Notification The Reviewing IRB will notify the Overall PI (or designee), the Site Investigator(s), and involved Participating Institution(s) whether the identified research is accepted for Ceded Review and, if accepted, the designation of the Reviewing IRB and Relying Institutions. This can be accomplished through the SMART IRB Reliance System or another mechanism. 



	2. Standard Operating Procedures (“SOPs”) Section 3.4.2
	
☒OPTION 2- REVIEWING IRB SOPs Apply Participating Institutions will follow the Reviewing IRB SOPs, which are available at:

https://biologicalsciences.uchicago.edu/irb/irb-policies 


	3. HIPAA Determinations and Actions
Sections 4.4, 4.4.2, 4.4.3
	
☐(DEFAULT IF HIPAA APPLIES) OPTION 1- Relying Institution or 3rd Party Will Provide Determination The Relying Institution or a third party named by Relying Institution will make any HIPAA determinations or perform any HIPAA Actions in connection with the research.

☐OPTION 2- Reviewing IRB Will Provide Determination  The Reviewing IRB will review in accordance with 45CFR164.512(i)(1) (i) and (i)(2) a request for HIPAA Waiver/Alteration of Authorization in Connection with the Research.
☐OPTION 3- Relying Institution(s) will make any HIPAA determinations or perform any HIPAA Actions as the Reviewing IRB does not as a matter of policy or otherwise, review requests for HIPAA waivers/ alterations  The Relying Institution(s) will make determinations for themselves as to what pathway under the HIPAA Privacy Rule (authorization / alteration or waiver of authorization / Limited Data Set) is applicable and required for them to use/disclose PHI for the identified research. If a Relying Institution determines that authorization is required, it must use a freestanding authorization form that is separate from (not merged into) the study consent provided by the Reviewing IRB.
☐DEFAULT IF HIPAA DOES NOT APPLY) OPTION 4- Ceded
Research does not fall under HIPAA Privacy Rule regulations, OR Relying Institution is NOT HIPAA Covered Entity   No HIPAA determinations or actions are required for the Relying Institution to use/disclose PHI.

	4. HIPAA authorization Language and consent forms Sections 4.4.1
	      ☐(DEFAULT IF HIPAA APPLES) OPTION 1 – Relying Institution will provide Reviewing IRB with its own HIPAA language to be inserted into the informed consent documents OR provide a separate HIPAA Authorization. The reviewing IRB is under no obligation to ensure HIPAA Authorization language meet the requirements of 45 CFR 164.508(b) and (c). 
☐OPTION 2- Reviewing IRB will Provide and Insert HIPAA Authorization Language into the Informed Consent Document(s) on behalf of the Relying Institution meeting the requirements of 45 CFR 164.508(b) and (c) as necessary to permit the use and disclosure of PHI.
☐Reviewing IRB will Provide separate HIPAA Authorization Form on behalf of the Relying Institution meeting the requirements of 45 CFR 164.508(b) and (c) as necessary to permit the use and disclosure of PHI.
☐DEFAULT IF HIPAA DOES NOT APPLY) Not Applicable – HIPAA does NOT apply, or the Relying Institution is NOT a HIPAA Covered Entity


	5. Conflict of Interest
Sections 5.8 and 6.6
	      ☒OPTION 1 – Relying Institution Will Perform Conflict of Interest Analyses of their Research Personnel Under Their Policies The Relying Institution will perform their own analyses under their relevant policy(ies) with respect to disclosure and management of their Research Personnel’s conflicts of interest in connection with the identified research. The Relying Institution’s resulting determinations, prohibitions, management plans, and any updates will be provided to the Reviewing IRB. Note that the Reviewing IRB has the right to impose additional prohibitions or conflict management requirements.


	6. IRB notifications (of Decisions, Changes, Lapses in
Approval, Problems, Noncompliance) Sections 5.8, 5.9,
5.10, 5.11
	
☒OPTION 2- Reviewing IRB Will Provide Notifications Through Another Party The Reviewing IRB will provide notifications through the overall PI (or designee) who will then notify site investigators and involved participating institutions of decisions, changes, lapses in approval, problems, and non-compliance.


	7. IRB-Initiated Audits and Investigations Sections 5.12 and 6.13
	
☒OPTION 4-  Plan for conduct of IRB-initiated audits or Investigations Will Be Determined on a Case-By-Case Basis The Reviewing IRB and the Relying Institution will agree upon a plan for the conduct of any IRB-initiated audit or investigation of a matter relating to the Ceded Review of the identified research on a case-by- case basis and at the time the matter arises.


	8. IRB-Initiated External Reporting Sections 5.4.1.2
	
☒OPTION 4- Plan for Drafting and Submission of IRB-initiated External Reports Will Be Determined on a Case-By-Case Basis The Reviewing IRB and the Relying Institution(s) will agree upon a plan for the drafting and submission to external parties (e.g., regulatory agencies, other oversight authorities) of any reports of unanticipated problems, serious or continuing noncompliance, and suspension or termination of IRB approval that the IRB determines are required in connection with the identified research on a case-by-case basis and at the time the matter arises.


	9. Congruence of Federal Grant Applications/ Contract Proposals Section 5.15 (Note this is applicable when such review is required by federal regulations or oversight agencies)
	☒(DEFAULT) OPTION 1- Reviewing IRB Will Review Congruence The Reviewing IRB will review the congruence of any federal grant application(s) or contract proposal(s) supporting the identified research with the study protocol(s) submitted to the IRB.


	

	Reviewing Institution Activities
	

	Section 3: Insurance-  The default option has been chosen,  if your institution cannot provide insurance due to immunity, please check option 2 and provide a note at the end of the section for why this option was changed. 
	

	1. Financial agreements (for review costs– indemnification agreements are addressed separately below) Section 2.4
	☒(DEFAULT)OPTION 1– Reviewing IRB/Institution Will Not Charge Relying Institution(s) for Review Costs The Relying Institution will not be responsible for financial support of the costs of review of the identified research, if applicable. The Reviewing IRB may charge the sponsor or other third parties for any applicable costs.


	2. Quality Assurance / Quality Improvement (“QA/QI”) Function/Program Section 6.11
	      ☒OPTION 1 – QA/QI Program Access Required Participating Institutions engaged in the identified research must have or have access to a human subjects research QA/QI program or service (or an alternate means of monitoring) that can conduct and report to that institution the results of for-cause and not-for-cause audits of the institution’s and its Research Personnel’s compliance with human subjects protections and other relevant requirements. If applicable, please provide additional information regarding the alternate means of monitoring that will be used:
[ALTERNATE MEANS OF MONITORING]


	3. Insurance Section 4.9
(Note that state/federal agencies or instrumentalities of state/ federal government may provide documentation of self-funded liability coverage or of reliance on applicable law providing immunity from or limiting liability.)
	
☒(DEFAULT) OPTION 1 – Insurance Required Participating Institutions must maintain insurance coverage of sufficient type(s) and in reasonable amount(s) to cover its activities with respect to the identified research, including coverage of its IRB/IRB members when acting as a Reviewing IRB. Participating Institutions may request from one another an insurance certificate or equivalent documentation of the relevant coverage (including any sponsor-provided coverage).
☐OPTION 2 – Insurance Not Required  Participating Institutions are not required to maintain insurance coverage to cover activities with respect to the identified research.


	4. Indemnification Section 4.10
	      ☒OPTION 2 – Indemnification Agreement Not Required Indemnification agreements or other contractual arrangements for allocation of liability are not required with respect to the identified research.




Notes: Click or tap here to enter text.


	



	Local Context Representative/IRB contact
	

	Title of Local Context Representative/IRB contact
	

	Contact Email/Telephone of Local Context Representative/IRB Contact
	

	Attestation by Local Context Representative/ IRB contact
	I attest to the accuracy of the responses provided. 

_______________________________      __________
Local Context Representative Signature           Date
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