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	To be filled out by the relying site Local Human Research Protection Program (or equivalent office) personnel:
The purpose of this worksheet is to provide the Northwestern University IRB Office staff with local context information for external sites that rely on the Northwestern University IRB to serve as their IRB of Record. This worksheet must be completed every three years. 

	Site Information 

	1. Legal name of Site:      
1a.  List all other names by which the Site is known:      

	2. Federal Wide Assurance (FWA) number:      
2a.  FWA expiration:      
2b.  Does your FWA require you to apply 45 CFR 46 to all studies ("check the box")?  Yes  ☐    No  ☐
2c.  Please list all institutions or affiliates that are components under your FWA:      

	3. Does your Site have an internal Institutional Review Board?  Yes  ☐     No  ☐  
3a.  If "yes", provide your IRB registration number (If Applicable):      

	4. Is your Site a covered entity*? (i.e., healthcare entity)  Yes  ☐    No ☐    N/A  ☐
4a.  Please provide any relevant information on this topic on behalf of your Site and its affiliates:      

	5. Is your Site's IRB AAHRPP accredited?  Yes  ☐    No  ☐    N/A  ☐
5a.  If "no," describe your site's research compliance resources:      

	6. Site IRB Point of Contact name:      
Site IRB Point of Contact email and phone #:      

	7. Are there any investigations, audits, or findings (i.e., OHRP, FDA, or local audits) over the past three years that would be relevant to the conduct of human subjects research at your Site?      
7a. If "yes", please provide additional information regarding investigations, audits, or findings that may be relevant.      

	

	General Requirements

	1. Please provide any state or local laws that the Northwestern University IRB may need to consider when reviewing this Site, including but not limited to:
1a.  Genetic privacy:      
1b.  Collection of sensitive data (i.e., mental health information**):      
1c.  Circumstances that affect the age of consent (i.e., in Pennsylvania, a minor age 14 or above can consent to their own mental health information):      
1d.  Requirements for who may serve as a Legally Authorized Representative:      
1e.  Any other state or local laws:      

	2. What is the age of majority for research in your state? (i.e., age when one is considered an adult in your state):      

	3. Are there any state or local laws, or institutional policies, that require keeping research data for longer than federal law requires under the Privacy Rule or Common Rule?  Yes  ☐    No  ☐
3a.  If "yes," please provide additional information regarding the record keeping requirements at your Site.       

	4. Please provide any institutional policies that the Northwestern University IRB may need to consider when reviewing this Site (including links to the relevant information):
4a.  Ancillary reviews that are required before the study can begin:      
4b.  Requirements for re-consenting for subjects who regain or lose the capacity to consent:        
4c.  Consent process for those with Impaired Decision-Making Capacity:      
4d.  Consent process for minors, or emancipated minors:      
4e.  Use of short forms for non-English speaking individuals:      
4f.   Translation of consent forms for non-English speaking individuals:      

	5. Will you verify that all Site personnel engaged in human research are appropriately qualified and up-to-date on your Site's institutionally-required training (e.g., human subjects protections or HIPAA training)?  Yes  ☐    No  ☐

	6. If an individual or institutional financial conflict of interest is present, will your Site provide a management plan?  Yes  ☐    No  ☐

	

	Informed Consent Requirements

	1. Are you agreeable to Northwestern University ensuring HIPAA requirements are met for your Site?  Yes  ☐    No  ☐  
1a.  If "No," please provide further information:      

	2. Do you require a waiver of authorization or alteration under HIPAA for any of the following? Yes  ☐     No  ☐  
2a. If "Yes," please check all that apply:
☐ Medical record review or other access to PHI of potential subjects who are patients of the research team
☐ Medical record review or other access to PHI of potential subjects who are not patients of the research team
☐ Other:       

	3. Can HIPAA authorization language be included in your Site's research consent form?  Yes  ☐     No  ☐  
3a. If "No," and your Site requires a separate HIPAA authorization document, please provide further information. You may also provide a link or separate attachment:      

	4. If you answered "Yes" to Question 3, please provide your Site's required informed consent language (we prefer this language be provided in the space below):
4a.  Subject Compensation:      
4b.  Research Related Injury:       
4c.  HIPAA Authorization Language:      
4d.  Genetic Testing:      
4e.  Please provide any other consent form language required by state and local laws and institutional policies:      

	5. Will your Site conduct an administrative review to ensure all state and local laws and institutional policies are adhered to after our review and approval as the IRB of Record?  Yes  ☐      No   ☐  

	

	Community Considerations

	1. Please identify any special characteristics and concerns of your community of which the reviewing IRB should be aware for this Site.  Please also outline any steps that may be taken to address these concerns:      

	

	Signatures and Attestations

	By signing below, the signatory affirms that they attest to the accuracy and completeness of the information provided herein.

The Site is solely responsible for consulting with its own legal counsel to determine whether research reviewed by the Northwestern IRB (including but not limited to any consent process, participant documentation, or HIPAA documentation) meets all other applicable federal, state, and local legal and policy requirements, including but not limited to HIPAA compliance. 

_______________________________________                                                                                                
Signature of Site's Human Research Protection Program (or equivalent office) Authorized Individual                


_______________________________________                                                                                               __________________
Printed Name and Title of Authorized Individual                                                                                                  Date




*Covered entities are defined in the HIPAA rules as (1) health plans, (2) health care clearinghouses, and (3) health care providers who electronically transmit any health information in connection with transactions for which HHS has adopted standards. Generally, these transactions concern billing and payment for services or insurance coverage. For example, hospitals, academic medical centers, physicians, and other health care providers who electronically transmit claims transaction information directly or through an intermediary to a health plan are covered entities. Covered entities can be institutions, organizations, or persons. Researchers are covered entities if they are also health care providers who electronically transmit health information in connection with any transaction for which HHS has adopted a standard. For example, physicians who conduct clinical studies or administer experimental therapeutics to participants during the course of a study must comply with the Privacy Rule if they meet the HIPAA definition of a covered entity.
** https://www.ilga.gov/legislation/ilcs/ilcs3.asp?ActID=2043&ChapterID=57
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