Cover Letter for Relying Sites
Instructions:
· This cover letter should be included as part of the welcome packet sent to external participating sites. Please reference the Reliance Process Overview for instructions on when to send this document and other relevant Welcome Packet contents to collaborators
· Find and replace all italicized red text with information pertaining to your project and change all text color to black
· Delete all non-applicable sections (e.g., delete all mention of Informed Consent Forms if a site is not consenting participants
· Once this cover letter is completed, delete all instructions and remaining red italicized text
Any questions can be forwarded to irbreliance@northwestern.edu
To: Entities relying on the Northwestern University IRB
From: [Insert name of PI and or Coordinator and their affiliation(s), e.g., Dr. Rebecca Researcher, Feinberg School of Medicine
Project Title: [Insert name of protocol here]
NU IRB#: [Insert STU number here]
Date: [Insert date of invitation]
Below is a summary of Northwestern University’s process of executing Reliance and granting site approval when NU will be the IRB of Record for a multi-site or collaborative study. You should also contact your organization's IRB (or executive leadership team if you do not have an IRB) to ensure their process for relying on an external IRB is appropriately followed. If your organization does not have an IRB, please work with the Northwestern Reliance team to troubleshoot.
1. To add your site as a relying site, first, a Reliance Agreement needs to be reviewed and signed by your IRB.
a. Northwestern University’s IRB will utilize [Insert type of reliance mechanism]
b. The IRB, IRB Office, or other appropriate institutional representative(s) will need to review the terms of the agreement. Once the appropriate body at your institution has signed the Reliance Agreement, it should be returned to the Northwestern study team. 

2. [Delete this section if you are not including a local context form] The Local Context Form (LCF, HRP-1825), should also be completed. This form relays important background information regarding your site more generally and specific consent language and or site-specific policies that Northwestern should be aware of while completing review of your site. This includes but is not limited to financial disclosures, costs to subjects, subject injury, and HIPAA authorization.

3. [Delete this section if this site is NOT consenting participants] You will also be asked to update the provided, Northwestern IRB approved consent templates with appropriate site-specific language. This includes, but is not limited to, language related to financial disclosures, costs to subjects, subject injury, and HIPAA authorization. Note: At this point, the only edits to the consent form should be related to adding site-specific language. 

4. [Customize this section based on the documents sent to the collaborator. Delete entire section if collaborator ONLY received a reliance agreement] The Northwestern study team will need to return the following to the NU IRB: 1) Reliance Agreement signed by your institution’s IRB 2) completed LCF [Delete if not applicable] 3) Consent forms with site-specific language [Delete if not applicable], site specific recruitment materials [Delete if not applicable]. The NU study team will include these documents in the NU IRB submission for review.

5. The Northwestern IRB office will conduct their review of your site. You may direct any questions or concerns to us, the NU study team by emailing [insert name of PI/Primary Contact] at [insert email of PI/Primary Contact or lab account]. 

6. Once your site has been approved, the NU study team is responsible for passing the following items back to you site: 1) NU IRB approval letter documenting approval of your site as a relying site 2) any fully executed documents completed during the NU review 3) any finalized site-specific materials for use at your site [Delete if not applicable]. 

7. Upon completion of the above steps, Northwestern will be considered the IRB of Record for your site and from Northwestern’s perspective, research activities may commence at your site. However, please also ensure that your institution’s requirements for external IRB studies are met (i.e., local “study acknowledgment” or a similar process) prior to initiating study activities.


