	
	[image: UT Southwestern Medical Center logo]



[image: UT Southwestern Medical Center]

ETHOS Reliance Submission Checklist
1
Clinic Name | Revised 07/06/25		


2


This checklist is intended to serve as a supplement to the Submitter Checklist.
Section 1.0 – Intake Questions/Basic Study Information

· 6. Will an External IRB act as the IRB of record for the study?
· Select “Yes”
Section 6.0 – Study Summary/Consent Forms

· 12. Upload informed consent document(s), information sheets, verbal script(s), and stand-alone HIPAA Authorization forms
· Consent Forms
· Commercial and Institutional IRBs: Upload the approved, stamped consent form with UTSW local context language inserted. 
· NCI CIRB: Add UTSW boilerplate language to the current consent template in CTSU, and upload.  
· HIPAA Authorization
· NCI CIRB: Upload the English and Spanish (if applicable) HIPAA Authorization (form F).  
Section 9.0 – Relying on a non-UT Southwestern IRB

· 2.1. Initial study approval letter
· Initial approval letter from the Reviewing IRB
· Reliance agreement:
· WCG/Advarra: Reliance Notification email from UTSW HRPP reliance team.
· NCI CIRB: Reliance agreement does not need to be uploaded.
· All other IRBs: SMART IRB letter signed by both UTSW and Reviewing IRB
· 2.2. Add date(s) the External IRB approved each study site and upload the approval letter(s):
· This is the date of site approval for UTSW and/or it’s affiliates by the Reviewing IRB
· 3. Upload Approval Letter(s) here
· Site approval letter from the Reviewing IRB (NOTE: this will be an approval letter from the reviewing IRB, not the reliance agreement).
· 4. Upload modification approval letter(s) (if any): 
· Provide any additional approval letters for documents uploaded in ETHOS.
· 5. Upload the most recent Continuing Review approval letter (if applicable):
· Expiration date listed on the site approval or initial approval letter has passed, provide the most recent Continuing Review approval letter.

· HIPAA Waivers: 
· 6.1 Will you review or collect PHI prior to obtaining authorization from the subject (i.e., screening of medical records to screen for eligibility); and/or collect PHI without obtaining authorization from the subject (i.e. retrospective chart reviews) and/or obtain verbal consent and authorization?
· Select “Yes” if a HIPAA waiver is needed (NOTE: if the study team plans to review records to pre-screen potential participants, a partial HIPAA waiver will most likely be needed.)
· 6.1.1 If yes, has the external IRB issued a Waiver (or Partial Waiver) of HIPAA Authorization?
· WCG/Advarra: select “yes” and upload documentation of the HIPAA waiver.
· NCI CIRB: select “no” and enter the request for a HIPAA waiver in section 11.0.
· All other IRBs: Depending on the agreement, HIPAA waivers will either be issued by UTSW or the Reviewing IRB.  Check the reliance agreement or contact sIRB@UTSouthwestern.edu.    
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