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	REQUEST External IRB Review
Electronic Consent ADDENDUM

	

	


[bookmark: INSTRUCTIONS]PURPOSE AND INSTRUCTIONS
Use this form when submitting a Study Update to request UW concurrence with the use of an electronic consent platform for research reviewed by a non-UW (“external”) IRB instead of the UW IRB.
1. Complete this form.
2. In Zipline, navigate to the study that you wish to update and select the activity “Update Site Details” to create a new EXTUPDATXXXXXXXX submission. Upload this completed form in the same location as the original REQUEST External IRB Review form, under item 4 on the External IRB SmartForm. Do not replace or update the REQUEST form. 
3. Email hsdrely@uw.edu to inform the HSD Reliance Team that the study updates are ready for review. There is no “Submit” function for Study Updates in Zipline, so this step must be completed to notify HSD of the request. 

Contact hsdrely@uw.edu for questions, or review the HSD website for more information.
1. STUDY ACTIVITIES CONDUCTED BY UW RESEARCH TEAM
1.1. Electronic consent signature. For studies in which documentation of consent or HIPAA authorization will be obtained, will subjects use an electronic method to provide their consent or authorization signature? NOTE: Use of e-signatures requires advance approval of the reviewing IRB and advance concurrence from HSD.
· Review our guidance on Documentation of Consent and instructions for UW E-Consent Tools for information about options and any associated requirements.
· FDA-regulated studies must use a system that complies with the FDA’s 21 CFR Part 11 requirements about electronic systems and records. 
· Having subjects check a box at the beginning of an emailed or web-based questionnaire is not considered legally effective documentation of consent.
☐ No
☐ Yes → Indicate which methodology will be used:
☐ UW ITHS REDCap (excludes REDCap Mobile App)
☐ UW Medicine RIT REDCap Part 11 – This installation is 21 CFR Part 11 Compliant when configured correctly
☐ Other REDCap Installation - Any REDCap other than UW ITHS REDCap or UW Medicine RIT REDCap Part 11 (includes other UW-managed REDCap) 
→ Name the other version you will be using (e.g., Vanderbilt, Univ. of Cincinnati, Other UW-managed REDCap) in the following field and provide a completed supplement Other REDCap Installation with your submission. 
	Click or tap here to enter text.


☐ UW eSignatures (powered by Docusign)
☐ UW Florence eConsent – 21 CFR Part 11 Compliant
☐ Other → 	Please describe in the field below and provide a signed Other E-Consent Tool Attestation Letter with your Zipline submission.
	Click or tap here to enter text.
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