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NON-HUMAN SUBJECT RESEARCH DETERMINATION

DATE: 12 Nov 2020

TO: Brittany Lee

PROJECT: Bill and Melinda Gates Foundation - no protocol number / BMGCRBTS-
CRBTST, Feasibility assessment of mass testing for organizations and public 
health during pandemics (a validated SARS-CoV-2 endpoint Reverse 
Transcriptase (RT)-PCR diagnostic assay on an ultra-high-throughput 
platform) (Pro00047790)

DOCUMENTATION REVIEWED:

Materials Submitted:  Memo to Advarra (Dated 11 November 2020)
 Project Description (Not Dated)

Using the Department of Health and Human Services regulations at 45 CFR 46, the IRB determined that your 
research project does not meet the DHHS definition of human subjects research under 45 CFR 46 and, 
therefore, does not require IRB oversight. All study related documents will be removed from our active files 
and archived. 

Note: You will still be able to access this study via the Advarra CIRBI Platform under the "Archived" tab on 
your Dashboard for three years.  After three years, the study will be removed from the system in accordance 
with IRB regulations.

The IRB granted this non-human subject research determination with an understanding of the following:

1. The research project will only be conducted as submitted and presented to the IRB, without additional 
change in design or scope.

2. Should the nature of the research project change, or any aspect of the study change such that the nature 
of the study no longer meets the criteria found in 45 CFR 46, you will resubmit revised materials for 
IRB review.

This project is not subject to requirements for continuing review.

If you have any questions or concerns, please use the Contact IRB activity on the Advarra CIRBITM 
Platform.

Thank you for selecting Advarra IRB to review your research project.


