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What to Expect after Submitting



After creating a study and clicking submit on a submission to ETHOS, the IRB process begins: 1. Pre-Review will be conducted by an IRB Analyst to check for completeness of your submission. Edits to the SmartForm or uploaded study documents may be required before the submission can be routed for IRB Review. The PI and primary contact will receive an email notification if action is required. 2. Ancillary Review may be required. This includes Scientific Review, Drug and Device Review, COI, or review by other individuals or departments or committees depending on the nature of the study. 3. IRB Review will be conducted when the all necessary documents and information has been received. - Non-committee Review (Determination, Exempt, and Expedited Review) is conducted by a designated reviewer per the federal regulations governing research. Clarifications or edits to the submission may be requested to aid the reviewer in making a review determination. - Committee Review (Full Board Review) is required for greater than minimal risk studies, or minimal risk studies that otherwise do not qualify for Exemption or Expedited Review.



o You can find out the meeting assignment status and meeting date in the study workspace. o Prior to the meeting, you will be notified if clarifications are requested to be addressed (if possible) before the meeting. The study and materials are locked down, but a response can be sent in ETHOS through “Submit Clarification Response.” o After the meeting, the PI and Primary Contact will receive notification if changes are required to secure approval and the study will be unlocked for editing. 4. Determination letters are distributed to the PI when the IRB has finalized its decision to approve, reject, or defer a submission.
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IMPORTANT TIPS 







Only the Primary Contact and PI will receive e-mail and see the study in My Inbox. By default, the person who created the study is the Primary Contact. See the “Responding to the IRB” and “Updating Documents” quick guides for information on how to respond to clarification or modification requests.
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