
United States Food & Drug Administration
Non-substantive Change Request

OMB Control No. 0910-0120
Premarket Notification of Devices 510(k) 

Date Submitted: November 2026

Summary of request: The Food and Drug Administration is submitting this nonmaterial/nonsubstantive change request to add Form FDA 3674 to ROCIS. The form was inadvertently omitted from the last renewal submission; however, its associated burden was included in the supporting statement and approved burden estimates. No changes have been made to the form since OMB approval was granted on September 4, 2026. This request does not change the approved burden.







