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I. OLRC, 21 USC 360: Registration of producers of drugs or devices (2024),

(available at

https://uscode.house.gov/view.xhtml?reg=(title:21%20section:360%20edition

:prelim)%200R %20(granuleid: USC-prelim-title2 1 -section360)& f=treesort#=

0&edition=prelim).

2. Center for Devices and Radiological Health, CDRH Statement: FDA
Continues to Take Steps to Strengthen the Premarket Notification [510(k)]
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmdr/search.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/medsun/searchReport.cfm
https://www.fda.gov/medical-devices/medical-device-safety
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm
https://uscode.house.gov/view.xhtml?req=(title:21%20section:360%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section360)&f=treesort#=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=(title:21%20section:360%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section360)&f=treesort#=0&edition=prelim
https://uscode.house.gov/view.xhtml?req=(title:21%20section:360%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section360)&f=treesort#=0&edition=prelim
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Program. FDA (2023) (available at

https://www.fda.gov/medical-devices/medical-devices-news-and-events/cdrh-

statement-fda-continues-take-steps-strengthen-premarket-notification-510k-p

rogram).

3. Center for Devices and Radiological Health, Best Practices for Selecting a
Predicate Device to Support a Premarket Notification [510(k)] Submission
(2023), (available at

https://www.fda.gov/regulatory-information/search-fda-euidance-documents/

best-practices-selecting-predicate-device-support-premarket-notification-510

k-submission).

4. Center for Devices and Radiological Health, The 510(k) Program: Evaluating
Substantial Equivalence in Premarket Notifications [510(k)] (2019),
(available at

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/

510k-program-evaluating-substantial-equivalence-premarket-notifications-51

0k).

5. Center for Devices and Radiological Health, Medical Device Development
Tools (MDDT). FDA (2023), (available at
https://www.fda.gov/medical-devices/medical-device-development-tools-md

dt).

6. FDA, MAUDE - Manufacturer and User Facility Device Experience,
(available at

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm).

7. FDA, MDR Database Search, (available at

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/ctfmdr/search.cfm).

8. FDA, Medsun Reports, (available at

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/medsun/searchReport.cf

m).
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9. Center for Devices and Radiological Health, Public Notification of Emerging
Postmarket Medical Device Signals ("Emerging Signals") (2019), (available
at

https://www.fda.gov/regulatory-information/search-fda-euidance-documents/

public-notification-emerging-postmarket-medical-device-signals-emerging-si

gnals).

10. Center for Devices and Radiological Health, Medical Device Safety. FDA
(2023), (available at

https://www.fda.gov/medical-devices/medical-device-safety).

11. Center for Biologics Evaluation and Research, Safety & Availability
(Biologics). FDA (2024), (available at

https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics).

12. FDA, Medical Device Recalls, (available at

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfim).
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