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Conduct-of-Clincial-Trial-During-COVID 19-QA Updated 08.30.21

Postmarket-Management-of-Cybersecurity-in-Medical-Devices---
Guidance-for-Industry-and-Food-and-Drug-Administration-Staff

Postmarketing Safety Reporting for Combination Products

Conduct-of-Clincial-Trial-During-COVID 19-QA Updated 08.30.21

Medical Device Classification Product Codes

New-Contrast-Imaging-Indication-Considerations-for-Devices-and-
Approved-Drug-and-Biological-Products

Safer-Technologies-Program-Guidance

https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20BiologicsSubChapter%20F%20PDF%20Guidance/Conduct-of-Clincial-Trial-During-COVID%2019-QA%20Updated%2008.30.21.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Postmarket-Management-of-Cybersecurity-in-Medical-Devices---Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20BiologicsSubChapter%20F%20PDF%20Guidance/Postmarketing%20Safety%20Reporting%20for%20Combination%20Products.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Conduct-of-Clincial-Trial-During-COVID%2019-QA%20Updated%2008.30.21.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Medical%20Device%20Classification%20Product%20Codes.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/New-Contrast-Imaging-Indication-Considerations-for-Devices-and-Approved-Drug-and-Biological-Products.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Safer-Technologies-Program-Guidance.pdf?web=1
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Questions-and-Answers-about-eMDR---Electronic-Medical-Device-
Reporting---Guidance-for-Industry--User-Facilities-and-FDA-Staff-
(PDF)

Procedures-PAS-Guidance-Draft

General-Considerations-for-Animal-Studies-for-Medical-Devices---
Draft-Guidance-for-Industry-and-Food-and-Drug-Administration-
Staff

Voluntary Malfunction Summary Reporting

Clinical Decision Support Software
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https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Questions-and-Answers-about-eMDR---Electronic-Medical-Device-Reporting---Guidance-for-Industry--User-Facilities-and-FDA-Staff-(PDF).pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Procedures-PAS-Guidance-Draft.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/General-Considerations-for-Animal-Studies-for-Medical-Devices---Draft-Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Voluntary%20Malfunction%20Summary%20Reporting.pdf?web=1
https://fdasmarts.sharepoint.com/sites/CDRHTownHallsCFRs2/ALL%20672%20FDA%20Medical%20Device%20Guidance/Clinical%20Decision%20Support%20Software.pdf?web=1
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