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 OMDRHO webpage on fda.gov 
www.fda.gov/ORADevices 

http://www.fda.gov/ORADevices


 

www.fda.gov/ORADevices 

Pending 
Update! 

Links to Hot Topics! 

Links to Inspectional handouts! 

http://www.fda.gov/ORADevices


     

COVID Timeline 

MARCH 
Suspend Surveillance Inspections 

2020 

MAY JUNE JULY NOV 
Resiliency Roadmap & MedCon Begin RRAs Return to Baseline Inspections Updated 

2021 Resiliency Roadmap 

2021 

JAN FEB APRIL 
Pause Resume Resume 

Inspections Foreign Inspections 

2022 



Inspection Types 



 
   

 

 

 

Inspectional 
Coverage

2020 -
present 

2020 
April – Sept 

2020 – 2021 
Oct – March 

2021 
April – Sept 

2021 – 2022 
Oct – March 

2022 
April – June 

Mission 
Critical X X X X X 

Prioritized 
Domestic X X X X X 

Foreign 
X X X 

All Types, 
All 

Geography 
X X 

RRA 
X X X X X 



 

  

 

  
 

 
 

  
 

  
  

RRAs 

REMOTE 
REGULATORY 
ASSESSMENTS 

continue to be available 

enterprise-wide 

• Multi-Commodity- will continue to see 
use of this regulatory tool 

• For Devices, RRAs are voluntary; No 
Form 482 Notice of Inspection 

• Remote, interactive engagement to 
review records firms are required to 
maintain 

• No Form 483 Inspectional 
Observations - findings verbally 
discussed with firm 
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FY22 - Current Operational Status 

Continue to prioritize: 
• PMA 
• Compliance Follow-up 
• For Cause: Complaint, Class1 Recalls 
• Risk Based 
• Surveillance 



FY22 Current Operational Status 

Resumed travel mid-April: 
• Mission Critical 
• Priority 
• Performed by Cadre to start 



OMDRHO 

FY22 INITIATIVES 



FY22 OMDRHO Key Initiatives 



 FY22 Risk Management Initiative 

www.fda.gov 

www.fda.gov


Data Driven Risk-Based Approach 

www.fda.gov 

www.fda.gov


 

 

 

820 Transition 

We are 
Here 

Public Meeting 
of Device GMP Advisory 

Committee 

Public Comment period ended 05/24/2022: 
Proposed-Device-QMSR-Rule@fda.hhs.gov 

mailto:Proposed-Device-QMSR-Rule@fda.hhs.gov


Questions? 



 
  

  
  

 

Disclaimer 
These PowerPoint slides are the intellectual 

property of the U.S. Food and Drug 
Administration and the individual presenter and 

are protected under copyright Laws of the 
United States of America and other countries. 

All rights reserved. 



Thank You! 
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