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Postmarket Surveillance Overview 
FDA regulates the device total product 
lifecycle 
Quality system and risk management controls 
Medical device reports 
Postmarket PMA approval requirements 
Postmarket surveillance “522” studies  
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Overview 
Corrections and removals controls 
MedSun 
Unique Device Identifier 
Registries 
Medical Device Epidemiological Network 
Safety Alerts 
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FDA Regulates Life Cycle 
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Quality System 
 

Manufacturer responsibility for QS 
postmarket activities which are monitored by 
FDA 
FDA also has proactive means to assess QS 
postmarket performance 
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Quality System - manufacturer 
QS regulation: Corrective and Preventive 
Action Subsystem  

Collecting signals 
Investigating complaints/root cause 
Trending 
Escalation as needed (HHE, CAPA, field action) 
Internal quality audits  
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Quality System 
 
FDA QS monitoring and action: 

Requirements for periodic inspection of 
facilities/bioresearch monitoring 
Compliance and enforcement 
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Risk Management- manufacturer 
Establish, document, and maintain a system 
to collect and review information in post-
production phase 
Are previously unrecognized 
hazards/hazardous situations present 
Is estimated risk still acceptable 
Feedback to risk analysis  
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Medical Device Reports (MDRs) 
Mandatory reports of death, serious injury, or  
malfunctions that could result in death or 
serious injury 
Manufacturer, user facility, importer 
5 work/10 work/30 calendar days from 
becoming aware of reportable event where 
device may have caused or contributed    
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MDRs 
Voluntary reports from health professionals 
or consumers using Form 3500 
Mandatory reports using Form 3500A 
Initial reports and supplemental reports after 
obtaining more information 
Foreign manufacturer needs US agent 
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MDRs 
If product is exported and also sold in US 
then MDR reports must be submitted for a 
foreign reportable event 
There are definitions of terms  
Procedures and implementation must comply 
with regulations  
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MDRs 
What does FDA do with MDR reports 

Enters into MAUDE system 
Assesses death reports immediately 
Trends reports 
Communicates with manufacturers, as needed 
Initiates compliance and enforcement action, as 
needed 
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Postmarket PMA Approval Rqmts 
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PMA Postapproval Rqmts 
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PMA Postapproval Rqmts 
 
Required postapproval clinical study 

Assessment of subpopulation 
Additional follow up data 

Other surveillance controls in PMA approval 
orders I will discuss 
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Postmarket Surveillance Study 
Called “522” studies 
FDA may require a 522 study: 

Confirm nature, severity, frequency of suspected 
problems or connection to devices 
More data needed on change to in home use or 
different population 
Resolve long term or infrequent use issues 
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522 Study 
Only for Class II or III devices: 

Failure reasonably likely to have serious 
consequences 
Significant pediatric use 
Implanted more than 1 year 
Life sustaining/supporting and used outside of 
health care facility 
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522 Study 
FDA issues order 
Manufacturer submits study plan 
FDA and manufacturer agree on plan 
Interim and final reports 
Guidance 
Active studies posted 
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Corrections and Removals 
Device violates law or is a risk to health 
(recall) 
“Correction” in the field; otherwise physical 
“Removal” from point of use 
Report to FDA within 10 working days from 
initiation 
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Corrections and Removals 
No reports for: 

Improving performance or quality and not to 
reduce risk to health or remedy a violation 
Market withdrawal 
Routine servicing 
Stock recovery 

FDA assesses plan, communication, classifies 
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Corrections and Removals 
 
Recall actions: 

Voluntary 
FDA requested 
Mandatory 
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Recalls 
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FDA Pacific Recall Coordinators 
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MedSun 
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MedSun 
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Unique Device Identifier 
Devices to carry UDI 
More accurate reporting, reduce medical 
errors, enhance analysis 
UDI = Mandatory Device Identifier + 
Conditional, variable Production Identifier 
Global Unique Device Identification Database 
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Registries 
International Consortium of Orthopedic 
Registries – 30 registry collaboration 
 
Transcatheter Aortic Valve Registry 
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MDEpiNet 
New methodologies, new data systems,  
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Safety Alerts 
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Example Safety Communication 
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Alerts 
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