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“I was from the Government and I'm Here to Help!” 

FDA Resources to Benefit Your Practice by Helping 
Assure Safe and Effective Medical Device Use

Robert E. Lee, MD, FACS
Echelon Development Group, LLC
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• I was a full time employee of the US FDA until retiring 
on 9/30/2024

• Current principal, Echelon Development

• No commercial conflicts relative to this presentation

Disclosures
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• Indications for Use
• Adequate Operating Instructions
• Expected Risks / Benefits
• Contraindications: risks outweigh the benefits
• Warnings : death or serious injury
• Precautions: minor or moderate injury  

Device Labeling
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Device 
Databases:

PMA
De Novo
510(k)
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PMA 
DATABASE 

LINKS

• Clinical Trials.gov web site

• PMA approval order

• Product labeling

• Post-Approval Study Database

• Summary of Safety and Effectiveness 
(SSED)
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The SSED summarizes the key content of the PMA, and 
includes the 
• Device Description,
• Preclinical Evidence, and 
• Clinical Evidence, and
• FDA’s analysis supporting the reasonable assurance of 

the safety and effectiveness of the device when used as 
indicated.

Summary of Safety and Effectiveness Data
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SSED:
Best  concise 
information 
source on device 
performance
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MAUDE 
DATABASE
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The FDA posts Letters to Health Care 
Providers about safety concerns with 
medical devices used in health care 
facilities.

Medical Device Safety Communications 
present FDA’s analysis of a current safety 
issue and provide specific regulatory 
approaches and clinical recommendations 
for patient management.

FDA  Communications
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The Long-Term EVAR Assessment and Follow-Up 
(LEAF) System

• Industry  sponsored initiative
• Arose from the 2021 FDA 

endograft panels that pointed 
out the need for long term 
device specific EVAR follow-
up.

• Led by Dr. Phil Goodney

LEAF Objectives

Accurately Measure Long-Term 
Post-EVAR Outcomes:

• Survival
• Reintervention
• Late AAA rupture
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LEAF is built on data from the Vascular Implant 
Surveillance and Interventional Outcomes Network

(VQI-VISION) and Kaiser Permanente
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VQI-VISION and Kaiser Collaboratively Have Built LEAF for Long-
Term EVAR Surveillance
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• PMA Database
• 510(k)  Database
• DeNovo Database
• MAUDE Database
• Medical  Product  Safety Network
•  Medical  Device Recal ls
• 522 Post-market  Survei l lance Studies  Database
• Letters  to Health Care Providers
• Safety Communicat ions
• Subscribe to FDA Emai l  Noti f icat ions

FDA DEVICE RESOURCE LINKS

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm
https://www.fda.gov/medical-devices/medical-device-safety/medsun-medical-product-safety-network
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-recalls?utm_medium=email&utm_source=govdelivery
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pss.cfm
https://www.fda.gov/medical-devices/medical-device-safety/letters-health-care-providers
https://www.fda.gov/medical-devices/medical-device-safety/safety-communications
https://public.govdelivery.com/accounts/USFDA/subscriber/new

