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Device Labeling

¢ Indications for Use

* Adequate Operating Instructions

* Expected Risks / Benefits

 Contraindications: risks outweigh the benefits
* Warnings : death or serious injury

* Precautions: minor or moderate injury

@ECHELON

Premarket Approval (PMA)
FDAHome © Medical Devices © Databases

Premarket approval (PMA) s the FDA process of scienifc and regulatory review to evaluate the safety and
P are of
o unreasonable

risk ofHiness or injury.
Leam more

Search Database e &) Downioad Fies
Aepicart[Bard Frosuct Cose [PFV_| O
o Covera | Epedtes Reven v ]

S - S E— B

ClearediApproved IVD Frosucts ()

Advisory Cor

Sopementpe V]
Senty (Decision Date (Descending) v

Quisk Seareh

@ECHELON

Device
Databases:

PMA
De Novo
510(k)

Premarket Approval (PMA)

PMA
DATABASE
LINKS

8
el

Clinical Trials.gov web site

PMA approval order

Product labeling

Post-Approval Study Database

Summary of Safety and Effectiveness
(SSED)

Summary of Safety and Effectiveness Data

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.
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NI CONCLUSIONS DRAWN FROM CLINICAL STUDY

A. Eflctveness Conclusions

To demonstrate clinically acccpable effectiveness, the primary effetivencss
endpoint was evaluated sgains Lesi

it benefit in TLPP did not cary over
6 months, ACPP was 0.7% for Co

i the PTA group. The key secondary effecivenes
was not met (p-value = 0.0846).
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Manufacturer and User Facility Device Experience
(MAUDE) Database

Medical Devices

FDA Home

‘The MAUDE database houses medical device reports submitted to the FDA by mandatory reporters
(manufacturers, importers and device user facilties) and voluntary reporters such as health care.
professionals, patients and consumers.

Learn More
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FDA Communications

The FDA posts Letters to Health Care
Providers about safety concerns with
medical devices used in health care
facilities.

Get Email Updates
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Our froe e-mail st service allows you to receive important FDA news and information as

Medical Device Safety Ct
present FDA’s analysis of a current safety
issue and provide specific regulatory
approaches and clinical recommendations
for patient management.
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The Long-Term EVAR Assessment and Follow-Up

* 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
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(LEAF) System
LEAF Objectives

Accurately Measure Long-Term
Post-EVAR Outcomes:

* Survival
* Reintervention
* Late AAA rupture

LEAF is built on data from the Vascular Implant
Surveillance and Interventional Outcomes Network
(VQI-VISION) and Kaiser Permanente

PRACTICE MANAGEMENT

M) Chock forupcates

The Vascular Implant Surveillance and Interventional
Outcomes (VISION) Coordinated Registry Network:
An effort to advance evidence evaluation for

vascular devices
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VQI-VISION and Kaiser Collaboratively Have Built LEAF for Long-
Term EVAR Surveillance
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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

