FDA 510(k) Premarket Notification

CLEARED
K983627 VENTURE IHO 100 HOME FILL COMPLETE HOME ot 2. 199
OXYGEN SYSTEM 372 days to decision

K983627 - Product code: CAW - Anesthesiology
Source: https://www.510kdatabase.net/k983627/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Generator, Oxygen, Portable (CAW)
Date received Oct 15, 1998

Decision date Oct 22, 1999

Days to decision 372 days

Third-party review No

Summary / Statement Statement

APPLICANT

Company Invacare Corp.

Location Elyria, OH, US

Contact EDWARD A KROLL

Website http://www.invacare.com/

510(k) history

111 submissions - 110 cleared - 1980-2007

Invacare Corp. is a healthcare company headquartered in Elyria, Ohio, specializing in mobility and respiratory care solutions.
The company develops healthcare and lifestyle products focused on safety, quality, and performance for users with reduced
movement. Invacare has received FDA 510(k) clearances from total submissions since its first clearance in 1980. The
company&apos;s cleared devices span Physical Medicine and anesthesiology categories, including power wheelchairs,
mobility scooters, standing devices, and respiratory masks. The latest FDA 510(k) clearance was in 2007,...

510k Database - www.510kdatabase.net

Device record: https://www.510kdatabase.net/k983627/ Data sourced from FDA 510(k) public records (accessdata.fda.gov).

510k Database is an independent platform not affiliated with the U.S. Food and Drug Administration. Always verify at accessdata.fda.gov. - Generated May 25, 2026


https://www.510kdatabase.net/k983627/
https://www.510kdatabase.net
https://www.510kdatabase.net/k983627/
http://www.tcpdf.org

