FDA 510(k) Premarket Notification

K243627 Laryngoscope Junctional-Arterial Restriction Clamp (L-

ARC)

K243627 - Product code: DXC - Cardiovascular
Source: https://www.510kdatabase.net/k243627/

SUBMISSION DETAILS

CLEARED

Dec 31, 2025
401 days to decision

Decision
Submission type
Device classification
Date received
Decision date

Days to decision
Third-party review
Combination product
PCCP authorized
Summary / Statement
Other names

Substantially Equivalent (Cleared)
Traditional

Clamp, Vascular (DXC)

Nov 25, 2024

Dec 31, 2025

401 days

No

No

No

Summary

Arterial Restriction Clamp (ARC)

APPLICANT

Company Arc Trauma, LLC
Location Jamestown, OH, US
Contact Jeffrey Williams
Website https://arctrauma.com

510(K) history

1 submissions - 1 cleared - 2025-2025

Arc Trauma, LLC is a medical device company based in Jamestown, Ohio, specializing in innovative point-of-injury solutions
for traumatic injuries. The company develops life-saving devices designed to manage critical vascular emergencies in high-
risk situations. Arc Trauma has received FDA 510(k) clearance from total submission, with all submissions focused on
Cardiovascular devices. The company achieved its first and latest clearance in 2025, demonstrating active regulatory
engagement and current market presence. The company&apos;s flagship device addresses arterial restrictio...
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