Rauland-Borg Corporation
3450 West Oakton Sireet
Skokie, IL 60076 USA

Date: July 18, 2008

To: Rauland Customers

From: Jonathan Wacks

Director, Regulatory Affairs

Re: United States Regulatory Status-Responder Nurse Call Systems

fn order to provide our customers with a better understanding of Rauland’s Responder
Product line, please note the following:

1.

6.

The Responder IV and 4000 systems are considered medical devices by the US
Food and Drug Agency (FDA), and are subject to federal regulation.

As such, Rauland is a registered medical device manufacturer with the US Food
and Drug Agency (Registration Establishment # 1000227151).

Based upon FDA's device classification system, Rauland's Responder product line
has been listed under 21 CFR 890.3725 Powered Environmental Control System,
(Class Il medical device).

Pursuant to the 1997 FDA Modernization Act, Rauland's Responder product line is
no longer subject to the 510(k) device submission requirement (Class Il “exempt”).

As a Class Il exempt medical device, Rauland is required to comply with the
Quallity System Requirements {QSR's), Medical Device Reporting (MDR), and other
provisions intended to provide our customers with the highest levels of quality
assurance and product safety.

To view Rauland's establishment and device listing with US FDA, go to:

http://www.accessdaiga.fda.gov/scripts/cdrh/cfdocs/ciRL/l.cfm

Type in “Rauland” in the “Establishment Name" field, and click on the “SEARCH”
button.

07-18-08 Rauland Medical Device Certification Final.doc




FDA 1S, Food and Drug Administeadon 4

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH .
EDa Home Bags  CORH Home Page , Search A-Z index {Questions?j

;, <) 510ik} | Registration & Listing | Adverse Events | PMA | Classification | CLIA
W CFR Title 21 | Advisory Committees | Assembler | Recalls | Guidance | Standards

New Search Back To Search Results

Device Listing Database

Proprietary Name: RESPONDER

SYSTEM, ENVIRONMENTAL
CONTROL, POWERED

Product Code: QA

Device Class: 2

Regulation Number: 800.3725
Medical Specialfy: Physical Medicine
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Establishment Operations: Manufacturer
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